
 

   
   

 

    
 

             
              

               
            

               
             

             
              

    

       

 

  
        

     
  

       
      

   
 

        
       

        

  

 

  

 

   
    

 

  

    

             
              

               
            

               
            

            
              

     

 

        
 

  

 

 

  

 

  
        

     
   

        
      

   
 

        
       

        

This case addresses lmpax Laboratories, Inc.' s reverse 
cost generic competition to Opana ER, one of Endo's core branded prescription drug products. The 

Ted Bassi, 0 'Melveny & Myers LLP. 

The Constitution empowers Congress to "promote the progress of science and useful 
arts" by creating intellectual property rights, including patents. U.S. 

amended at 21 U.S.C. § 355) (1994) ("Hatch Waxman Act"), which created 

facilitated a "dramatic rise in sales of generic drugs," making them more widely available to 
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IMPAX LABORATORIES, INC. 

FINAL ORDER AND OPINION OF THE COMMISSION IN REGARD TO ALLEGED VIOLATIONS OF 
SECTION 5 OF THE FEDERAL TRADE COMMISSION ACT AND SECTION 1 OF THE SHERMAN ACT 

Docket No. 9373; File No. 141 0004 
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-payment agreement with Endo Pharmaceuticals Inc. to 

complaint, 165 F.T.C 960, alleges that Impax Laboratories, Inc. violated section 5 of the Federal Trade Commission 
Act through its agreement in restraint of trade with Endo Pharmaceuticals, Inc. to eliminate the risk of generic 
competition to Opana ER for at least 2½ years. In his Initial Decision, 165 F.T.C. 988, the Administrative Law 
Judge found that the evidence failed to demonstrate that the Challenged Agreement constituted an unreasonable 
restraint of trade in violation of Section 5 of the Federal Trade Commission Act and dismissed the Complaint. 165 
F.T.C. 1197. Complaint Counsel appealed the Initial Decision and Respondent filed a cross-appeal. On October 11, 
2018, the Commission heard oral arguments in this matter. The Commission reversed the Initial Decision finding 
that Impax had engaged in an unreasonable restraint of trade in violation of Section 1 of the Sherman Act, 15 U.S.C. 
§ 1, and an unfair method of competition in violation of Section 5(a) of the FTC Act, 15 U.S.C. § 45(a). 

Participants 

For the Commission: Daniel Bradley, Dan Butrymowicz, Synda Mark, Maren Schmidt, 
Eric Sprague, Jamie Towey, and Rebecca Weinstein. 

For the Respondent: Anna Fabish and 

OPINION OF THE COMMISSION 

By Commissioner Noah Joshua Phillips, for the Commission: 

I. INTRODUCTION 

obstruct lower-

CONST. art I, § 8, cl. 8. 
Congress has done so since the founding of our Republic and, today, the United States leads the 
world in, among other things, the development and manufacturing of pharmaceutical drugs, 
which save and enhance lives around the world. 

But Americans too often pay more than they should for the prescription drugs they need. 
In 1984, Congress sought to address this problem by enacting the DRUG PRICE COMPETITION AND 

PATENT TERM RESTORATION ACT OF 1984, Pub. L. No. 98-417, 98 Stat. 1585 (1984) (codified as 
- a specialized 

process to encourage the market entry of generic prescription pharmaceutical drugs. Generic 
drugs contain the same active ingredients as branded drugs, but typically at a much lower cost. 
The Hatch-Waxman Act, together with other legislation at the federal and state levels, has 



  

     
     

     
   

      
    

         
       

       
  

       
        

       
         

           
        

 

      
      

      
      

 

        

       
      

             
        
         

 

      
      

  

          
 

    
 

 

      
      

      
   

      
    

          
       

       
  

 

       
         

       
         

           
        

  

      
      

      
       

  

        

          
         

             
        
         

  

       

      

     

            
  

 

certification automatically triggers the patent holder's ability to sue the generic. In this way, the 

For decades, the Federal Trade Commission ("Commission") has prioritized efforts to 

holder and a generic challenger known as a "reverse payment" settlement. In a reverse 
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Americans who would otherwise be forced to pay higher branded drug prices. See 
CONGRESSIONAL BUDGET OFFICE, HOW INCREASED COMPETITION FROM GENERIC DRUGS HAS 

AFFECTED PRICES AND RETURNS IN THE PHARMACEUTICAL INDUSTRY (July 1998), 
https://www.cbo.gov/sites/default/files/105th-congress-1997-1998/reports/pharm.pdf. Under the 
Hatch-Waxman Act, generic drugs with the same active pharmaceutical ingredients as, and 
bioequivalent to, branded drugs already approved by the Food and Drug Administration (FDA) 
can take advantage of an abbreviated regulatory review. If the generic drug manufacturer is the 
first to seek approval, the Hatch-Waxman Act can confer upon it six months of exclusive sales. 
Abbreviating the regulatory process and awarding the first filer an exclusive sales period 
together have encouraged competition in pharmaceutical drugs and, accordingly, provided 
greater access to healthcare at lower prices. 

As explained below, where a patent protects the underlying drug and a generic 
manufacturer certifies that patent is invalid, unenforceable, or will not be infringed,1 this 

Hatch-Waxman Act strikes a balance to encourage generic entry while protecting innovation, by 
giving the branded drug manufacturer an opportunity to assert its patent rights before the FDA 
approves the sale of the generic drug. This right allows the innovator to protect the 
congressionally authorized fruits of its labor (to the extent its patents are valid), maintaining the 
incentive to innovate that patent protection creates. 

make pharmaceutical drugs more affordable and accessible to American consumers by fostering 
competition between generic and branded drugs. That effort has included policing anti-
competitive abuses of the regulatory process, and, as is relevant in this case, settlements of 
litigation brought by branded drug manufacturers against their generic competitors seeking to 
come to market using the Hatch-Waxman Act process. 

This case involves a particular form of patent litigation settlement between a branded 
patent-
payment settlement, the branded drug maker the plaintiff in the patent infringement action 
pays the patent challenger and alleged infringer the defendant to refrain from offering its 
generic drug for a period of time as part of a settlement of patent litigation. The value in the 
settlement flows in the opposite direction of what one would ordinarily expect, where the 
defendant and alleged infringer might pay the plaintiff intellectual property (IP) rights holder for 
allegedly violating those rights. See FTC v. Actavis, 570 U.S. 136, 152 (2013). 

For years, the FTC challenged reverse payment settlements as anticompetitive.2 Early 
on, some courts considering these settlements held that, so long as the generic entry date was 

1 Otherwise known as a Paragraph IV certification. See infra Section II.A. 

2 See generally, FTC Staff Study, Pay-for-Delay: How Drug Company Pay-Offs Cost Consumers Billions (Jan. 
2010), https://www ftc.gov/sites/default/files/documents/reports/pay-delay-how-drug-company-pay-offs-cost-
consumers-billions-federal-trade-commission-staff-study/100112payfordelayrpt.pdf. 

https://ftc.gov/sites/default/files/documents/reports/pay-delay-how-drug-company-pay-offs-cost
https://www
https://www.cbo.gov/sites/default/files/105th-congress-1997-1998/reports/pharm.pdf


     
     

       
       

   
     

 
    

       
           

       
     

          
          
         
 

        

        

    
         

          
        
           

         
      

  
    

         

  

 
  

 

 
 

  

 

      
      

       
       

   
      

  
       

       
           

        
     

          
          
          
   

        

  
         

 

    
         

          
         
           

         
      

   
     

 
           

 

    
  

  
  
    

   
 

 
 

before the patent expired, the settlement was within the "scope of the patent" and therefore 

them as per se unlawful or subject to truncated "quick look" review. 

Laboratories, Inc. (now Impax Laboratories LLC) ("Impax" or "Respondent") contrived with 
Endo Pharmaceuticals, Inc. ("Endo") to accomplish precisely what led the Court in 

of the Settlement and License Agreement between Endo and Impax ("SLA")); 
11 (Impax's Responses to Requests for Admission No. 15 and 17). 

Endo is not before us in this case because it has settled the FTC's claims against it regarding its 2010 patent 

Complaint Counsel's Brief on Appeal 
Respondent's Answering Briefto Complaint Counsel's Appeal Brief 
Complaint Counsel's Reply Brief on Appeal 
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beyond the reach of the antitrust laws. See, e.g., Schering-Plough Corp. v. FTC, 402 F.3d 1056 
(11th Cir. 2005); In re Ciprofloxacin Hydrochloride Antitrust Litig., 544 F.3d 1323, 1332-1337 
(Fed. Cir. 2008); In re Tamoxifen Citrate Antitrust Litig., 466 F.3d 187, 212-213 (2nd Cir. 2006). 
Other courts agreed with the FTC that such settlements raise valid antitrust concerns, treating 

See In re Cardizem CD 
Antitrust Litig., 332 F.3d 896, 908 (6th Cir. 2003); In re K-Dur Antitrust Litig., 686 F.3d 197, 
214-218 (3d Cir. 2012), judgment vacated by 570 U.S. 913, 133 S.Ct. 2849 (2013), reinstatement 
granted by 2013 WL 5180857 (3d Cir. 2013). In FTC v. Actavis, 570 U.S. 136 (2013), the 
Supreme Court addressed this circuit split and made clear that the magnitude and direction of the 
reverse value flow in these settlements raise a red flag, suggesting that the parties may be using 
the settlement to split monopoly rents by paying would-be generic competitors to stay out of the 
market, and thereby insulating the brand from the risk of competition that would otherwise 
manifest. That led the Court to hold that reverse payment settlements, even when they limit 
competition within the scope of the patent, can still violate the antitrust laws, and are to be 
analyzed under the rule of reason. Id. at 158-60. This case provides the Commission our first 
opportunity to apply Actavis, and to develop the rule of reason analysis that it directs. 

As described below, the facts of this case make clear that Respondent Impax 

Actavis to 
subject reverse payments settlements to antitrust scrutiny i.e., the elimination of the risk of 
competition in return for sharing monopoly rents. 

On January 19, 2017, the Commission issued an Administrative Complaint alleging that 
Impax, a generic manufacturer, had entered into an unlawful reverse payment settlement with 
Endo, the maker of Opana ER, an extended-release formulation of oxymorphone, an opioid used 
to treat pain.3 During the administrative trial, Complaint Counsel submitted evidence that Endo 
agreed to pay Impax to abandon its patent challenge and to forgo entering the market with its 
lower-cost generic version of Opana ER until January 2013. IDF 124, 127, 129; ID at 138; Koch, 
Tr. 236, 239; RX364 at 0003-08, 0010-11 (definitions, patent settlement and license provisions 

see also CX3164 
at 009- 4 Rather than a simple 

3 
settlement for Opana ER. See Stipulated Order for Permanent Injunction, FTC v. Endo Pharm., Inc., No. 17-cv-
00312-WHO (N.D. Cal., Feb. 2, 2017). 

4 We use the following abbreviations in this opinion: 
Compl.: Complaint 
ID: Initial Decision 
IDF: Initial Decision Finding of Fact 
Stip. Joint Stipulations of Jurisdiction, Law, Fact, and Authenticity 
Second Stip. Second Set of Joint Stipulations 
CCAB: 
RB: 
CCRB: 



  

        
          

  
   

          
        

     

          
 

        

        
      

        
    

     
        
          
           

        

       
 

  

       
       

      
      

          

    
 

 

        
          

    
     

          
        

      
 

          
 

        

        
      

        
     

 

     
        
          
           

        
 

       
  

  

     

       
       

      
      

          
 

 

competition during lmpax's first 180 days on the market by virtue ofEndo's agreement to refrain 
"authorized generic" version of Opana ER (the "No AG Commitment"); 

Complaint Counsel alleged that Impax' s conduct denied patients the opportunity to 

instead, to pay hundreds of millions of dollars a year more for Endo's branded 

Commission Act ("FTC Act"), 15 U.S.C. § 45. 

day trial before Chief Administrative Law Judge ("ALJ") D. 

heard the parties' oral arguments on October 11, 2 

manufacturer's application must identify the "number and the expiration date" of any relevant 

An "authorized generic" drug typically refers to an approved brand name drug that is marketed without the brand 

with the brand company's permission 
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cash payment from Endo to Impax, Complaint Counsel argued that the reverse payment 
settlement involved an unlawful transfer of value in several forms: (1) freedom from generic 

from offering an - 5 (2) a 
contingent payment ultimately worth $102 million designed to ensure that Impax recouped 
the value of the No-AG Commitment, in the event Endo destroyed the market for oxymorphone 
ER; and (3) a payment to Impax of $10-40 million, purportedly for an independent development 
and co-promotion deal. RX364 at 0003-08, 0010-11; see also Koch, Tr. 234-39, 241; CX0326 
(email attaching execution version of the Development and Co-Promotion Agreement). 

purchase lower-cost generic versions of Opana ER until at least January 2013, and forced them, 
product. 

Complaint Counsel concluded that, in so doing, Impax violated Section 5 of the Federal Trade 

Impax denied that Endo agreed to pay or paid Impax to abandon its patent challenge or to 
forgo entering the market for generic Opana ER. Answer ¶ 3. Among other defenses, Impax 
asserted that the conduct had substantial procompetitive justifications, benefited consumers and 
the public interest, and avoided potential infringement of valid patents. Answer, Affirmative 
Defenses ¶ 8. 

The case went to a 12-
Michael Chappell. Judge Chappell heard live testimony from 18 witnesses and admitted into 
evidence over 1250 exhibits. ID at 3. In a 162-page decision issued on May 11, 2018, Judge 
Chappell found that Complaint Counsel had failed to prove a violation of Section 5 of the FTC 
Act, and dismissed the Complaint. Complaint Counsel filed a timely appeal. The Commission 

018. 

For the reasons set out below, the Commission reverses the Initial Decision, concludes 
that Impax has violated Section 5 of the FTC Act, and enters a cease and desist order. 

II. LEGAL AND FACTUAL BACKGROUND 

A. The Hatch-Waxman Act and the Actavis Decision 

Under the Hatch-Waxman Act, when a manufacturer seeks to market a new prescription 
drug, it must submit a New Drug Application and undergo a long and costly testing process. The 

patents. 21 U.S.C. § 355(b)(1). Once the FDA has approved the drug, a manufacturer seeking to 
market a generic version may file an Abbreviated New Drug Application (ANDA) certifying that 

name on its label. An authorized generic may be marketed by the brand name drug company, or another company 
. 

5 



drug. 21 U.S.C. § 355G)(2)(A)(ii), (iv). The ANDA process "allow[s] the generic to piggy 
on the pioneer's approval efforts" rather than conducting its own rigorous testing process. 

To protect the branded manufacturer's incentive to innovate, when a genenc 

any valid patents covering the branded drug (as listed in the FDA's official Orang 

what is known as a "Paragraph IV" certification declaring that those patents are "invalid or will 
sale" of the generic drug. 

Filing a paragraph IV certification "automatically counts as patent infringement" and 

launch "at risk," ce that if the "court proceeding ultimately determines that 

manufacturer's lost profits despite the FDA's approval." 

manufacturers a "special incentive" to be the first to file an ANDA challenging a branded drug's 
, 570 U.S. at 143. The first filer ''will enjoy a period of 

180 days of exclusivity" from other generic competition if it successfully brings the product to 

urer may still distribute its own generic equivalent, commonly known as an "authorized 
generic" or "AG." 

An "at risk" launch occurs when a generic firm begins marketing its product before a non 
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the product contains the same ingredients as, and is biologically equivalent to, the brand-name 
-back 

Actavis, 570 U.S. at 142. 

manufacturer submits an ANDA, it must assure the FDA that the generic drug will not infringe 
e Book). If the 

branded manufacturer has listed relevant, non-expired patents, the generic manufacturer may file 

not be infringed by the manufacture, use, or 6 21 U.S.C. § 
355(j)(2)(A)(vii)(IV). 

entitles the brand manufacturer to sue. Actavis, 570 U.S. at 143; see 35 U.S.C. § 271(e)(2)(A). If 
the branded company files suit within 45 days, the FDA may not approve the generic drug for 30 
months, while the parties litigate their patent dispute. Actavis, 570 U.S. at 143. If the courts 
resolve the patent litigation during this 30-month period, the FDA follows that determination. Id. 
If the patent case remains unresolved at the end of 30 months, the FDA may approve the generic. 
Id.; see 21 U.S.C. § 355(j)(5)(B)(iii). The generic manufacturer would then have the right to 

7 with the consequen 
the patent was valid and infringed, the generic manufacturer will be liable for the brand-name 

In re Lipitor Antitrust Litig., 868 F.3d 
231, 241 (3d Cir. 2017). These damages can be significant. 

In adopting the Hatch-Waxman Act framework, Congress sought to give generic 

patents under paragraph IV. See Actavis 

market. Id. at 143-44; see 21 U.S.C. § 355(j)(5)(B)(iv). The Hatch-Waxman Act accomplishes 
this by preventing other ANDA filers from entering the market during the exclusivity period, 
whenever that occurs. See 21 U.S.C. § 355(j)(5)(B)(iv). The exclusivity period can be worth 
hundreds of millions of dollars to a generic manufacturer. Actavis, 570 U.S. at 144. Because the 
Hatch-Waxman Act only prevents other ANDA filers from entering, however, the branded 
manufact 

See King Drug Co. of Florence, Inc. v. SmithKline Beecham Corp., 791 F.3d 
388, 396 (3d Cir. 2015). 

6 A Paragraph IV certification is not the only avenue; ANDA filers may also utilize Paragraphs I, II or III, 
certifying, respectively, that: patent information has not been filed, the relevant patent(s) have expired, or the date on 
which the patent(s) expire. See 21 U.S.C. § 355(j)(2)(A)(vii)(I)-(III). 

-appealable decision in 
the relevant patent litigation. IDF 451. 
7 



s can have "significant adverse effects on competition," 
even if they allow a generic rival to introduce its product before the end of the patent's term-

allow a branded manufacturer to buy "the exclusive right to sell its product, a right it 
already claims but would lose" were a court to declare the patent "invalid or not infringed." 

le "dividing that return 
between the challenged patentee and the patent challenger." at 154. In the process, "[t]he 
patentee and the challenger gain; the consumer loses." These "anticompetitive consequences 

" 

, "offsetting or redeeming 
virtues are sometimes present." For example, a reverse payment may "amount to no more 
than a rough approximation" of the branded company's saved litigatio 
"compensation for other services that the generic has promised to perform-
the patented item or helping to develop a market for that item." 
payment reflects such "traditional s 

noninfringement." 

challenger, this "suggests that the payment's objective is to maintain supracompetitive prices to 

unlawfulness." at 157. The payment "likely seeks to prevent the risk of competition," which 
constitutes the "relevant anticompetitive harm." 

because it may reflect the plaintiffs dividing its monopoly profits to accomplish 

was whether a reverse payment settlement "can 
sometimes unreasonably diminish competition in violation of the antitrust laws." 

against liability. The Court rejected the "scope of the patent" test, which essentially held that 

d the Commission's argument that reverse payment settlements 
should be considered "presumptively unlawful." 

ayment is anticompetitive "depends upon its size, its scale in relation to the pay or's 

represent payment, and the lack of any other convincing justification." 
"le[ft] to the lower courts the structuring of the present rule reason antitrust litigation," 
keeping in mind that the "basic question" in each case is whether a given reverse payment 
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In Actavis, the Supreme Court considered the antitrust implications of reverse payment 
settlement agreements in which a branded drug manufacturer pays a generic entrant to abandon 
its patent challenge under the Hatch-Waxman Act and delay launching its product. The Court 
held that reverse payment settlement 

i.e., within the temporal scope of the patent. Actavis, 570 U.S. at 148. These settlements 
essentially 

Id. at 
153-54. The settlement may keep drug prices at monopoly levels whi 

Id. 
Id. 

will at least sometimes prove unjustified Id. at 156. 

In a lawsuit challenging a reverse payment under Actavis 
Id. 

n expenses or reflect 
such as distributing 

Id. at 156; see also id. at 159. If a 
ettlement considerations . . . there is not the same concern 

that a patentee is using its monopoly profits to avoid the risk of patent invalidation or a finding of 
Id. at 156. 

But when a branded manufacturer makes a large, unexplained payment to a generic 

be shared among the patentee and the challenger rather than face what might have been a 
competitive market the very anticompetitive consequence that underlies the claim of antitrust 

Id. 
Id. Preventing the risk of competition is the 

anticompetitive harm at issue in Actavis, and a large and unjustified payment from the plaintiff 
(the branded manufacturer) to the defendant (the generic manufacturer) triggers antitrust scrutiny 

this goal. 

The question presented in Actavis 
Id. at 141. The 

Court held that the answer is yes. In so doing, it rejected abbreviated analysis either for or 

reverse payment settlements were lawful so long as they did not prolong the life of the patent. Id. 
at 158. And it likewise rejecte 

Id. at 158-59. The Court held that reverse 
payment settlements are to be analyzed under traditional rule of reason analysis. Id. Whether a 
reverse p 
anticipated future litigation costs, its independence from other services for which it might 

Id. at 159. The Court 
-of-



settlement agreement "unreasonably diminish[ed] competition in violation of the antitrust laws." 

settlement included a reverse payment to lmpax in exchange for lmpax's agreement not to 

Commitment and the "Endo Credit," a payment 

between the time of settlement and lmpax's entry date. 

at Endo's 

Endo timely sued lmpax in January 2008, claiming that lmpax's ANDA infringed two of 

Waxman Act's 30 month stay, precluding the FDA from finally approving Impax's ANDA until 
June 14, 2010 or until the patent dispute was resolved in lmpax's favor. IDF 62 
Impax first discussed settlement in the fall of 2009, but Endo rejected Impax's proposals for a 

after learning that the FDA tentatively approved lmpax's ANDA, three weeks before the patent 

lmpax might launch after completing the patent trial and any relevant appeals "around June" of 

18; CX4025 (Bingol Dep.) at 26; CX2564 at 094; CX2576 at 0001, 0003 ("If 
, 2011]"). Endo 
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Id. at 160, 141. 

B. Opana ER and Potential Generic Competition 

Impax develops, manufactures, and sells generic drugs. IDF 3. This case considers its 
settlement of patent litigation initiated by Endo, the manufacturer of branded Opana ER. The 

launch a competing generic drug until January 2013. As developed below in Section V.A.3, the 
reverse payment here consisted of the No-AG 
Endo would make in the event the Opana ER market declined in the two and a half years 

8 

In 2006, Endo received FDA approval for and launched Opana ER, an extended-release 
formulation of oxymorphone, an opioid used to treat pain. IDF 41-47. In 2007, Impax filed an 
ANDA to market a generic version of Opana ER and certified under paragraph IV th 
patents were invalid, unenforceable, or would not be infringed. IDF 55-60. Impax was the first 
generic manufacturer to file an ANDA and paragraph IV certification for the five most popular 
dosage strengths of Opana ER, which comprised over 95 percent of Opana ER sales. IDF 173; 
Second Stip. ¶ 7. It was therefore entitled to 180 days of exclusivity from competition with other 
ANDA filers at those doses. IDF 174. 

its patents, which expired in September 2013. IDF 53, 61, 68. The suit triggered the Hatch-
-

-63. Endo and 

generic entry date in July 2011, December 2011, or January 2012. IDF 112-18. 

Endo reopened settlement talks with Impax on May 17, 2010, approximately three days 

trial was scheduled to begin, and one month before the 30-month stay would have expired. IDF 
119-23, 283; Koch, Tr. 340-41. Endo recognized the possibility that Impax might launch its 
generic at risk upon receiving final FDA approval expected the following month or that 

2011. Stip. at 007 ¶ 17 (30-month stay set to expire on June 14, 2010); Koch, Tr. 340-41; 
Snowden, Tr. 417-
they wait for the appeal to play out, it will happen around June of next year [i.e. 

8 As discussed further infra Section V.A.3.c, the circumstances surrounding the development and co-promotion 
agreement suggest it may also have been a means of masking value transferred in exchange for eliminating the risk 
of competition; but we need not decide whether the arrangement was a bona fide agreement for justified value. To 
the extent the $10 million upfront payment under the agreement is unjustified, it simply increases the value of the 
overall reverse payment we find to be large and unjustified. 



Endo had a substantial financial interest in delaying lmpax's generic entry. Endo forecast 

CX1106 at 005 (Endo's July 2009 Strategic Plan: "Each month that generics are delayed 
$20 million in net sales per month."). To prevent this, Endo planned 

to remove original Opana ER from the market, replace it with a reformulated, "crush resistant" 

Endo's market power and negating the effect of Impax's entry. Ko 

Endo recognized that its reformulation plan could succeed only if it beat Impax's generic 

would significantly reduce demand for lmpax's generic product, since pharmacists would not be 
able automatically to substitute it for Endo's reformulated product, as they could for the original 

transition the market, Endo's peak projected annual sales in 2016 would be a mere $10 million. 

ding generic competition, commonly known as "product hopping," can 

2015) ("[W]e conclude that the combination of withdrawing a successful 

Act."). 

therapeutically equivalent. Impax's generic was equivalent to the original product (which Endo was planning to 

generic companies' sales. IDF 32. 
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sought a commitment from Impax that it would instead refrain from launching its generic until 
2013. IDF 132, 147, 154, 156, 158. 

that, if Impax launched its generic at risk, Endo would lose 85 percent of its branded Opana ER 
sales within three months, and $100 million in sales revenue within six months. IDF 133; see 
also 
beyond June 2010 is worth ~ 

-
version, and obtain additional patent protection and other advantages for the reformulated drug 
that would fend off competition. IDF 96-98, 102, 109.9 Doing so would move consumers to the 
reformulated version, effectively destroying the market for original oxymorphone ER, extending 

ch, Tr. 238; CX5007 (Hoxie 
Rebuttal Report) ¶ 43 at 023; Mengler, Tr. 527. At the time of the 2010 settlement negotiations, 
Endo had not yet sought FDA approval for the reformulated product, but was forecasting a 
launch at some point in late 2010 or in 2011. See IDF 105. 

product to the market with enough time to transition patients away from original Opana ER. IDF 
99-109. Patients cannot switch long-acting opioids overnight; the process instead requires careful 
supervision as physicians adjust dosages. IDF 106. Endo understood that it would take six to 
nine months to transition the market to the reformulated product. Id. It sought to protect its sales 
revenues from generic competition by completing this transition before Impax could launch its 
generic version of the original product; as developed below in Section II.C, the settlement at 
issue here was key to realizing this goal. IDF 97, 99-101, 103. Reformulating Opana ER in time 

product. IDF 202, 204.10 

Endo projected that its reformulation plan, if successful, would generate hundreds of 
millions of dollars in additional sales revenue for branded Opana ER. It predicted that, if 
reformulated Opana ER beat generics to the market, its peak-year sales would exceed $199 
million by 2016. IDF 99; CX2578 at 0008. By contrast, if generics launched before Endo could 

IDF 99; CX2578 at 0008. 

9 In some circumstances, this strategy of avoi 
itself violate the antitrust laws. See, e.g., New York ex rel. Schneiderman v. Actavis PLC, 787 F.3d 638, 659 (2d Cir. 

drug from the market and introducing a 
reformulated version of that drug, which has the dual effect of forcing patients to switch to the new version and 
impeding generic competition, without a legitimate business justification, violates § 2 of the Sherman 

10 Generics may be automatically substitutable under state law for a branded drug only when they are 

withdraw), not the reformulated product. IDF 14, 29, 199-200. Automatic substitution is the primary mechanism for 



Agreement ("DCA"), which was incorporated into the SLA. IDF 74, 245; Stip. at 007 

4.l(a)). The settlement thus gave Endo a "clear path (until January 2013) to establish ... 
demand" for the reformulated product. RX007 at 001 (Endo narrative for 3Q 2010 Earnings 

authorized generic to compete with lmpax's five dosage strengths of generic Opana ER during 

lmpax's profits during the exclusivity period would be $53 million without an AG competitor 

The SLA contained a provision known as the "Endo Credit," which would protect Impax 

settlement and Impax's entry date. IDF 129. Impax feared-

would impair the market for Impax's generic product and "subvert the value of the deal." IDF 

Endo Credit) if Endo's sales revenues for original Opana ER fell by more than 5 
their quarterly peak and the fourth quarter of 2012 (the quarter before lmpax's launch date). IDF 

to "back up" the value of the No 

The SLA also provided Impax with a license to Endo' s current and future patents 

Conversely, the SLA provided that ifEndo's Opana ER sales by a certain percentage before lmpax's entry 
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C. The Impax-Endo Patent Settlement 

The trial in the Endo/Impax patent litigation commenced on June 3, 2010. IDF 73. Just a 
few days later, the parties settled. IDF 74. On June 8, 2010, they simultaneously executed two 
agreements: a Settlement and License Agreement and a Development and Co-Promotion 

-08 ¶¶ 18-
19; Second Stip. ¶ 26. Under the SLA, Impax agreed not to launch its generic Opana ER until 
January 1, 2013, two and one-half years later. IDF 124; RX364 at 0001-02, 0009 (SLA §§ 1.1, 

Call). 

In return, Endo agreed to the No-AG Commitment, whereby it pledged not to sell an 

its 180-day first-filer exclusivity period. IDF 127; RX364 at 0010-11 (SLA § 4.1(c)). That 
concession would shield Impax from all generic competition (not just the competition from other 
ANDA filers that the 180-day exclusivity period provides) for six months after its January 2013 
launch date. IDF 127, 130, 187. Impax considered the No-AG Commitment to be extremely 
valuable, since the absence of a generic rival meant that Impax would be able to sell more of its 
product and charge higher prices. IDF 172, 177, 179-83, 188-91; CX2753-004 (projecting that 

but $28.5 million with an AG). 

in the event the Opana ER market declined in the two-and-a-half years between the time of 
correctly, as it turns out that Endo 

was planning to shift patients to a reformulated Opana ER before the generic launch date, which 

139-43, 148-49, 204-05. To ensure against that possibility, Impax first sought an acceleration 
trigger allowing it to enter the market before 2013 should Endo sales fall below a certain 
threshold. IDF 137-39. The concept was that, in the event sales began dropping, Impax could 
enter the market early. This would have allowed competition, benefiting consumers. Endo 
rejected the acceleration trigger, but instead agreed to make a cash payment to Impax (i.e., the 

0% between 

129, 147, 195; see RX364 at 0003-06, 0012 (SLA §§ 1.1, 4.4).11 The Endo Credit was designed 
- -AG Commitment and provide Impax with the profits it would 

have earned had Endo not shifted the market away from original Opana ER. IDF 197-215. 

covering original Opana ER, and a covenant by Endo not to sue Impax for infringing those 
patents. IDF 125-26, 567-68, 570, 592-93; RX364 at 0001-02, 0009-10 (SLA §§ 1.1, 4.1(a)-(b)). 

11 grew 
date, Impax would need to pay royalties to Endo. IDF 128; RX364-0012 (SLA § 4.3). 



  

       
        

   

       
   

       

     
     

         
       

    

 

    
          

        
     

   
    

        
        

    
          
      
        

          

    
       

    

       

              
                 

 
  

    
 

 

       
        

   

 

       
   

        

     
     

         
        

     
 

   

      
           

        
     

    
    

        
        

    
          
      
          

          
 

    
       

    

         

               
                 

 
    

licenses to future patents to ensure that Impax's generics had freedom to operate without patent 

marketing of a potential Parkinson's disease treatment known as IPX 

plus up to $30 million in additional "Milestone Payments" contingent on achieving certain 

2016) ("[T] 
the exclusivity period to end before launching their own generics."). 

withdraw its approval of lmpax's generic. IDF 233; CX3203 (citizen petitio 

452 FEDERAL TRADE COMMISSION DECISIONS 
VOLUME 167 

Opinion of the Commission 

At the time of the settlement, Impax knew that Endo had additional pending patent applications 
(whose outcomes were uncertain) and anticipated that Endo could acquire other patents. IDF 
167, 569, 572. When negotiating settlements with brand companies, Impax regularly sought 

risk. IDF 565-66. 

Under the DCA, Endo and Impax agreed to collaborate regarding the development and 
-203. IDF 244, 246; RX365 

(executed DCA). Endo agreed to make a $10 million upfront payment to Impax within five days, 

benchmarks in developing and commercializing the product. IDF 247-48; RX365 at 0009 (DCA 
§ 3.2). In addition, the parties agreed that Impax would promote IPX-203 to neurologists, while 
Endo would promote it to non-neurologists. IDF 249; RX365 at 0010-11 (DCA § 4.1). Endo 
would receive a share of the profits 100 percent of gross margins on sales resulting from 
prescriptions by non-neurologists if IPX-203 ever reached the market. IDF 250; RX365 at 
0009-10 (DCA § 3.4). 

D. Developments after the Settlement Agreement 

On June 14, 2010 six days after finalizing the SLA and DCA Impax received final 
FDA approval to market its generic Opana ER at four dosage strengths. IDF 66.12 Had Impax not 
settled with Endo, it would have been permitted to launch its generic product at risk as of that 
date. IDF 451-52. Coupled with the Hatch-Waxman Act, however, the settlement effectively 
precluded entry by Impax and by other generic manufacturers, which had to wait until Impax, the 
first filer, entered the market in January 2013 and then completed its six-month exclusivity 
period. IDF 449. See In re Nexium (Esomeprazole) Antitrust Litig., 842 F.3d 34, 41 (1st Cir. 

he first filer may create a bottleneck, as all other generic manufacturers must wait for 

In March 2012, Endo introduced its reformulated Opana ER and stopped selling original 
Opana ER (as Impax had feared). IDF 110, 229-31. It then attempted to undermine the market 
for the original formulation. In August 2012, for instance, Endo publicly declared that the 
original product was unsafe. IDF 233.13 Because these actions effectively eliminated the market 
for the branded original Opana ER, Endo was required to pay Impax $102 million under the 
Endo Credit. IDF 236-37. 

Between 2012 and 2014, Endo obtained additional patents related to Opana ER and 
asserted them against generic manufacturers of both the original and reformulated versions. IDF 
575-77, 579-84. In 2015 and 2016, Endo won district court rulings enjoining manufacturers other 

12 Impax received final approval for a fifth dosage strength on July 22, 2010. IDF 67. 

13 Endo filed multiple citizen petitions with the FDA asking it to: (1) determine that original Opana ER was 
discontinued for safety reasons; (2) refuse to approve any ANDAs to market a generic version of the drug; and (3) 

ns). In response, the FDA determined 
that Endo did not withdraw original Opana ER for safety reasons. IDF 235. 



        
   

          
 

         
           

         
       

 
 

         
            

       
        

        

       
     

          
 

           
         

        
          

         
 

         
  

 

         

           
              

           
            

   

  

 

        
   

          
  

         
           

 
         

       
 

  

         
            

       
        

        
 

 

       
     

          
 

           
         

         
          

         
  

         
   

   

         

            
              

           
             

    

, 731 F. App'x 962 (Fed. Cir. 2018). 

did not fully protect Impax from the risk of litigation regarding Endo' s patents. In May 2016 

(Endo's Complaint for breach of contract and patent infringement). The pa 

and of Endo's decision to withdraw its original Opana ER product, Impax's generic original 

The FTC's Complaint 

abandon its challenge to Endo's patents and stay off the market for two and a hal 

legedly injured competition by splitting Endo's monopoly 

The ALJ held that Endo "provided lmpax with a reverse payment, the purpose and effect 
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than Impax from selling their generic versions of original Opana ER until as late as 2029, and 
enjoining all manufacturers, including Impax, from selling generic versions of reformulated 
Opana ER. IDF 578, 586-87. The Federal Circuit recently affirmed one of those rulings. See 
Endo Pharms., Inc. v. Teva Pharms. USA, Inc. 

Impax has sold generic Opana ER continuously since January 2013 and is the only 
generic manufacturer that has not been enjoined from the market. IDF 596-97. Even so, the SLA 

, 
Endo sued Impax for breaching the SLA by failing to negotiate a royalty for the patents Endo 
acquired after the SLA and, consequently, for infringing those patents. IDF 589; CX2976 

rties settled that 
dispute in August 2017. ID 590-91; CX3275 (Contract Settlement Agreement), in camera. 

In September 2017, Endo voluntarily withdrew its reformulated Opana ER from the 
market in response to a June 2017 FDA request. IDF 111. The FDA had determined that the 
benefits of the reformulated product no longer outweighed the risks that consumers would abuse 
it via injection. CX6048-0001 (June 8, 2017 FDA news release). As a result of that withdrawal 

Opana ER is now the only extended-release oxymorphone product available to consumers. IDF 
598. 

E. 

In January 2017, the FTC issued an administrative complaint against Impax, alleging that 
its reverse-payment settlement with Endo was an unfair method of competition in violation of 
Section 5(a) of the FTC Act. Compl. ¶¶ 101-02. The Complaint charges that Impax agreed to 

f years in 
exchange for a payment of at least $47 million (and potentially over $100 million). Compl. ¶¶ 1, 
3, 62, 67. According to the Complaint, a payment of this size could not be justified as either a 
reasonable measure of saved litigation costs or the value of any services that Impax provided. 
Compl. ¶¶ 68, 72-73. The Complaint alleges that the payment was designed to, and did, 
eliminate the risk that Impax would launch its generic version of Opana ER before January 2013. 
Compl. ¶ 94. Endo and Impax al 
profits for themselves, while depriving consumers of access to generic drugs that could have 
saved them hundreds of millions of dollars. Compl. ¶¶ 4, 95-97.14 

F. The Initial Decision 

of which was to induce Impax to give up its patent challenge and agree not to launch a generic 

14 Prior to the evidentiary hearing before the ALJ, Complaint Counsel moved for partial summary decision to 
preclude Impax from offering certain procompetitive justifications for the settlement. The Commission denied the 
motion as premature because Impax had not received a full opportunity to articulate its procompetitive justifications 
and because the parties had not briefed the question of how the rule-of-reason inquiry should be structured. See 
Impax Labs., Inc., 2017 WL 5171124, at *6, *9 & n.16 (F.T.C. Oct. 27, 2017). 

https://95-97.14


Opana ER until January 2013." ID at 6 "procompetitive 
benefits" of the agreement "outweigh[ ed] the anticompetitive harm." 

"payment for delay, or, in other words, payment to prevent the risk of competition." 

"uncertain ... and was contingent on unknown future events that were outside of Impax's 
control." 
he found that the payment "fulfilled its purpose" of providing Impax the profits that it would 

found that this amount substantially exceeded Endo's saved litigation costs, was unjustified, and 

collaboration consistent with Endo's business 1 

The ALJ found that Endo possessed market power. ID at 139. Pharmaceutical patents "by 
their nature," he explained, "often carry with them market power" because they provide "'the 

prices than generic competitors would charge."' 

The ALJ also rejected Complaint Counsel's effort to prove a value for the Endo Credit through testimony of their 
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-7. However, he further found that the 
Id. at 7. The ALJ reached 

this conclusion by applying the rule of reason burden-shifting framework. 

The ALJ held that the first step of the rule of reason analysis placed on Complaint 
Counsel the burden of showing that the Endo-Impax Settlement produced anticompetitive effects 
within the relevant market. ID at 91. That, in turn, entailed a showing that Endo provided 

Id. at 98 
(quoting Smithkline Beecham, 791 F.3d at 412). The ALJ observed that, under Actavis, the 
relevant anticompetitive harm from an unexplained reverse payment is the loss of the risk of 
competition. Id. at 100 (citing Actavis, 570 U.S. at 157) (emphasis supplied). 

The ALJ held that the No-AG Commitment of the SLA gave Impax a six month 
monopoly on generic sales of Opana ER that was worth between $23 and $33 million in 
additional projected sales revenue to Impax, a value he assigned as part of the reverse payment. 
ID at 106, 114. As for the Endo Credit, the ALJ acknowledged that the provision eventually 
resulted in a cash payment of $102 million to Impax; but he held that the Endo Credit should be 
valued as of the date of settlement. Id. at 113. At that point, the value of the Endo Credit was 

Id. at 110. The ALJ thus did not assign independent value to the Endo Credit;15 instead, 

have received during the 180-day exclusivity period with no AG in the event of a sharp decline 
in the market. Id. at 114. The ALJ then found that the value of the No-AG Commitment of the 
SLA, as secured by the Endo Credit, amounted to between $23 and $33 million. Id. The ALJ 

that the parties agreed to the provision as an inducement to compensate Impax for giving up its 
patent challenge and committing not to launch a generic Opana ER until January 2013. Id. at 
116, 138. He found these facts demonstrated that the SLA included a payment to prevent the risk 
of competition. Id. at 138-39. 

The ALJ found that the $10 million upfront payment to Impax under the DCA was fair 
value for the profit-sharing rights given to Endo, and that the DCA was a bona fide product 

nterests. ID at 132, 138. He found that the 
payment was therefore justified. Id. at 138. 

legal right to exclude generic competition and the practical ability to profitably charge higher 
Id. (quoting In re Aggrenox Antitrust Litig., 199 

expert economist, Dr. Roger Noll. ID at 111. Professor Noll calculated values of the Endo Credit and No-AG 
Commitment under four potential sales scenarios, id., and opined that the value ranged from $16.5 to $62 million. 
Tr. 1473-77; CX5000 (Noll Expert Report) App. F at 240. The ALJ opined that Professor Noll failed to adequately 
describe or explain the bases for his assumptions or calculations. ID at 111. 

15 



ok the view that, in this case, the "reverse 
payment settlement itself' was "strong proof of Endo' s market power," since a firm lacking such 

ed, "the appropriate market in which to assess the anticompetitive effects ... [is] the branded 
pharmaceutical product and its generic equivalents." at 97. At the time of settlement, "Endo 
had a 100% share of the market for oxymorphone ER," 

The ALJ rejected Complaint Counsel's argument that he should consider only those 

that "to condemn an agreement based on the reverse payment term alone is an approach that is 
too abbreviated to permit proper analysis" (internal quotation marks omitted)). 

that the SLA enabled Impax to enter the market prior to the expiration of Endo's Opana ER 
patents, but noted this fact was "not dispositive." 

September 2013, and sixteen years before the expiration of Endo's after 

at 147. He rejected Complaint Counsel's 
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F. Supp. 3d 662, 668 (D. Conn. 2016)). He also to 

power would have had no incentive to pay others to keep out of the market. Id. at 139-40 
(discussing Actavis, 570 U.S. at 157). The ALJ further observed that regulatory barriers under 
the Hatch-Waxman Act, such as the 30-month stay on FDA approval of an ANDA, can serve to 
protect market power. Id. at 140. In the unique context of pharmaceutical reverse payments, he 
rul 

Id. 
id. at 140, and therefore possessed 

market power in a relevant market so defined. Id. at 139-40. 

The ALJ held that, because Complaint Counsel had shown anticompetitive harm, the 
burden shifted to Respondent to demonstrate procompetitive benefits, the second step in the rule 
of reason analysis. See generally ID at 99, 141-47. 

benefits that justified the anticompetitive reverse payment itself, and held instead that he should 
assess all procompetitive effects of the Impax-Endo settlement agreement. ID at 99-100 (finding 

Viewing the 
settlement as whole, the ALJ concluded that Impax had met its burden to show procompetitive 
benefits. Id. at 146. The agreements settled litigation, and the broad patent license that Impax 
obtained had provided consumers with uninterrupted and continuous access to generic Opana ER 
since January 2013. Id. Absent the broad license, Endo could have asserted its later-acquired 
patents against Impax and enjoined Impax from selling generic Opana ER, just as Endo has 
enjoined other unlicensed generic manufacturers. Id. at 145. The ALJ also considered the fact 

Id. at 146. The SLA enabled Impax to enter the 
market in January 2013, nine months before expiration of the initial Opana ER patents in 

-acquired patents in 
2029. Id. Thus, the ALJ found that Respondent met its burden of proving procompetitive benefits 
of the SLA. Id. 

Having found that the Respondent met its burden to demonstrate procompetitive benefits, 
the ALJ shifted the burden to Complaint Counsel to establish that the benefits could have been 
achieved with a less restrictive settlement agreement. ID at 146. The ALJ determined that 
Complaint Counsel failed to meet their burden. Id. 
argument that the parties could have agreed to the very same patent license without a payment. 
Id. (finding that Complaint Counsel had not demonstrated that a settlement without a payment 
would have included the broad patent license). In reaching this conclusion, the ALJ noted that 
Impax twice proposed a settlement with a 2011 entry date and no reverse payment, and Endo 
rejected each proposal. Id. at 147, n.35. 

The ALJ proceeded to assess the extent to which the Endo-Impax settlement harmed 
competition by actually delaying generic entry. ID at 150-58. He found the anticompetitive 



effects of the reverse payment to be "largely theoretical" because lmpax would have been 
"unlikely" to launch its generic product before the agreement's January 2013 entry date in any 

than $1 billion in revenues) that could have faced "bet the company" damages in 

found, Impax's hypothetical entry after completion of the Endo 
occurred until "November 2011 at the earliest, and more likely [ ... ] a date close to January 
2013," 
of E. Anthony Figg, Respondent's expert, who testified regarding the time likely to be required 

"substantial," because the broad patent license has 
"without interruption for more than five years" and because Impax's product is now the "only 
available oxymorphone ER product" for consumers. 

lmpax's generic Opana ER to enter the market eight months before Endo's original Opana ER 
patents expired and sixteen years before Endo' s after 

"These actual consumer benefits," the ALJ concluded, "outweigh the 
theoretical anticompetitive harm demonstrated in this case." 

challenge the ALJ's conclusions that Impax met its burden to identify cognizable procompetitive 
J's 

findings regarding market definition and power, but it does not challenge the ALJ's finding that 

trative trial, 16 C.F.R. § 3.51, and the Commission reviews the ALJ's findings of fact 
, considering "such parts of the record as are cited or as may be 

necessary to resolve the issues presented." 16 C.F.R. § 3.54(a). The Commission may "exercise 
all the powers which it could have exercised if it had made the initial decision." 
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event. Id. at 156-57. Impax would not have launched at risk, he found, because it was a relatively 
small firm (less 
the event of an adverse patent ruling after entry. Id. at 150. The ALJ found that Impax had no 
history of launching at risk in analogous situations, and that its management had not sought the 
approval of its board of directors required for such a launch. Id. at 150-51. Furthermore, he 

-Impax litigation would not have 

id. at 156, even if Impax had been successful. The ALJ based this finding on the opinion 

for a hypothetical district court decision and for resolution of an appeal (and a possible remand) 
in the Endo-Impax patent litigation. Id. at 155-56. 

The ALJ found that the procompetitive benefits of the SLA were, by contrast, 
allowed Impax to sell generic Opana ER 

Id. at 157; IDF 596-98. The ALJ concluded 
that the January 2013 entry date in the SLA, together with the broad patent license, enabled 

-acquired patents expired. ID at 157. Impax 
was able to continue selling its product without threat of patent infringement litigation due to its 
broad license. Id. 

Id. Even if it were assumed that 
Impax would have entered the market as early as June 2010, the ALJ added, the benefits to 
consumers of uninterrupted access to generic Opana ER for more than five years (from 2013 
through 2018) would still outweigh any harm from two and a half years of delayed generic entry. 
Id. 

Accordingly, the ALJ found that the evidence failed to demonstrate that the Endo-Impax 
settlement was an unreasonable restraint of trade in violation of Section 5 of the FTC Act, and he 
therefore dismissed the Complaint. ID at 158. Before the Commission, Complaint Counsel 

benefits and that the settlement at issue was not anticompetitive. Impax challenges the AL 

it received a large and unjustified payment. 

III. STANDARD OF REVIEW 

Under the applicable regulations, the ALJ issues an initial decision following 
adminis 
and conclusions of law de novo 

Id.; see also 5 
U.S.C. § 557(b). The de novo standard of review applies to both findings of fact and inferences 



ajf'd 

authority to prevent "unfair methods of competition in or affecting commerce" by "persons, 
partnerships, or corporations," 15 U.S.C. § 45(a)(l) (2). Impax is a corporation as "corporation" 

02 ,r,r 4, 7. Impax's acts and practices at issue are subject matter 

Court directed trial courts to "avoid, on the one hand, the use of antitrust theories too abbreviated 

d on [ ... ] the presence of significant anticompetitive 
consequences." 

With the Supreme Court's 
analysis that courts have used in other rule of reason cases, as informed by the Supreme Court's 

Under this framework, the plaintiff has the burden to prove that "the 

market." 138 S. Ct. 2274, 2284 (2018) (" "); 
, 275 F.3d 191, 206 (2d Cir. 2001) ("an actual adverse effect on competition"); 

Nat'! Collegiate Athletic Ass 'n, 134 F.3d 1010, 1019 (10th Cir. 1998) ("substantially adverse 
effect on competition"); , 5 F.3d 658, 668 (3d Cir. 1993) ("adverse, 

ets"). 

The Commission's authority under Section 5 of the FTC Act extends to conduct that violates the Sherman Act. 
FTC, Statement of Enforcement Principles Regarding "Unfair Methods of Competition" Under Section 5 of the 

Cal. Dental Ass 'n, 
Fashion Originators' 
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drawn from those facts. See Realcomp II, Ltd., 2007 WL 6936319, at *16 n.11 (F.T.C. Oct. 30, 
2009), , 635 F.3d 815 (6th Cir. 2011). 

IV. JURISDICTION 

Respondent does not dispute that the Commission has jurisdiction over it and over the 
conduct challenged in the Complaint. Section 5(a) of the FTC Act grants the Commission 

-
is defined in Section 4 of the FTC Act, 15 U.S.C. § 44, over which the Commission has 
jurisdiction. See Stip. at 001-
over which the FTC has jurisdiction. Id. at ¶¶ 5, 7. 

V. ANALYSIS 

The Complaint alleges that the SLA and associated acts and practices are an agreement to 
restrain competition and constitute an unfair method of competition in violation of Section 5 of 
the FTC Act. Compl. ¶¶ 101-102. To determine whether this conduct violates Section 5 of the 
FTC Act, we follow case law that has developed under Section 1 of the Sherman Act.16 

In Actavis, the Supreme Court held that the rule of reason applies to reverse payment 
settlement cases, but explicitly left to the lower courts the task of structuring the inquiry. 570 
U.S. at 160. Citing its holding in California Dental Association v. FTC, 526 U.S. 756 (1999), the 

to permit proper analysis, and, on the other, consideration of every possible fact or theory 
irrespective of the minimal light it may she 

Actavis, 570 U.S. at 159-60. This case concerns a reverse payment settlement, 
the restraint within it, and the relationship between the two. 

Actavis guidance in mind, we apply the burden-shifting 

reasoning in Actavis 
challenged restraint has a substantial anticompetitive effect that harms consumers in the relevant 

See Ohio v. American Express, Amex Todd v. Exxon 
Corp. Law v. 

United States v. Brown Univ. 
anti-competitive effects within the relevant product and geographic mark 

See, 
FTC Act (Aug. 13, 2015), 
https://www.ftc.gov/system/files/documents/public_statements/735201/150813section5enforcement.pdf; see also 
Actavis, 570 U.S. at 145; 526 U.S. at 762 & n.3; FTC v. Motion Picture Advert. Serv. Co., 344 
U.S. 392, 394-95 (1953); Guild of Am., Inc. v. FTC, 312 U.S. 457, 463-64 & n.4 (1941). In 
this proceeding, our analysis under Section 5 is the same as it would be under Section 1 of the Sherman Act. 

16 

https://www.ftc.gov/system/files/documents/public_statements/735201/150813section5enforcement.pdf


  

     
            

       
        

       
         

       
       

 

 

  
           

      
   

       
      

         
       

          
  

        
          

        
              

 
           
           

          

    
         

   
 

  

        
            

        

 
        

    
 

 

     
             

       
        

       
          

       
       

   

   

    

           
       

   
        

      
           

       
          

    

        
          

        
              

   
            
           

          

     
          

   
  

   
 

         
            

        

 
        

Complaint Counsel's 

Complaint Counsel's first obligation is to make out a 

unjustified reverse payment raises a "red flag" that the parties may be agr 

224, 240 (D. Conn. 2015) (plaintiff must prove large, unjustified payment "as part of [a] 
" of competition (emphasis added)). And 

agreement to maintain and to share the brand's monopoly profits. As the Court explained, a large 
and unjustified reverse payment "may ... provide strong evidence that the patente 
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Provided the plaintiff demonstrates anticompetitive harm, the burden shifts to the 
defendant to show a procompetitive rationale for the restraint. Amex, 138 S. Ct. at 2284; Law, 
134 F.3d at 1019. If the defendant does so, then the burden shifts back to the plaintiff to 
demonstrate that the procompetitive efficiencies could reasonably be achieved through less 
anticompetitive means. Amex, 138 S. Ct. at 2284. If the plaintiff carries this burden, it prevails. 7 
Areeda & Hovenkamp, ANTITRUST LAW ¶ 1507c, at 448 (4th ed. 2017). If the plaintiff does not, 
the adjudicator proceeds to weigh the harms and benefits against each other to judge whether the 
challenged behavior is, on balance, reasonable. See Law v. NCAA, 134 F.3d at 1019 (citing 
Areeda & Hovenkamp, supra ¶ 1502). Cases do not often reach the balancing stage. 

prima facie case, proving that the 

A. Prima Facie Case under Actavis 

challenged restraint has a substantial anticompetitive effect in a relevant market. In the Hatch-
Waxman Act litigation context, Actavis makes clear that a settlement involving a large and 

eeing to eliminate the 
risk of competition. A plaintiff may thus make out a prima facie case by proving a large, 
unjustified payment was made in exchange for deferring entry into the market or for abandoning 
a patent suit, plus the existence of market power. See Nexium, 842 F.3d at 59 (first step of rule of 
reason framed for the jury as requiring market power plus a large and unjustified payment). The 
ALJ found that Impax received a large and unjustified payment as part of the settlement at issue, 
and Impax does not challenge that finding before the Commission. 

We likewise find that Impax received a large and unjustified payment. In addition, we 
conclude that Complaint Counsel met their burden here. Complaint Counsel successfully raised 
the inference that Endo and Impax agreed to the large and unjustified payment as an inducement 
to Impax to give up its patent challenge and to commit not to launch a generic Opana ER until 
January 2013 thereby eliminating the risk of any generic entry until that time and they proved 
the requisite market power. See Actavis, 570 U.S. at 154. Complaint Counsel demonstrated that 
the risk of earlier entry was real: there was a plausible threat that Impax could have entered the 
market prior to the agreed-upon entry date. See In re Aggrenox Antitrust Litig., 94 F. Supp. 3d 

settlement in order to shore up some perceived risk 
Actavis makes clear that eliminating the risk of competition is a cognizable harm under the 
antitrust laws. 570 U.S. at 157. Complaint Counsel further demonstrated that the relevant product 
market consisted of branded and generic oxymorphone ER, and that Endo held market power. 

1. Large, Unjustified Payment Raises Inference of Anticompetitive 
Harm 

The Actavis Court described certain inferences that can be drawn from a large, 
unexplained reverse payment in a patent settlement. Such a payment raises a red flag signaling 
that the parties may not merely be settling valid claims, but may actually be entering an unlawful 

e seeks to 
induce the generic challenger to abandon its claim with a share of its monopoly profits that 



would otherwise be lost in a competitive market." 570 U.S. at 154. Such payments "would be an 
roduction would cut into its profits." 

Anticompetitive Patent Settlements and the Supreme Court's Actavis 

587, 591 (2015) ("The Court identified a large and unexplained payment as a suspicious act that 
atent holder is paying to limit competition."); 

F.3d at 394 (payment "may represent an unusual, unexplained reverse transfer of considerable 

it is a payment to eliminate the risk of competition"). 

5 F .3d at 668 ("adverse, anti 
and geographic markets"). Under , this includes a demonstration that a "large and 
unjustified" reverse payment was made. 570 U.S. at 158. 

When analyzing the size of the "payment" in a reverse payment case, factfinders should 

704, 718 (N.D. Ill. 2016) (court should look at whether, "taken as a whole," the total payment 

incentive for settling parties to shield the sharing of the brand's monopoly profits through non 

contemplated that "a disguised above 
overpays a generic manufacturer for services rendered, may qualify as a reverse payment"). 

As one district court wrote, "[a] settlement agreement may be very simple or tr 

settlement." 
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irrational act unless the patentee believed that generic p 
Herbert Hovenkamp, 
Decision, 15 MINN. J. L. SCI. & TECH. 3, 25 (2014). The presence of a large and unjustified 
payment may thus signal the presence of an unlawful agreement yielding competitive harm. See 
Aaron Edlin, et al., The Actavis Inference: Theory and Practice, 67 RUTGERS U. L. REV. 585, 

suggests the p see, e.g., Smithkline Beecham, 791 

value from the patentee to the alleged infringer and may therefore give rise to the inference that 

2. Principles of Analysis for Evaluating Large, Unjustified Payments 

To make out a prima facie case, any antitrust plaintiff must establish the existence or 
likelihood of substantial anticompetitive harm. See Amex, 138 S. Ct. at 2284; Law, 134 F.3d at 
1019; Brown Univ., -competitive effects within the relevant product 

Actavis 

consider all value cash and otherwise that the branded drug manufacturer transfers to the 
generic through the settlement (including any side agreements that contemporaneous timing or 
other circumstances indicate should be considered part of the same transaction). See infra 
Section V.A.3; see generally Smithkline Beecham, 791 F.3d at 403 (Actavis is not limited to 
payments of cash and includes no-AG clauses).17 The Endo/Impax settlement included both a 
cash payment under the DCA and non-cash or contingent forms of value, including the No-AG 
Commitment, the Endo Credit, and the licenses granted to Impax, all of which should be 
considered in valuing the reverse payment. See In re Opana ER Antitrust Litig., 162 F. Supp. 3d 

Impax received under the SLA, the No-AG Commitment, and the DCA was large and 
unjustified). Any other result would ignore the economic realities of the settlement by 
disregarding forms of consideration that the brand conveyed. This could create a perverse 

-
cash value transfers. See In re Loestrin 24 Fe Antitrust Litig., 814 F.3d 538, 549 (1st Cir. 2016) 
(holding that non-monetary reverse payments are subject to Actavis because the Supreme Court 

-market deal, in which a brand manufacturer effectively 

emendously complex, and it may 
involve all manner of consideration; and if, when viewed holistically, it effects a large and unexplained net transfer 
of value from the patent-holder to the alleged patent-infringer, it may fairly be called a reverse-payment 
Aggrenox, 94 F. Supp. 3d at 243. 

17 

https://clauses).17


Contrary to Complaint Counsel's argument that demonstrating a payment is "large," 

plaintiffs also need show that the reverse payment was "unjustified." 

essential part of plaintiffs case. As explained by , "the po 
effects on competition" arises when the reverse payment "amounts to a purchase by the patentee 
of the exclusive right to sell its product," a right that would be lost if the patent proved to be 

The concepts of "large" and "unjustified" are closely linked, because the size of the 
payment must be evaluated relative to the legitimate value that may justify it. A "large" payment 

rev' d on other grounds, 
payment is justified when it represents ''traditional settlement considerations, such as avoided 
litigation costs or fair value for services." 

enchmarks such as "[the payment's] scale 
in relation to the pay or's anticipated future litigation costs [ and] its independence from other 
services for which it might represent payment[.]" 

Placing the burden on Complaint Counsel to demonstrate a "large and unjustified" 

842 F.3d at 59 (upholding jury verdict form with "large and unjustified" as part of 

"must allege fa 
large and unjustified reverse payment"); 
to prove a payment for delay, with the "likelihood of a reverse payment 
anticompetitive effects" dependent on the payment's size, its scale in relation to anticipated 

("Cipro'') 

L 5458570, at *7 (D. Mass. Sept. 16, 2015) (plaintiff bears "initial 
burden" to show a large and unjustified payment). 
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along with a showing of market power, will establish a prima facie case, CCAB at 39-41, 
Actavis, 570 U.S. at 158; 

Loestrin 24 Fe, 814 F.3d at 552. 

Establishing that the payment is not otherwise justified is necessary for demonstrating 
that the payment is purchasing an exclusive right and preventing the risk of competition. In other 
words, it is the basis for attributing anticompetitive harm to the patent settlement, and thus an 

Actavis tential for genuine adverse 

invalid or not infringed. 570 U.S. at 153-54 (internal quotation omitted). 

is one that exceeds the value of the avoided litigation costs, plus any other services the generic 
drug manufacturer provides to the branded firm. See In re Lipitor Antitrust Litig., 46 F. Supp. 3d 
523, 543 (D.N.J. 2014), 868 F.3d 231 (3d Cir. 2017). Meanwhile, a 

Actavis, 570 U.S. at 156. Actavis directs us to look not 
merely at the absolute value of a payment, but also at b 

Id. at 159. Actavis thus requires that a plaintiff 
prove as part of its prima facie case that a payment was both large and unjustified. As discussed 
below, Complaint Counsel made that showing here. 

payment in the prima facie case also finds support in the limited post-Actavis case law. See, e.g., 
Nexium, 
prima facie case); Loestrin 24 Fe, 814 F.3d at 552 (to survive a motion to dismiss, plaintiff 

cts sufficient to support the legal conclusion that the settlement at issue involves a 
Smithkline Beecham, 791 F.3d at 412 (requiring plaintiff 

bringing about 

future litigation costs, and independence from other services); In re Cipro Cases I & II 
, 348 P.3d 845, 865-66 (Cal. 2015) (requiring plaintiff to show that the value of the 

reverse payment exceeded the value of collateral products or services provided by the generic to 
the brand, plus anticipated future litigation costs); In re Solodyn (Minocycline Hydrochloride) 
Antitrust Litig., 2015 W 

Complaint Counsel need not negate every conceivable justification for the payment, nor 
pre-emptively refute evidence of value not in their possession or control, to satisfy their prima 



preemptively negate justifications for the reverse payments"); 
the FTC's complaint "did not 

348 P.3d at 867 (a party's 

the settlement are "matters about which the settling parties will necessarily have superior 
knowledge"); 
(same). It suffices to show that the size of the payment exceeded the payor's anticipated saved 

ust Litig. (No. 11) ("Androgel 11''), 
2984873, at *9 (N.D. Ga. June 14, 2018) (plaintiffs burden is to show that "the settlement 

e litigation costs or the value of services rendered"). 

Credit was an "unjustified reverse payment," ID at 138, ''the purpose and effect of which was to 

January 2013." ID at 7. Impax has not appealed the ALJ's conclusion that a large reverse 

t, the factfinder should consider all value flowing in the "reverse" 
, to the generic. Not all of this value may properly be attributed as part of a "large 

and unjustified" payment, but whether it should be attributed as such can only be dis 

"authorized generic" of Opana ER during the six months of Impax's exclusivity. Koch, Tr. 235 

reverse payment settlements. Such concessions can be of "great monetary value" to the first 
filing generic drug manufacturer, which would then enjoy a "g 
generic duopoly" for those six months. 

The shifting burdens of production characteristic of antitrust adjudication can address both plaintiffs' information 
problem and defendants' right to adduce evidence of justification. 
WL 755623, at *13 (once plaintiff shows that the payment was "large" in comparison to the expected future 

1 products and services suffices to bring the settlement's value up to the value of the payment without 
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facie burden.18 Cf. Lipitor, 868 F.3d at 255 (noting that in Actavis, 
Cipro, 

own litigation costs and the existence and value of any collateral products or services provided in 

In re K-Dur Antitrust Litig., 2016 WL 755623, at *13 (D.N.J. Feb. 25, 2016) 

litigation costs plus the value to be rendered under the agreement and that no other clear 
justification presents itself. See In re Androgel Antitr 2018 WL 

payments are . . . larger than what could reasonably be expected to cover such traditional 
settlement concerns as futur 

3. Analyzing the Value Flow and Determining the Reverse Payment 

The Initial Decision found that the No-AG Commitment of the SLA secured by the Endo 

induce Impax to give up its patent challenge and agree not to launch a generic Opana ER until 

payment helped induce settlement or that the payment was linked to the January 2013 entry date, 
see RB at 4 n.1, and we agree that Complaint Counsel have borne their burden. 

We reiterate that, to determine in the first instance whether a settlement involves a 
suspicious reverse paymen 
direction, i.e. 

cerned after 
examining it in the light of the facts at hand. The value flowing to Impax in this case came in 
several forms, discussed in turn below. 

a. The No-AG Commitment 

First, Endo agreed to the No-AG Commitment, which obligated Endo not to market an 
-

36; Snowden, Tr. 392-93. In the wake of Actavis, several federal courts have held that the rule of 
reason governs both cash and in-kind payments including no-AG commitments arising in 

-
eneric monopoly instead of a 

Smithkline Beecham, 791 F.3d at 404-05; see also 
Loestrin 24 Fe, 814 F.3d at 549-52. 

See, e.g., Cipro, 348 P.3d at 867; K-Dur, 2016 

litigation costs, the burden of production shifts to the respondent to come forward with evidence that the value of 
collatera 
reference to the delayed entry). 

18 
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"substantially exceeded the estimated saved litigation costs"). 

the parties entered the settlement, Endo was planning a "product hop" that would destroy the 

37; CX3205 at 001 (December 13, 2007 Endo memo: "There is also a life cycle 
management (LCM) imperative for Endo's Opana ER franchise .... To ensure we continue to 

is expected to lose about 70% of its sales within six months if generic entry occurs"); CX4010 
engler, Investigative Hearing Transcript ("IHT")) at 21 (lmpax feared "that Endo had a 

all of [its] value and [its] ability to sell the generic."). Evidences 

("Obviously that's their goal" to transfer the market to a reformulated version before lmpax 
o's plan to reformulate Opana ER and transition the 

event Endo's Opana ER dollar sales fell by more than 50 percent of their quarterly peak prio 
Impax's entering the market. RX364 at 0003 

payor 's 
570 U.S. at 159 ("[T] 

anticompetitive effects depends upon its size, its scale in relation to the payor's anticipated future litigation costs ... 
" use it is the excess of Endo's payment over its other savings or justified benefits that 

the size of the reverse payment is unquestionably "large" by 
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The No-AG Commitment here would allow Impax to obtain greater revenues from its 
generic sales than it would if Endo entered and competed with an authorized generic. IDF at 187-
89, 191. Impax valued this commitment between $23-33 million in projected revenue, IDF 193, 
and Endo approximated the revenues it forwent to be $25 million. IDF 192. As Complaint 
Counsel demonstrated, this value range exceeded substantially a reasonable estimate of costs 
saved from litigation ($5 million, $3 million of which was attributable to Endo).19 CX5000 (Noll 
Expert Report) at ¶ 375; Noll, Tr. 1463; IDF 77-81; ID at 115 (value of the reverse payment 

20 

b. The Endo Credit 

Second, the reverse payment settlement provided Impax significant value in the form of 
the Endo Credit, which Impax would receive if Endo moved the market away from original 
formulation Opana ER before Impax entered. The evidence at trial demonstrated that, at the time 

market for original Opana ER before Impax could bring its generic to market. IDF 96-107; Koch, 
Tr. 236-

protect the franchise in the face of loss of regulatory exclusivity in June 2009, a [tamper 
resistant] formulation of ER will be important to secure. Without this LCM strategy, Opana ER 

(M 
strategy in place that would have led to the elimination of the Opana ER market, destroying . . . 

uggests that Endo negotiated for 
a later entry date to give it time to execute this scheme. See CX4014 (Hsu Dep.) at 156-57 

could enter under the SLA); CX2724 (End 
market to the new product would be adversely affected if Impax launched its generic in June 
2010). The evidence also showed that Impax suspected the plot and, fearful that Endo planned to 
destroy the value it had secured itself through the No-AG Commitment, demanded what became 
the Endo Credit. Mengler, Tr. 528, 531-35, 568. The credit would compensate Impax in the 

r to 
-06, 0012 (SLA §§ 1.1, 4.4). This dynamic 

underscores the fact that Impax sought to share in the value created by agreeing with Endo to 
eliminate the risk of competition. In the event it launched as planned, there would be no 

19 Actavis indicates it is appropriate to compare the size of the payment to the expected saved litigation 
costs, not the combined savings, see he likelihood of a reverse payment bringing about 

). This makes sense beca 
should be understood as directed toward buying market exclusivity. Whether we utilize the projected savings of 
Endo alone or the joint savings of the parties, however, 
comparison. 

20 The parties have not pled, and therefore we do not reach, the separate question of whether all no-AG 
commitments are large and unjustified payments under Actavis. 

https://Endo).19


           
   

 

        
      

         
        

  
       

        
          

     
          

         
       

     
       

     
   

     
           

         
        

             
              
      

                 
             

       
          

 

  

 

           
   

 

   

        
      

          
        

  
       

        
          

     
          

 

         
        

     
       

     
    

 

      
           

         
        

                
              
       

                 
             

       
          

   

stage Parkinson's disease drug known as IPX 

determine that the DCA's value to Impax should be included 

752 (E.D. Pa. 2014) ("the Licensing Agreement must be read in conjunction with the Co 
ecuted that same day"). 

two agreements and the DCA's incorporation into th 

evaluation); CX2625 at 001 (Impax recognized that Endo was "on a tight time table" to complete 
the DCA "if they wish[ed] to settle prior to June 17."); RX072 at 0004, 

market research group engaged by Endo specifically rejected Impax's relevant Parkinson's 

of interest in Parkinson's disease treatments, 

-Endo's minimum requirements for a co 
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authorized generic. In the event plans went awry, and any sale of Opana ER was foreclosed or 
minimized, Impax still would profit from less competition. The credit ultimately resulted in Endo 
paying Impax $102 million. 

c. The DCA 

Impax and Endo also entered into the DCA, a distinct written agreement that was 
negotiated and executed simultaneously with the SLA and incorporated into it. IDF 244-45, 284, 
306, 308; see also ID at 124. Under the DCA, Endo agreed to make a $10 million upfront 
payment to Impax, with the possibility of making $30 million more in milestone payments, for 
the development of an early- -203. IDF 244, 246-48. 
Under the DCA, Impax and Endo agreed to share promotional responsibilities for IPX-203 and 
Endo would be entitled to a share of the profits if the drug were successfully commercialized. 
IDF 249-50. The legal and temporal links between the DCA and the SLA led the ALJ to 

as part of the payment from Endo 
to Impax, and we agree. ID at 114; see also In re Niaspan Antitrust Litig., 42 F. Supp. 3d 735, 

-
Promotion and Manufacturing Agreements ex 

The ALJ found, however, that the $10 million payment in the DCA was fully justified by 
the benefits to Endo that the agreement conferred.21 In addition to the contemporaneity of the 

e SLA, several additional facts in the record 
call into question this conclusion. First, the IPX-203 deal was evaluated on a timeline shortened 
to line up with the settlement negotiations, including an abbreviated analysis by Endo that 
ignored obvious risks. See, e.g., Cobuzzi, Tr. 2592 (Endo group had two days to complete initial 

in camera 

. Second, evidence suggests that Endo was only willing to enter 
into the deal as part of the settlement negotiations. See CX1005 at 064 (in 2008, a third party 

disease products from the list of potential opportunities because generic versions of products 
were already on the market). Third, Endo had never previously made an upfront payment for a 

21 The ALJ found that the DCA was a bona fide product development collaboration, and that the $10 million 
payment was justified by the profit-sharing rights that the agreement gave to Endo, ID at 132, relying on, inter alia, 
evidence that: (1) both companies had a history id.; (2) Impax needed 
outside funding to advance the development of IPX-203, id.; (3) Endo did not consider the $10 million upfront 
payment to be uncharacteristically large, and projected a rate of return of percent on that payment, nearly 

-development deal, id.; and (4) Impax continued its development 
efforts regarding IPX-203 for years after executing the DCA, investing over employee hours in work on 
the compound. Id. at 129. 

https://conferred.21


  

        
            

 

         
        

        
           

   

 

        
 

     
    

           
  

         
         

       
        

         
      

          
       

        
    

           

         
 

               
                

             
                

               
    

            
          

         

    
 

 

  

         
            

         
        

        
            

     

   

        
 

     
    

           
   

         
         

       
        

         
      

          
        

         
      

            

         
 

               
                

             
                 

               
     

               
          

          

005. For its part, lmpax's budget documents attribute the $10 million it received under 

products covered by Impax's ANDA. IDF 169 52. This license covers "any 

cover" Impax's generic oxymorphone ER product. IDF 169 

a "large and unjustified" payment. 
( distinguishing between "settlement on terms permitting the patent challenger to enter the market 
before the patent expires" which, alone, would bring about competition "to the consumer's 

other irregularities in the DCA, including, for example: (i) that Endo's financial analysis did not assess the 
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the DCA as CX2701 at 004. 

product on such an abbreviated timeline. Cobuzzi, Tr. 2565.22 Finally, in its business documents, 
Endo noted that the license deal for the DCA added significant topline revenue for Opana ER. 
CX1701-

The peculiar circumstances surrounding the DCA suggest that the agreement may have 
been a means of masking value transferred in exchange for eliminating the risk of competition. 
To the extent that the $10 million upfront payment is unjustified, however, it simply increases 
the value of the overall reverse payment that we have found already to be large and unjustified.23 

We thus need not decide whether the DCA was a bona fide agreement for justified value. 

d. The Freedom to Operate License 

Endo also granted Impax a broad patent license with respect to the oxymorphone ER 
-70; Figg, Tr. 1951-

patents and patent applications owned by or licensed to Endo . . . that cover or could potentially 
-70. Complaint Counsel did not plead 

this term as part of the unlawful consideration for the settlement (Compl. ¶ 62), nor submit 
evidence attempting to value the license agreement. Noll, Tr. 1648. 

Because the license granted Impax freedom to operate once the January 2013 date was 
past and thus provided value to Impax, it is correctly incorporated in an initial assessment of 
whether the settlement contained suspicious reverse payments. Although the Commission will 
look at all aspects of the transaction together for purposes of determining the size and 
justification of the value flow, we recognize the inherently procompetitive nature of the freedom 
to operate conferred by patent licenses. Hatch-Waxman Act patent litigation cannot be settled 
procompetitively without both an entry date and a license for the generic, so a payment 
consisting only of a license to operate in the relevant market alone or with other clearly 
procompetitive terms will not ordinarily trigger antitrust scrutiny, and so should not be 
considered part of See Actavis, 570 U.S. at 154 

22 Through the testimony of a pharmaceutical expert, Dr. John Geltosky, Complaint Counsel describe numerous 

circumstances specific to the compound actually agreed upon, IPX-203, instead using commercial terms that related 
to a different compound in later-stage development, IPX-066, that Impax had originally considered but then declined 
to offer, CX5003 (Geltosky Expert Report) at ¶ 37; (ii) that Endo did not conduct a risk adjustment when calculating 
the net present value of the IPX-203 opportunity, Geltosky, Tr. 1084-85; (iii) that Endo failed to compare the 
pharmacokinetic data of IPX-203 with IPX-066, and thus did not analyze whether the newer compound would offer 
any benefits over the earlier one, CX5003 (Geltosky Expert Report) at ¶ 42; and (iv) that Endo failed to conduct a 
freedom-to-operate analysis of IPX-203 that would have revealed the level of intellectual property risk posed by the 
compound, id. at ¶¶ 49-50. 

23 As explained below, infra Section V.B, because Impax failed to meet its burden to connect the alleged 
procompetitive justifications to the restraint at issue, leaving no need to balance competitive harms and benefits, 
whether we include any value from the DCA payment does not affect our ultimate conclusion. 

https://unjustified.23


    
 

         
           

               
      

        
       

  
          

          
       

           
         
           

           
  

        

      
         

        
       

         
       
       

     
 

       
 

        

                
   

  

  

 

 
     

 
         

           
               

      
 

  

     
  

    
       

   
          

           
           

           
          
           

           
  

 

        

       
         

        
       

         
       
        

          
  

        
  

        
 

                 
   

   

efit," and "payment in return for staying out of the market [which] simply keeps prices at 
set levels"); 

rev 'd in part on other grounds, 

The "large and unjustified payment" that triggers antitrust scrutiny u 

harm was "largely theoretical" because, for a variety of 

launching "at risk" coupled with the litigation delay made competiti 

reverse payment settlements that arise within it. These payments flowing m the "wrong" 

makes clear that the relevant anticompetitive harm in a reverse payment case is "prevent[ion of] 
of competition." 
791 F.3d at 408 (the "antitrust problem" in "was that, as the Court inferred, 

d" (emphasis added)). 

associated with launching "at risk" ( at 150), the fact that lmpax's board had not approved doing so ( 
and the company's tra 
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ben 
patentee- accord In re Actos End Payor Antitrust Litig., 2015 WL 5610752, at *15-
19 (S.D.N.Y. Sept. 22, 2015), 848 F.3d 89 (2d Cir. 2017) 
(holding that reverse payment did not include (i) acceleration clauses that allowed the generic to 
enter the market upon the entry of any other generic, and (ii) a license to enter as an authorized 
generic on a date certain). The parties have not argued that the licenses are part of such a 
payment, and nothing in the record suggests that it operated to enable Impax and Endo to split 
monopoly rents. 

4. Restraint of Trade 

consideration in exchange for a restraint of trade 
nder Actavis is 

which itself is a requirement of any claim 
under Section 1 of the Sherman Act. 15 U.S.C. § 1. The ALJ concluded that any competitive 

reasons,24 Impax was unlikely to have 
introduced a generic Opana ER before January 2013, the agreed-upon entry date under the SLA. 
ID at 156-57. Complaint Counsel argue that the ALJ answered the wrong question i.e., that the 
harm Actavis recognizes is the elimination of the risk of competition, not proof that entry would 
actually or probably have occurred earlier. CCRB at 14. They also argue that the ALJ lacked a 
factual basis to draw the conclusion he did regarding the likelihood of generic competition. Id. 
Impax argues that Complaint Counsel must prove that entry earlier than January 2013 was 
reasonably probable in the absence of the challenged agreement; and it contends that the risk of 

on before January 2013 
unlikely. RB at 35-37. 

We agree with Complaint Counsel. The Hatch-Waxman Act context is unique, as are the 

direction signal that a settling party is being compensated for not competing when it otherwise 
might. The Supreme Court thus instructs us to inquire into whether and how such reverse 
payments distort competition. In Actavis, the Court recognized the inherently probabilistic nature 
of the underlying facts surrounding the settlement of Hatch-Waxman Act litigation: patent 
validity; patent infringement; the outcome of patent litigation; the willingness and ability of the 
generic drug manufacturer to launch at risk; and so on. Requiring a fact-finder later to conclude 
whether and on what date competition would have occurred asks too much. That is why Actavis 

the risk Actavis, 570 U.S. at 157 (emphasis added); see also Smithkline 
Beecham, Actavis 
entry might have been earlier, and/or the risk of competition not eliminated, had the reverse 
payment not been tendere 

Antitrust liability can thus attach even where the parties entered into the settlement 
without knowing for certain that they were, in fact, eliminating competition: 

24 The ALJ pointed to the length of time necessary to resolve the patent litigation (ID at 156), the financial risk 
id. id. at 151), 

ck record of not doing so (id. at 150-51). 



paragraph IV litigation in this case put the patent's vali 
actual preclusive scope. The parties' settlement ended that litigation. 

anticompetitive harm."). 

have come to pass."). 

("The owner of a 

348 P.3d at 864 ("Every restraint of trade condemned 

impediment to generic launch, such as a finding that the FDA had disapproved the generic firm's 

and between those two poles, in a reverse payment settlement case, the "relevant 
anticompetitive harm," occurs when the branded manufacturer and its generic competitor replace 

2018 WL 2984873, at *10 ("[Defendants] argue[d] that the 

risk of a competitive market."). 

launching "at risk," and the company had taken a number of steps to prepare. lmpax's incentive 

Impax executives identified a 2010 launch as a "key goal," repeatedly forecasting it. 
001 and tab "Jan Forecast Bottles" (Jan. 2010 Monthly Forecast indica 

launch date of June 2010); CX2829 at tab "may 10 Forecast bottles" (May 2010 Monthly Forecast -
(Noll Expert Report) at ,r 371 and App. D (summarizing 27 forecasts). Company executives repeatedly presented "at 
risk" launch in June 2010 to 

y obtained "Quota" -
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The patent here may or may not be valid, and may or may not be infringed. A 
valid patent excludes all except its owner from the use of the protected process or 
product. . . . But an invalidated patent carries with it no such right. . . . The 

dity at issue, as well its 

Actavis, 570 U.S. at 147 (internal quotation and citation omitted). The Court considered 
eliminating even a small risk of generic entry to be a cognizable harm. See id. 
particularly valuable patent might contend, of course, that even a small risk of invalidity justifies 
a large payment. But, be that as it may, the payment (if otherwise unexplained) likely seeks to 
prevent the risk of competition. And, as we have said, that consequence constitutes the relevant 

See also Cipro, 
for suppressing market entry involves uncertainties about the extent to which competition would 

Three corollaries flow from the Actavis approach. First, where the evidence establishes 
that competition actually was eliminated that a generic drug would have been brought to 
market earlier but for the agreement a fortiori that establishes an antitrust harm. Second, a clear 

ANDA, would mean that no risk of competition was lost and therefore that no liability should lie. 
Third, 

the possibility of competition with the certainty of none. Actavis, 570 U.S. at 157. To establish 
such a harm in this case, then, Complaint Counsel bear the burden of proving that there was a 
risk of competition to eliminate i.e., that Impax would compete with Endo for sales of branded 
Opana ER. They must demonstrate facts to support that risk, but need not prove as the ALJ 
required that competition was likely. Put differently, our test for Sherman Act liability is 
whether the generic drug manufacturer might plausibly have entered the marketplace prior to the 
agreed entry date. See Androgel II, 
FTC failed to show that the settlements actually delayed entry. That may well be true, but that is 
not what the FTC needs to prove in order to show an antitrust harm. As discussed above, the 
FTC only needs to prove that the Defendants entered into the settlements in order to avoid the 

In this case, ample evidence supports the proposition that there was a real threat of 
competition from Impax. The FDA approved the Impax ANDA in June 2010, meaning Impax 
was permitted to launch a generic Opana ER at risk. Senior management had considered 

25 

25 See, e.g., CX2562-002 
(2010 Company Key Goals); CX2824- ting 

same); CX5000 

the Board of Directors. See CX2662-012; CX2663-001. And the company took steps to 
prepare, getting DEA approvals, manufacturing product, obtaining letters of intent, and completing process 
validation. CX2882-001; IDF 537-40; Engle, Tr. 1758-62. The compan the amount of a 



by Endo' s plans to product hop. 
2707. A large payment would be an "irrational act" unless the patentee believed such a payment 

me Court's Actavis Decision, 
2018 WL 2984873, at *9 ("Rather than having to litigate the merits of any underlying patent 

ourts can look to the 'size 
of the payment ... [to] be able to assess its likely anticompetitive effects .... "'). We therefore 

(plaintiff "must demonstrate that the defendant conspirators have 'market power' in a particular 
market for goods or services"); 

See Nat 'l Collegiate Athletic Ass 'n v. Bd 
of Regents of the Univ. of Okla. ("NCAA'') 

Ball Mem'l Hosp., 
, 784 F.2d 1325, 1335 (7th Cir. 1986) (Easterbrook, J.) ("Market power 

However, "[s]ince the purpose of the inquiries into market definition and market power is to determine whether 
an arrangement has the potential for genuine adverse effects on competition, 'proof of actual detrimental effect, such 

n of output,' can obviate the need for an inquiry into market power, which is but a 'surrogate for 
detrimental effect."' FTC v. Ind Fed'n of Dentists 
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to do so was likely bolstered See Mengler, Tr. 527; Hoxie, Tr. 

would preserve its profits. Herbert Hovenkamp, Anticompetitive Patent Settlements and the 
Supre 15 MINN. J. L. SCI. & TECH. 3, 25 (2014). See also Androgel 
II, 
suits or establish a theory of causation, the Supreme Court said that c 

find there was a plausible risk that Impax could have entered earlier than January 2013 but for 
the agreement.26 

The record makes clear that the SLA eliminated a risk of competition from Impax. How 
likely it was to launch, when, and precisely how much competition was eliminated are difficult 
questions that may require much speculation to resolve. Because we resolve this case before 
reaching the weighing of anticompetitive harms and procompetitive benefits, we need not do so. 

5. Market Power 

Under the rule of reason a plaintiff must generally prove that the defendant possessed 
market power in the relevant market.27 See, e.g., Leegin Creative Leather Prods., Inc. v. PSKS, 
Inc. 551 U.S. 877, 885-6 (2007) (rule of reason includes inquiry into the existence of market 
power) (citations omitted); United States v. Visa U.S.A., Inc., 344 F.3d 229, 237 (2d Cir. 2003) 

Gordon v. Lewistown Hosp., 423 F.3d 184, 213 (3d Cir. 2005) 
(market power necessary in order for court to presume anticompetitive effects). We find, as did 
the ALJ, that Endo possessed the requisite market power and, accordingly, that Complaint 
Counsel met their burden. See ID at 139-41. 

a. General Principles 

Market power is the ability to charge prices above what would prevail in a competitive 
market by restricting output below competitive levels. 

, 468 U.S. 85, 109 n.38 (1984) (citing, inter alia, 
Jefferson Parish Hosp. Dist. No. 2 v. Hyde, 466 U.S. 2, 27 & n.46 (1984)); 
Inc. v. Mutual Hosp. Ins. 

controlled substance, like oxymorphone, that the DEA permits a company to purchase in a particular year from the 
DEA. See Camargo, Tr. 965-66. 

26 This is not to say that Impax would have entered earlier but for the agreement. As explained, the ALJ erred in 
asking whether Impax would have entered earlier. The relevant question is whether it was plausible Impax could 
enter earlier, which tells us whether a risk of entry the harm Actavis instructs us to guard against was eliminated. 

as a reductio 
, 476 U.S. 447, 460-61 (1986) (quoting Areeda & Hovenkamp, 

supra ¶ 1511). 

27 

https://market.27
https://agreement.26


  

   

 
       

  

     

          
  

       
    

        
        

          

       

      
         

  

        
        

      
           

        
         

 
    
     

     
      

   

 

          
         

    
 

 

  
      

 
       

    
 

      

          
     

       
      

 

        
        

             
           

      
         

        

        
          

        
           

         
          

  
       
       

       
      

    

   

          
         

comes from the ability to cut back on the market's total output and so raise price"); 2 
109 (4th ed. 2014) ("Market power is the ability to 

raise price profitably by restricting output."). Relatedly, courts have defined "monopoly power" 
as the "power to control prices" by limiting output or to "exclude competition." 

output or the exclusion of competition; a court also can infer such power from proof of a firm's 

patent's life. 

large size of a payment is a "strong indicator of power" over prices, because a firm "without that 
power [is unlikely] to pay 'large sums' to induce 'others to stay out of market."' 

ough it is "conceivable that the 

be sold at supracompetitive prices," it is "vanishingly unlikely" that a large reverse payment 
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B PHILLIP E. 
AREEDA, ET AL., ANTITRUST LAW ¶ 501 at 

See, e.g., United 
States v. E.I. du Pont de Nemours & Co., 351 U.S. 377, 391 (1956); Broadcom Corp. v. 
Qualcomm Inc., 501 F.3d 297, 307 (3d Cir. 2007) (citing United States v. Grinnell Corp., 384 
U.S. 563, 571 (1966)). 

A plaintiff can prove market power directly through evidence of control over prices and 

large percentage share of the relevant market. Broadcom, 501 F.3d at 307; Geneva Pharms. 
Tech. Corp. v. Barr Labs. Inc., 386 F.3d 485, 500 (2d Cir. 2004) (citing Tops Mkts., Inc. v. 
Quality Mkts., Inc., 142 F.3d 90, 98 (2d Cir. 1998)); New York ex rel. Schneiderman v. Actavis 
PLC, 787 F.3d 638, 652 (2d Cir. 2015); United States v. Microsoft Corp., 253 F.3d 34, 51 (D.C. 
Cir. 2001) (per curiam). 

A valid patent may confer market power, but does not always do so. See Ill. Tool Works 
Inc. v. Independent Ink, Inc., 547 U.S. 28 (2006). There may be so many equivalent substitutes 
for the patented article that the patentee cannot exercise market power. U.S. DEP T OF JUSTICE & 
FED. TRADE COMM N, ANTITRUST GUIDELINES FOR THE LICENSING OF INTELLECTUAL PROPERTY 

§ 2.2 (Jan. 2017). Alternatively, there may be few economically close substitutes such that 
ownership of the patent allows the patentee to extract durable monopoly profits during the 

See HERBERT HOVENKAMP, ET AL., IP AND ANTITRUST, § 4.02 (Nov. 2017). 

To establish market power, a plaintiff typically first defines the relevant antitrust market. 
See, e.g., City of New York v. Grp. Health Inc., 649 F.3d 151, 155 (2d Cir. 2011); Worldwide 
Basketball & Sport Tours, Inc. v. NCAA, 388 F.3d 955, 962 (6th Cir. 2004). The Actavis Court 
did not conduct a rule of reason analysis, and did not define a relevant market. But its decision 
recognized that a branded drug and its generic equivalents could and, in the reverse payment 
context, often would together constitute an antitrust-relevant market. The Court noted that the 

its Actavis, 570 
U.S. at 157 (emphasis added) (quoting 12 HERBERT HOVENKAMP, ANTITRUST LAW ¶ 2046 at 351 
(3d ed. 2012)); see also King Drug Co. of Florence v. Cephalon, Inc., 88 F. Supp. 3d 402, 414 
(E.D. Pa. 2015). As the district court in Aggrenox observed, alth 
patented drug faced such fierce competition from therapeutically similar drugs that it could not 

would be made in such a case. 199 F. Supp. 3d at 666. 

b. Analysis and Conclusions Regarding Market Power 

Based on a thorough review of the factual record, we find that the relevant product 
market in this case consists of branded and generic oxymorphone ER, not all long acting opioids 



       

    
   

      
         

  
     

       
   

   
     

      

  

         
     

 
        
        

          
           

            
           

     
      

         

     

              
              

            
         

    

  

          
              

             

  

 

        
   

    
   

 
      

         
  

      
        

    
   

      
            

    

         
     

  
        
        

           
            

             
           

     
      

         

      

               
               

             
          

    

    

           
               

              

 

("LAOs"), as Impax claims. 

The determination of what constitutes the relevant product market "hinges . . . on a 

price." 
Lucas Auto. Eng'g, Inc. v. Bridgestone/Firestone, Inc. 

transitory price increase [a "SSNIP"] to make the increase 

92 (relevant market includes "close substitutes" that 

ounsel's expert, Professor Noll, examined whether events that affected 

tapentadol, buprenorphine, fentanyl, and hydrocodone ER) on Opana ER's sales to determine if 

Due to data limitations, neither side's economic expert was able to conduct a SSNIP test directly or to measure 
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28 We further find, as did the ALJ, that Endo possessed market 
power.29 See ID at 139-41. 

determination of those products to which consumers will turn, given reasonable variations in 
United Food & Commercial Workers Local 1776 v. Teikoku Pharma USA, 296 F. Supp. 

3d 1142, 1167 (N.D. Cal. 2017) (quoting , 
275 F.3d 762, 767 (9th Cir. 2001)). Specifically, our goal in this market definition exercise is to 
determine whether sufficient users would switch away from oxymorphone ER in response to a 
small but significant, non-
unprofitable. See FTC v. Whole Foods Mkt., Inc., 548 F.3d 1028, 1038 (D.C. Cir. 2008). This 
requires examining whether products are close economic substitutes.30 See Areeda & 
Hovenkamp, supra ¶ 562a at 390- exhibit 
high cross-elasticity of demand). In conducting this examination, the relevant question is how 
consumers respond to increases from competitive pricing levels.31 Evidence of competitive 
effects may help to inform the inquiry. U.S. DEP T OF JUSTICE & FED. TRADE COMM N, 
HORIZONTAL MERGER GUIDELINES § 4 (2010). 

Complaint Counsel argued that branded and generic oxymorphone ER comprise the 
antitrust-relevant market. In an effort to shed light on cross-elasticities between various LAO 
products, Complaint C 
prices and quantities in the sale of one product were reflected in changes in prices and quantities 
for the other product. Noll, Tr. 1374. If they were not, he reasoned, then the products were not in 
the same relevant market. Id. at 1375. Professor Noll examined the effects of entry of the generic 
drug on the branded product at the time that entry occurred. Id. at 1377. His review established 
that the entry of the former correlated to a drop in the quantity sold of the latter. Id. at 1380. 
Based on these results, he found that generic and branded oxymorphone ER were in the same 
relevant market. Professor Noll repeated the process of examining entry effects for other 
candidate LAOs (including extended release versions of oxycodone, hydromorphone, morphine, 

they were part of the relevant market. Noll, Tr. 1386-87; CX5000-194 at Exh. 4. In each case, he 

28 The parties do not dispute that the relevant geographic market is the United States. 

29 Market definition and market power are always fact-intensive questions. Although in most cases arising in the 
Actavis context, a brand and its generics will constitute the relevant product market, this is not to suggest that a 
brand and its generics will, in every case or context, necessarily constitute the relevant product market. See, e.g., 
Mylan Pharms. Inc. v. Warner Chilcott PLC, 838 F.3d 421, 437 (3d Cir. 2016) (finding the relevant market 
consisted of all oral tetracyclines used to treat acne). 

cross-elasticities through econometrics. See Noll, Tr. 1514-17; Addanki, Tr. 2476-77. 

31 If the allegedly anticompetitive conduct is already permitting supracompetitive pricing, a larger percentage of 
consumers might turn to alternatives in the face of additional price increases than would do so if prices increased 
from a competitive level thereby artificially and erroneously inflating the apparent size of the product market. See 
Areeda & Hovenkamp, supra ¶ 539. 

30 

https://levels.31
https://substitutes.30
https://power.29


  

           
              

       
       

  

       

       
      

       
        

       
         

       

       
        

        
        

       
      

     
   

      
 

        
         

   

  
          

 

     
           

          
             

          

    
 

 

           
              

         
       

   

       

       
      

       
        

       
          

       
  

        
        

        
        

        
      

     
    

        
   

        
         

   

  
          

  

       
           

           
              

          
 

Professor Noll, lmpax's expert, Dr. Addanki, did not study the effects that brand or generic entry 

Professor Noll's sales volume analysis addressed economic substitution more directly 
than did Dr. Addanki's approach. Oxymorphone ER sales exhibited large share shifts and price 

), he found that the drugs' sales generally did not exhibit negative 

63 (sales of OxyContin and oxymorphone ER generally "rose and fell in 
parallel"), ,r 169 (introduction of Exalgo had "no apparent effect" on sales of Opana ER), ,r 1 72 

g mere "visual inspection" of LAO sales trends. RB at 34. But 

a.ff' 

ajf'd 
"we do not need to do economic gymnastics to determine whether the defendant had market power[.]" 
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found that the abrupt rise and fall in sales of Opana ER in 2010-2012 did not reflect a parallel 
fall and rise in the sales of the other LAOs and determined that the latter were not part of the 
relevant market. CX5000 at ¶ 183; see also id. at ¶¶ 158, 161-64, 166-67, 169, 172, 175, 177, 
and 179. Based on this analysis Professor Noll concluded that oxymorphone ER (both generic 
and branded versions) is a relevant product market. 

Impax, on the other hand, argued the appropriate market consists of all LAOs. Unlike 

in other LAOs had on quantities sold of oxymorphone ER or vice versa. Rather, Dr. Addanki 
based his view on other sources of information including, inter alia: (1) clinical guidelines for 
treatment of chronic pain, including FDA labels and other resources such as data showing that 
multiple LAOs are used for the same indication, Addanki, Tr. 2241-43, 2247; (2) business 
documents from Endo and other industry participants suggesting that they viewed other LAOs as 
being in the same market as Opana ER, id. at 2257-66; and (3) evidence suggesting that 
competition existed between and among various LAOs at the three levels of the market: 
physicians, insurers, and patients, id. at 2253. 

reductions in response to generic entry but not in response to entry by other LAOs. Sales of 
Opana ER declined when generic oxymorphone was introduced and as generic sales increased. 
CX5000 (Noll Expert Report) at ¶ 119 and Exhs. 2A1, 2A3, 2A5, 2A6 and 2A7. Sales of other 
LAOs were either far less responsive, or not responsive at all, to the introduction of 
oxymorphone ER. Id. at ¶¶ 162-64 (OxyContin), ¶ 169 (hydromorphone ER, a.k.a. Exalgo), ¶ 
172 (buprenorphine ER, a.k.a. Butrans), ¶ 175 (fentanyl ER), ¶ 179 (tapentadol ER, a.k.a. 
Nucynta ER). When Professor Noll examined whether sales of other LAOs affected sales of 
Opana ER (or vice versa 
correlations, suggesting that unlike generic oxymorphone ER they did not take sales from 
each other. Id. at ¶¶ 162-

; ¶ 175 (availability of generic fentanyl ER did not inhibit rapid 
growth of Opana ER sales through the end of 2011); ¶ 177 (entry of Zohydro did not substitute 
for sales of oxymorphone ER); ¶ 179 

. The sales 
volume evidence thus supports the proposition that generic oxymorphone ER, but not other 
LAOs, is in the same relevant market as branded oxymorphone ER.32 

32 Impax would disregard this evidence as reflectin 
courts have accepted exactly this type of analysis in other pharmaceutical cases. See, e.g., In re Ciprofloxacin 
Hydrochloride Antitrust Litig., 363 F. Supp. 2d 514, 522-23 (E.D.N.Y. 2005), d in part, 544 F.3d 1323 (Fed. Cir. 
2008); Teikoku Pharma, 296 F. Supp. 3d at 1174-75; SmithKline Corp. v. Eli Lilly & Co., 427 F. Supp. 1089, 1118-
19 (E.D. Pa. 1976), , 575 F.2d 1056 (3d Cir. 1978). Where, as here, patterns of generic substitution are clear, 

Aggrenox, 



      
        

         
      

  
     

    

      
     

        
     

       
        

      
       

      
        

       
        

    
    

   
         

          
       

        
     
              

    

            
   

        
            

               
   

               
         

              
                 

   

  

 

      
         

         
      

       
     

      

       
      

         
       

       
        

       
        

      
        

       
         

 

     
    

    
         

          
        

         
     
              

    

                
     

        
            

               
    

               
          

              
                 

   

(E.D. Mich. 2000) (accepting plaintiffs' pleadings that a single brand of a drug and its generic 

Impax's argument that the relevant market includes all LAOs has both factual and 
rspective, as Complaint Counsel's medical expert, Dr. Seddon 

ajf'd 

er, the participants' shift from OxyContin to the remaining drugs still covered by the 
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This evidence is consistent with economic research showing that generic entry is, by far, 
the most important source of price competition for pharmaceuticals generally far more 
important than different compounds in the same therapeutic class. See CX5000 (Noll Expert 
Report) at ¶¶ 76-79 (citing, inter alia, Fiona Scott Morton & Margaret Kyle, Markets for 
Pharmaceutical Products, in 2 HANDBOOK OF HEALTH ECONOMICS, 763-823 (M. Pauly, et al., 
eds., 2011); Ernst Berndt & Joseph Newhouse, Pricing and Reimbursement in U.S. 
Pharmaceutical Markets, in OXFORD HANDBOOK ON THE ECONOMICS OF THE 

BIOPHARMACEUTICAL INDUSTRY (P. Danzon & S. Nicholson, eds., 2012); Ernst Berndt, 
Pharmaceuticals in U.S. Health Care: Determinants of Quantity and Price, 16:4 J. ECONOMIC 

PERSPECTIVES 45-66 (2002)). Where generic entry occurs, it tends to displace a large share of 
branded sales and to do so at a much lower price, as occurred here. Id. at ¶¶ 77-78. 
Consequently, it is not surprising that courts frequently define product markets to encompass a 
single active ingredient. See, e.g., Barr Labs., 386 F.3d at 496 (defining a market for generic 
warfarin sodium); Teikoku Pharma, 296 F. Supp. 3d at 1176 (defining a market for 5% lidocaine 
patches, i.e., Lidoderm and its generic equivalents); In re Nexium (Esomeprazole) Antitrust 
Litig., 968 F. Supp. 2d 367, 389 (D. Mass. 2013) (concluding that the relevant market consisted 
of the brand and generic alone); In re Cardizem CD Antitrust Litig., 105 F. Supp. 2d 618, 680-81 

bioequivalents constituted the relevant market). But cf. Mylan Pharms. Inc. v. Warner Chilcott 
PLC, 838 F.3d 421, 437 (3d Cir. 2016) (finding a relevant market for all oral tetracyclines used 
to treat acne). 

analytical limits. From a factual pe 
Savage, testified, opioids differ according to their biological receptors, pharmacokinetic profiles, 
and adverse side effects, including adverse interactions with other drugs. Savage, Tr. 689-92, 
702; CX5002 (Savage Expert Report) ¶¶ 51, 115-16. Of significance for this case, oxymorphone 
is one of the few opioids that is not metabolized by the CYP450 enzyme. Savage, Tr. 716; see 
also CX5000 (Noll Expert Report) at ¶¶ 142-43. This means that oxymorphone is less likely to 
cause adverse interactions with the many other drugs that are metabolized by that same enzyme, 
such as some antibiotics, anticoagulants, beta blockers, statins, and tranquilizers. See Savage, Tr. 
716-18; CX5000 (Noll Expert Report) at ¶ 143. Oxymorphone also has a longer half-life than 
oxycodone, hydrocodone, morphine, and other LAOs, resulting in longer duration of action. 

199 F. Supp. 3d at 668; see also McWane, 2014 WL 556261, at *14 (F.T.C. 2014), , McWane, Inc. v. FTC, 783 
F.3d 814 (11th Cir. 2015); ABA Section of Antitrust Law, Mergers and Acquisitions 55 (3d ed. 2008). 

In contrast, Impax gives considerable weight to evidence that utilization of alternatives to OxyContin increased 
when the University of Pittsburgh Medical Center health plan eliminated coverage of OxyContin while maintaining 
coverage of Opana ER, morphine sulfate ER, fentanyl patches, and methadone. See RX087 and discussion at 
Addanki, Tr. 2302-09. Howev 
formulary may reflect little more than a tendency of participants in a particular health plan to keep that health plan 
and to maintain in-formulary coverage. Dr. Addanki does not explain why this experience would generalize to 
reflect the likely competitive effects of changes in price or product availability involving consumers at large nor did 
he know the amount of the price increase at issue, which might have been far larger than the SSNIP usually 
considered when defining a market. Addanki, Tr, 2505. 



oxymorphone would operate on the patient's pain receptors in the same manner and with the 

but "certainly not dispositive"); 

separate product markets because "a small change in the price 
of [one] would have little or no effect on the demand for [the other]"). 

Dr. Addanki's evidence of product marketing and discounting does not convince us to 

to undercut Professor Noll's showing that generic oxymorphone ER was a far more effective 

-Hirschman Index ("HHI") exceeded 

See Coal Exps. Ass 'n v. United States, 745 F.2d 76, 92 n. 20 (D.C. Cir. 1984) ("[A]ll firms, even the pure 
orces. The issue is how effective are the limits."). 

Impax's citation to our settlement and relevant market definition in 

mentions, the Commission's settlement identified a relevant market for oral LAOs. Impax does not mention, 
however, that the Commission proceeded in the same sentence to identify a "narrower market for oral long 

sulfate in which [the respondents' products] compete directly with each other." Complaint, 1 11. The 
Commission intervened in King Pharmaceuticals' proposed acquisition of Alpharma because the transaction would 

relevant market, and the Commission obtained a divestiture of King's morphine sulfate product. FTC Press Release, 
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Savage, Tr. 720. Switching a patient from Opana ER to generic oxymorphone would yield much 
more predictable results than switching to a different opioid molecule, because the generic 

same side-effect profile. Id. at 715. In any event, while functional interchangeability is certainly 
relevant to market definition, it is not the end of the analysis. See, e.g., Meijer, Inc. v. Barr 
Pharms., Inc., 572 F. Supp. 2d 38, 58 (D.D.C. 2008) (functional interchangeability is probative 

see also Barr Labs., 386 F.3d at 496 (defining market for generic 
warfarin sodium alone, despite functional interchangeability with branded version); United 
States v. Archer-Daniels-Midland Corp., 866 F.2d 242, 248 (8th Cir. 1988) (functionally 
interchangeable sweeteners were 

place all LAOs in the same relevant market. Even a monopolist might engage in the sorts of 
brand-building and product differentiation activities that Dr. Addanki catalogues, such as visiting 
potential customers (i.e., doctors) and advertising in medical journals. That is because even a 
monopolist may benefit from stimulating demand through promotional activities and because, at 
a sufficiently high price, it faces some substitutes to which it will want to avoid losing sales. The 
relevant question is the degree of constraint that these other products offer.33 Dr. Addanki failed 

constraint on Opana ER than were the other LAOs. For example, his limited evidence of direct-
to-patient discounting lacks data about the size of these programs and provides no showing that 
the programs had a significant effect on either average net prices or sales of the products. See 
CX5004 (Noll Rebuttal Report) at ¶ 66.34 Consequently, we find that Complaint Counsel 
adequately proved a relevant market confined to branded and generic oxymorphone ER. 

We find that Endo clearly held market power in this highly concentrated market. Prior to 
entry by Actavis in 2011, Endo was the only player on the market in other words, it had a 
monopoly. See CX5000 (Noll Expert Report) ¶ 189. After Actavis entered for two generic, low-
sales dosages and prior to generic entry by Impax, Endo held more than a percent market 
share, and the Herfindahl- . Id. at ¶ 189 & Exhs. 6A 
and 6B. Thus, during the critical period when Endo and Impax entered the SLA and during 

33 
monopolist . . . are subject to limits established by market f 

34 King Pharm., Inc. & Alpharma, Inc., No. C-
4246 (F.T.C. Feb. 2, 2009), buttresses rather than undercuts our relevant market definition here. RB at 50. As Impax 

-acting 
morphine 

have joined the two leading producers of morphine sulfate oral LAOs, unacceptably raising concentration in that 

FTC Intervenes in King Pharmaceuticals Acquisition of Rival Alpharma Inc. (Dec. 29, 2008) 
https://www.ftc.gov/news-events/press-releases/2008/12/ftc-intervenes-king-pharmaceuticals-acquisition-rival-
alpharma (attaching Commission Complaint and Decision and Order). 

https://www.ftc.gov/news-events/press-releases/2008/12/ftc-intervenes-king-pharmaceuticals-acquisition-rival
https://offer.33


which the parties' agreement prevented Impa 

, 199 F. Supp. 3d at 667 ("if competit 

result in a substantial change in price"). Endo's documents and testimony further support the 

("Each month that generics are delayed beyond June 2010 is worth about $20 million in net sales 
per month."); CX1320 

er generic entry in July 2011, "15% brand volume remains after 3 months"); CX4004 (Engle, 
IHT) at 245 (indicating that Actavis' entry caused some lowering of prices and that Actavis won 

The substantial evidence of Endo' s market po 

market power. 570 U.S. at 157 (finding that a firm "without that power [is unlikely] to pay large 
y out of its market"). If the payor 

Strong record evidence further demonstrates that Endo's market power was durable and 
95. Endo's patents could be (and were effectiv 

Waxman Act's regulatory procedures build in timing constraints 

Using net sales revenue, Endo's market share between 2013 and - - --; both figures substantially exceed the Horizontal Merger Guidelines' threshold ofHHI 2,500 denoting 
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x from entering, Endo held shares sufficient to 
support market power. Id. at ¶ 192.35 

Additional evidence supports our market power findings. Generic oxymorphone ER entry 
caused Opana ER to lose market share and the average price of oxymorphone ER to fall. 
CX5000 (Noll Expert Report) at ¶ 122. 

Id. at ¶ 120. 

Id. That indicates pre-entry prices were above the competitive level. Noll, Tr. 1381-
82; see Aggrenox ive prices were being charged before the 
patented drug had a generic competitor, then the entry of new [generic] competitors would not 

conclusion that generic entry caused substitution and price reductions. See, e.g., CX1106-005 

-007 (2010 revenue forecast incorporating the working assumption that 
aft 

some business from Endo). 

wer is consistent with the inference 
permitted by Actavis: that the presence of a large and unjustified payment may itself signal 

sums to induce others to sta -patentee lacked market power 
before generic entry due to competition from other drugs, prices for the brand drug already 
would have been competed down to the competitive level and there would be no monopoly 
profits left to protect by a large reverse payment. See Aggrenox, 199 F. Supp. 3d at 667. 

protected by substantial entry barriers. IDF 90- ely) 
used to exclude competitors who wished to market and sell oxymorphone ER. See Aggrenox, 199 
F. Supp. 3d at 668. The Hatch-
affecting generic entry, as described above. First, if a branded drug company files a patent 
infringement suit against a Paragraph IV ANDA filer, the Hatch-Waxman Act provides a 30-
month stay before the FDA can approve the ANDA. IDF 93-94. Second, non-first-filer 
Paragraph IV ANDA applicants have to wait at least 180 days after the first filer has entered 
before they can enter a market. Id. Thus, Endo had the power to delay entry to the market even if 
its patents were eventually found to be invalid or not infringed. IDF 95. These barriers are in 
addition to more general barriers such as brand loyalty and DEA regulation of opioids, (CX5000 

the end-date of available data in Q1 2017 always 
exceeded percent and usually was around percent. CX5000 (Noll Expert Report) at ¶ 191 & Exh. 6. 
Throughout that period, HHI based on net sales revenue exceeded , and HHI based on total prescriptions was 
above 
a highly concentrated market. Id. at ¶ 191. 

35 



  

           
         

       

   
     

      

        
 

         

     

 
  

         
    

         
        
             

  
      

        
        

        
 

              
       

       
           
       

       
         

        
       

    
 

 

           
         

       

   
     

      
 

        
  

  

          

      

 
    

          
     

         
        
             

   
      

        
         

        
  

              
       

        
            

         
       

          
        
       

issues can seriously impact a company's ability to enter and remain on the market. In this very 
case, Novartis Consumer Health, Inc. ("Novartis"), the company t 

blown "supply chain 
crisis" for Endo. CX4017 (Levin Dep.) at 136 38. Endo's high share in the market for 

harmed competition, "the burden shifts to [Impax] to show a procompetitive rationale for the 
restraint." 
and Endo Credit had the "purpose and effect" of "induc[ing] Impax to give up its patent 
challenge and agree not to launch a generic Opana ER until January 2013." ID at 6 

f Endo' s original patents and 

license has shielded Impax from the "threat of patent infringement litigation relating to original 
Opana ER." ID at 144, 146; IDF 594, 596. The ALJ thus found that, on balance, the settlement 
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(Noll Expert Report) at ¶¶ 15, 63, 195-96; IDF 508, 522-26), not to mention the need to develop 
a product suitable for receiving FDA approval and to build up the necessary launch inventory. 
Noll, Tr. 1409-10; IDF 12, 513. In the pharmaceutical industry, manufacturing and production 

hat manufactured Opana ER 
for Endo, experienced a plant shutdown by the FDA that resulted in a full-

-
oxymorphone ER, combined with the presence of substantial entry barriers, lead to the 
conclusion that Endo possessed market power. 

We find significant record evidence demonstrating the relevant market consists of 
branded and generic oxymorphone ER and that Endo commanded market power. 

B. Procompetitive Justifications 

Because Complaint Counsel have established a prima facie case showing that Impax 

Amex, 138 S. Ct. at 2284. As discussed, the ALJ found that the No-AG Commitment 

-7. Impax 
does not challenge that finding on appeal. See RB at 4 n.1. 

The ALJ concluded that while the reverse payment for delay impaired generic 
competition, other provisions of the settlement between Impax and Endo benefited competition 
and salvaged the entire agreement from antitrust condemnation. The settlement included a broad 
license and covenant-not-to-sue covering all patents related to original Opana ER that Endo 
owned or might acquire. ID at 142-44; IDF 567-70, 592-93. According to the ALJ, these 
provisions allowed Impax to enter nine months before expiration o 
protected Impax when Endo acquired additional patents and asserted them to enjoin other drug 
manufacturers from marketing generic versions of Opana ER. ID at 143-44, 146; IDF 573-81, 
588, 596. Although other manufacturers were barred from the market until 2029, the broad 

promoted competition by ensuring that consumers have continued access to generic Opana ER. 
ID at 144, 146; IDF 594, 596. Impax urges us to sustain these findings. 

We disagree with the ALJ because we find that Impax did not sustain its burden of 
linking the procompetitive benefits to the challenged restraint. Impax failed adequately to link 
the alleged procompetitive justifications to the challenged restraint, which as the ALJ 
acknowledged was the use of a reverse payment to eliminate the risk of generic entry before 
January 2013. ID at 100-02; Actavis, 570 U.S. at 157. Impax does not make any argument that 
the No-AG Commitment or Endo Credit (or any portion of the $10 million DCA payment) have 
themselves protected Impax from the threat of patent litigation or that it needed to accept these 
payments in order to enjoy the procompetitive benefits of the patent license. Impax thus fails to 
overcome the anticompetitive effect, which Actavis anticipated, from reverse payments 



" resent payment," and "lack[ing] [] any 
other convincing justification." 570 U.S. 

lmpax' s burden to show that the " enhances competition." 

benefits competition, this does not validate a restraint that "makes no significant contribution to 
the alleged justification." Areeda & Hovenkamp, 

upreme Court held that even though the NCAA's member institutions had a legitimate interest 
in adopting rules to promote "competitive balance" among football teams, the NCAA's specific 
restrictions on telecasts were "not even arguably tailored" to serve th 
19. Thus, to justify a challenged restraint, lmpax must "articulate the specific link between the 
challenged restraint and the purported justification," and demonstrate that the restraint in fact 
"advance[s] procompetitive goals." 

"logical nexus to [the] claimed efficiencies," meaning that the efficiencies either 
"result from or are in any way connected to" the restraint); 
815, 835 (6th Cir. 2011) (affirming FTC's finding that the respondent had not "demonstrated a 
connection" between the restraint and the proffered rationale); 
( explaining that defendants "must provide a procompetitive justification for the challenged 
restraint," and sustaining district court's finding that "no evidence" showed that the restraint 

"restraint" in this case. The ALJ, like Complaint Counsel, defined the restraint as "the payment 
in conjunction with a restriction on the generic's ability to compete." CCRB at 6; 
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independen[t] from other services for which it might rep 
at 159. 

1. Impax Has Failed to Show that the Restraint Furthered any 
Procompetitive Justifications 

After Complaint Counsel made a prima facie case of anticompetitive harm, it became 
challenged restraint NCAA, 468 U.S. 

at 104 (emphasis added). For purposes of procompetitive justifications, we look at the specific 
restraint, not the agreement as a whole. Even if an agreement between competitors generally 

supra ¶ 1505a. For example, in NCAA, the 
S 

at interest. 468 U.S. at 117-

Polygram Holding, Inc., 136 F.T.C. 310, 347 (2003), 
enforced, Polygram Holding, Inc. v. FTC, 416 F.3d 29 (D.C. Cir. 2005); see also N. Tex. 
Specialty Physicians v. FTC, 528 F.3d 346, 368-69 (5th Cir. 2008) (defendant must show that the 
restraint bears a 

Realcomp II, Ltd. v. FTC, 635 F.3d 

Visa, 344 F.3d at 238, 243 

advanced the proffered justifications). 

As explained below, we hold that the relevant restraint here is the payment in exchange 
for the elimination of the risk of entry, Actavis, 570 U.S. at 157, and that defendant must adduce 
facts tying any cognizable procompetitive benefits to the elimination of this risk. Impax points to 
the fact that the payments coincided in the SLA with the broad license, the entry date, and other 
terms, and argues that any benefits deriving from a reverse payment settlement as a whole are 
cognizable, and therefore that it need not prove any link between the actual restraint and the 
benefits. That is wrong, and Impax has failed to meet its burden. Even if Impax had established a 
link, Complaint Counsel can prevail by showing that the restraint was not reasonably necessary 
to achieve the alleged procompetitive benefits, which they have accomplished by identifying a 
less restrictive alternative. See Areeda & Hovenkamp, supra ¶ 1505; North Texas, 528 F.3d at 
368-69; Realcomp, 635 F.3d at 835; Polygram, 136 F.T.C. at 347. 

a. What is the Restraint Impax Must Justify? 

The parties cross swords on the foundational question of what constitutes the challenged 

see ID at 99 



( defining the restraint as "the use of the payment to restrain potential generic competition"), 141 

"all aspects of that agreement are at issue"; and, therefore, maintains that it can offer any 

ALJ' s and Complaint Counsel's interpretation is more consistent with 

analysis. It referred to the "specific restraint at issue" as "a purchase by the patentee of the 

lid or not infringed." 570 U.S. at 153 
"payment in return for staying out of the market" would "keep[] prices at patentee set levels," 
allowing the brand and generic manufacturers to "divid[e]" the profits of the branded drug's 

The Court conceded that patent licenses "permitting the patent 
challenger to enter the market before the patent expires" bring about competition; but, 
recognizing the need to scrutinize the "specific restraint" within the settlement, stresse 

, not the settlement as a whole: "[A] reverse payment, where large and unjustified, 

may be unable to explain and to justify it." 
to dismiss, noting the "defendants have the burden of justifying the rather large reverse payment 
here, and they offer no reason why those other elements of the settlement agreement do so") 

pointing to unrelated terms in the same settlement agreement, but must justify "the presence of 
under the rule of reason." 

56 ( emphasis added). The "likelihood of a reverse payment bringing about 
anticompetitive effects depends upon," , "its independence from other services for 
which it might represent payment and the lack of any other convincing justification." 

Impax argues that a "payment alone" is not a restraint. RB at 13 

U.S. at 154. A generic manufacturer's commitment to stay out of the market until the licensed 

's focus on the payment for not 
principle of antitrust law that a restraint of trade consists of the "sum total" of the parties' 
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(similar). Impax, on the other hand, argues that when a plaintiff challenges a specific agreement, 

procompetitive benefit arising from the agreement, even if that benefit is not tied to, or does not 
derive from, the specific restraint within the larger agreement. RB at 18-19. We conclude that the 

Actavis, which instructs 
that the commitment not to enter in exchange for a large and unjustified payment constitutes the 
relevant restraint. 

In Actavis, the Supreme Court recognized the large and unjustified payment in exchange 
for not entering the market was the red flag that put such settlements into the rule of reason 

exclusive right to sell its product, a right it already claims but would lose if the patent litigation 
were to continue and the patent were held inva -54. Such a 

-

continued monopoly. Id. at 154. 

d that 
competitive harm arises when the patentee makes a reverse payment to preclude the risk of even 
earlier competition. Id. 

The Actavis Court recognized the defendant has the burden to explain and justify the 
payment itself 
can bring with it the risk of significant anticompetitive effects; one who makes such a payment 

Id. at 158; accord Lipitor, 868 F.3d at 256 (on motion 

. 
Thus, an antitrust defendant cannot salvage an anticompetitive reverse payment merely by 

the challenged term and show[] the lawfulness of that term See 
Actavis, 570 U.S. at 1 

inter alia 
Id. at 159. 

-14. We agree. But nor 
can we decouple the payment from the agreement not to enter. As we have explained, Actavis 
instructs that a large and unjustified payment is the red flag signaling anticompetitive harm. 570 

entry date in exchange for such a payment is, accordingly, the relevant restraint. Id. 

Despite Actavis entering, Impax contends it is a basic 

contractual relationship, rather than the specific provisions alleged to be anticompetitive. RB at 



itself notes, the Supreme Court has explained that a restraint of trade "refers 
" 

defines the relevant " " as the sharing, through 

"rather than face what might have been a competitive market." 

we should consider the competitive effects of the parties' entire contract rather than the allegedly 
, the Court, applying the rule of reason, "assume[ d] that most of 

NCAA are justifiable" and "procompetitive," but held that the 

rt evaluated the effects of a professional association's "ban on competitive bidding" 
rather than the association's code of ethics as a whole. 
Supreme Court treated the restraint as Amex's "antisteering provisions in 
merchants," rather than the entire contracts. 138 S. Ct. at 2283. 

of joint venture members' agreement not to discount their separate competing prod 

while the "creation and operation" of a real estate multiple 

them support Complaint Counsel's position that the restraint is the commitment not to enter, 

restraint as a "limit on the settling generic challenger's entry into the market" in exchange for 
"cash or equivalent financial consideration flowing from the brand to the generic challenger." 

lmpax derives the "sum total" language from a treatise which explained that "the 
sum total of everything that the parties have 'agreed' about 

,, 

See also Cal. Dental Ass 'n ion's advertising 
Ind Fed'n of Dentists 476 U.S. at 451 (analyzing a dental federation's 
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14.36 But, as Impax 
not to a particular list of agreements, but to a particular economic consequence Id. at 13 
(quoting Bus. Elecs. Corp. v. Sharp Elecs. Corp., 485 U.S. 717, 731 (1988)) (emphasis added by 
Impax). Here, Actavis anticompetitive consequence 
a reverse payment, of supracompetitive prices between the patentee and the generic challenger 

See 570 U.S. at 157 (emphasis 
added). That consequence cannot be justified by unrelated terms that merely happen to coincide 
in the same contract. Rather, the defendant must adduce facts, beyond mere assertion, to link the 
benefits to the restraint. 

The Court in Actavis instructed us to apply the rule of reason to determine whether an 
apparently anticompetitive payment to stay out of the market can be justified. 570 U.S. at 159. 
Impax has offered no such justification. None of the cases Impax cites supports its position that 

anticompetitive terms. In NCAA 
the regulatory controls of the 
NCAA had failed to justify its specific restrictions on TV broadcasts. 468 U.S. at 99, 117. 
Likewise, in National Society of Professional Engineers v. United States, 435 U.S. 679 (1978), 
the Cou 

Id. at 695. Most recently, in Amex, the 
its contracts with 

37 

We have followed this approach in our own cases. In Polygram, we evaluated the effects 
ucts, rather 

than the effects of the venture at large. 136 F.T.C. at 353. And, in Realcomp, we explained that 
-listing service benefitted competition, 

the specific restraints on listings by lower-priced and limited-service brokers did not. 2007 WL 
6936319, at *21-43. 

Impax also invokes post-Actavis pharmaceutical cases (RB at 15, 17-19), but nearly all of 

made in exchange for a large and unjustified payment, rather than the entire agreement. For 
example, the California Supreme Court, applying Actavis to state antitrust law, described the 

36 content of the restraint is the 
and that is alleged to injure competition PHILLIP E. 

AREEDA & HERBERT HOVENKAMP, FUNDAMENTALS OF ANTITRUST LAW § 15.02[D] (rev. ed. 2018) (emphasis 
added). Impax appears to misread this passage, which makes clear that the restraint only consists of the portions of 
an agreement that are alleged to injure competition. 

37 , 526 U.S. at 778 (evaluating the effects of a professional associat 
restrictions rather than its entire ethics code); , 
rule prohibiting members from submitting x-rays to dental insurers when making claims for benefits). 



, 348 P.3d at 865. "That payment for delay is condemned ... by federal antitrust law, and 
its purchase as part of a settlement agreement is an unlawful restraint of trade." 

ing that defendants might be able to "explain the 
apparent 'missing' value for the patent 
reverse payment may turn out to be justified, or to be entirely illusory"); 

2017), in which the district court declared that it was "looking at the whole of the settlement to 
determine its alleged effect on competition." 
"holistic look" at the motion to dismiss stage for the purpose of determining whether the various 
forms of compensation to the generic company "amounted to a large and unjustified reverse 
payment." 

"evaluate the settlement as a whole, and not in a piecemeal, provision provision approach." 

's instruction that the burden is on the 

Counsel "challenge the settlement (and separate DCA) a 
effort to establish anticompetitive impact." RB at 16. But this mischaracterizes Complaint 
Counsel's allegations, which clearly challenge specific attributes of the settlement. Compl. ,r,r 

lmpax then accuses Complaint Counsel of attempting to "have it both ways," arguing 
they seek to "gerrymander respondents' defenses" by failing to allege that the broad patent 
license, a "value conveying term," w 

at 754. Rather, the "Wellbutrin Settlement specifically 

infringement even after the settlement." 
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Cipro 
Id. at 871. See 

also Aggrenox, 94 F. Supp. 3d at 243 (not 
-holder in a procompetitive way . . . in which case the 

Lipitor, 868 F.3d at 256. 

Impax misinterprets In re Loestrin 24 Fe Antitrust Litigation, 261 F. Supp. 3d 307 (D.R.I. 

Id. at 331. The court in that case adopted this 

Id.; accord Niaspan, 42 F. Supp. 3d at 752. The Loestrin court did not hold (or even 
suggest) that a defendant could successfully have a case dismissed by relying on provisions 
unrelated to the payment in exchange for eliminating competition. 

Impax cites only to one case holding, on summary judgment, that the court would 
-by- In 

re Wellbutrin XL Antitrust Litig., 133 F. Supp. 3d 734, 753 (E.D. Pa. 2015). We decline to follow 
Wellbutrin, to the extent it is inconsistent with Actavis 
defendant to justify the restraint itself.38 

Impax argues that we should treat the entire settlement as the restraint because Complaint 
s a whole, engaging in an unbounded 

74-75. And as explained above, this argument is incorrect as a matter of law. 

- as part of the restraint, and thereby precluding Impax from 
citing the license as a justification. RB at 16. But Actavis defines the restraint and, as discussed 
above in Section V.A.3.d, there is no evidence in the record here, let alone convincing evidence, 
to indicate that this license which facilitated entry was itself part of a suspicious reverse 
payment. 

Complaint Counsel and the ALJ correctly defined the restraint as the use of the reverse 
payment to restrain generic competition, i.e., payment for delayed entry. We next consider 
whether Impax bore its burden to demonstrate that this restraint significantly aided any 
procompetitive objectives. 

38 Wellbutrin was, factually, a very different case. It did not involve the core harm about which Actavis warns us, 
namely, the elimination of the risk of competition. Id. 
contemplated that the generic manufacturer would continue its patent challenge and allowed the generic to enter 
immediately upon a finding of patent invalidity, maintaining the risk of patent invalidation or a finding of non-

Id. at 754. 

https://itself.38


must show that those benefits bear a "logical nexus" to the restraint. 
, 136 F.T.C. at 347. A defendant's purported 

justifications are "entirely immaterial" unless they "are actually promoted significantly by the 
restraint." Areeda & Hovenkamp, 
lower court's finding that the restraint "produced [no] procompetitive efficiencies" because 
"NCAA football could be marketed just as effectively without the [restraint]"); 

, 717 F.2d 1560, 1576 (11th Cir. 1983) ("[M]erely offering a rationale for 

competitive effect."); O'Bannon v. NCAA 
2015) (concluding what while "a restraint that broadens choices [is] procompetitive ... we fail to 

particular case ... widens recruits' spectrum of choices"). 

eliminate the risk of earlier generic competition, it held that "procompetitive benefits arising in 

structured rule of reason analysis." ID at 141 (emphasis added). 

J cited our October 2017 order denying Complaint Counsel's motion for summary decision in 

unsel's motion "premature" pending "development of a record, 

presented." 

doctrine. "To qualify as an 'ancillary' restraint, 'an agreement eliminating competition must be subordinate and 
collateral to a separate, legitimate transaction,' and it must also 'be related to the efficiency sought to be achieved."' 
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b. Did the Restraint Produce any Procompetitive Effects? 

An antitrust defendant cannot simply cite procompetitive benefits in the abstract, but 
North Texas, 528 F.3d at 

368-69; Realcomp, 635 F.3d at 835; Polygram 

supra ¶¶ 1505a, 1511c; see NCAA, 468 U.S. at 114 (upholding 

Graphic Prods. 
Distribs. v. ITEK Corp. 
a . . . restraint will not suffice; the record must support a finding that the restraint . . . . does 
indeed have a pro- , 802 F.3d 1049, 1072 (9th Cir. 

see how the restraint at issue in this 
Under Actavis, in the context of a reverse-payment settlement, the defendant needs to show that 
the reverse payment leads to more competition than would have resulted without the payment. 
See 570 U.S. at 156, 158. 

The Initial Decision did not require a link between the reverse payment and the purported 
procompetitive benefits. After properly defining the restraint as the use of a reverse payment to 

connection with the settlement agreement as a whole are properly considered as part of a well-
39 This was an incorrect 

statement of law. The rule of reason properly credits only justifications promoted by the 
challenged restraint in reverse-payment settlement cases.40 Impax bears the burden to 
demonstrate this link. 

We must therefore ask whether Impax has established that the restraint a large and 
unjustified reverse payment to prevent pre-2013 entry advanced any procompetitive objectives. 
The ALJ found that the settlement agreement contained a broad patent license allowing Impax to 
introduce its generic in January 2013, shielding it from lawsuits claiming infringement of patents 
that Endo acquired after the settlement, and thereby providing consumers continuous access to 

39 Although the AL 
this proceeding, we held only that it was too early for decisions regarding the admissibility and utility of purported 
procompetitive benefits. We deemed Complaint Co 
ordering of that record under a proposed rule-of-reason framework, and ultimately briefing of disputed issues 
concerning the appropriateness of that framework and of its application to the facts Impax, 2017 WL 
5171124, at *10. 

40 A contrary rule would allow parties to skirt liability for anticompetitive behavior by inserting unrelated 
provisions into their contracts and claiming that those provisions benefited competition. Requiring that the 
challenged restraint itself further any alleged procompetitive benefits is also consistent with the ancillary restraints 

Polygram, 136 F.T.C. at 366 (quoting Rothery Storage & Van Co. v. Atlas Van Lines, Inc., 792 F.2d 210, 224 (D.C. 
Cir. 1986)). 

https://cases.40


license. Instead, lmpax asserts that it "would not have entered the challenged [ set 
without the broad patent license." RB at 17. But that does not address the right question. The 

s Complaint Counsel explain, because "both the payment and the . . . license were 
benefits flowing to Impax," Impax readily could have accepted the license without also accepting 
a payment. CCAB at 20. For Endo's part, "because [it] was willing to give bot 

license and not the payment)." Thus, Complaint Counsel posit, the "only reasonable 
explanation" for the payment was that it prevented Impax 

Impax does not attempt to rebut Complaint Counsel's reasoning or argue that it needed to accept 
a patent license. Indeed, lmpax does not appeal the ALJ' s finding 

that the payment had the "purpose and effect" of delaying entry. ID at 6 
to settle by sharing Endo's 

ruled that the respondent must "articulate the specific link between the challenged restraint and 
purported justification"-by observing that we were only applying "quick look" review, not the 

decision, we recognized the "hypothetical" possibility that a "cash starved" generic company 
might argue that it can "enter earlier and more effectively if it receives some up 
manufacturer." 

possibilities such as that "[a] judgment proof generic manufacturer may be willing to hold out for 'unreasonable' 
its downside risks of damage exposure are small." 
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Opana ER since 2013. ID at 141, 144-46. Even if these benefits were realized, however, Impax 
still would need to tie those benefits to the challenged restraint. 

Impax never attempts to make that showing. Impax does not claim that the No-AG 
Commitment and Endo Credit (or any portion of the $10 million DCA payment) themselves 
protected Impax from the threat of patent infringement suits. Nor does Impax argue that it 
needed to accept these payments in order to achieve a settlement containing the broad patent 

tlement] 

appropriate question is whether Endo and Impax could have reached a similar licensing 
agreement without a reverse payment for delayed generic entry.41 

A 

h the large 
payment and the license to Impax, it certainly would have been willing to give less (i.e., just the 

Id. 
from demanding an even earlier entry 

date, which demonstrates that the payment was anticompetitive, not procompetitive. Id. at 21. 

a payment in order to receive 
-7. And, as we further 

explain in Section V.C below, even if Endo and Impax preferred 
monopoly profits in exchange for delayed entry, this does not show that a less-anticompetitive 
settlement was unattainable. 

We do not hold today that a defendant cannot adduce facts linking procompetitive 
benefits within a settlement to a payment for delayed entry. Beyond coincidence with the SLA, 
however, Impax has simply not done so. 

Rather than attempting to demonstrate how the reverse payment furthered its 
procompetitive justifications, Impax offers a series of legal arguments attempting to bypass this 
requirement. Impax posits that the rule of reason does not require any connection between the 
challenged restraint and its proffered justifications, provided the justifications coincide in an 
agreement with the restraint. RB at 19. It seeks to distinguish our Polygram decision where we 

41 In a pre-Actavis -
-front support from the pioneer 

See Schering-Plough Corp., 136 F.T.C. 956, 1001 (2003), vacated, Schering-Plough Corp. v. FTC, 
402 F.3d 1056 (11th Cir. 2005), abrogated by Actavis, 570 U.S. at 153. Similarly, we acknowledged other 

-
settlement terms because Id. at 1002. Impax makes no such 
claims here. Nor, for that matter, does it claim it would not have pursued a Paragraph IV filing without the prospect 
of obtaining a No-AG Commitment. 

https://entry.41


the defendant's burden to assert procompetitive justifications. 

justification is not even "plausible" unless it bears a "specific link" to the restraint. 136 F.T.C. at 
the "specific restraint at issue" to 

"plausibility" standard (and the proffered justification is cognizable under the antitrust laws) that 
a " 

procompetitive goals." 

Impax also suggests that the Supreme Court's 2018 decision in 
change in the law by "look[ing] at the record as a whole, including procompetitive benefits 

s other than the [restraint]." RB at 19 

defendant must "show a procompetitive rationale " 

benefits, explaining that the sole issue on appeal was "whether the plaintiffs have carried their 
initial burden of proving that Amex's antisteering provisions have an anticompetitive effect." 

justifications at the second step of the rule of reason because "it is the plaintiff's 
he absence of any connection" at the third step, which considers the existence of a less 

stage, lmpax has the burden to show that the restraint " .. legitimate objectives" and 
" a legitimate goal." 
"further" or "promote" a procompetitive goal unless it has a clear "connection" to it. 
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full-blown rule of reason. RB at 19 (discussing Polygram, 136 F.T.C. at 347). But quick-look 
review only affects the showing required for plaintiff to demonstrate anticompetitive harm, not 

See, e.g., Deutscher Tennis Bund 
v. ATP Tour, Inc., 610 F.3d 820, 831 (3d Cir. 2010). In Polygram, we held that a procompetitive 

347; accord Actavis, 570 U.S. at 153 (noting the potential for 
harm competition). Under quick-look review, it is only when the defendant meets this 

the factfinder will conduct more searching inquiry into whether the restraint may advance 
Id. at 345-47. Here, by contrast, Impax received a full opportunity to 

demonstrate procompetitive effects under the rule of reason, and still failed to argue any link 
existed between the specific restraint and its procompetitive goals. 

Amex marked a sea 

arising from factor -20. But the Court in fact declared the 
opposite, explaining that once the plaintiff makes a showing of anticompetitive effects, the 

for the restraint Amex, 138 S. Ct. at 2284 
(emphasis added). The Amex Court did not actually reach the stage of analyzing procompetitive 

Id. 
at 2284, 2287, 2290. 

Impax claims it should not be required to link the restraint to its procompetitive 
burden to 

establish t -
restrictive alternative. RB at 19. Impax again misunderstands its duties at the second step. At this 

furthers . 
promotes Brown Univ., 5 F.3d at 679 (emphasis added). A restraint cannot 

Coincidence within a settlement is not enough. It is only when a defendant makes that 
connection that the burden shifts back to the plaintiff to show a less restrictive alternative. Id. 
That the plaintiff is entitled to offer rebuttal evidence does not relieve defendant of making the 
initial showing. 

For the same reasons, we reject the contention that the early entry facilitated by the 
reverse payment settlement should be weighed against the competitive harm identified here. 
Impax has not tied the freedom-to-operate license, which facilitated entry prior to expiration of 
the after-acquired patents, to the restraint, as discussed above. And, as discussed, the nine month 
early entry on the initial Opana ER patents almost surely would have been longer absent the 
reverse payments. 

Finally, we find the general policy favoring settlements cannot save this anticompetitive 
reverse payment settlement. While settling litigation is typically favored under the law, it is not a 
trump card. As Actavis teaches, the mere fact that a reverse payment settles litigation does not 



  

        
       

   

      
        

        
         

           
     

     
        

       
      

 
     

          
 

 

 

      
             

  
      

         

    
        

      

           

  
               

            

    

    
 

 

        
        

    

      
         

        
         

           
     

  
 

     
        

        
      

 
     

          
 

  

 
  

      
             

  
         

              

       
        

       
 

            

    
               

                   
      

a procompetitive benefit that could offset the restraint's anticompetitive harm. 

usions Drawn from lmpax's Failure to Demonstrate 

reason analysis to its end. Because lmpax's conduct had significant an 

Even if lmpax's Procompetitive Justifications Were Valid, Complaint 

efficiencies), the burden would then shift to Complaint Counsel to demonstrate "that the 
could be reasonably achieved through less anticompetitive means." 

found that Complaint Counsel failed to show that a "hypothetical [alternative] settlement could 

efine "cognizable efficiencies" here to mean those procompetitive justifications that meet all the 
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immunize otherwise anticompetitive conduct. 570 U.S. at 153-58. Given that Impax has failed to 
identify any other cognizable efficiencies,42 we conclude that the policy favoring settlements 
does not, on its own, save the anticompetitive conduct at issue here. 

In sum, Impax does not argue that: (1) the No-AG Commitment, the Endo Credit, or any 
portion of the DCA payment have themselves allowed Impax to sell its generic product free of 
patent-infringement claims; (2) a settlement including the broad license was only available 
because Impax accepted a payment; or (3) the reverse payment furthered the procompetitive 
objectives of the license in some other way. Because it has not linked the payment for deferred 
entry that constitutes the challenged restraint to an asserted justification, Impax has not identified 

2. Concl 
Procompetitive Benefits 

Accordingly, we conclude that Impax has failed to establish any procompetitive 
justifications for its acceptance of a large reverse payment to delay generic entry. In combination 
with our conclusion that Complaint Counsel have established that the reverse payments caused 
anticompetitive harm, the failure to establish a procompetitive justification brings the rule-of-

ticompetitive 
consequences and Impax has not established any cognizable procompetitive justifications for 
these consequences, this conduct constitutes an unreasonable restraint of trade in violation of 
Section 1 of the Sherman Act, 15 U.S.C. § 1, and an unfair method of competition in violation of 
Section 5(a) of the FTC Act, 15 U.S.C. § 45(a). 

C. 
Counsel Have Shown a Less Restrictive Alternative 

Had Impax borne its burden to connect creditable procompetitive justifications to the 
restraint at issue (for example, if Impax had proven the broad patent license offered cognizable 

procompetitive efficiencies 
Amex, 138 S. Ct. at 2284. See also Brown Univ., 5 F.3d at 678 79; Law, 134 F.3d at 1019; Visa, 
344 F.3d at 238; Areeda & Hovenkamp, supra ¶ 1505; U.S. DEP T OF JUSTICE & FED. TRADE 

COMM N, ANTITRUST GUIDELINES FOR COLLABORATIONS AMONG COMPETITORS § 3.36(b). We 
hold that Complaint Counsel have demonstrated that Impax could have obtained the proffered 
benefits by settling without a reverse payment for delayed entry which is a practical, less 
restrictive alternative. 

The Initial Decision devoted a single paragraph to this issue. See ID at 146-47. The ALJ 

42 For clarity, we d 
requirements to be considered legitimate and thus to be counted against any anticompetitive effects, which includes 
that they be sufficiently related to the restraint at issue. See U.S. DEP T OF JUSTICE & FED. TRADE COMM N, 
ANTITRUST GUIDELINES FOR COLLABORATIONS AMONG COMPETITORS § 3.36. 



icense," noting that Endo had twice rejected 
lmpax's simple settlement proposals with 2011 entry dates and no reverse payments. ID at 147 & 

570 U.S. at 158 ("[P]arties may well find ways to 
settle patent disputes without the use of reverse payments."). Imposing antitrust liability for 
reverse payments "does not prevent litigating parties from settling 

the patentee's market prior to the patent's expiration, without ... paying the challenger to stay 
out prior to that point." The "premise" behind 
"is that there are better, less anticompetitive ways to settle these disputes." 

laint Counsel's expert, Professor Max 
Bazerman, testified that "[t]he empirical evidence supports the conclusion that settlements are 
very viable without reverse payments." CX5001 (Bazerman Expert Report) at ,r 20; 

nsistent with the Supreme Court's statements in 

was obvious as a matter of "[b]asic common sense." CCAB at 25. Since 
Endo "was willing to trade money for its preferred 2013 entry date," it certainly would have been 
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have, or would have, included the broad patent l 

n.35. We disagree. 

The Actavis Court repeatedly recognized that settling without a reverse payment is often 
a feasible, less anticompetitive alternative. See 

their lawsuit. They may, as in 
other industries, settle in other ways, for example, by allowing the generic manufacturer to enter 

Id. at 158. Actavis, a leading treatise recognizes, 
Areeda & 

Hovenkamp, supra ¶ 2046c3 (3d ed. Supp. 2017). 

Additional evidence confirms this insight. Comp 

see also id. 
at ¶¶ 21, 23. Professor Bazerman pointed to, inter alia, Commission studies covering more 
than a decade that demonstrate the feasibility of these settlements. Section 1112 of the 
Medicare Prescription Drug, Improvement, and Modernization Act of 2003 requires 
pharmaceutical companies to file with the FTC and the Department of Justice agreements 
between branded and generic manufacturers regarding the manufacture, marketing, and sale of 
generic versions of brand-name drugs. See Pub. L. No. 108-173, 117 Stat. 2066 (codified in 
relevant part at 21 U.S.C. § 355 note). Professor Bazerman found that for fiscal years 2004-2009 
these studies showed that only 30 percent of the patent settlements filed with the FTC involved 
both compensation from the branded firm to the generic firm and restrictions on generic entry. 
CX5001 (Bazerman Expert Report) at ¶ 21, citing FTC Staff Report, Agreements Filed with the 
Federal Trade Commission under the Medicare Prescription Drug, Improvement, and 
Modernization Act of 2003, Summary of Agreements Filed in FY 2009 (Apr. 2011), 
https://www.ftc.gov/sites/default/files/documents/reports/agreements-filed-federal-trade-
commission-under-medicare-prescription-drug-improvement-and/mmareport2009.pdf. Similarly, 
in the first full fiscal year after Actavis, the FTC learned of 160 final agreements resolving patent 
disputes between branded and generic manufacturers, and found that over 80 percent involved no 
compensation flowing from the branded to the generic firm. Id., citing FTC Staff Report, 
Agreements Filed with the Federal Trade Commission under the Medicare Prescription Drug, 
Improvement, and Modernization Act of 2003, Summary of Agreements Filed in FY 2014 (Jan. 
2016), https://www.ftc.gov//reports/agreements-filled-federal-trade-commission-under-medicare-
prescription-drug-improvement-0. The testimony demonstrates that branded and generic 
pharmaceutical companies routinely and far more often than not settle patent litigation 
disputes without reverse payments, co Actavis. 

Here, Complaint Counsel argue that a less anticompetitive settlement along the lines 
suggested in Actavis 

willing to offer the same license and entry date (or possibly an earlier date) without also making 

https://www.ftc.gov//reports/agreements-filled-federal-trade-commission-under-medicare
https://www.ftc.gov/sites/default/files/documents/reports/agreements-filed-federal-trade


lmpax responds by charging that Complaint Counsel's proffered alternative was not 
"possible." RB at 25 Complaint Counsel's no 
alternative would be "no less restrictive of competition" because "lmpax would still have 

manner." RB at 14, 25 (emphasis omitted). 
Impax received "the earliest date that Endo was willing to offer"). Impax's 

and that the combination of Endo's desire to further delay competition and Impax's desire to 

Given, however, the Supreme Court's analysis in 

rebutting Complaint Counsel's strong showing. 
It may do so by "showing that the proffered alternative is 

either unworkable or not less restrictive" based on th ("The defendant's 

viability of proffered less restrictive alternatives."). 

where, as here, it appears the parties' desire to 

The record does not support lmpax's assertion. After Endo rebuffed lmpax's specific proposals for earlier entry 
eluding a 2011 entry date and one as late as January 2012), lmpax acceded to Endo's proposals for a much 

later, 2013, entry date and a large reverse payment. IDF 116, 155. Although Impax's lead settlement negotiator, 

ever "tried to get a date earlier than January of2013"; (2) how Endo reacted to the prospect of an earlier date; or (3) 
whether Endo ever told lmpax that it would "not settle the litigation" with an entry date bef 

("If plaintiffs have the burden of persuasion, defendants ought to bear a burden of production. Defendants have 
better access to information about their reasons for adopting a particular practice."); Wilk v. Am. Med Ass 'n 

ajf'd 
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a large payment to Impax. Id. Thus, according to Complaint Counsel, there is no basis in the 
record to conclude that Impax needed to receive a multi-million dollar payment in order to obtain 
the procompetitive benefits of a broad patent license and pre-expiration entry date. Id.; CCRB at 
11; see Smithkline Beecham, 791 F.3d at 412. 

-26. Impax further responds that -payment 

launched its product on the exact same date and given up its patent challenge in the exact same 
See also Oral Arg. Tr. 59:10-59:12; 63:17-63:21 

(counsel arguing 43 

argument boils down to the assertion that the proffered alternative was not offered or agreed to, 

share in monopoly rents prevented this alternative from arising. 

Actavis and the decades of evidence 
indicating that firms can and do frequently and successfully settle Hatch-Waxman patent 
litigation without reverse payments, Impax needed to support its assertion that a no-payment 
settlement was impossible with evidence See 
Areeda & Hovenkamp, supra ¶ 1914c. 

e facts in evidence. Id. 
own business expertise and experience is the likely source of information concerning the 

44 In this specific context, where Supreme 
Court jurisprudence and decades of agency experience highlight the viability of the alternative, 
we need more in order to dismiss it. Other facts showing the impossibility of such terms in a 
given case might suffice, but such facts are not in this record. 

A restraint is unlikely to survive scrutiny 
preserve and split between themselves monopoly profits is the only impediment to their settling 
on terms that other parties routinely use to settle similar litigation. See Actavis, 570 U.S. at 158. 

43 
dates (in 

Christopher Mengler, asserted at trial the Endo was adamant about preventing pre-2013 entry (Mengler, Tr. 565-67), 
in his previous sworn testimony he admitted that he did not remember discussing entry dates prior to 2013 with 
Endo. See CX4010 (Mengler, IHT) at 45-54. Specifically, Mengler professed no recollection of (1) whether Impax 

ore 2013. Id. 

44 See also C. Scott Hemphill, Less Restrictive Alternatives in Antitrust Law, 116 COLUM. L. REV. 927, 982 (2016) 

, 671 F. 
Supp. 1465, 1483 (N.D. Ill. 1987) (faulting defendant for failing to establish that an alternative was impractical or 
unworkable), , 895 F.2d 352 (7th Cir. 1990). Cf. United States v. H & R Block, Inc., 833 F. Supp. 2d 36, 91 
(D.D.C. 2011) (finding a proffered efficiency not merger-specific when defendant had failed to present evidence 
showing why an alternative would not be feasible). 



         
   

   

     
        

        
            

        
 

         
        

    
      

          
      

     
            

        
    

         

    

         
   

        
           

       
       

   

   

  

 

          
    

    

     
         

         
            

        
  

         
        

    
      

          
      

 

 

      
            

        
     

         

      

         
   

 

  

        
           

        
        

    
 

    
 

-were removed, lmpax's key restriction under the settlement, 
d, and as we have discussed, it is "unlikely" 

that a brand company would pay a generic "anything more than saved litigation costs, only to 
obtain entry on the date the [generic] would have entered anyway." IDF 446. Holding everything 
else equal, lmpax's ac 

patent litigations. Because the record provides two independent bases to reject Impax's 

FTC v. Nat'/ Lead Co., 
6). The scope of the remedial order is not strictly limited to the respondent's past 

transgressions but can effectively "close all roads to the prohibited goal, so that [the 
Commission's] order may not be by passed with impunity." 
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The facts that are before us make it hard to imagine that, if apparently material contract terms 
worth at least $23 million i.e., the 
entry date, would not have altered. As the ALJ foun 

ceptance of payment would normally be expected to result in a later entry 
date than what Impax would have accepted based on the strength of the patents alone. See 
CX5001 (Bazerman Report) at ¶ 17; Cipro, 348 P.3d at 865, 871; Smithkline Beecham, 791 F.3d 
at 405 n.23. Furthermore, a no-payment settlement with an earlier entry date would clearly be 
less restrictive of competition because it would give consumers earlier access to generic drugs at 
substantial discounts from the branded drug price. IDF 31, 442. 

We therefore conclude that Complaint Counsel have demonstrated an alternative to the 
reverse payment settlement that would have achieved the procompetitive benefits Impax 
proffered (had Impax proven them cognizable) through significantly less anticompetitive means. 
A no-payment settlement allowing pre-2013 generic entry would have been a practical 
alternative for both Impax and Endo, but they chose instead to exchange sizeable payment for a 
later entry date. They destroyed the risk of competition and enriched themselves at the expense 
of consumers. 

* * * 

For the foregoing reasons, we hold that: (1) Complaint Counsel satisfied their prima facie 
burden to demonstrate harm to competition arising from the reverse payment settlement at issue; 
(2) Impax failed to show that the challenged restraint furthered any cognizable procompetitive 
justifications; and (3) even if Impax had satisfied this burden, Complaint Counsel identified a 
viable less restrictive alternative that has been used to settle hundreds of similar pharmaceutical 

procompetitive justifications, we do not need to reach the balancing stage of the rule of reason. 

Impax has thus engaged in an unreasonable restraint of trade in violation of Section 1 of 
the Sherman Act, 15 U.S.C. § 1, and an unfair method of competition in violation of Section 5(a) 
of the FTC Act, 15 U.S.C. § 45(a). 

VI. REMEDY 

Having found a violation of Section 5, we are empowered to enter an appropriate order to 
prevent a recurrence of the violation. 15 U.S.C. § 45(a)(2). The Commission has wide latitude to 
fashion a remedy, provided that the remedy chosen has a reasonable relation to the unlawful 
practices found to exist. See, e.g., FTC v. Colgate-Palmolive Co., 380 U.S. 374, 394-95 (1965); 

13 (194 
352 U.S. 419, 429 (1957); Jacob Siegel Co. v. FTC, 327 U.S. 608, 612-

- FTC v. Ruberoid Co., 343 U.S. 470, 
473 (1952). 



  

            
 

 
         

            
     

    
         

     

    

       
       

        
       

 

 

       
       

    

        
         

     
      

    
 

 

            
  

 
         

            
     

    
         

     
 

    
 

       
       

        
       

  

 

   

         
        

 

     

        
         

     
      

• Paragraph II.A of Complaint Counsel's Proposed Order would enJom lmpax 

regulatory approval of the generic's product. 

• Paragraph 11.B of the Proposed Order would bar lmpax from "entering any agreement 

ER products." This provisio 

• The parties' First Amendment to the 2010 SLA ("201 7 Amendment") 

ject several of lmpax's arguments but fmd that others have merit. As 
discussed below, we include Complaint Counsel's first proposed prohibition and part of their 

Respondent argues that Complaint Counsel have failed to show there is a "cognizable 
danger" that Respondent will repeat the condemned conduct, and therefore asserts that the 

lmpax's motivation to enter the reverse 
parties' joint incentive to split the monopoly profits that Endo could earn from Opana ER rather 
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Complaint Counsel have requested that we enter a cease and desist order that contains 
three major prohibitions against specified conduct by Impax. Specifically: 

from 
entering into a reverse payment patent settlement that includes an agreement not to 
compete by the generic filer plus a payment by the NDA holder to the generic filer. It 
covers all potential forms of reverse payments, including no-AG commitments and 
business transactions entered within 45 days of a patent settlement. Proposed Order, 
Paragraph I.W. It carves out payments that are unlikely to be anticompetitive, such as 
saved litigation expenses, rights to market generic products, or provisions facilitating the 

Id. 

that prevents, restricts, or in any way disincentivizes competition between oxymorphone 
n would not affect existing agreements. 

. CX3275-013. Paragraph II.C of the Proposed Order requires Impax to pay 
royalties to Endo regardless of whether another oxymorphone ER product enters the 
market. 

Impax argues that no relief is needed (even assuming that the SLA is found to violate the 
Act), and further argues that each of the specific prohibitions identified above is overbroad and 
unwarranted. We re 

second proposed prohibition in our Final Order but decline to include the third prohibition. 

A. The Need for a Remedy 

Commission cannot enter prospective relief. See RB at 62-64, citing, inter alia, United States v. 
W.T. Grant Co., 345 U.S. 629, 633 (1953). We disagree and find that Complaint Counsel have 
shown the requisite danger of recurrence. 

-payment settlement with Endo arose from the 

than see those profits competed away by generic entry. Actavis, 570 U.S. at 154. This incentive 
is enduring and is not limited to the oxymorphone ER market. It is, unfortunately, a feature of 
infringement litigation under the Hatch-Waxman Act statutory framework generally. See C. 
Scott Hemphill, Paying for Delay: Pharmaceutical Patent Settlement as a Regulatory Design 



receive the "bounty" of 180 day exclusivity, the brand's strategy of"buying off' the first generic 

xman Act legal regime means that, "regardless of the degree of likely validity of a 
filing generic have an incentive to effectively establish a cartel" 

number of settlements involving reverse payments has decreased following the Supreme Court's 

- namely, the record company's fear that a new release by 
artist may lose sales to an artist's older albums owned by a competitor -

describing lmpax as "routinely subject" to patent infringement litigation brought by branded 

significant part oflmpax's business. 

nature of the incentives for reverse payment settlements, and Impax's likely continued 

We next turn to Respondent's specific concerns with the terms of the Proposed Order. 

overbroad in that its coverage of "any Payment" would prevent lmpax from purch 

argument: having violated the law, a respondent "must expect some fencing in." Nat'/ Lead, 

In fact, although our ruling is not dependent on this point, Impax's claim that it has no history of similar 

487 IMPAX LABORATORIES, INC. 

Opinion of the Commission 

Problem, 81 N.Y.U. L. Rev. 1553, 1560 (2006) (because only the first generic ANDA filer can 
-

challenger is effective in heading off the most potent threat to entry); Cipro, 348 P. 2d at 854 
(Hatch-Wa 
patent, the brand and first-
through a reverse payment settlement) (citing Hovenkamp, supra ¶ 2046 at 351). Although the 

Actavis decision, as discussed above in Section V.C, the data also reveal that this practice has not 
disappeared. The persistence of this incentive supports the grant of prospective relief here. See 
Polygram, 416 F.3d at 38-39 (upholding FTC cease and desist order because the condition that 
gave rise to the unlawful agreement 
an is recurrent in the 
record industry and would give the respondent the same incentive to enter future unlawful 
agreements). 

Moreover, Impax remains an active participant in the pharmaceutical industry and 
regularly engages in patent infringement litigation. See CX3271-030 (Impax 2015 Annual Report 

pharmaceutical manufacturers). Thus, settling patent litigations will likely continue to be a 
See FTC v. Accusearch Inc., 570 F.3d 1187, 1202 (10th Cir. 

2009) (court upheld prospective relief in part because respondent remained in the business and 
had the capacity to engage in similar unfair acts or practices in the future). Given the persistent 

participation in patent infringement litigation, we consider the prospective relief to be warranted 
here.45 

B. The Asserted Overbreadth of the Order 

Respondent contends that the prohibition on reverse payment settlements in Paragraph II.A is 
asing materials 

or services from a branded company for fair value. RB at 64-65. As the dispute in this 
proceeding over the DCA milestone payments illustrates, whether a payment is for fair value can 
be a topic of intense debate. The Proposed Order here appropriately short-circuits future 

352 
U.S. at 431. Moreover, the Proposed Order does not ban all sales of goods and services, but only 
those that are either (i) expressly contingent on entering a brand/generic settlement agreement, or 
(ii) occur within 45 days before or after such a settlement. Proposed Order, Paragraph I.W. 
Respondent does not explain why, if there were independent business reasons for a fair value 
transaction, it could not enter such a transaction outside of these restrictions. 

45 
violations may be questioned; Impax has entered into at least one other patent settlement with a branded firm alleged 
to include a large, unjustified reverse payment. See In re Solodyn (Minocycline Hydrochloride) Antitrust Litig., 2018 
WL 563144 (D. Mass. Jan. 25, 2018). 



Next, Respondent argues that the prov1s10n banning "any agreement that prevents, 
restricts, or in any way disincentivizes competition between Oxymorphone ER Products" is 

Nat'! Lead, 352 U.S. at 428 (improper remedy if "no reasonable rel 
practices found to exist"). In fact, the provision relates to both the product and the practice. Here, 

"prevent[ ed]" and "restrict[ ed]" competition for 

, 359 U.S. 385, 393 (1959) (the Commission "may fashion 
like or related unlawful acts") ( quotation omitted). 

agreements that "disincentivize[]" competition to be vague and potentially overbroad. For 

ER products, this might be seen as "disincentivizing" third 

"prevent[] or restrict[]" competition in oxymorphone ER products but omits the term 
"disincentivizes." We also accept Complaint Counsel's suggestion to add the fo 

• 

• Definitions: "Oxymorphone ER Manufacturer or Applicant" 

Finally, lmpax opposes Complaint Counsel's proposal to nullify lmpax's rights under the -
plaint Counsel's proposal. First, lmpax argues 

that the 2017 Amendment is not a reverse payment but is exactly the kind of "commonplace 
settlement form" that 
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problematic. Proposed Order, Paragraph II. B. Respondent first contends, erroneously, that this 
provision relates only to the challenged product and not the challenged practice. RB at 65, citing 

ation to the unlawful 

the gravamen of our holding is that Impax and Endo entered into an agreement that 
sales of oxymorphone ER. There is thus an 

amply close nexus between the condemned conduct and the agreements that the Proposed Order 
forbids. See FTC v. Mandel Bros., Inc. 
its relief to restrain other 

We do agree, however, with Impax to the limited extent that we find the proposed ban on 

example, if Impax entered a procompetitive agreement that increased the supply of oxymorphone 
-party entry into the market because it 

would make such entry less profitable. Yet such an agreement is obviously not the intended 
target of the remedial order. The Order that we enter has language barring agreements that 

llowing 
underlined text to clarify the meaning of the Order: 

Paragraph II.B: Respondent shall not enter any agreement with another 
Oxymorphone ER Manufacturer or Applicant that prevents or restricts 
competition between Oxymorphone ER Products. 

Paragraph I 
means any company that has an Oxymorphone ER NDA or ANDA, has filed 
an Oxymorphone ER NDA or ANDA, or is preparing to file an Oxymorphone 
ER NDA or ANDA. 

2017 Amendment to the SLA while maintaining its royalty obligation to Endo. 

CX3275 at 013-014, §§ 1(h)-(i), 4(a). 

The Proposed 
Order would require Impax to pay royalties 
patents expire, regardless of whether Endo or another firm actually enters the market. 

Impax raises three concerns about Com 

Actavis leaves untouched. RB at 66, quoting Actavis, 570 U.S. at 152. 
Second, Impax argues that Complaint Counsel have not investigated the 2017 Amendment, taken 



     
       

        
        

    

     
 

       
           

   
        

       
 

              
            

             

  
  

  

           
      

 
 

  

 

       
       

         
        

     

     
 

       
           

   
        

       
   

               
            

             

   
   

  

           
      

  
 

We do not share lmpax's confidence that the 2017 Amendment is an ordinary settlement 

briefmg to protect what it described as its "due process rights[] and its contract rights" under the August 2017 
. 's Unopposed Motion for Limited Intervention and 

Docket No. 9373 (Jan. 2, 2018). Endo argued that Complaint Counsel's request to nullify 
the 2017 Amendment "violate[d] the most basic principles of due process and [was] a brazen atte 
governmental overreach." Intervenor Endo Pharmaceuticals, Inc.'s Opposition to Complaint Counsel's Findings and 
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discovery regarding it, adduced evidence at trial regarding it, or formally challenged it. Id. Thus, 
says Impax, it would violate basic notions of administrative law to condemn it as 
anticompetitive. Id. at 67. Third, Impax argues that Complaint Counsel did not suggest until after 
the trial that they intended to invalidate the 2017 Amendment. Thus, Impax asserts, it would 
violate due process to enter an adverse finding against the 2017 Amendment at this stage. Id. 

unremarkable under Actavis. As noted in Section II.D above, Endo has now exited the market for 
oxymorphone ER. 

This could continue the sharing of monopoly profit on sales of the Opana ER 
formulation, with Impax now in the role of a monopolist and Endo in the role of a potential 
entrant paid to stay out of the market. Nonetheless, the fact remains that the contractual provision 
at issue was neither investigated nor litigated below. Under these circumstances, we believe it 
would be unwise and inequitable to strip Impax of its rights under the 2017 Amendment, while 
leaving it with its obligations.46 We accordingly omit this provision from our Final Order. 

46 Below, Complaint Counsel first sought, at the conclusion of the administrative trial, to nullify the 2017 
Amendment in its entirety. CC Post-Trial Br. at 76. Facing what could have been the elimination of its royalties, 
Endo successfully moved to intervene in the ALJ proceeding for the limited purpose of participating in post-trial 

settlement agreement. Non-Party Endo Pharmaceuticals Inc 
Memorandum in Support, 

mpt at 

Proposed Relief Regarding the Endo-Impax 2017 Settlement Agreement 1 (Jan. 16, 2018). On this appeal, 
Complaint Counsel modified their remedial request to require, 

See Proposed Order, 
Paragraph II.C. 

https://obligations.46


  

 

 
   

     

 
    

     

      
 

 

 

      

       
      

     

    
 

 

 

  

  

  

 
 

   
     

  

  
     

 

 
     

  

 
      

    

 
   

 
   

 
      

 

  

 
       

       
     

 

"Commission" means the United States Federal Trade 

"lmpax" or "Respondent" means lmpax Laboratories LLC (formerly lmpax 

"505(b )(2) Application" means an application filed with t 

"ANDA" means an Abbreviated New Drug Application filed with the United 

"Authorized Generic" means a Drug Product that is manufactured pursuant to an 

"Brand/Generic Settlement" means any agreement or understanding that settles a 

"Brand/Generic Settlement Agreement" means a written agreement that settles a 

"Branded Subject Drug Product" means a Subject Drug Product marketed, sold, 

"Commerce" has the same definition as it has in 15 U.S.C. § 

"Control" or "Controlled" means the holding of more than 50% of the common 
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FINAL ORDER 

I. Definitions 

IT IS ORDERED that, as used in this Order, the following definitions shall apply: 

A. Commission. 

B. 
Laboratories, Inc.), its directors, officers, employees, agents, representatives, 
successors, and assigns; and the joint ventures, subsidiaries, partnerships, 
divisions, groups, and affiliates controlled by Impax, and the respective directors, 
officers, employees, agents, representatives, successors, and assigns of each. 

C. he United States Food 
and Drug Administration pursuant to Section 505(b)(2) of the Federal Food, Drug 
and Cosmetic Act, 21 U.S.C. § 355(b)(2). 

D. 
States Food and Drug Administration pursuant to Section 505(j) of the Federal 
Food, Drug and Cosmetic Act, 21 U.S.C. § 355(j). 

E. 
NDA and Marketed in the United States under a name other than the proprietary 
name identified in the NDA. 

F. 
Patent Infringement Claim in or affecting Commerce in the United States. 

G. 
Patent Infringement Claim in or affecting Commerce in the United States. 

H. 
or distributed in the United States under the proprietary name identified in the 
NDA for the Subject Drug Product. 

I. 44. 

J. 
voting stock or ordinary shares in, or the right to appoint more than 50% of the 
directors of, or any other arrangement resulting in the right to direct the 
management of, the said corporation, company, partnership, joint venture, or 
entity. 



         
     

 

      
     

    
 

      
   

  
       

 

   
     

  

         
 

     
       

     
 

  

 

 
         

     
   

 
      
     

    
   

 
      

   
 

 
  

         
 

 
   

 
   

 
   

     
    

 
         

    

      
       

     
    

"Drug Product" means a finished dosage form ( e.g., tablet, capsule, solution, or 

"Executive and General Counsel Staff' means the Respondent's Executive Team, 

ent' s office of General 

"Generic Entry Date" means the date in a Brand/Generic Settlement Agreement, 

"Generic Filer" means a party to a Brand/Generic Settlement who controls an 

"Generic Product" means a Drug Product manufactured and/or sold under an 

"Market," "Marketed," or "Marketing" means the promotion, offering for sale, 

"NDA" means a New Drug Application filed with the United States Food and 

"NDA Holder" means a party to a Brand/Generic Settlement that controls the 

"No AG Commitment" me 
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K. 
patch), as defined in 21 C.F.R. § 314.3(b), approved under a single NDA, ANDA 
or 505(b)(2) Application, that contains a drug substance, generally, but not 
necessarily, in association with one or more other ingredients. 

L. 
including the Chief Executive Officer, the Chief Financial Officer, the General 
Counsel, the Chief Compliance Officer, Presidents of divisions within 
Respondent, including the Generics Division and Specialty Pharm Division, and 
all attorneys in the Respond Counsel. 

M. 
whether certain or contingent, on or after which a Generic Filer is authorized by 
the NDA Holder to begin manufacturing, using, importing, or Marketing the 
Generic Subject Drug Product. 

N. 
ANDA or 505(b)(2) Application for the Subject Drug Product or has the exclusive 
right under such ANDA or 505(b)(2) Application to distribute the Subject Drug 
Product. 

O. 
ANDA or pursuant to a 505(b)(2) Application. 

P. 
sale, or distribution of a Drug Product. 

Q. 
Drug Administration pursuant to Section 505(b) of the Federal Food, Drug and 
Cosmetic Act, 21 U.S.C. § 355(b), including all changes or supplements thereto 
that do not result in the submission of a new NDA. 

R. 
NDA for the Subject Drug Product or has the exclusive right to distribute the 
Branded Subject Drug Product in the United States. 

S. - ans any agreement with, or commitment or license to, 
the Generic Filer that prohibits, prevents, restricts, requires a delay of, 
disincentivizes, or imposes a condition precedent upon the research, development, 
manufacture, regulatory approval, or Marketing of an Authorized Generic. 



  

         
  

   

        
  

      
     

      
      
      
     
      

          
    

       
      

     
        
      

   

     
 

      
   

        
        

 

     

       

    
 

 

 
         

   

     
  

 
        

     

 
       

     
      

      
      
     
      

  

 
          
    

       
       

     
        
      

    
 

     
   

       
   

        
        

   

      

       

"Oxymorphone ER Manufacturer or Applicant" means any company that has an 

"Oxymorphone ER Product" mean 

"Patent Infringement Claim" means any allegation threatened m writing or 

"Payment by the NDA Holder to the Generic Filer" means a transfer of value by 

compensation for the NDA Holder's saved future litigation expenses, but 

money, the Generic Filer's ability to secure or maintain final regulatory 
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T. 
Oxymorphone ER NDA or ANDA, has filed an Oxymorphone ER NDA or 
ANDA, or is preparing to file an Oxymorphone ER NDA or ANDA. 

U. s any extended-release tablet containing 
oxymorphone that is the subject of an NDA, ANDA, or 505(b)(2) Application. 

V. 
included in a complaint filed with a court of law that a Generic Product may 
infringe one or more U.S. Patents held by, or licensed to, an NDA Holder. 

W. 
the NDA Holder to the Generic Filer (including, but not limited to, a No-AG 
Commitment, money, goods, or services), regardless of whether the Generic Filer 
purportedly transfers value in return, where such transfer is either (i) expressly 
contingent on entering a Brand/Generic Settlement Agreement, or (ii) agreed to 
during the 90 days period starting 45 days before executing a Brand/Generic 
Settlement Agreement and ending 45 days after executing a Brand/Generic 
Settlement Agreement. The following, however, are not Payment by the NDA 
Holder to the Generic Filer: 

1. 
only if the total compensation the NDA Holder agrees to provide to the 
Generic Filer during the 90 day period starting 45 days before and ending 
45 days after executing the Brand/Generic Settlement Agreement does not 
exceed a maximum limit, which is initially set at $7,000,000 and shall be 
increased (or decreased) as of January 1 of each year by an amount equal 
to the percentage increase (or decrease) from the previous year in the 
annual average Producer Price Index for Legal Services (Series Id. 
PCU5411 5411--) (currently reported at 
https://download.bls.gov/pub/time.series/pc/pc.data.63.ProfessionalandTec 
hnicalServ) published by the Bureau of Labor Statistics of the United 
States Department of Labor or its successor; 

2. the right to Market, as of an agreed upon Generic Entry Date, Generic 
Product(s) in the United States under an ANDA or 505(b)(2) Application 
(i) that is controlled by the Generic Filer and was not transferred to the 
Generic Filer by the NDA Holder or (ii) to which the Generic Filer has a 
license from a party other than the NDA Holder; 

3. provisions to facilitate, by means other than the transfer of goods or 

approval, or commence or continue the Marketing, of a Generic Product, 

https://download.bls.gov/pub/time.series/pc/pc.data.63.ProfessionalandTec


  

       
        

      
       

       
 

     
        

       
       
      

   
 

      
         

            

    
  

    

       
    

           
      

 

  

 

   
   

        
        

      
       

       
   

      
        

       
       
       

   
    

 
       

         
            

  

      
  

  

   

  

      
 

        
    

  

            
      

   

"Subject Drug Product" means the Drug Product for which one or more Patent 

"U.S. Patent" means a 
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by, inter alia, providing covenants, waivers, permissions, releases, 
dismissals of claims,and/or authorizations; and 

4. waiver or a limitation of a claim for damages based on prior Marketing of 
the Generic Subject Drug Product, but only if the NDA Holder and the 
Generic Filer do not agree, and have not agreed, to another Brand/Generic 
Settlement for a different Drug Product during the 90 day period starting 
45 days before and ending 45 days after the execution of the 
Brand/Generic Settlement; and 

5. a continuation or renewal of a pre-existing agreement between an NDA 
Holder and a Generic Filer but only if: (i) the pre-existing agreement was 
entered into at least 90 days before the relevant Brand/Generic Settlement 
Agreement, (ii) the terms of the renewal or continuation, including the 
duration and the financial terms, are substantially similar to those in the 
pre-existing agreement, and (iii) entering into the continuation or renewal 
is not expressly contingent on agreement to a Brand/Generic Settlement. 

X. 
Infringement Claims are settled under a given Brand/Generic Settlement. For 
purposes of this Order, the Drug Product of the NDA Holder and the Generic 
Filer to the same Brand/Generic Settlement shall be considered to be the same 
Subject Drug Product. 

Y. ny patent issued by the United States Patent and Trademark 
Office, including all divisions, reissues, continuations, continuations-in-part, 
modifications, or extensions thereof. 

II. Prohibited Agreements 

IT IS FURTHER ORDERED that: 

A. Respondent is prohibited from entering into any Brand/Generic Settlement that 
includes: 

1. (i) a No-AG Commitment and (ii) an agreement by the Generic Filer not 
to research, develop, manufacture, distribute, Market, or sell the Subject 
Drug Product for any period of time; or 

2. (i) any Payment by the NDA Holder to the Generic Filer and (ii) an 
agreement by the Generic Filer not to research, develop, manufacture, 
distribute, Market, or sell the Subject Drug Product for any period of time. 



  

       
     
 

       
         

       
 

   
  

     
  

       

     
     

  

     
     

      

 

    
 

 

        
     
   

   

       
         

       
  

     
    

 
     

    

         
  

      
      

  

    
  

 
     

     
      

  

  

  

 

     

Training regarding Respondent's obligations under this Order and the antitrust 

The retention of documents and records sufficient to record Respondents' 

Respondent shall file a verified written report to the Commission ("compliance 
report"): 

494 FEDERAL TRADE COMMISSION DECISIONS 
VOLUME 167 

Final Order 

B. Respondent shall not enter any agreement with another Oxymorphone ER 
Manufacturer or Applicant that prevents or restricts competition between 
Oxymorphone ER Products. 

III. Compliance Program 

IT IS FURTHER ORDERED that Respondent shall design, maintain, and operate an 
Antitrust Compliance Program that sets forth the policies and procedures Respondent has 
implemented to comply with this Order and with the antitrust laws. The Antitrust Compliance 
Program shall include: 

A. Designation and retention of an antitrust compliance officer or director to 
supervise the design, maintenance, and operation of the program; 

B. 
laws for Executive and General Counsel Staff within 30 days after this Order 
becomes final and at least annually thereafter; 

C. Certification by each Executive and General Counsel Staff member that she or he 
has received the training required in Paragraph III.B; 

D. Policies and procedures for employees and representatives of Respondents to ask 
questions about, and report violations of, this Order and the antitrust laws 
confidentially and without fear of retaliation of any kind; 

E. Policies and procedures for disciplining employees and representatives of 
Respondents for failure to comply with this Order and the antitrust laws; and 

F. 
compliance with its obligations under this Paragraph III of this Order, including 
but not limited to records showing that employees and representatives of 
Respondents have received all trainings required under this Order during the 
preceding two years. 

IV. Reporting Requirements 

IT IS FURTHER ORDERED that 

A. 

1. 90 days after the date this Order is issued; and 
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2. One year after the date this Order is issued, and annually for the next 19 
years on the anniversary of that date, and 

3. At such other times as the Commission may require. 

B. In each compliance report, Respondent shall describe the manner and form in 
which Respondent intends to comply, is complying, and has complied with this 
Order, including by submitting: 

1. a copy of any additional agreement with a party to a Brand/Generic 
Settlement to which Respondent is a signatory if (i) the relevant 
Brand/Generic Settlement Agreement includes an agreement by the 
Generic Filer not to research, develop, manufacture, Market or sell the 
Subject Drug Product for any period of time, and (ii) the relevant 
additional agreement is entered within a year of executing the 
Brand/Generic Settlement Agreement; 

2. copies of all documents that contain or describe an agreement that relates 
to one or more Oxymorphone ER Products and is an agreement between 
Respondent and (i) any holder of an NDA, ANDA or 505(b)(2) for any 
Drug Product, or (ii) any Oxymorphone ER Manufacturer or Applicant; 
and 

3. Copies of the certifications required by Paragraph III.C and the policies 
and procedures required by Paragraphs III.D and III.E. 

provided that, Respondent does not need to submit any agreements, 
correspondence or other documents that Respondent submitted to the Commission 
with a prior verified written report required by this provision. 

C. Each compliance report submitted pursuant to this Paragraph shall be verified by 
a notarized signature or sworn statement of the Chief Executive Officer or other 
officer or employee of the Respondent specifically authorized to perform this 
function, or self- verified in the manner set forth in 28 U.S.C. § 1746. 
Commission Rule 2.41(a), 16 C.F.R. § 2.41(a), requires that the Commission 
receive an original and two copies of each compliance report. A paper original of 
each compliance report shall be filed with the Secretary of the Commission and 
electronic copies shall be transmitted to the Secretary at 
ElectronicFilings@ftc.gov, and the Compliance Division at 
bccompliance@ftc.gov. 

mailto:bccompliance@ftc.gov
mailto:ElectronicFilings@ftc.gov


  

        
   

 

 

 

  

 
 

     
    

  
     

    
        

      
       

         
      
    

      
       
          

 

    

    
 

 

          
   

  

    

  

    

   

   
  

      
     

 

   
     

  

   

    
         

      
       

 

          
      
    

      
       
          

   

     
  

days' notice to the relevant Respondent, made to its principal place of business as identified in 

defined in Section 2.7(a)(l) and (2) of the Commission's Rules, 16 C.F.R. § 

496 FEDERAL TRADE COMMISSION DECISIONS 
VOLUME 167 

Final Order 

D. This Order does not alter the reporting requirements of Respondent pursuant to 
Section 1112 of the Medicare Prescriptions Drug, Improvement, and 
Modernization Act of2003. 

V. Change of Corporate Control 

IT IS FURTHER ORDERED that 

A. Respondent shall notify the Commission at least 30 days prior to: 

1. Any proposed dissolution of Impax Laboratories LLC; 

2. Any proposed acquisition of, or merger or consolidation involving Impax 
Laboratories LLC; or 

3. Any other change in Respondent, including assignment or the creation, 
sale, or dissolution of subsidiaries, if such change may affect compliance 
obligations arising out of this Order. 

B. Respondent shall submit any notice required under this paragraph electronically to 
the Secretary of the Commission at ElectronicFilings@ftc.gov and the 
ComplianceDivision at bccompliance@ftc.gov. 

VI. Access Provisions 

IT IS FURTHER ORDERED that, for purposes of determining or securing compliance 
with this Order, and subject to any legally recognized privilege, upon written request and five 

this Order, registered office of its United States subsidiary, or its headquarters office, the notified 
Respondent shall, without restraint or interference, permit any duly authorized representative of 
the Commission: 

A. Access, during business office hours of the Respondent and in the presence of 
counsel, to all facilities and access to inspect and copy all business and other 
records and all documentary material and electronically stored information as 

2.7(a)(1) (2), in the possession or under the control of the Respondent related to 
compliance with this Order, which copying services shall be provided by the 
Respondent at the request of the authorized representative of the Commission and 
at the expense of the Respondent; and 

B. To interview officers, directors, or employees of the Respondent, who may have 
counsel present, regarding such matters. 

mailto:bccompliance@ftc.gov
mailto:ElectronicFilings@ftc.gov
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VII. Termination 

IT IS FURTHER ORDERED that this Order shall terminate March 28, 2039. 

By the Commission. 



 

 

 

 

      

  
   

               
            

  

           
               

             
              

           
                 

           

 

 

       

         
  

         

 

    
         

   
 

 

  

  
 

  

      
 

   
    

              
            

   

          
              

             
              

           
                 

           
 

 

   

   

 

       

         
   

 
         

  

 
  

      
        

This consent order addresses Sandpiper of California, Inc.'s and PiperGear USA, Inc.'s marketing 

r virtually all made in the United States when, in fact, more than 95% of Respondent Sandpiper's 
products are imported as fmished goods, and approximately 80% of Respondent PiperGear' s products are either 

's principal assembly takes place in the United States, and United States assembly operations are substantial. 

Inc., a corporation, and PiperGear USA, Inc., a corporation (collectively, "Respondents"), have 

Respondent Sandpiper of California, Inc. ("Sandpiper") 1s a California 

Respondent PiperGear USA, Inc. ("PiperGear") is a California corporation with 
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IN THE MATTER OF 

SANDPIPER OF CALIFORNIA, INC., 
AND 

PIPERGEAR USA, INC. 

CONSENT ORDER, ETC. IN REGARD TO ALLEGED VIOLATIONS OF SECTION 5 OF THE FEDERAL 
TRADE COMMISSION ACT 

Docket No. C-4675; File No. 182 3095 
Complaint, April 16, 2019 Decision, April 16, 2019 

, sale, and 
distribution of bags and wallets with claims that the products are made in the United States. The complaint alleges 
that Respondents violated Section 5(a) of the Federal Trade Commission Act by representing that all of their 
products are all o 

imported as finished goods or contain significant imported components. The consent order prohibits Respondents 
from making U.S.-origin claims for their products unless either: (1) the final assembly or processing of the product 
occurs in the United States, all significant processing that goes into the product occurs in the United States, and all 
or virtually all ingredients or components of the product are made and sourced in the United States; (2) a clear and 
conspicuous qualification appears immediately adjacent to the representation that accurately conveys the extent to 
which the product contains foreign parts, ingredients or components, and/or processing; or (3) for a claim that a 
product is assembled in the United States, the product is last substantially transformed in the United States, the 
product 

Participants 

For the Commission: Julia Solomon Ensor. 

For the Respondents: Daniel J. Navigato, Navigato & Battin, LLP. 

COMPLAINT 

The Federal Trade Commission, having reason to believe that Sandpiper of California, 

violated the provisions of the Federal Trade Commission Act, and it appearing to the 
Commission that this proceeding is in the public interest, alleges: 

1. 
corporation with its principal office or place of business at 687 Anita Street, Suite A, Chula 
Vista, CA 91911. 

2. 
its principal office or place of business at 687 Anita Street, Suite A, Chula Vista, CA 91911. 

3. Respondents Sandpiper and PiperGear have operated as a common enterprise 
while engaging in the unlawful acts and practices alleged below. Because these Respondents 



  

      

  
       

      
     

      
 

     
       
     

    

 

      
 

   
      

      
    

 

       
 

 

      
       
    

 

 

 

 

 

affecting commerce, as "commerce" is defined in Section 4 of the Federal 

"Featuring American Made products developed and manufactured by our 
sister company, PiperGear USA" 

Featuring American Made products developed 
and manufactured by our sister company, 
PiperGear USA. We offer manufactur ing 
options to meet Berry Amendment, NAFTA, 
GSA or Buy Amer ican Act req uirements. The 
growth and success of our US manufacturing 
plant is a great source of pride to us. 

"Made in the USA" 
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have operated as a common enterprise, each of them is jointly and severally liable for the acts 
and practices alleged below. 

4. Respondents have advertised, labeled, offered for sale, sold, and distributed 
products to consumers, including, but not limited to, backpacks and travel bags. Respondents 
advertise these products online, including, but not limited to, on their websites, sandpiperca.com 
and pipergearusa.com. Respondents offer for sale, sell, and distribute their products throughout 
the United States. 

5. The acts and practices of Respondents alleged in this complaint have been in or 
Trade Commission 

Act. 

6. Respondents have disseminated or have caused to be disseminated advertisements 
and promotional materials for their products, including, but not necessarily limited to, the 
attached Exhibits A-D. These materials contain the following statements and depictions, among 
others: 

a. 

(Exhibit A, Sandpiper website); 

b. 

(Exhibit B, PiperGear website); 

https://pipergearusa.com
https://sandpiperca.com


 

    

      
    

  

 

      
       

      
 

 

 

    
    

  

   
 

 

 

 

 

    
 

       
    

   

  

     
      

      
  

  
  

 
  

     
     

  
 

"#madeinusa" 

sandpiperofca • Follow 

sandpiperofca It's all about the details ... 
#sandpiperofca lifornia #soc #backpack 
#camouflage #camo #camping #madeinusa 

"U.S. Made by S.O.C." 

In fact, more than 95% of Respondent Sandpiper's products are imported 
finished goods, and approximately 80% of Respondent PiperGear's products are either imported 

Therefore, Respondents' express or implied representations that all of thei 
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c. 

(Exhibit C, Sandpiper Instagram posting); and 

d. 

(Exhibit D, Sandpiper Instagram posting, photograph of Sandpiper trade 
show material). 

7. In numerous instances, including, but not limited to, the promotional materials 
referenced in Paragraph 6, Respondents have represented, expressly or by implication, that all of 
their backpacks, travel bags, and other products are all or virtually all made in the United States. 

8. as 

as finished goods or contain significant imported components. Respondents import products or 
components from Mexico and China. For certain wallets imported from Mexico as finished 
goods, Respondents hid truthful country-of-origin information on the back of tags, and inserted 
cards that prominently displayed false U.S.-origin claims. 

9. r 
products are made in the United States are false or unsubstantiated. 

COUNT I 
(False or Unsubstantiated Representation) 

10. In connection with the manufacturing, labeling, advertising, promotion, offering 
for sale, sale, or distribution of their products, Respondents have represented, directly or 
indirectly, expressly or by implication, that all of their products are all or virtually all made in the 
United States. 



  

       
           

        
         

 

    
 

 

    

 

 
 

      
           

 

 

         
         

  

    
  

  

In fact, more than 95% of Respondent Sandpiper's products are wholly imported, 
ximately 80% of Respondent PiperGear's products are either imported as finished 
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11. 
and appro 
goods or contain significant imported components. Therefore, the representation set forth in 
Paragraph 10 is false or misleading, or was not substantiated at the time the representation was 
made. 

VIOLATION OF SECTION 5 

12. The acts and practices of Respondents as alleged in this complaint constitute 
unfair or deceptive acts or practices in or affecting commerce in violation of Section 5(a) of the 
Federal Trade Commission Act. 

THEREFORE, the Federal Trade Commission this sixteenth day of April, 2019, has 
issued this Complaint against Respondents. 

By the Commission. 



    
 

 

 

Sandplptt of CaW'onua Company 

SANDPIPER OF CALIFORNIA 
QUALITY TRAY~)L DAG~ .t BACKPACKS SINC~: 1900 

HOME PROOUCTS 

Sandpipe r of California 
Established in 1980, SOC produced and sold 
products primarily in Southern California. You 
will find SOC products in reta il locations 
around the world. For over 3 decades our 
quest for quality has been a progression to 
provide the best products for our customers. 
Our basic philosophy is to provide a great 
product at a fair price, and pr ovide superior 
customer service. 

Featuring American Made products developed 
and manufactured by our sister company, 
PiperGear USA. We offer manufacturillg 
options to meet Berry Amendment, NAFTA, 
GSA or Buy American Act requirements. The 
growth and success of our US manufacturing 
plant is a great source of pride to us. 

Working with law enforcement and US military 
personnel is an honor and privilege, and 
essenbal to our success by prov1dmg relevant 
product designs and features. 

By keeping it simple we maintain consistency 
in our manufacturing quality and service 
levels, while im proving our products and 
increasing sales growth opportunit ies. We 
invite new retail partners and manufacturing 
opportunities no matter how bi9 or small. 

hnp:l/'wwY,'.sandf)tperca.com/cowpaoy.pbp{lf25f2018 1:41:J'? PM] 

USER PHOTOS COMPANY 

Piper Gear 
Recreational and outdoors collection. Great for 
hikes, day trips or school. Modern colors and 
contemporary designs. 

IJtflSA] 
PGUSA 
Piper Gear USA is the manufacturing sister 
company of Sandpiper of California. PG USA 
provides add1t1onal options to customers 
providing materials and assembly to c-0ver the 
full range of manufacturing requirements. Berry 
Amendment, Buy Amf!ncan Act., NAFTA, as well 
as overseas production. 

http://www.p1pergearusa.com/ 

MEDIA CONTACT 

u:afl•NAITA 
MANUMCTUWIO 

•vAUaS 

Fo nder O JdCOb 

COMPANY EX ECUTIVES 

Mo r to n Holfae11der 
Chief Financu,J Officer 

mortonC,ptpergear.com 
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p. 1 or 1 
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Sandpiper of California I Company 

Sandpiper of California A BOUT US FXPLORE PRODUCTS 

(6tQ) 4?4-nn 

Get 1::-mail Updates! 

Enter your e-mail ... 

Sli~.'IT 

(0 7016 Sandpiper of C.ahtom1.:1. All nghts reserved. I Pnvacy Polley I Site Mnp 

b.ttp://www..s.a.ndpiptrca.com/company.php(l/25/201S 1:41:12 PM] 

FOILOW U S 
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':liilS~] PIPERGEAR USA SEWN GOODS DESIGN 
-•-a...;;.._.;._ _ _,_ ANO MANUFACTURING USA 

' I HOME I PROTOTYPES I COMPANY I SERVICES I CONTACT I 

PiperGear USA 
PiperGear USA, Inc. is the manufacturing sister company of 
Sandpiper of califomia, Inc. p;perGear USA was established in 
2007 as a solution to provide the U.S. Department of Defense 
(DOD) with Berry Amendment compliant products. Located in 
Chula Vista, California, just 6 mtles from downtown San Diego, 
California, PiperGear USA is now a leading manufacturer of 
tactical nylon products and sewn goods equipment. Read more .•• 

PiperGec,r USA ABOUT US 

(619) 424-2222 

• TACTICAL GEAR 
• PACKS, POUCHES & BAGS 
• CUSTOM DESIGNS 
• PROTOTYPES 

PROTOTYPES 

• BERRY COMPLIANT 
• BUY AMERICAN ACT 
• NAFTA 
• OVERSEAS PRODUCTION 

S.O.C. PRODUCTS 

Exhibit B 
p. l of 2 
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Exhibit B 
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lllfflllpiparvf last day @sbo!show and last 
iJavtHntWttlel'adtMIJJ(!Kltoontest $18<1 
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The Federal Trade Commission ("Commission") initiated an 
and practices of the Respondents named in the caption. The Commission's Bureau of Consumer 
Protection ("BCP") prepared and furnished to Respondents a draft Complaint. BCP proposed to 
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Exhibit D 

DECISION 

investigation of certain acts 

present the draft Complaint to the Commission for its consideration. If issued by the 
Commission, the draft Complaint would charge the Respondents with violations of the Federal 
Trade Commission Act. 



  

 

    

        
     

      

        
        

          
        

   
       

      
 

 

     
       

      
  

     
  

 

    
  

      
      

    
       

       

    
 

  

    

        
     

      

        
        

         
        

   
      

      
  

 

   

      
       
 

       
   

      
   

 

 

  

 
     

   

       
      

   
       

       

("Consent Agreement"). The Consent Agreement includes: 1) statements by Respondents that 

Commission's Rules. 

"Clear(ly) and conspicuous(ly )" means that a required disclosure is difficult to 
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Respondents and BCP thereafter executed an Agreement Containing Consent Order 

they neither admit nor deny any of the allegations in the Complaint, except as specifically stated 
in this Decision and Order, and that only for purposes of this action, they admit the facts 
necessary to establish jurisdiction; and 2) waivers and other provisions as required by the 

The Commission considered the matter and determined that it had reason to believe that 
Respondents have violated the Federal Trade Commission Act, and that a Complaint should 
issue stating its charges in that respect. The Commission accepted the executed Consent 
Agreement and placed it on the public record for a period of 30 days for the receipt and 
consideration of public comments. The Commission duly considered any comments received 
from interested persons pursuant to Section 2.34 of its Rules, 16 C.F.R. § 2.34. Now, in further 
conformity with the procedure prescribed in Rule 2.34, the Commission issues its Complaint, 
makes the following Findings, and issues the following Order: 

Findings 

1. The Respondents are: 

a. Sandpiper of California, Inc., a California corporation with its principal 
office or place of business at 687 Anita Street, Suite A, Chula Vista, CA 
91911. 

b. PiperGear USA, Inc., a California corporation with its principal office or 
place of business at 687 Anita Street, Suite A, Chula Vista, CA 91911. 

2. The Commission has jurisdiction over the subject matter of this proceeding and 
over Respondents, and the proceeding is in the public interest. 

ORDER 

Definitions 

For purposes of this Order, the following definitions apply: 

A. 
miss (i.e., easily noticeable) and easily understandable by ordinary consumers, 
including in all of the following ways: 

1. In any communication that is solely visual or solely audible, the disclosure 
must be made through the same means through which the communication 
is presented. In any communication made through both visual and audible 
means, such as a television advertisement, the disclosure must be 
presented simultaneously in both the visual and audible portions of the 



  

 

     

       
    

     

    
      

 

      
 

         

       
      

       
     

 

       

      

          
   

    

  

     
 

        
    

     
 

     
      

  

       
  

          
 

        
       

 

        
     

  

        
 

       

 

 
          

    

 

 
 

("triggering representation") is made through 

as children, the elderly, or the terminally ill, "ordinary consumers" 

"Made in the United States" means any representation, express or implied, that a 

on that such product or service is "made," 
"manufactured," "built," or "produced" in the United States or in America, or any 

"Respondents" means Sandpiper of California, Inc. and PiperGear USA, Inc. and 
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communication even if the representation requiring the disclosure 
only one means. 

2. A visual disclosure, by its size, contrast, location, the length of time it 
appears, and other characteristics, must stand out from any accompanying 
text or other visual elements so that it is easily noticed, read, and 
understood. 

3. An audible disclosure, including by telephone or streaming video, must be 
delivered in a volume, speed, and cadence sufficient for ordinary 
consumers to easily hear and understand it. 

4. In any communication using an interactive electronic medium, such as the 
Internet or software, the disclosure must be unavoidable. 

5. On a product label, the disclosure must be presented on the same display 
panel as the claim being qualified. 

6. The disclosure must use diction and syntax understandable to ordinary 
consumers and must appear in each language in which the triggering 
representation appears. 

7. The disclosure must comply with these requirements in each medium 
through which it is received, including all electronic devices and face-to-
face communications. 

8. The disclosure must not be contradicted or mitigated by, or inconsistent 
with, anything else in the communication. 

9. When the representation or sales practice targets a specific audience, such 

includes reasonable members of that group. 

B. 
product or service, or a specified component thereof, is of U.S.-origin, including, 
but not limited to, a representati 

other U.S.-origin claim. 

C. 
their successors and assigns, individually, collectively, or in any combination. 



  

 

 
      

    
 

          

       
      

        
 

   
      

          
 

     

  
        

    
    

     
     

       

      

    
 

  

 

 
 

  
      

    
 

          
 

        
      

        
  

     
      

 

           
 

     
 

 
 

  
        

    
     

     
     

       
 

 
 

       
 

that Respondents, and Respondents' officers, agents, employees, and 

in the United States, the product's principal assembly 

that Respondents, Respondents' officers, agents, 
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Provisions 

I. 
PROHIBITED MISREPRESENTATIONS REGARDING U.S. ORIGIN CLAIMS 

IT IS ORDERED 
attorneys, and all other persons in active concert or participation with any of them, who receive 
actual notice of this Order, whether acting directly or indirectly, in connection with the 
manufacturing, labeling, advertising, promotion, offering for sale, sale, or distribution of any 
backpack or travel bag, or any other product or service, must not make any representation, 
expressly or by implication, that a product or service is Made in the United States unless: 

A. The final assembly or processing of the product occurs in the United States, all 
significant processing that goes into the product occurs in the United States, and 
all or virtually all ingredients or components of the product are made and sourced 
in the United States; or 

B. A Clear and Conspicuous qualification appears immediately adjacent to the 
representation that accurately conveys the extent to which the product contains 
foreign parts, ingredients or components, and/or processing; or 

C. For a claim that a product is assembled in the United States, the product is last 
substantially transformed 
takes place in the United States, and United States assembly operations are 
substantial. 

II. 
SUBSTANTIATION 

IT IS FURTHER ORDERED 
employees, and attorneys, and all other persons in active concert or participation with any of 
them, who receive actual notice of this Order, whether acting directly or indirectly, in connection 
with the manufacturing, labeling, advertising, promotion, offering for sale, sale or distribution of 
any product or service, must not make any representation, expressly or by implication, regarding 
the country of origin of any product or service unless the representation is non-misleading, 
including that, at the time it is made, Respondents possess and rely upon a reasonable basis for 
the representation. 

III. 
ACKNOWLEDGMENTS OF THE ORDER 

IT IS FURTHER ORDERED that Respondents obtain acknowledgments of receipt of 
this Order: 



  

 

      
    

      
      

     
       

        
     

      
      

    

          
        

      

           
      

       
     

      

      
 

      
      

         
          

         
         

       
       

    

    

  

       
    

 

       
     

     
       

        
     

     
      

    
 

           
        

 

 
 

       
 

            
       

      
     

      

      
 

      
      

         
          

  

          
        

        
       

   

Respondent's businesses by all of their names, telephone numbers, 
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A. Each Respondent, within 10 days after the effective date of this Order, must 
submit to the Commission an acknowledgment of receipt of this Order sworn 
under penalty of perjury. 

B. For 20 years after the issuance date of this Order, each Respondent must deliver a 
copy of this Order to: (1) all principals, officers, directors, and LLC managers 
and members; (2) all employees having managerial responsibilities for conduct 
related to the subject matter of the Order, and all agents and representatives 
having managerial responsibilities for conduct related to the subject matter of the 
Order; and (3) any business entity resulting from any change in structure as set 
forth in the Provision titled Compliance Reports and Notices. Delivery must 
occur within 10 days after the effective date of this Order for current personnel.  
For all others, delivery must occur within 10 days of when they assume their 
responsibilities. 

C. From each individual or entity to which a Respondent delivered a copy of this 
Order, that Respondent must obtain, within 30 days, a signed and dated 
acknowledgment of receipt of this Order. 

IV. 
COMPLIANCE REPORTS AND NOTICES 

IT IS FURTHER ORDERED that Respondents make timely submissions to the 
Commission: 

A. One year after the issuance date of this Order, each Respondent must submit a 
compliance report, sworn under penalty of perjury, in which each Respondent 
must: (a) identify the primary physical, postal, and email address and telephone 
number, as designated points of contact, which representatives of the 
Commission, may use to communicate with Respondent; (b) identify all of that 

and physical, 
postal, email, and Internet addresses; (c) describe the activities of each business, 
including the goods and services offered, the means of advertising, marketing, and 
sales, and the involvement of any other Respondent; (d) describe in detail whether 
and how that Respondent is in compliance with each Provision of this Order, 
including a discussion of all of the changes the Respondent made to comply with 
the Order; and (e) provide a copy of each Acknowledgment of the Order obtained 
pursuant to this Order, unless previously submitted to the Commission. 

B. Each Respondent must submit a compliance notice, sworn under penalty of 
perjury, within 14 days of any change in the following: (a) any designated point 
of contact; or (b) the structure of any Respondent or any entity that Respondent 
has any ownership interest in or controls directly or indirectly that may affect 
compliance obligations arising under this Order, including:  creation, merger, sale, 



  

 

     

       
     

   
       

      
       

    
     

        
    

        
 

      
       

 

      

      

        

    
    

 

       

        

    
 

  

     
 

        
     

 

    
       

      
     

 
 

      
     

       
    

      
  

 
 

       
       

  

        
 

       

        
 

     
    

  

        
 

          
 

such as by concluding: " 

__ " and supplying the date, signatory's full name, title (if applicable), and 

aspect of the Order, whether as an employee or otherwise, that person's: name; 
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or dissolution of the entity or any subsidiary, parent, or affiliate that engages in 
any acts or practices subject to this Order. 

C. Each Respondent must submit notice of the filing of any bankruptcy petition, 
insolvency proceeding, or similar proceeding by or against such Respondent 
within 14 days of its filing. 

D. Any submission to the Commission required by this Order to be sworn under 
penalty of perjury must be true and accurate and comply with 28 U.S.C. § 1746, 

I declare under penalty of perjury under the laws of the 
United States of America that the foregoing is true and correct. Executed on: 
_____ 
signature. 

E. Unless otherwise directed by a Commission representative in writing, all 
submissions to the Commission pursuant to this Order must be emailed to 
DEbrief@ftc.gov or sent by overnight courier (not the U.S. Postal Service) to: 
Associate Director for Enforcement, Bureau of Consumer Protection, Federal 
Trade Commission, 600 Pennsylvania Avenue NW, Washington, DC 20580. 
The subject line must begin:  In re Sandpiper of California, Inc. 

V. 
RECORDKEEPING 

IT IS FURTHER ORDERED that Respondents must create certain records for 20 years 
after the issuance date of the Order, and retain each such record for 5 years, unless otherwise 
specified below.  Specifically, each Respondent must create and retain the following records: 

A. Accounting records showing the revenues from all goods or services sold, the 
costs incurred in generating those revenues, and resulting net profit or loss; 

B. Personnel records showing, for each person providing services in relation to any 

addresses; telephone numbers; job title or position; dates of service; and (if 
applicable) the reason for termination; 

C. Copies or records of all consumer complaints and refund requests concerning the 
subject matter of the Order, whether received directly or indirectly, such as 
through a third party, and any response; 

D. All records necessary to demonstrate full compliance with each provision of this 
Order, including all submissions to the Commission; 

E. A copy of each unique advertisement or other marketing material making a 
representation subject to this Order; and 

mailto:DEbrief@ftc.gov


  

 

       

    
    

     
   

  
 

       
       

  

  
       

     
          

     
   

       
      

         

            

     
        

  

    

  

        
 

  

     
    

     
   

 

 
 

   
  

        
      

  
 

   
      

     
         

 

      
   

       
      

 

 
 

          

            

     
         

   

Respondent's possession, custody, or control that 

that, for the purpose of monitoring Respondents' 

Commission's lawful use of compulsory process, pursuant to Sections 9 and 20 of 

publication on the Commission's website (fie.gov) as a final order. This Order will terminate 20 

Commission's seal), or 20 years from the most recent date that the United States or the 
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F. For 5 years from the date of the last dissemination of any representation covered 
by this Order: 

1. All materials that were relied upon in making the representation; and 

2. All evidence in each 
contradicts, qualifies, or otherwise calls into question the representation, 
or the basis relied upon for the representation, including complaints and 
other communications with consumers or with governmental or consumer 
protection organizations. 

VI. 
COMPLIANCE MONITORING 

IT IS FURTHER ORDERED 
compliance with this Order: 

A. Within 10 days of receipt of a written request from a representative of the 
Commission, each Respondent must: submit additional compliance reports or 
other requested information, which must be sworn under penalty of perjury, and 
produce records for inspection and copying. 

B. For matters concerning this Order, representatives of the Commission are 
authorized to communicate directly with each Respondent. Respondents must 
permit representatives of the Commission to interview anyone affiliated with any 
Respondent who has agreed to such an interview. The interviewee may have 
counsel present. 

C. The Commission may use all other lawful means, including posing through its 
representatives as consumers, suppliers, or other individuals or entities, to 
Respondents or any individual or entity affiliated with Respondents, without the 
necessity of identification or prior notice. Nothing in this Order limits the 

the FTC Act, 15 U.S.C. §§ 49, 57b-1. 

VII. 
ORDER EFFECTIVE DATES 

IT IS FURTHER ORDERED that this Order is final and effective upon the date of its 

years from the date of its issuance (which date may be stated at the end of this Order, near the 

Commission files a complaint (with or without an accompanying settlement) in federal court 
alleging any violation of this Order, whichever comes later; provided, however, that the filing of 
such a complaint will not affect the duration of: 



  

 

       

           
         

      
            
         

 

 

 

      

       
     

        
         

  

 
   
        

 

      

    
 

  

  

 
 

         
 

            
          

      
            
         

  

  

  

      

       
    

       
         

   

  
   
        

   

      

This Order's application to any Respondent that is not named as a defendant in 

The Federal Trade Commission ("FTC" or "Commission") has accepted, subject to final 

PiperGear USA, Inc. ("Respondents"). 

agreement or make final the agreement's proposed order. 

This matter involves Respondents' marketing, sale, and distribution of bags and wallets 

According to the FTC's complaint, Respondents represented that all of their products are 
all or virtually all made in the United States. In fact, more than 95% of Respondent Sandpiper's 

of Respondent PiperGear' s 

engaging in similar acts and practices in the future. Consistent with the FTC's Enforcement 
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A. Any Provision in this Order that terminates in less than 20 years; 

B. 
such complaint; and 

C. This Order if such complaint is filed after the Order has terminated pursuant to 
this Provision. 

Provided, further, that if such complaint is dismissed or a federal court rules that the Respondent 
did not violate any provision of the Order, and the dismissal or ruling is either not appealed or 
upheld on appeal, then the Order will terminate according to this Provision as though the 
complaint had never been filed, except that the Order will not terminate between the date such 
complaint is filed and the later of the deadline for appealing such dismissal or ruling and the date 
such dismissal or ruling is upheld on appeal. 

By the Commission. 

ANALYSIS OF CONSENT ORDER TO AID PUBLIC COMMENT 

approval, an agreement containing a consent order from Sandpiper of California, Inc. and 

The proposed consent order has been placed on the public record for thirty (30) days for 
receipt of comments by interested persons. Comments received during this period will become 
part of the public record. After thirty (30) days, the Commission will again review the 
agreement and the comments received, and will decide whether it should withdraw from the 

with claims that the products are made in the United States. 

products are imported as finished goods, and approximately 80% 
products are either imported as finished goods or contain significant imported components.  
Based on the foregoing, the complaint alleges that Respondents engaged in deceptive acts or 
practices in violation of Section 5(a) of the FTC Act. 

The proposed consent order contains provisions designed to prevent Respondents from 



  

 

         
      

         
       

     
      

         

     

        
         

       
         

     
         

         
    

       
        

      

  

             
        

    

  

         
     

         
       

     
      

         

     
 

        
         

 

      
         

     
        

         
    

      
       

      

  
 

            
        
 

the United States, the product is last substantially transformed in the United States, the product's 

Commission or its representatives to interview respondent's personnel. 

is a "sunset" provision, terminating the order after twenty (20) years, 
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Policy Statement on U.S. Origin Claims, Part I prohibits Respondents from making U.S.-origin 
claims for their products unless either: (1) the final assembly or processing of the product occurs 
in the United States, all significant processing that goes into the product occurs in the United 
States, and all or virtually all ingredients or components of the product are made and sourced in 
the United States; (2) a clear and conspicuous qualification appears immediately adjacent to the 
representation that accurately conveys the extent to which the product contains foreign parts, 
ingredients or components, and/or processing; or (3) for a claim that a product is assembled in 

principal assembly takes place in the United States, and United States assembly operations are 
substantial. 

Part II prohibits Respondents from making any country-of-origin claim about a product 
or service unless the claim is true, not misleading, and Respondents have a reasonable basis 
substantiating the representation. 

Parts III through VI are reporting and compliance provisions. Part III requires 
Respondents to acknowledge receipt of the order, to provide a copy of the order to certain 
current and future principals, officers, directors, and employees, and to obtain an 
acknowledgement from each such person that they have received a copy of the order. Part IV 
requires each Respondent to file a compliance report within one year after the order becomes 
final and to notify the Commission within 14 days of certain changes that would affect 
compliance with the order. Part V requires Respondents to maintain certain records, including 
records necessary to demonstrate compliance with the order. Part VI requires Respondents to 
submit additional compliance reports when requested by the Commission and to permit the 

Finally, Part VII 
with certain exceptions. 

The purpose of this analysis is to aid public comment on the proposed order. It is not 
intended to constitute an official interpretation of the proposed order or to modify its terms in 
any way. 



  

 

 
  

 

 

    

  
   

  
 
             

           
  

            
                   

              
           

              
           

 

 

       
         

     

          
 

    
 

 

  

  
   

 
 

 

  
 

  

    
 

   
    

  
  

            
           

  
            

                   
              

           
              

           
 

 

   

   

 

       
         

     

          
   

Underground Sports Inc.'s, Hockey Underground Inc.'s, Ipuck Inc.'s and !Puck 
's marketing, sale, and distribution of hockey pucks with claims that the pucks are made in the United 

Respondents' hockey pucks are wholly imported from China.. The consent order p 

product's principal assembly takes place in the U 

Inc., Hockey Underground Inc., !puck Inc., and !puck Hockey Inc. (collectively, "Respondents"), 
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IN THE MATTER OF 

UNDERGROUND SPORTS INC., 
HOCKEY UNDERGROUND INC., 

IPUCK INC., 
IPUCK HOCKEY INC., 

ALL D/B/A 

PATRIOT PUCK 
AND 

GEORGE STATLER III 

CONSENT ORDER, ETC. IN REGARD TO ALLEGED VIOLATIONS OF SECTION 5 OF THE FEDERAL 
TRADE COMMISSION ACT 

Docket No. C-4674; File No. 182 3113 
Complaint, April 16, 2019 Decision, April 16, 2019 

Hockey Inc. 
States. The complaint alleges that Respondents violated Section 5 of the Federal Trade Commission Act by 
representing that all of their hockey pucks are all or virtually all made in the United States when, in fact, 

This consent order addresses 

rohibits Respondents from 
making U.S.-origin claims for their products unless either: (1) the final assembly or processing of the product occurs 
in the United States, all significant processing that goes into the product occurs in the United States, and all or 
virtually all ingredients or components of the product are made and sourced in the United States; (2) a clear and 
conspicuous qualification appears immediately adjacent to the representation that accurately conveys the extent to 
which the product contains foreign parts, ingredients or components, and/or processing; or (3) for a claim that a 
product is assembled in the United States, the product is last substantially transformed in the United States, the 

nited States, and United States assembly operations are substantial. 

Participants 

For the Commission: Julia Solomon Ensor. 

For the Respondents: Edward L. Rose, Esq., procurator litis 

COMPLAINT 

The Federal Trade Commission, having reason to believe that Underground Sports Inc., a 
corporation; Hockey Underground Inc., a corporation; Ipuck Inc., a corporation; Ipuck Hockey 
Inc., a corporation; and George Statler III, individually and as an officer of Underground Sports 

have violated the provisions of the Federal Trade Commission Act, and it appearing to the 
Commission that this proceeding is in the public interest, alleges: 



 

          

 
          

    
       

          
 

      
     

  
   

  

        
     

  
       

       
      

 

   
      

      

      

    
   

      

   

 

 
          

 

   
          

 

     
       

 

 
          

  

 
     

     
  

   
 

   

       
     

  
      

       
      

  

    
     

     
 

       

 

     
   

     
 

Respondent Underground Sports Inc. ("Underground Sports"), also doing 

ey Underground Inc. ("Hockey Underground"), also doing 

Respondent Ipuck Inc. ("Ipuck"), also doing business as 

Respondent Ipuck Hockey Inc. ("Ipuck Hockey"), also doing business as Patriot 

Respondent George Statler III ("Statler") is an officer of Underground Sports, 

Hockey (collectively, "Corporate Respondents") have operated as a common enterprise while 

affecting commerce, as "commerce" is defined in Section 4 of the Federal Trade Commission 
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1. 
business as Patriot Puck, is a New York corporation with its principal office or place of business 
at 145 Milbar Blvd., Farmingdale, NY 11735. 

2. Respondent Hock 
business as Patriot Puck, is a New York corporation with its principal office or place of business 
at 145 Milbar Blvd., Farmingdale, NY 11735. 

3. Patriot Puck, is a New 
York corporation with its principal office or place of business at 145 Milbar Blvd., Farmingdale, 
NY 11735. 

4. 
Puck, is a New York corporation with its principal office or place of business at 145 Milbar 
Blvd., Farmingdale, NY 11735. 

5. 
Hockey Underground, Ipuck, and Ipuck Hockey. Individually or in concert with others, he 
controlled or had the authority to control, or participated in the acts and practices of 
Underground Sports, Hockey Underground, Ipuck, and Ipuck Hockey, including the acts and 
practices alleged in this complaint.  His principal office or place of business is the same as that of 
Underground Sports, Hockey Underground, Ipuck, and Ipuck Hockey. 

6. Respondents Underground Sports, Hockey Underground, Ipuck, and Ipuck 

engaging in the unlawful acts and practices alleged below. Respondents have conducted the 
business practices described below through an interrelated network of companies that have 
common ownership, officers, managers, business functions, employees, and office locations, and 
that commingled funds. Because these Corporate Respondents have operated as a common 
enterprise, each of them is jointly and severally liable for the acts and practices alleged below.  
Respondent Statler has formulated, directed, controlled, or had the authority to control, or 
participated in the acts and practices of the common enterprise alleged in this complaint. 

7. Respondents have advertised, labeled, offered for sale, sold, and distributed 
hockey pucks to consumers. Respondents advertise these hockey pucks online, including, but 
not limited to, on their website, patriotpuck.com. Respondents offer for sale, sell, and distribute 
their hockey pucks throughout the United States. 

8. The acts and practices of Respondents alleged in this complaint have been in or 

Act. 

9. Respondents have disseminated or have caused to be disseminated 
advertisements, packaging, and promotional materials for hockey pucks, including, but not 
necessarily limited to, the attached Exhibits A-E. These materials contain the following 
statements and depictions: 

https://patriotpuck.com


      
 

 

 

 

 

 

 
 

 

"MADE IN AMERICA" 

"Proudly Made in the USA" 
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a. 

(Exhibit A, Patriot Puck website); 

b. 

(Exhibit B, Patriot Puck website); 

c. 
#HockeyPuck #USA #Hockey www.patriotpuck.com 

(Exhibit C, Patriot Puck Facebook posting); 



 

     
      

   

    
  

   

 

 

 

 

 

      
      

    

 
   

   

"The only American Made Hockey Puck!" 

~ Patnot Puck 
- •-" October ._ ,!J'' f lnsla 

l e only Arr :n ,1ila;, oc~• P 1cK• n p oa.1· •· YNM p11tnotpur. corr 

"Our #HockeyPuck is 100% Made in the USA! #MadelnAmerica #NHL 
#Hockey #PatriotPuck" "MADE IN U.S.A PRODUCT" 
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In fact, in numerous of these instances, Respondents ' hockey pucks are wholly 
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d. 

(Exhibit D, Patriot Puck Facebook posting); and 

e. 

(Exhibit E, Patriot Puck Facebook posting). 

10. In numerous instances, including, but not limited to, the promotional materials 
referenced in Paragraph 9, Respondents have represented, expressly or by implication, that their 
hockey pucks are all or virtually all made in the United States. 

11. 
imported from China. Specifically, since January of 2016, Respondents have imported 74,411 
kilograms of hockey pucks, which is the equivalent of more than 400,000 standard-weight pucks. 



  

  

 

    
    

         

 
      

 

        
         

 

     

 

    
 

 

 
   

 
  

     
    

         
 

  
     

  

 

         
         

  

      
 

  

Therefore, Respondents' express or implied representations that th 

In fact, in numerous of these instances, Respondents' hockey pucks are w 
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12. eir hockey 
pucks are made in the United States are false or unsubstantiated. 

COUNT I 
(False or Unsubstantiated Representation Made in USA) 

13. In connection with the manufacturing, labeling, advertising, promotion, offering 
for sale, sale, or distribution of their products, Respondents have represented, directly or 
indirectly, expressly or by implication, that their hockey pucks are all or virtually all made in the 
United States. 

14. holly 
imported. Therefore, the representation set forth in Paragraph 13 is false or misleading, or was 
not substantiated at the time the representation was made. 

VIOLATION OF SECTION 5 

15. The acts and practices of Respondents as alleged in this complaint constitute 
unfair or deceptive acts or practices in or affecting commerce in violation of Section 5(a) of the 
Federal Trade Commission Act. 

THEREFORE, the Federal Trade Commission this sixteenth day of April, 2019, has 
issued this Complaint against Respondents. 

By the Commission. 
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Exhibit A 
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Exhibit B 
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Exhibit C 
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The Federal Trade Com.mission ("Com.mission") initiated an investigation of certain acts 
and practices of the Respondents named in the caption. The Com.mission's Bureau of 
Protection ("BCP") prepared and furnished to Respondents a draft Complaint. BCP proposed to 

("Consent Agreement"). The Consent Agreement includes: 1) statements by Respondents that 

Com.mission's 
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DECISION 

Consumer 

present the draft Complaint to the Commission for its consideration. If issued by the 
Commission, the draft Complaint would charge the Respondents with violations of the Federal 
Trade Commission Act. 

Respondents and BCP thereafter executed an Agreement Containing Consent Order 

they neither admit nor deny any of the allegations in the Complaint, except as specifically stated 
in this Decision and Order, and that only for purposes of this action, they admit the facts 
necessary to establish jurisdiction; and 2) waivers and other provisions as required by the 

Rules. 

The Commission considered the matter and determined that it had reason to believe that 
Respondents have violated the Federal Trade Commission Act, and that a Complaint should 
issue stating its charges in that respect. The Commission accepted the executed Consent 
Agreement and placed it on the public record for a period of 30 days for the receipt and 
consideration of public comments. The Commission duly considered any comments received 
from interested persons pursuant to Section 2.34 of its Rules, 16 C.F.R. § 2.34. Now, in further 
conformity with the procedure prescribed in Rule 2.34, the Commission issues its Complaint, 
makes the following Findings, and issues the following Order: 

Findings 

1. The Respondents are: 

a. Respondent Underground Sports Inc., also doing business as Patriot Puck, 
a New York corporation with its principal office or place of business at 
145 Milbar Blvd., Farmingdale, NY 11735. 

b. Respondent Hockey Underground Inc., also doing business as Patriot 
Puck, a New York corporation with its principal office or place of 
business at 145 Milbar Blvd., Farmingdale, NY 11735. 

c. Respondent Ipuck Inc., also doing business as Patriot Puck, a New York 
corporation with its principal office or place of business at 145 Milbar 
Blvd., Farmingdale, NY 11735. 

d. Respondent Ipuck Hockey Inc., also doing business as Patriot Puck, a New 
York corporation with its principal office or place of business at 145 
Milbar Blvd., Farmingdale, NY 11735. 



  

 

      
 

     
    

       
  

 

     
  

 

     
  

   
      

    
       

       
     

        
    

     

    
      

 

      
 

        

    
 

  

       
 

     
    

       
  

  

      
   

 

 

  

 
     

   

     
      

   
       

       
     

          
    

     
 

     
      

  

       
  

         
 

together, do business as "Patriot Puck." His principal office or p 

"Clear(ly) and conspicuous(ly)" means that a required disclosure is difficult to 

("triggering representation") is made through only one means. 
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e. Respondent George Statler III, an officer of the Corporate Respondents, 
Underground Sports Inc., Hockey Underground Inc., Ipuck Inc., and Ipuck 
Hockey Inc. Individually or in concert with others, he formulates, directs, 
or controls the policies, acts, or practices of Underground Sports Inc., 
Hockey Underground Inc., Ipuck Inc., and Ipuck Hockey Inc., which, 

lace of 
business is 145 Milbar Blvd., Farmingdale, NY 11735. 

2. The Commission has jurisdiction over the subject matter of this proceeding and 
over Respondents, and the proceeding is in the public interest. 

ORDER 

Definitions 

For purposes of this Order, the following definitions apply: 

A. 
miss (i.e., easily noticeable) and easily understandable by ordinary consumers, 
including in all of the following ways: 

1. In any communication that is solely visual or solely audible, the disclosure 
must be made through the same means through which the communication 
is presented. In any communication made through both visual and audible 
means, such as a television advertisement, the disclosure must be 
presented simultaneously in both the visual and audible portions of the 
communication even if the representation requiring the disclosure 

2. A visual disclosure, by its size, contrast, location, the length of time it 
appears, and other characteristics, must stand out from any accompanying 
text or other visual elements so that it is easily noticed, read, and 
understood. 

3. An audible disclosure, including by telephone or streaming video, must be 
delivered in a volume, speed, and cadence sufficient for ordinary 
consumers to easily hear and understand it. 

4. In any communication using an interactive electronic medium, such as the 
Internet or software, the disclosure must be unavoidable. 

5. On a product label, the disclosure must be presented on the principal 
display panel. 



 

 

       
      

      
     

 

        

      

   
          

   

 
     

    
 

        
 

       
           

   

  

        
       

 

       
     

  

         
 

       

 

    
          

   
 

 
 

 

 

 

 

 
 

  
     

    
 

        
  

        
           

as children, the elderly, or the terminally ill, "ordinary consumers" 

"Made in the United States" means any repre 

but not limited to, a representation that such product or service 1s "made," 
"manufactured," "built," or "produced" in the United Stat 

"Respondents" means all of the Corporate Respondents and the Individual 

"Corporate Respondents" means Underground Sports Inc., also d/b/a 
"Patriot Puck"; Hockey Underground Inc., also d/b/a "Patriot Puck"; 
Ipuck Inc., also d/b/a "Patriot Puck"; Ipuck Hockey Inc., also d/b/a 
"Patriot Puck"; and their successors and assigns, individually, collectively, 

"Individual Respondent" means George Statler III. 

that Respondents, and Respondents' officers, agents, employees, and 
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6. The disclosure must use diction and syntax understandable to ordinary 
consumers and must appear in each language in which the triggering 
representation appears. 

7. The disclosure must comply with these requirements in each medium 
through which it is received, including all electronic devices and face-to-
face communications. 

8. The disclosure must not be contradicted or mitigated by, or inconsistent 
with, anything else in the communication. 

9. When the representation or sales practice targets a specific audience, such 

includes reasonable members of that group. 

B. sentation, express or implied, that a 
product or service, or a specified component thereof, is of U.S.-origin, including, 

es or in America, or any 
other U.S.-origin claim. 

C. 
Respondent, individually, collectively, or in any combination. 

1. 

or in any combination. 

2. 

Provisions 

I. 
PROHIBITED MISREPRESENTATIONS REGARDING U.S. ORIGIN CLAIMS 

IT IS ORDERED 
attorneys, and all other persons in active concert or participation with any of them, who receive 
actual notice of this Order, whether acting directly or indirectly, in connection with the 
manufacturing, labeling, advertising, promotion, offering for sale, sale, or distribution of any 
hockey puck, or any other product or service, must not make any representation, expressly or by 
implication, that a product or service is Made in the United States unless: 

A. The final assembly or processing of the product occurs in the United States, all 
significant processing that goes into the product occurs in the United States, and 



  

 

        
 

    
      

           

     

  
      

    
    

     
     

        

      

      
    

        
    

     
          

     
       

       
     

      
     

       

    
 

  

        
  

     
      

 

            

     
 

 
 

  
      

     
    

     
     

        
 

 
 

       
 

       
    

 

          
    

     
         

     
       

       
     

      
     

      
 

substantially transformed in the United States, the product's principal assembly 

that Respondents, Respondents' officers, agents, 
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all or virtually all ingredients or components of the product are made and sourced 
in the United States; or 

B. A Clear and Conspicuous qualification appears immediately adjacent to the 
representation that accurately conveys the extent to which the product contains 
foreign parts, ingredients or components, and/or processing; or 

C. For a claim that a product is assembled in the United States, the product is last 

takes place in the United States, and United States assembly operations are 
substantial. 

II. 
SUBSTANTIATION 

IT IS FURTHER ORDERED 
employees, and attorneys, and all other persons in active concert or participation with any of 
them, who receive actual notice of this Order, whether acting directly or indirectly, in connection 
with the manufacturing, labeling, advertising, promotion, offering for sale, sale or distribution of 
any product or service, must not make any representation, expressly or by implication, regarding 
the country of origin of any product or service unless the representation is non-misleading, 
including that, at the time it is made, Respondents possess and rely upon a reasonable basis for 
the representation. 

III. 
ACKNOWLEDGMENTS OF THE ORDER 

IT IS FURTHER ORDERED that Respondents obtain acknowledgments of receipt of 
this Order: 

A. Each Respondent, within 10 days after the effective date of this Order, must 
submit to the Commission an acknowledgment of receipt of this Order sworn 
under penalty of perjury. 

B. For 20 years after the issuance date of this Order, Individual Respondent for any 
business that such Respondent, individually or collectively with any other 
Respondents, is the majority owner or controls directly or indirectly, and each 
Corporate Respondent, must deliver a copy of this Order to: (1) all principals, 
officers, directors, and LLC managers and members; (2) all employees having 
managerial responsibilities for conduct related to the subject matter of the Order, 
and all agents and representatives who participate in conduct related to the subject 
matter of the Order; and (3) any business entity resulting from any change in 
structure as set forth in the Provision titled Compliance Reports and Notices.  
Delivery must occur within 10 days after the effective date of this Order for 
current personnel. For all others, delivery must occur before they assume their 
responsibilities. 



 

 

          
       

      

           
 

     
     

       

  
       

    
      

        
     

   
      

         

        
       

       
  

      
      

 

         
 

        
         

      
      
     

   

  

           
       

 

 
 

       
 

            
  

     
     

       

  
       

     
      

        
     

   
      

         
  

       
       

      
   

      
      

 
 

          
  

        
         

      
       
    

Respondent; (b) identify all of that Respondent's businesses by all of their 

Respondent's involvement in each such business activity, includ 
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C. From each individual or entity to which a Respondent delivered a copy of this 
Order, that Respondent must obtain, within 30 days, a signed and dated 
acknowledgment of receipt of this Order. 

IV. 
COMPLIANCE REPORTS AND NOTICES 

IT IS FURTHER ORDERED that Respondents make timely submissions to the 
Commission: 

A. One year after the issuance date of this Order, each Respondent must submit a 
compliance report, sworn under penalty of perjury, in which: 

1. Each Respondent must: (a) identify the primary physical, postal, and 
email address and telephone number, as designated points of contact, 
which representatives of the Commission, may use to communicate with 

names, telephone numbers, and physical, postal, email, and Internet 
addresses; (c) describe the activities of each business, including the goods 
and services offered, the means of advertising, marketing, and sales, and 
the involvement of any other Respondent (which the Individual 
Respondent must describe if he knows or should know due to his own 
involvement); (d) describe in detail whether and how that Respondent is in 
compliance with each Provision of this Order, including a discussion of all 
of the changes the Respondent made to comply with the Order; and (e) 
provide a copy of each Acknowledgment of the Order obtained pursuant 
to this Order, unless previously submitted to the Commission. 

2. Additionally, the Individual Respondent must: (a) identify all his 
telephone numbers and all his physical, postal, email and Internet 
addresses, including all residences; (b) identify all his business activities, 
including any business for which such Respondent performs services 
whether as an employee or otherwise and any entity in which such 
Respondent has any ownership interest; and (c) describe in detail such 

ing title, 
role, responsibilities, participation, authority, control, and any ownership. 

B. Each Respondent must submit a compliance notice, sworn under penalty of 
perjury, within 14 days of any change in the following: 

1. Each Respondent must submit notice of any change in: (a) any designated 
point of contact; or (b) the structure of any Corporate Respondent or any 
entity that Respondent has any ownership interest in or controls directly or 
indirectly that may affect compliance obligations arising under this Order, 
including: creation, merger, sale, or dissolution of the entity or any 



  

 

       

       
     

      
     

       
      

   

       
     

   
       

       
  

   
     

        
    

        
 

       
       

       
      

 

       
 

      

       

    
 

  

       
 

        
    

      
     

       
     

   
 

        
     

 

    
       

     
  

 

     
     

       
    

      
  

 
 

        
       

      
      

  

        
  

       

       
 

such as by concluding: "I declare under penalty of perjury under the laws of the 

__ " and supplying the date, signatory's full name, title (if 

aspect of the Order, whether as an employee or otherwise, that person's: name; 
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subsidiary, parent, or affiliate that engages in any acts or practices subject 
to this Order. 

2. Additionally, the Individual Respondent must submit notice of any change 
in: (a) name, including alias or fictitious name, or residence address; or 
(b) title or role in any business activity, including (i) any business for 
which such Respondent performs services whether as an employee or 
otherwise and (ii) any entity in which such Respondent has any ownership 
interest and over which Respondents have direct or indirect control. For 
each such business activity, also identify its name, physical address, and 
any Internet address. 

C. Each Respondent must submit notice of the filing of any bankruptcy petition, 
insolvency proceeding, or similar proceeding by or against such Respondent 
within 14 days of its filing. 

D. Any submission to the Commission required by this Order to be sworn under 
penalty of perjury must be true and accurate and comply with 28 U.S.C. § 1746, 

United States of America that the foregoing is true and correct. Executed on: 
applicable), and 

signature. 

E. Unless otherwise directed by a Commission representative in writing, all 
submissions to the Commission pursuant to this Order must be emailed to 
DEbrief@ftc.gov or sent by overnight courier (not the U.S. Postal Service) to: 
Associate Director for Enforcement, Bureau of Consumer Protection, Federal 
Trade Commission, 600 Pennsylvania Avenue NW, Washington, DC 20580. 
The subject line must begin:  In re Underground Sports Inc. 

V. 
RECORDKEEPING 

IT IS FURTHER ORDERED that Respondents must create certain records for 20 years 
after the issuance date of the Order, and retain each such record for 5 years, unless otherwise 
specified below. Specifically, Corporate Respondents and the Individual Respondent for any 
business that such Respondent, individually or collectively with any other Respondents, is a 
majority owner or controls directly or indirectly, must create and retain the following records: 

A. Accounting records showing the revenues from all goods or services sold, the 
costs incurred in generating those revenues, and resulting net profit or loss; 

B. Personnel records showing, for each person providing services in relation to any 

addresses; telephone numbers; job title or position; dates of service; and (if 
applicable) the reason for termination; 

mailto:DEbrief@ftc.gov


 

 

   

       

        
  

       

    
     

    

  
 

       
         

  

  
     

     
          

     
   

       
     

   

  

    
 

        
 

         
   

        
 

  

 
    

     
    

 

 
 

   
  

        
        

  
 

   
    

     
         

 

      
   

       
    

 

All evidence in each Respondent's possession, custody, or control that 

that, for the purpose of monitoring Respondents' 

Commission's lawful use of compulsory process, pursuant to Sections 9 and 20 of 
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C. Copies or records of all consumer complaints and refund requests, whether 
received directly or indirectly, such as through a third party, and any response; 

D. All records necessary to demonstrate full compliance with each provision of this 
Order, including all submissions to the Commission; 

E. A copy of each unique advertisement or other marketing material making a 
representation subject to this Order; and 

F. For 5 years from the date of the last dissemination of any representation covered 
by this Order: 

1. All materials that were relied upon in making the representation; and 

2. 
contradicts, qualifies, or otherwise calls into question the representation, 
or the basis relied upon for the representation, including complaints and 
other communications with consumers or with governmental or consumer 
protection organizations. 

VI. 
COMPLIANCE MONITORING 

IT IS FURTHER ORDERED 
compliance with this Order: 

A. Within 10 days of receipt of a written request from a representative of the 
Commission, each Respondent must: submit additional compliance reports or 
other requested information, which must be sworn under penalty of perjury, and 
produce records for inspection and copying. 

B. For matters concerning this Order, representatives of the Commission are 
authorized to communicate directly with each Respondent. Respondents must 
permit representatives of the Commission to interview anyone affiliated with any 
Respondent who has agreed to such an interview. The interviewee may have 
counsel present. 

C. The Commission may use all other lawful means, including posing through its 
representatives as consumers, suppliers, or other individuals or entities, to 
Respondents or any individual or entity affiliated with Respondents, without the 
necessity of identification or prior notice. Nothing in this Order limits the 

the FTC Act, 15 U.S.C. §§ 49, 57b-1. 



  

 

      
   

       

         

            

     
        

  

       

           
         

      
            
         

 

 

  

       
          

 

    
 

  

       
   

       
 

 
 

          

            

     
         

   

  

 
 

         
 

            
          

      
            
         

  

  

  

       
          

  

publication on the Commission's website (fie.gov) as a final order. This Order will terminate 20 

Commission's seal), or 20 years from the most recent date that the United States or the 

This Order's application to any Respondent that is not named as a defendant in 

The Federal Trade Commission ("FTC" or "Commission") has accepted, subject to final 

("Respondents"). 
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D. Upon written request from a representative of the Commission, any consumer 
reporting agency must furnish consumer reports concerning the Individual 
Respondent, pursuant to Section 604(2) of the Fair Credit Reporting Act, 15 
U.S.C. § 1681b(a)(2). 

VII. 
ORDER EFFECTIVE DATES 

IT IS FURTHER ORDERED that this Order is final and effective upon the date of its 

years from the date of its issuance (which date may be stated at the end of this Order, near the 

Commission files a complaint (with or without an accompanying settlement) in federal court 
alleging any violation of this Order, whichever comes later; provided, however, that the filing of 
such a complaint will not affect the duration of: 

A. Any Provision in this Order that terminates in less than 20 years; 

B. 
such complaint; and 

C. This Order if such complaint is filed after the Order has terminated pursuant to 
this Provision. 

Provided, further, that if such complaint is dismissed or a federal court rules that the Respondent 
did not violate any provision of the Order, and the dismissal or ruling is either not appealed or 
upheld on appeal, then the Order will terminate according to this Provision as though the 
complaint had never been filed, except that the Order will not terminate between the date such 
complaint is filed and the later of the deadline for appealing such dismissal or ruling and the date 
such dismissal or ruling is upheld on appeal. 

By the Commission. 

ANALYSIS OF CONSENT ORDER TO AID PUBLIC COMMENT 

approval, an agreement containing a consent order from Underground Sports Inc., d/b/a Patriot 
Puck; Hockey Underground Inc., d/b/a Patriot Puck; Ipuck Inc., d/b/a Patriot Puck; IPuck 
Hockey Inc., d/b/a Patriot Puck; and George Statler III 



 

       
     

        
        

   

     
     

    
        

 

      
  

         
      

         
        

      
      

         
   

     

       
         

       
         

       
         

          
    

       
        

      

  

   

 

       
    

       
        

 
    

      
    

    
        

  

      
   

         
      

         
        

       
      

         
    

     
 

        
         

 

      
         

       
        

          
    

      
       

      

  
 

agreement or make final the agreement's proposed order. 

involves Respondents' marketing, sale, and distribution of hockey pucks with 

According to the FTC's complaint, Respondents represented that all of their hockey 
United States. In fact, Respondents' hockey pucks are 

ractices in the future. Consistent with the FTC's Enforcement 

ct is last substantially transformed in the United States, the product's 

Commission or its representatives to interview respondent's personnel. 

is a "sunset" provision, terminating the order after twenty (20) years, 
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The proposed consent order has been placed on the public record for thirty (30) days for 
receipt of comments by interested persons. Comments received during this period will become 
part of the public record. After thirty (30) days, the Commission will again review the 
agreement and the comments received, and will decide whether it should withdraw from the 

This matter 
claims that the pucks are made in the United States. 

pucks are all or virtually all made in the 
wholly imported from China. Specifically, since January of 2016, Respondents have imported 
74,411 kilograms of hockey pucks, which is the equivalent of more than 400,000 standard-
weight pucks. Based on the foregoing, the complaint alleges that Respondents engaged in 
deceptive acts or practices in violation of Section 5(a) of the FTC Act. 

The proposed consent order contains provisions designed to prevent Respondents from 
engaging in similar acts and p 
Policy Statement on U.S. Origin Claims, Part I prohibits Respondents from making U.S.-origin 
claims for their products unless either: (1) the final assembly or processing of the product occurs 
in the United States, all significant processing that goes into the product occurs in the United 
States, and all or virtually all ingredients or components of the product are made and sourced in 
the United States; (2) a clear and conspicuous qualification appears immediately adjacent to the 
representation that accurately conveys the extent to which the product contains foreign parts, 
ingredients or components, and/or processing; or (3) for a claim that a product is assembled in 
the United States, the produ 
principal assembly takes place in the United States, and United States assembly operations are 
substantial. 

Part II prohibits Respondents from making any country-of-origin claim about a product 
or service unless the claim is true, not misleading, and Respondents have a reasonable basis 
substantiating the representation. 

Parts III through VI are reporting and compliance provisions. Part III requires 
Respondents to acknowledge receipt of the order, to provide a copy of the order to certain 
current and future principals, officers, directors, and employees, and to obtain an 
acknowledgement from each such person that they have received a copy of the order. Part IV 
requires each Respondent to file a compliance report within one year after the order becomes 
final and to notify the Commission within 14 days of certain changes that would affect 
compliance with the order. Part V requires Respondents to maintain certain records, including 
records necessary to demonstrate compliance with the order. Part VI requires Respondents to 
submit additional compliance reports when requested by the Commission and to permit the 

Finally, Part VII 
with certain exceptions. 
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The purpose of this analysis is to aid public comment on the proposed order. It is not 
intended to constitute an official interpretation of the proposed order or to modify its terms in 
any way. 



 

 

  

   
    

 

 

         
      

           
              

            
                

    

    

 

    

   
      

        
      

    
       

       
 

   

 

  

   

   
     

  

  

         
      

           
              

 
            
                

     

 

     
  

   

 

 

    

   
      

        
      

 

 

 

     
      

       
 

-acquisition of FIH Group Holdings, LLC ("Freedom"), a non 

r prosthetic knees ("MPKs"). In his Initial Decision, the Administrative Law Judge found that the 

Pursuant to the provisions of the Federal Trade Commission Act ("FTC Act"), and by 
Federal Trade Commission ("FTC" or 

"Commission"), having reason to believe that Respondent Otto Bock HealthCare North America, 
Inc., ("Respondent Otto Bock") acquired FIH Group Holdings, LLC ("Freedom Innovations" or 
"Freedom"), in violation of Section 5 o 

(the "Merger"). The Merger eliminated direct and substantial competition between Resp 
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IN THE MATTER OF 

OTTO BOCK HEALTHCARE NORTH AMERICA, INC. 

COMPLAINT AND INITIAL DECISION IN REGARD TO ALLEGED VIOLATIONS OF SECTION 5 OF THE 
FEDERAL TRADE COMMISSION ACT AND SECTION 7 OF THE CLAYTON ACT 

Docket No. 9378; File No. 171 0231 

Complaint, December 20, 2017 Initial Decision, May 6, 2019 

This case addresses Otto Bock HealthCare North America, Inc. and Otto Bock HealthCare GmbH's million 
-reportable deal consummated on September 22, 2017. 

The complaint alleges that Otto Bock HealthCare North America, Inc. violated section 5 of the Federal Trade 
Commission Act and Section 7 of the Clayton Act by significantly lessening competition in the market for 
microprocesso 
evidence proves that the Acquisition may substantially lessen competition in the relevant market for the sale of 
MPKs to prosthetic clinics in the United States in violation of Section 7 of the Clayton Act and Section 5 of the FTC 
Act; and ordered Otto Bock to divest the Freedom Assets and Business. 

Participants 

For the Commission: William Cooke, Yan Gao, Lynda Lao, Steven Lavender, Stephen 
Mohr, Eric Rohlck, and Danielle Sims. 

For the Respondent: Edward G. Biester III, Duane Morris LLP. 

COMPLAINT 

(REDACTED PUBLIC VERSION) 

virtue of the authority vested in it by said Act, the 

f the FTC Act, as amended, 15 U.S.C. § 45, and Section 7 
of the Clayton Act, as amended, 15 U.S.C. § 18, and it appearing to the Commission that a 
proceeding by it in respect thereof would be in the public interest, hereby issues its complaint 
pursuant to Section 5(b) of the FTC Act, 15 U.S.C. § 45(b), and Section 11(b) of the Clayton 
Act, 15 U.S.C. § 21(b), stating its charges as follows: 

I. 

NATURE OF THE CASE 

1. Respondent Otto Bock is the leading manufacturer and supplier of microprocessor 
prosthetic knees in the United States. On September 22, 2017, Respondent Otto Bock acquired 
Freedom Innovations, its closest competitor in the market for microprocessor prosthetic knees 

ondent 



  

        

       
    

    
           

         
       

 

      

      
    

   
       

 
      

   

     

      
  

 
        

  
       

 

        
    

    
 

 

        

 
       
    

 

     
          

        
       

  

       

       
    

  
       

 
     

   
 

      

      
  

  
       

 
       

  

         
    

Otto Bock's position as the dominant supplier of microprocessor prosthetic knees. 

head competition between Otto Bock's C Leg and Freedom's Plie 

-
and gained significant market share. In July 2015, "Otto Bock introduced 

in the near future. Part of Freedom's competitive response to the success of the C 

-· Freedom's Board of Direc 
and Freedom's former CEO called 

as a better product, for a lower price, than Otto Bock's C 
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Otto Bock and its most significant and disruptive competitor, further entrenching Respondent 

2. Head-to- -
microprocessor prosthetic knees has resulted in substantially lower prices to prosthetic clinics for 
microprocessor prosthetic knees, and has provided amputees with significant improvements in 
the microprocessor prosthetic knees they use. 

3. Prosthetic legs are used by individuals who have had a transfemoral, or above-
knee, amputation. Amputation is possible in any age group, but the prevalence is highest among 
people sixty-five years and older. Approximately 70 percent of above-knee amputations are 
required due to diseases, like vascular complications or cancer, and 20 percent are due to trauma, 
as is the case with amputations resulting from combat injuries to soldiers. 

4. Respondent Otto Bock views Freedom as a direct and serious competitive threat.  

5. Freedom has provoked a vigorous battle with Respondent Otto Bock to win 
microprocessor prosthetic knee customers by employing a 
offering various discounting promotions, and regularly launching product upgrades. For 
example, Freedom launched the Plié 3 in 2014, and according to its CEO the Plié 3 became the 

the C-leg 4 
and took significant business away from the Plié 3. In response, Freedom quickly launched 
marketing initiatives specifically and successfully won back significant 
business from Otto Bock. 

6. Competition between Respondent Otto Bock and Freedom was poised to increase 
-leg 4 was to 

develop a next-generation microprocessor prosthetic knee, named , which it planned to 
launch in tors expected that would be 

a Customers 
who have tested are enthusiastic about its features and anticipated price point. Freedom 
planned to pitch -Leg 4. 
Freedom expected Otto Bock to quickly complete development of a fifth generation of C-Leg, 
with which the would compete directly. 

7. Respondent Otto Bock learned about the during its due diligence before 
the Merger, repeatedly referred to it as a 



 

   
     

         
     

     
       
       

 

     
       

         

     
        

        
       

        
         

         

       
  

   

            

    

   

 

    
    

         
    

     
       

       
  

 
     

       
         

 

      
       

        
       

    
         

         
 

        
   

 

 

 

 

    

        
 

     
 

to the other's introduction of new models of microprocessor prosthetic knees with improved 

With the Merger, Otto Bock's share of the U.S. market for microprocessor -
Commission Horizontal Merger Guidelines ("Merger Guidelines"). 

--·--

at all relevant times have been, engaged in commerce or in activities affecting "commerce" as 
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8. Competition between Respondent Otto Bock and Freedom has provided 
substantial benefits to amputees in the United States. The two companies have each responded 

features and functions of their own that have increased the safety, health, and quality of life for 
amputees. The intense competition between Respondent Otto Bock and Freedom also has 
resulted in significantly lower prices for microprocessor prosthetic knees purchased by prosthetic 
clinics, which fit amputees with microprocessor prosthetic knees. The savings generated by that 
competition have allowed prosthetic clinics to offer amputees better care and service. These 
competitive benefits likely would have increased with the impending launch of the . 

9. 
prosthetic knees exceeds The Merger significantly increased concentration in the already 
highly concentrated market for microprocessor prosthetic knees in the United States, making the 
Merger presumptively unlawful under the 2010 U.S. Department of Justice and Federal Trade 

10. New entry or expansion by other manufacturers of microprocessor prosthetic 
knees is not likely to be timely or sufficient to offset the anticompetitive effects of the Merger. It 
routinely takes firms in excess of two years just to develop a microprocessor prosthetic knee 
even when they are building on their own existing microprocessor prosthetic knee technology.  
For example, Freedom spent developing its next-generation 
microprocessor prosthetic knee and was from introducing it at the time of 
the Merger. For potential entrants with no prior experience in the market, developing a 
competitive microprocessor prosthetic knee likely would take significantly longer. 

11. The Merger will not result in merger-specific efficiencies sufficient to outweigh 
the competitive harm caused by the Merger. 

II. 

BACKGROUND 

A. 

Jurisdiction 

12. Respondent, and each of its relevant operating entities and parent entities are, and 

defined in Section 4 of the FTC Act, 15 U.S.C. § 44, and Section 1 of the Clayton Act, 15 
U.S.C.  § 12. 

13. The Merger constitutes an acquisition subject to Section 7 of the Clayton Act, 15 
U.S.C. § 18. 



  

        
   

       
       

          
      

       
        

         
       

       
      

   

  
       

   

           
       

 

         
        

     

    
 

 

 

 

         
   

      
      

          
     

 

       
        

        
       

      
      

    

 

 

    
       

  
 

 

 

            
       

 

 

  

          
       

     

Austin, Texas. Otto Bock's parent 

Health Evolution Partners Fund I (AIV I), LP ("Health Evolution Partners"), a private equity 

("Merger Agreement"), 
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B. 

Respondent 

14. Respondent Otto Bock is a Minnesota corporation, with its U.S. headquarters in 
company, Otto Bock HealthCare GmbH, is headquartered in 

Duderstadt, Germany. Respondent Otto Bock is a leading global provider of upper and lower 
limb prosthetics, orthotics, mobility solutions, and medical care. Respondent Otto Bock 
currently markets the C-Leg 4 microprocessor prosthetic knee, as well as other prosthetic knees, 
ankles, and feet. The company was founded in 1919, has over 7,000 employees worldwide, and 
operates in fifty countries. 

15. Freedom, now owned by Respondent Otto Bock, was founded in 2002. Prior to 
the Merger, Freedom had been privately owned and headquartered in Irvine, California, and 
specialized in the manufacture and sale of lower limb prosthetics. Among the many prosthetic 
knee, ankle, foot, and related products it sold were the Plié 3 microprocessor prosthetic knee and 
the Kinnex microprocessor prosthetic foot. Pre-Merger, Freedom designed and manufactured 
prosthetic products at facilities in California and Utah and employed approximately 150 people.  

firm, was the majority shareholder of Freedom at the time of the Merger. 

C. 

The Merger 

16. Pursuant to an Agreement and Plan of Merger 
Respondent Otto Bock acquired Freedom from Health Evolution Partners for on 
September 22, 2017. Respondent Otto Bock and Health Evolution Partners simultaneously 
signed the Merger Agreement and consummated the Merger. 

III. 

THE RELEVANT MARKET 

17. The relevant market in which to analyze the effects of the Merger is no broader 
than the manufacture and sale of microprocessor prosthetic knees to prosthetic clinics in the 
United States. 

A. 

Relevant Product Market 

18. Prosthetists fit amputees with two general types of prosthetic knees: prosthetic 
knees with microprocessors, and prosthetic knees that do not have microprocessors. 
Microprocessor prosthetic knees sense variations in walking rhythm and ground conditions and 



 

        

      
       

            
        
      

      
       

        

       

        

     
       

   
          

     

    
         

      
      

           

      
     

           

          
 

   

 

        

 

       
       

           
        
     

       
      

        
 

        

        
 

       
        

  
          

    

   
         

 

       
       

           
 

       
     

          

         
  

complex algorithms to create a stable platform for amputees. "Mechanical knees," or "non 
microprocessor knees," do not have microprocessors and thus do not make such adjustments 

microprocessor prosthetic knee or a mechanical knee for an amputee based on the amputee's 

1 amputees are "household ambulators" who have the 

amputees are "limited community ambulators" who can walk at fixed cadences and slow speeds 
3 amputees are "unrestricted 

community ambulators" who have the ability or potential to walk with variable cadences and 
4 amputees are considered "highly active" ambulators 

("CMS"), as well as most private msurers, generally only provide reimbursement for 
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make thousands of adjustments per second to the stiffness and positioning of the joint using 
-

. 

19. The most significant difference between microprocessor and mechanical 
prosthetic knees is that, for certain types of amputees, microprocessor prosthetic knees reduce 
the likelihood of falls that can occur if the knee is in the wrong position. Because they do not 
sense and adjust, mechanical prosthetic knees are less responsive than microprocessor prosthetic 
knees to sudden movements, and, hence, lead to a greater risk of falling. Microprocessor 
prosthetic knees also have other benefits, such as reducing pain in other parts of the body and 
promoting the health and function of the sound limb. The health, safety, and comfort advantages 
of microprocessor prosthetic knees over mechanical prosthetic knees have been demonstrated in 
numerous clinical studies. 

20. Prosthetists and physicians determine whether to prescribe and fit a 

physical condition and expected mobility and the likelihood that insurance will cover the 
prescribed prosthetic. 

21. The K-Level rating system developed by Medicare and used throughout the 
prosthetics industry classifies amputees into five ascending mobility levels, K-0 to K-4. A K-0 
amputee is generally non-ambulatory. K-
ability or potential to walk at a fixed cadence and slow speed and to traverse flat surfaces. K-2 

and traverse low-level environmental barriers, like curbs. K-

traverse most environmental barriers. K-
who have the ability or potential to engage in activities requiring high levels of impact or stress, 
such as running or hiking. 

22. Under the common standards of practice, physicians and prosthetists typically 
prescribe microprocessor prosthetic knees only for amputees with K-3 and K-4 mobility levels 
because amputees with this level of activity significantly benefit from the increased safety and 
stability of microprocessor prosthetic knees. 

23. The L-Code system, created by Medicare and followed by most private insurers, 
establishes the reimbursement clinics receive for prosthetics, including microprocessor prosthetic 
knees and mechanical prosthetic knees. The Centers for Medicare & Medicaid Services 

microprocessor prosthetic knees for K3 and K4 amputees. K2 amputees generally can only 
receive reimbursement for mechanical knees. 



  

      
      

     
        

 

          

  
        

     
          

     

    
         

        
       

            
    

          
            

         
     

 

     
        

     
   

     
  

        
        

         
   

        
       

         

    
 

 

 

       
      

       
        

           

  
       

     
         

     
 

     
         

       
       

           
    

         
            

         
     

  

      
        

    
  

     
   

         
        

        
   

        
       

        

a claim for reimbursement to the amputee's insurance. 
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explained, are 

24. Respondent Otto Bock, Freedom, and other microprocessor prosthetic knee 
manufacturers target K3 and K4 amputees to use their microprocessor prosthetic knee products.  
K2 amputees who cannot generally be fitted with microprocessor prosthetic knees are 
targeted by manufacturers of mechanical knees, which, as the former CEO of Freedom 

25. Once a prosthetist has determined that a microprocessor prosthetic knee is 
medically optimal for an amputee, typically with K3 or K4 mobility, the prosthetic clinic submits 

Prosthetics with similar characteristics 
and functions generally have the same L-Codes and reimbursement amounts. Because of their 
differing features and functionality, the L-Code system distinguishes between microprocessor 
prosthetic knees and mechanical prosthetic knees. Prosthetic clinics typically receive 
approximately $25,000 in reimbursement for microprocessor prosthetic knees, whereas clinics 
generally receive reimbursement of only up to $10,000 for mechanical prosthetic knees. 

26. Manufacturers, including Respondent Otto Bock and Freedom, compete on both 
the price and features of their microprocessor prosthetic knees to secure the business of 
prosthetic clinics. Microprocessor prosthetic knee manufacturers negotiate multi-year contracts 
with each of their prosthetic clinic customers or distributors, typically offering significant 
discounts off the list prices for their products to maximize sales. The prices prosthetic clinics 
pay manufacturers for microprocessor prosthetic knees are substantially below the 
reimbursement rates the clinics receive from public and private insurers. Clinics use the 
reimbursement they receive from insurers to cover the cost of purchasing the microprocessor 
prosthetic knee from the manufacturer, fitting the knee and providing related services, and 
sustaining the profitability of their businesses, which allow them to compete to attract amputees 
by providing high-quality care and services. 

27. Microprocessor prosthetic knee manufacturers, including Respondent Otto Bock 
and Freedom, regularly offer lower prices to prosthetic clinic customers to compete against other 
microprocessor prosthetic knee products. Periodically, they also offer discounts, inducements, 
and other promotions to increase sales. Manufacturers constantly work to improve their products 
and frequently launch upgraded microprocessor prosthetic knees to make their offerings more 
attractive than competing products to amputees and their prosthetists. 

28. Mechanical knees are not a substitute for microprocessor prosthetic knees for 
prosthetists seeking to fit certain K3 and K4 amputees with medically appropriate knees because 
mechanical knees are mechanically and functionally quite different. Mechanical knees provide 
less responsiveness and stability than microprocessor prosthetic knees for certain amputees, and 
they are less effective at reducing pain. That microprocessor and mechanical prosthetic knees do 
not compete is also evidenced by their completely different price points: microprocessor 
prosthetic knees cost two to three-times more than mechanical knees. Consequently, 



 

       

     
       

     
       

      
      

       
    

         
       

 

           
           

      
       

 

        

    
      

     
 

       
  

       
     

   

 

       
 

      
        

     
       

      
       

        
     

         
      

  

            
           

      
       

  

 

 

          
 

     
      

    
 

      
   

      
      

 

 

transitory increase in price ("SSNIP") on at least one product in the market. A hypothetical 

Otto Bock's internal strategy documents, as well as those of Freedom, refer to a 
"U.S." market for microprocessor prosthetic knees. 
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reimbursement is substantially more for microprocessor prosthetic knees than for mechanical 
knees. 

29. In negotiations with prosthetic clinic customers, manufacturers of microprocessor 
prosthetic knees do not respond to changes in prices of mechanical knees or other products 
they focus on setting attractive prices relative to other microprocessor prosthetic knees. The 
many advancements in microprocessor prosthetic knee technology that have occurred in recent 
years have been driven by responses to innovations by rival microprocessor prosthetic knee 
competitors, not developments in the mechanical knee market. The rivalry between the 
microprocessor prosthetic knee businesses of Respondent Otto Bock and Freedom (not 
competition from other types of products) has resulted in several new microprocessor prosthetic 
knee advancements and aggressive price competition that has benefitted prosthetists and 
amputees. Internal analyses of Otto Bock and Freedom demonstrate microprocessor and 
mechanical prosthetic knees are in separate markets. 

30. The appropriate product market in which to analyze the effects of the Merger is 
the one for which a hypothetical monopolist could profitably impose a small but significant and 
non-
monopolist of microprocessor prosthetic knees could profitably impose a SSNIP on prosthetic 
clinic customers because they would not likely switch to mechanical knees or other products to 
avoid paying higher prices. 

B. 

Relevant Geographic Market 

31. The United States is the relevant geographic market in which to assess the 
competitive effects of the Merger. 

32. Prosthetic manufacturers must have U.S. sales representatives and support 
capabilities to provide their prosthetic clinic customers assistance with fitting, service, and repair 
of microprocessor prosthetic knees. Sales representatives also typically visit prosthetists to 
demonstrate products, provide educational materials, and develop relationships that are important 
to driving sales of microprocessor prosthetic knee products. Manufacturers must also have an 
established and strong reputation among U.S. customers for producing high-quality 
microprocessor prosthetic knees to compete effectively. Because of these considerations, the 
options of U.S. customers are limited to microprocessor prosthetic knee manufacturers with a 
U.S. presence and strong reputations in this country. 

33. 



  

       
         

   
   

    
  

 

   

      

         
      

    
       
          

       
        

  

      

 

      
      
     

    
 

 

        
         

 

 

 

    
   

    
  

 
 

   
 

       
 

         
       

 

     
      
          

      
       

   

        
 

 

  

       
      
    

MARKET STRUCTURE AND THE MERGER'S PRESUMPTIVE ILLE 

■ 
■ percent. Freedom's Plie 3 was the microprocessor prosthetic knee that competed most 

closely with Otto Bock's market Otto Bock's share of the 

- ■ Inc. ("Ossur") and Endolite USA ("Endolite") also manufacture microprocessor prosthetic knees 
for sale in the United States. Ossur's ap - percent. Endolite's 

• I 

man Index ("HHI"). HHI levels are calculated by totaling the squares of the market shares 
of each firm in the relevant market. A relevant market is "highly concentrated" if it has an HHI 

- --
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34. A hypothetical monopolist of all microprocessor prosthetic knees sold in the 
United States could profitably impose a SSNIP on U.S. prosthetic clinic customers because those 
customers could not turn to suppliers outside the United States to avoid paying higher prices. 

IV. 

GALITY 

35. Before it acquired Freedom, Respondent Otto Bock was already the dominant 
manufacturer of microprocessor prosthetic knees for sale in the United States, with a market 
share of approximately percent.  Freedom was one of the top three manufacturers of 
microprocessor prosthetic knees for sale in the United States, with an approximate market share 
of 

-leading C-Leg 4.  Post-Merger, 
microprocessor prosthetic knee market increased to approximately percent.  Össur Americas, 

proximate market share is 
market share is just percent.  Fringe competitors Nabtesco and DAW each make up less than 

percent of the market. 

36. The Merger Guidelines and courts measure concentration using the Herfindahl-
Hirsch 

level of 2,500 or more. A merger is presumed likely to create or enhance market power and is 
presumptively illegal when the post-merger HHI exceeds 2,500 and the merger increases the 
HHI by more than 200 points. 

37. Post-Merger market concentration, and the change in concentration caused by the 
Merger, exceed, by a wide margin, the thresholds established in the Merger Guidelines. Pre-
Merger, the market for microprocessor prosthetic knees in the United States was highly 
concentrated, with an approximate HHI of . The Merger increased the HHI of the 
microprocessor prosthetic knee market in the United States by approximately . Post-
Merger, the HHI of the microprocessor prosthetic knee market in the United States is . 

38. The Merger is presumptively unlawful under the Merger Guidelines and relevant 
case law. 

V. 

ANTICOMPETITIVE EFFECTS 

39. The Merger eliminated significant and close competition between Respondent 
Otto Bock and Freedom in the U.S. market for microprocessor prosthetic knees, harming 
consumers substantially. Prior to the Merger, Respondent Otto Bock and Freedom engaged in 



 

       

   
       

      
      

     
      

      
 

     
    
       

         
  

           
         

   
        
         

  
 

        

     
           

       
         

        

   

 

       
 

    
      

     
      

 

      
     

      
  

      
   
      

        
   

          
        

 

 
   

       
        

 
   

         
 

      
           

      
        

        
 

Medicare's L 

Bock both have responded to the other's innovations in product features and functionality of 

Since it launched the Plie microprocessor prosthetic knee in 2008, Freedom's 
priced, alternative to Otto Bock's 

strategy, setting the average sales price of the Plie 3 lower than Otto Bock' s C 
ovative new features over Otto Bock's (and others') 

microprocessor prosthetic knees, including water resistance. According to Freedom's CEO, 

Bock's C 
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vigorous, sustained price and innovation competition to the benefit of prosthetic clinics and 
amputees. 

40. Manufacturers of lower-limb prosthetic components compete to win the business 
of prosthetic clinic customers. Prosthetists select and purchase microprocessor prosthetic knees 
and other components from manufacturers and provide them to their amputee patients. Under 

-Code system, prosthetic clinics are reimbursed similar amounts for most 
microprocessor prosthetic knees, regardless of the manufacturer. 

41. Competition between manufacturers of microprocessor prosthetic knees to win 
the business of prosthetic clinics results in cost savings and other benefits. Microprocessor 
prosthetic knees manufactured by Otto Bock and Freedom are the first and second choices for 
many prosthetic clinic customers. 

42. Manufacturers of microprocessor prosthetic knees compete to win the business of 
prosthetic clinics by improving their products. Competition between Otto Bock and Freedom 
has led to advancements in microprocessor prosthetic knees. Freedom and Respondent Otto 

their microprocessor prosthetic knees. These innovations have had a direct impact on the health 
and welfare of amputees, who rely on these prosthetics for their mobility and quality of life. 

43. Otto Bock introduced C-Leg in the United States in 1999. C-Leg was the first 
microprocessor prosthetic knee on the market. Since its introduction, Otto Bock has been the 
market leader in terms of sales. 

44. 
strategy has been to offer customers a similar, but lower-
microprocessor prosthetic knees. Freedom introduced the Plié 3, its third-generation 
microprocessor prosthetic knee, in 2014. For that product, Freedom adopted a 

-Leg 3. 
Additionally, the Plié 3 offered inn 

when Freedom launched the Plié 3, it set the industry standard for microprocessor prosthetic 
knees. 

45. When Freedom introduced Plié 3 in 2014, customers shifted purchases from Otto 
-Leg to the Plié because the Plié offered similar or better functions at a discounted 

price. Competition between Respondent Otto Bock and Freedom has resulted in lower prices for 
microprocessor prosthetic knees. Prosthetists have been able to increase the amount and quality 
of the services they offer to their patients using the savings that competition between the Plié and 
C-Leg have generated. 



  

      
     

   

      

     

       
 

      
      

  

       
    

  

     

    
  

     
   

         
  

 
        

     
   

   

 
        

 

    
 

 

        
       

   

      

       

 

        
 

     
      

  

        
    

  

     
  

   
  

     
   

         
   

  
        

     
  

   
 

  
        

 

  

significant impact on Freedom's Plie 3 sales. That impact was significant enough that Freedom 

Leg 4, and analyzed "Ottobock Claims vs Reality." 

Bock's C 

over Otto Bock's C 

against Otto Bock's C 

-
While Freedom's engineers worked to develop the 

Freedom decreased its Plie 3 price to a large prosthetic clinic in 2016, Freedom' 
increased and Otto Bock's C 

Freedom's enthusiasm about the market potential for the -Freedom's Board o 
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46. In response to the launch of the Plié 3, Otto Bock developed its next-generation 
microprocessor prosthetic knee the C-Leg 4 in order to 

When Otto Bock designed the C-Leg 4, it 
specifically included 
At the same time, Otto Bock engaged in marketing efforts targeted at medical directors of CMS 
and private insurers, 

47. When Otto Bock introduced the C-Leg 4 in mid-2015, it had an immediate and 

discussed it with both its Board of Directors and its creditors. 

48. Freedom responded to the introduction of the C-Leg 4 by engaging in increased 
sales and marketing efforts, offering discounts and promotions, and making quality 
improvements to the Plié 3. For example, in its marketing materials for the Plié 3, Freedom 
touted key benefits of the Plié 3 over the C-
In November 2015, Freedom reported that 

49. In the fall of 2015, Freedom also initiated development of a new microprocessor 
prosthetic knee branded the 

According to Freedom documents, 

In its Freedom only compared against Otto 
-Leg 4 not the microprocessor prosthetic knees of any other manufacturer. 

50. The design ultimately included numerous technological advancements 
-Leg 4: 

Freedom planned to use a -
Leg, positioning in the market as and an 
Freedom planned to use the pricing and marketing strategy it had used successfully in its prior 
Plié launches, expecting to price at a per unit discount to the C-Leg 4. 

51. , Respondent Otto 
Bock and Freedom continued to compete vigorously to secure business from prosthetic clinics 
for their respective microprocessor prosthetic knees, with sales shifting back and forth as each 
company made product improvements and offered pricing discounts. For example, when 

s Plié 3 sales 

52. grew after it 
performed initial patient test fittings. In April 2017, after test fittings of , 

f Directors noted that 

-Leg 4 sales decreased. 



 

 

   
 

  
 

   
     

   
       

     

    
    

  
   

       
            

       
         

   

      
   

    

   

 

 

    
 

  
 

   
     

    
      

     
 

       
   

  
 

        
           

       
         

 

     
 

 

       
     

    

-According to Freedom's Vice President of R&D, 

Freedom's 
Freedom's CEO said that 

- - ■ 

-
's Plie, stating that: 

• 

• 

• 

• 
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and concluded that 

53. By September 2017, were complete. 
was 

and Freedom had 
was 

investment banker remarked that was and 
was Freedom was on pace to begin 

manufacturing the product for in the , and launch the product 
in the . Freedom believed that the company was a long-
term period of increased sales through the introduction of the microprocessor prosthetic 
knee. 

54. By that time, Otto Bock had conducted due diligence on Freedom, and closely 
analyzed the through that process. Otto Bock concluded that, absent an acquisition of 
Freedom, represented a because 

Respondent Otto 
Bock forecast that C-Leg could lose to unit sales (roughly percent of its 2016 U.S. 
unit sales) to within the first year of its launch. While it was evaluating a potential 
acquisition of Freedom, Respondent Otto Bock also was working on a product that would 
improve the performance of the C-Leg 4, called the , which Otto Bock targeted 
launching in . 

55. An Otto Bock due diligence report also recognized the ongoing competitive threat 
posed by Freedom 

and 

56. Ultimately, Otto Bock decided to acquire Freedom, reasoning that the transaction 
was justified as a since it 
would give it With the acquisition, 



  

    

         
         

    
        

         
           

      

       
        

    
 

          
           

         
   

        
        

     
  

       
     

      
     

 
     

 

     
          

  

    
 

 

    

 
       

         
    

      
         

         
      

 

        
      

    
 

          
           

         
 

      
        

 

 

 

      
   

        
     

      
     

 
     

  

      
          

  

Respondent Otto Bock' s acquisition of Freedom eliminated the compet 

would likely cannibalize each other's business, 

without prior experience. Freedom's timeline for the 
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Respondent Otto Bock believed it 

57. ition 
between them and has already harmed consumers. The harm from the Merger is ongoing. The 
elimination of an independent Freedom has removed from the market a maverick firm that had 
competed against Otto Bock (and other suppliers of microprocessor prosthetic knees) by offering 
low prices and attractive promotions to clinic customers to win sales. Under common 
ownership, Otto Bock and Freedom sales personnel no longer have an incentive to compete 
against each other for sales. Every day that passes under the status quo, the acquisition deprives 
prosthetic clinics and amputees of the benefits that competition between Otto Bock and Freedom 
provided pre-Merger. 

58. In addition, Respondent Otto Bock will likely affect ongoing product 
development programs. Prior to the Merger, Freedom had plans to launch both the Plié 4 and 

microprocessor prosthetic knees , and Otto Bock planned to launch a 
fifth generation of its C-Leg product, which would have significantly benefitted customers.   
Under common ownership and without the incentive to introduce innovations to take and defend 
sales from each other, Respondent Otto Bock does not have the same incentive to launch these 
products on the same timeline or in the same form as Otto Bock and Freedom had independently 
pre-Merger. The 
as well as sales of the Plié 3 and C-Leg 4. Delays or alterations to these programs may 
permanently affect the timing and impact of the launch of each product, even if the Court 
ultimately unwinds the Merger. 

VI. 

BARRIERS TO ENTRY AND EXPANSION 

59. New entry or expansion by existing firms would not be timely, likely, or 
sufficient to offset the anticompetitive effects of the Merger. 

60. Potential entrants in the U.S. market for microprocessor prosthetic knees face 
significant barriers, including those related to intellectual property, designing and developing a 
competitive product with the strong reputation required to succeed in the market, and 
constructing a nationwide network of knowledgeable sales and service representatives to 
generate and maintain business.  Additionally, microprocessor knee manufacturers typically offer 
a broad portfolio of lower-limb prosthetics, including feet, to compete effectively, and support 
these products with related research and development and marketing and sales. 

61. The process of developing and launching a microprocessor prosthetic knee is 
expensive and takes at least several years for existing manufacturers, and longer for those 

project shows that design and 



 

       

       

     
       

    
 

  
  

  
 

 

  

    
  

  

   
      

    

   

 

      
 

 

 

        

     
       

    
  

 

 

   
   

  
 

 

 

 

   

   
 

     
   

  

   
  

    
   

    
 

from the Merger that will offset the anticompetitive effects. Freedom's CEO admitted that, prior 
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development takes approximately three years. It has similarly taken other manufacturers three 
years or longer to design and develop microprocessor prosthetic knees. 

VII. 

EFFICIENCIES 

62. Respondent Otto Bock cannot show that merger-specific efficiencies would result 

to the Merger, he had discussed possible synergies of the Merger with Respondent Otto Bock 
and that Otto Bock concluded that Respondent Otto Bock admits that the 
only cost savings it expects to achieve come from the consolidation of general and administrative 
functions.  These cost savings are not merger-specific. 

VIII. 

FAILING FIRM 

63. A failing firm defense does not immunize the Merger.  Health Evolution Partners 
did not make good-faith efforts to elicit offers for Freedom or its assets from numerous 
prosthetic product manufacturers.  Health Evolution Partners rejected a reasonable alternative 
offer, substantially exceeding liquidation value, for Freedom.  Furthermore, Freedom was 

on a positive financial trajectory with a promising outlook. 

IX. 

VIOLATIONS 

COUNT I ILLEGAL AGREEMENT 

64. The allegations of Paragraphs 1 through 63 above are incorporated by reference as 
though fully set forth. 

65. The Merger Agreement constitutes an unfair method of competition in violation 
of Section 5 of the FTC Act, as amended, 15 U.S.C.  § 45. 

COUNT II ILLEGAL ACQUISITION 

66. The allegations of Paragraphs 1 through 63 above are incorporated by reference as 
though fully set forth. 

67. The Merger may substantially lessen competition in the relevant markets 
in violation of Section 7 of the Clayton Act, as amended, 15 U.S.C. § 18, and is an 
unfair method of competition in violation of Section 5 of the FTC Act, as amended, 15  
U.S.C.  § 45. 



  

           
       

     
         

          
 

          
 

         
     

      
       

        
          

        
     

         
           

               
                

          
         

          
     

             
          

        
       

 

        
       

          
       

   
     

      

    
 

 

 

           
       

     
         

          
 

          
  

         
     

      
      

        
         

        
     

         
          

               
               

          
         

         
     

             
          

         
       

  

        
       

          
       

   
     

     

 

Rule 3.46 of the Commission's Rules of Practice for Adjudicative Proceedings. 

s a meeting of the parties' counsel as early as practicable before the 

the Respondent's answer, to make certain initial disclosures without awaiting a discovery 
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NOTICE 

Notice is hereby given to the Respondent that the twenty-second day of May, 2018, at 10 
a.m., is hereby fixed as the time, and the Federal Trade Commission offices at 600 Pennsylvania 
Avenue, N.W., Room 532, Washington, D.C. 20580, as the place, when and where an 
evidentiary hearing will be had before an Administrative Law Judge of the Federal Trade 
Commission, on the charges set forth in this complaint, at which time and place you will have 
the right under the Federal Trade Commission Act and the Clayton Act to appear and show cause 
why an order should not be entered requiring you to cease and desist from the violations of law 
charged in the complaint. 

You are notified that this administrative proceeding shall be conducted as though the 
Commission, in an ancillary proceeding, has also filed a complaint in a United States District 
Court, seeking relief pursuant to Section 13(b) of the Federal Trade Commission Act, 15 U.S.C. 
53(b), as provided by Commission Rule 3.11(b)(4), 16 CFR 3.11(b)(4). You are also notified 
that the opportunity is afforded you to file with the Commission an answer to this complaint on 
or before the fourteenth (14th) day after service of it upon you. An answer in which the 
allegations of the complaint are contested shall contain a concise statement of the facts 
constituting each ground of defense; and specific admission, denial, or explanation of each fact 
alleged in the complaint or, if you are without knowledge thereof, a statement to that effect.  
Allegations of the complaint not thus answered shall be deemed to have been admitted. If you 
elect not to contest the allegations of fact set forth in the complaint, the answer shall consist of a 
statement that you admit all of the material facts to be true. Such an answer shall constitute a 
waiver of hearings as to the facts alleged in the complaint and, together with the complaint, will 
provide a record basis on which the Commission shall issue a final decision containing 
appropriate findings and conclusions and a final order disposing of the proceeding. In such 
answer, you may, however, reserve the right to submit proposed findings and conclusions under 

Failure to file an answer within the time above provided shall be deemed to constitute a 
waiver of your right to appear and to contest the allegations of the complaint and shall authorize 
the Commission, without further notice to you, to find the facts to be as alleged in the complaint 
and to enter a final decision containing appropriate findings and conclusions, and a final order 
disposing of the proceeding. 

The Administrative Law Judge shall hold a prehearing scheduling conference not later 
than ten (10) days after Respondent files its answer. Unless otherwise directed by the 
Administrative Law Judge, the scheduling conference and further proceedings will take place at 
the Federal Trade Commission, 600 Pennsylvania Avenue, N.W., Room 532, Washington, D.C. 
20580. Rule 3.2l(a) require 
pre-hearing scheduling conference (but in any event no later than five (5) days after Respondent 
files its answer). Rule 3.3l(b) obligates counsel for each party, within five (5) days of receiving 

request. 
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NOTICE OF CONTEMPLATED RELIEF 

Should the Commission conclude from the record developed in any adjudicative 
proceedings in this matter that the Merger challenged in this proceeding violates Section 5 of the 
Federal Trade Commission Act, as amended, and/or Section 7 of the Clayton Act, as amended, 
the Commission may order such relief against Respondent as is supported by the record and is 
necessary and appropriate, including, but not limited to: 

1. Divestiture or reconstitution of all associated and necessary assets, in a manner 
that restores two or more distinct and separate, viable and independent businesses 
in the relevant market, with the ability to offer such products as Respondent Otto 
Bock and Freedom were offering and planning to offer prior to the Merger. 

2. A prohibition against any transaction between Respondent Otto Bock and 
Freedom that combines their businesses in the relevant market, except as may be 
approved by the Commission. 

3. A requirement that, for a period of time, Respondent Otto Bock and Freedom 
provide prior notice to the Commission of acquisitions, mergers, consolidations, 
or any other combinations of their businesses in the relevant market with any 
other company operating in the relevant market. 

4. A requirement to file periodic compliance reports with the Commission. 

5. Any other relief appropriate to correct or remedy the anticompetitive effects of the 
Merger or to restore Freedom as a viable, independent competitor in the relevant 
market. 

IN WITNESS WHEREOF, the Federal Trade Commission has caused this complaint to 
be signed by its Secretary and its official seal to be hereto affixed, at Washington, D.C., this 
twentieth day of December, 2017. 

By the Commission. 



This action, issued by the Federal Trade Commission ("FTC" or "Commission") on 

Group Holdings, LLC ("Freedom") by Respondent Otto Bock 
("Respondent" or "Ottobock" ) (the "Acquisition"). Complaint at 1; Joint Stipulations of Law 

prosthetic knees ("MPKs") to prosthetic clinics in the United States of America ("United 
States"), in violation of Section 7 of the Clayton Act, as amended, 15 U.S.C. § 18, and Section 5 

al Trade Commission Act ("FTC Act"), 15 U.S.C. § 45. Complaint ,r,r 57 

On February 13, 2018, Complaint Counsel moved to strike Respondent's Seventh 
Affirmative Defense ("Motion"). The Motion w 
pursuant to Commission Rule 3.22(a), which states that motions to strike "shall be directly 

tion to the Administrative Law Judge." 16 C.F.R. § 3.22(a). 
Complaint Counsel argued that a planned divestiture, as averred in Respondent's Seventh 
Affirmative Defense, is not a valid defense to a consummated transaction "as a matter of law." 

2. Complaint Counsel requested an order that Respondent's Seventh Affirmative 

efers to Respondent as "Otto Bock HealthCare North 
America, Inc." The Complaint, Complaint Counsel's filings, and the transcript, use the name, "Otto Bock" as a 
shorthand name for Respondent. Respondent's Answer, as well as its internal documents, use th 
"Ottobock." Accordingly, except where quoting sources, this Initial Decision uses the shorthand name "Ottobock." 

Respondent's initial answer was filed on January 10, 2018. 
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INITIAL DECISION 

I. INTRODUCTION 

A. Summary of the Case 

December 20, 2017, challenges an acquisition, consummated on September 22, 2017, of FIH 
HealthCare North America, Inc. 

1 

and Fact ¶ 4.  In summary, the Complaint alleges that the Acquisition has lessened, and may 
substantially lessen, competition in the market for the manufacture and sale of microprocessor 

of the Feder -58, 64-67. 

On February 15, 2018, Respondent filed an Amended Answer and Affirmative Defenses.2 

Respondent denied that the Acquisition has harmed or is likely to harm competition.  Answer ¶¶  
57-58, 64-67.  Respondent further asserted a number of affirmative defenses, including, among 
others, that efficiencies or other procompetitive benefits outweigh any alleged procompetitive 
effects (Third Affirmative Defense); that Freedom was a failing firm at the time of the 
Acquisition (Sixth Affirmative Defense); and that a planned divestiture by Ottobock of the 
microprocessor-controlled knee business of Freedom will address any anticompetitive effects in 
the alleged relevant market (Seventh Affirmative Defense).  Amended Answer at 29-30. 

as referred to the Commission for a ruling, 

referred to the Commission and shall be ruled on by the Commission unless the Commission in 
its discretion refers the mo 

Motion at 
Defense be stricken and that Respondent also be precluded from raising any post-Acquisition 
divestiture as a defense to the allegations in the Complaint.  See Motion, Proposed Order.  
Respondent filed an opposition to the Motion on February 23, 2018.  Respondent argued that the 
existence of disputed facts precluded the drastic remedy of striking a defense from a pleading 
and that the planned divestiture is relevant to whether the Acquisition will substantially lessen 
competition. 

1 The caption of the Complaint issued by the Commission r 

e shorthand name 

2 



The Commission denied Complaint Counsel's Motion in an opinion and order issued 

ned that Respondent's averment of a planned divestiture could 

declined to strike the averment, however, because the averment could "app 
as a denial." . at *2. The Commission explained that while "the averment 

By Order dated April 23, 2018, the Commission granted the parties' Joint Motion 

each other's briefs and proposed findings of fact. 

sufficient to meet Complaint Counsel's prima facie burden to show that the Acquisition of 

Respondent's rebuttal 

that Respondent's proposed divestiture of Freedom's MPK 

Rule 3.5l(a) of the Commission's Rules of Practice states that "[t]he Administrative Law Judge shall file an initial 

" 16 C.F.R. § 3.51(a). The last reply to proposed findings and conclusions and reply briefs were 

28, 2018 (staying case, including Initial Decision deadline, for "the du 
five business days thereafter"). Absent an order pursuant to Rule 3.51, the Initial Decision was to be filed on or 
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April 18, 2018. In re Otto Bock HealthCare North America, Inc., 2018 WL 2042043 (April 18, 
2018).  The Commission determi 
not negate liability entirely because of the potential that Complaint Counsel could prove likely 
anticompetitive effects in the period between September 22, 2017, the date of the Acquisition, 
and the date of divestiture.  Therefore, the Commission reasoned, the averment of a planned 
divestiture was not properly viewed as an affirmative defense.  Id. at *2-4.  The Commission 

ropriately be viewed 
Id 

is 
insufficient in itself to defeat liability[,] . . . could potentially be 
relevant to rebut a showing of likely anticompetitive effects 

Id. at *4. 

to 
Reschedule the Date for the Hearing to July 10, 2018.  The evidentiary hearing in this matter, 
which began on July 10, 2018, was conducted over 31 days, and was completed on October 4, 
2018.  Thereafter, the parties submitted post-trial briefs, proposed findings of fact, and replies to 

3 

Upon full consideration of the entire record, and as more fully explained below, the 
evidence in this proceeding proves that the Acquisition will significantly increase concentration 
in the relevant MPK market, which gives rise to a presumption that the Acquisition may 
substantially lessen competition.  In addition, the evidence proves that Ottobock and Freedom 
are direct competitors in the MPK market, and that such competition has enabled clinic 
customers to negotiate lower prices and has spurred MPK innovation.  This is more than 

Freedom by Ottobock, and the removal of Freedom as an independent competitor, may 
substantially lessen competition in the MPK market.  Furthermore, 
arguments and defenses are without merit. The evidence fails to demonstrate that repositioning 
by competitors in the MPK market will be timely, likely or sufficient to prevent anticompetitive 
effects; that power buyers or limits on insurance reimbursement will constrain price increases in 
the MPK market; that Freedom at the time of the Acquisition was a failing (or flailing) company; 

-related assets will eliminate any 

decision within 70 days after the filing of the last filed initial or reply proposed findings of fact, conclusions of law 
and order . . . 
filed on December 13, 2018.  Seventy days from the last filings would have been February 21, 2019.  Due to the 
partial shutdown of the federal government, and pursuant to an order of the Commission, the case was stayed and 
the deadline for the filing of the Initial Decision was thereby extended.  See Order Regarding Scheduling, December 

ration of the shutdown and for an additional 

before March 28, 2019.  Based on the voluminous and complex record in this matter, an Order was issued finding 
good cause for extending the time period for filing the Initial Decision by 30 days.  Accordingly, issuance of this 
Initial Decision by April 29, 2019 is in compliance with Commission Rule 3.51(a). 

3 



 

         
 

     
       

  

 

      
       

       
    

 

     
          

       
     
          

      
         

        
        

        
     

  

       
       

           

    
         

         
           

       

           
           

            

   
 

 

         
  

     
     

   

   

      
     

       
    

  

      
         

       
     
          

      
        

        
         

       
     

   

       
          

             

    
         

        
          

 

       

           
           

           
 

Under Commission Rule 3.51(c)(l), "[a]n initial decision shall be based on a 

ce." 16 C.F.R. § 3.51(c)(l); 

Procedure Act ("APA") that is almost identical to language in Commission Rule 3.5l(c)(l), the United States 
Supreme Court held that "[b]y the express terms of [that Act], the Commission 

'material."' 

1970) (holding that it is adequate for the Board to indicate that it had considered each of the company's exceptions, 
nly some of the exceptions were discussed, and stating that "[m]ore than that is not demanded by the [APA] 

and would place a severe burden upon the agency"). Issues of fact or law that do not affect the result in a case are 
not fairly deemed "material," f 
3.5l(c)(l) of the Commission's Rules of Practice, 16 C.F.R. § 3.5l(c)(l), notwithstanding that there may be 
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likelihood of anticompetitive effects from the Acquisition; or that the Acquisition is justified by 
cognizable efficiencies. 

Accordingly, the evidence proves that the Acquisition may substantially lessen 
competition in violation of Section 7 of the Clayton Act and Section 5 of the FTC Act. An 
appropriate remedial Order is entered herewith. 

B. Summary of Evidence Presented 

The record in this matter consists of the testimony of a total of 69 witnesses, presented 
live or by deposition. Over 3,130 exhibits were also admitted into evidence. Individuals 
referenced in this Initial Decision include current and/or former employees of Ottobock and 
Freedom, other prosthetic knee manufacturers, and prosthetists and other professionals involved 
in the selection of MPKs for patients. 

This Initial Decision is based on a consideration of the whole record relevant to the issues 
and addresses the material issues of fact and law. The briefs and proposed findings of fact and 
conclusions of law, and the replies thereto, submitted by the parties, and all contentions and 
arguments therein were thoroughly reviewed and considered. Proposed findings of fact 
submitted by the parties that were not accepted in this Initial Decision were rejected, either 
because they were not supported by the evidence or because they were not dispositive or material 
to the determination of the merits of the case. Similarly, legal contentions and arguments of the 
parties that are not addressed in this Initial Decision were rejected, because they lacked support 
in fact or law, were not material, or were otherwise lacking in merit.4 In addition, all expert 
opinion evidence submitted in this case has been fully reviewed and considered. Except as 
expressly relied on or adopted in this Initial Decision, such opinions have been rejected, as either 
unreliable, unsupported by the facts, or unnecessary to the findings and conclusions herein. 

consideration of the whole record relevant to the issues decided, and shall be supported by 
reliable and probative eviden see In re Chicago Bridge & Iron Co., 

4 Ruling upon a decision of the Interstate Commerce Commission, and interpreting language in the Administrative 

is not required to make subordinate 
findings on every collateral contention advanced, but only upon those issues of fact, law, or discretion which are 

Minneapolis & St. Louis Ry. Co. v. United States, 361 U.S. 173, 193-94 (1959). Accord Stauffer Labs., 
Inc. v. FTC, 343 F.2d 75, 82 (9th Cir. 1965). See also Borek Motor Sales, Inc. v. NLRB, 425 F.2d 677, 681 (7th Cir. 

even if o 

or purposes of Section 557(c)(3)(A) of the APA, 5 U.S.C. § 557(c)(3)(A), or Rule 

allegations or evidence presented on such issues. Furthermore, the Commission has held that Administrative Law 
Judges are not required to discuss the testimony of each witness or all exhibits that are presented during the 
administrative adjudication. In re Amrep Corp., 102 F.T.C. 1362, 1670, 1983 FTC LEXIS 17, at *566-67 (Nov. 2, 
1983). 



aff'd, 

Administrative Law Judge ("ALJ") may not issue an order "except on consideration of the whole 

reliable, probative, and substantial evidence." 5 U.S.C. § 556(d). A 

specific numbered findings of fact in this Initial Decision are designated by "F." 

treatment or that the material constituted "sensitive personal information," as that term is defined 

sess10n. Commission Rule 3.45(a) allows the ALJ "to grant 

facilitating public understanding of their subsequent decisions." 

treatment, since "in some instances the ALJ or Commission 

publication of decisions." 

t to Commission Rule 3.45(a) (the ALJ "may disclose such 
to the extent necessary for the proper disposition of the proceeding"). Where 
information is used in this Initial Decision, it is indicated in bold font and braces (" ") in the 

- Complaint Counsel's Exhibit 
- Respondent's Exhibit 

- Complaint Counsel's Post 
- Complaint Counsel's Post 
- Complaint Counsel's Proposed Findings of Fact 

- Complaint Counsel's Reply to Respondent's Proposed Findings of 
- Respondent's Post 

- Respondent's Post 
- Respondent's Proposed Findings of Fact 

- Respondent's Reply to Complaint Counsel's Proposed Findings of Fact 
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138 F.T.C. 1024, 2005 FTC LEXIS 215, at **8 n.23 (Jan. 6, 2005), Chicago Bridge & Iron 
Co. v. FTC, 534 F.3d 410, 423 n.5 (5th Cir. 2008).  Under the Administrative Procedure Act, an 

record or those parts thereof cited by a party and supported by and in accordance with the 
ll findings of fact in this 

Initial Decision are supported by reliable, probative, and substantial evidence.  Citations to 
5 

Pursuant to Commission Rule 3.45(b), several orders were issued in this case granting in 
camera treatment to material, after finding, in accordance with the Rule, that its public disclosure 
would likely result in a clearly defined, serious injury to the entity requesting in camera 

in Commission Rule 3.45(b).  In addition, when the parties sought to elicit testimony at trial that 
revealed information that had been granted in camera treatment, the hearing went into an in 
camera in camera treatment for 
information at the time it is offered into evidence subject to a later determination by the 
[administrative] law judge or the Commission that public disclosure is required in the interests of 

In re Bristol-Myers Co., 90 
F.T.C. 455, 1977 FTC LEXIS 25, at *6 (Nov. 11, 1977).   As the Commission later reaffirmed in 
another leading case on in camera 
cannot know that a certain piece of information may be critical to the public understanding of 
agency action until the Initial Decision or the Opinion of the Commission is issued, the 
Commission and the ALJs retain the power to reassess prior in camera rulings at the time of 

In re General Foods Corp., 95 F.T.C. 352, 1980 FTC LEXIS 99, at 
*12 n.7 (March 10, 1980).  Thus, in instances where a document or trial testimony had been 
given in camera treatment, but the portion of the material cited to in this Initial Decision does not 
in fact merit in camera treatment, such material is disclosed in the public version of this Initial 
Decision, pursuan in camera material 

in camera 
{ } 

5 References to the record are abbreviated as follows: 
PX 
RX 
JX Joint Exhibit 
Tr. Transcript of testimony before the Administrative Law Judge 
Dep. Transcript of Deposition 
IHT Transcript of Investigational Hearing 
CCB -Trial Brief 
CCRB -Trial Reply Brief 
CCFF 
CCRRFF Fact 
RB -Trial Brief 
RRB -Trial Reply Brief 
RFF 
RRCCFF 



 

         

 

  
      

       
     
    

    
    

     

          
       

      
          

            

      
      

        
       

    

   

               
                

    
              

  

                   
        

     

   
 

 

          
 

  

  

   

   
      

     
   
  

    
    

       
 

        
     

     
           

          

     
     

     
     

     

  

                
              

    
             

    

                  
         

     

h America, Inc. ("Ottobock") is a pioneering prosthetics and 

headquartered in Duderstadt, Germany ("Otto bock Germany"). F. 1. Otto bock Germany opened 

around the world. F. 4. Ottobock's 
microprocessor knees ("MPKs"). 

majority shareholder was Health Evolution Partners ("HEP"). F. 10. 

December 19, 2017, Ottobock and the FTC entered into a Hold Separate Agreement ("Hold 
Separate Agreement"). F. 15. 

terms "microprocessor knees" and "MPKs" are used interchangeably to refer to prosthetic knees that use a 

Leg model sold by Ottobock in the United States. F. 233 . The term "C Leg," 

ited States. F. 255. The term "Plie," as used in this Initial 
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in camera version and is redacted from the public version of the Initial Decision, in accordance 
with Commission Rule 3.45(e).  16 C.F.R. § 3.45(e). 

II. ANALYSIS 

A. Summary of Background Facts 

1. The Parties and the Acquisition 

Otto Bock HealthCare Nort 
orthotics company and is a subsidiary of Otto Bock Healthcare SE & Co. KGaA, which is 

its first foreign branch, Ottobock, in 1958 in Minneapolis, Minnesota. F. 3. Ottobock is a 
Minnesota corporation, with its headquarters in Austin, Texas. F. 3. It employs approximately 
600 people in the United States. F. 3. Ottobock provides upper and lower-limb prosthetics, 
orthotics, mobility solutions, and medical-related services to customers in the United States and 

lower-limb prosthetics include mechanical knees and 
6 Ottobock currently manufactures the C-Leg 4 MPK and sells 

it in the United States.  F.  5.7 

Freedom was founded in 2002. F. 7. Freedom is headquartered in Irvine, California and 
also has facilities in California and Utah. F. 7. Freedom employs approximately 150 people. F.  
7. The company began by selling carbon fiber feet and later introduced its first MPK, the Plié, in 
2007.8 F. 8. Today, Freedom manufactures and sells the Plié 3 MPK as well as a range of 
prosthetic feet and ankles. F. 8. Prior to the Acquisition, Freedom was privately owned and the 

On September 22, 2017, Ottobock acquired Freedom for approximately million. F. 
11. Upon consummation of the Acquisition, Freedom became a wholly owned subsidiary of 
Ottobock. F. 12. The Acquisition was not reportable under the Hart-Scott-Rodino Act. In 
September 2017, the FTC began a preliminary investigation into the Acquisition. F. 14. On 

6 The differences between mechanical knees and microprocessor knees are discussed in section II.C.2.c.1 infra. The 

microprocessor to regulate the movement and positioning of the knee. F. 102.  

7 Ottobock launched the first version of the C-Leg MPK in 1999, launched the second version approximately three 
to five years later, and launched the C-Leg 3 approximately five years after the second version. F. 233. The C-Leg 
4, launched in 2015, is the current C- -
as used in this Initial Decision, refers to the C-Leg 4, unless context otherwise dictates. The microprocessor knees 
that Ottobock sells in the United States are discussed in more detail in F. 232-254. 

8 Freedom launched the first version of the Plié MPK in 2007, followed by the Plié 2 in 2010. F. 255. The Plié 3, 
launched in 2014, is the current Plié model sold in the Un 
Decision, refers to the Plié 3, unless context otherwise dictates.  The Plié is discussed in more detail in F. 256-270. 



 

     
      

            

     

          
      

 

      
           

           
 

 

        
          

     
          

      
          

   
    

      
        

        
        

        
 

    

   

 

  

     
      

            
 

     

         
      

  

      
          

           
  

  
 

        
         

 

      
         

      
        

    
  

 

    
        

       
      

      
  

      

ccording to Respondent's website: 

"mechanical") and microprocessor. F. 95. 

for a prosthesis generally includes identifying information, such as the patient's name, date of 

vague, 1.e., "transfemoral or above knee amputee, fit with prosthesis," to more detailed 
e of knee, depending on the physician's level of 

Sometimes the prescription will note the patient's K 
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2. Prosthetic knees 

Above-the-knee (or transfemoral) amputees typically receive a prosthetic leg that consists 
of (1) either a suspension or a liner, (2) a socket, which is a rigid or semi-rigid negative of the 
residual limb, (3) a knee, (4) a pylon connecting the knee to a foot, and (5) a foot shell with a 
covering.  F. 68, 71.  Regarding prosthetic knees, a 

In general, there are two kinds of prosthetic knees: non-microprocessor (or 

Mechanical knees all use a mechanical hinge to replace your knee joint. How 
quickly or easily the hinge swings is often controlled by friction, some type of 
hydraulic system or a locking mechanism.  F. 96. 

Microprocessors, on the other hand, provide a more sophisticated method of 
control to a prosthetic knee. These more complex knee joints are designed to 
help you walk with a much more stable and efficient gait that more closely 
resembles a natural walking pattern.  F. 331. 

3. Process that determines whether a patient receives an MPK or a 
mechanical knee 

The process for fitting a transfemoral patient with a prosthetic knee is detailed in section 
III.B.1 of the Findings of Fact and summarized below. Several categories of healthcare 
professionals play a role. 

A surgeon, who performs the amputation, or a physiatrist9 provides a patient with a 
prescription to receive a prosthesis and a referral to a prosthetist. F. 75, 135. The prescription 

birth, height, and weight, time since amputation or last surgery, and the specific goals of and 
justification for the device. F. 137. The level of detail in a prescription varies from relatively 

-
specifications, such as a particular typ 
knowledge. F. 138-39. -Level, discussed 
below.  F.  140. 

A prosthetist designs and fits prostheses for lower-limb amputees. F. 76. Prosthetic 
clinics typically employ one or more prosthetists to make and fit prostheses and manage patient 
care. F. 77.  These clinics provide comprehensive patient care for amputees, including the fitting 
of the prosthesis. F. 77. Prosthetic clinics can operate as independent entities, through large 
networks of clinics, or be affiliated with a hospital. F. 78. There are approximately 3,400 
prosthetic clinics in the United States.  F. 78. 

9 A physiatrist is a medical professional who specializes in rehabilitation.  F. 74. 



evaluated by a prosthetist first to determine the patient's 

("CMS") to assess an amputee's current and 

• Level O ("K O") Nonambulatory: "Does not have the ability or 

prosthesis does not enhance quality of life or mobility." F. 86. 

• Level 1 ("K l ") Household Ambulator: "Has the ability or potential to 

cadence." F. 87. 

• Level 2 ("K 2") Limited Community Ambulator: "Has the ability or 

environmental barriers such as curbs, stairs, or uneven surfaces." F. 88. 

• Level 3 ("K 3") Unlimited Community Ambulator: "Has the ability or 

prosthetic utilization beyond simple locomotion." F. 89. 

• Level 4 ("K 4") Very Active: "Has the ability or potential for 

the child, active adult, or athlete." F. 90. 

party payers ("payers") will only provide reimbu 

After establishing a patient's K 

These factors include: (1) a patient's age, overall health, and fitness; (2) the activities in which 

nces other negative consequences when wearing a mechanical knee; and (4) the patient's 
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A patient arriving at a prosthetic facility with a prescription for a new prosthesis will be 
K-Level, based on validated tests.  F.  

157.  K-Levels are designations developed by the Centers for Medicare and Medicaid Services 
potential mobility.  F. 84.  The K-Level definitions 

are used throughout the orthotic and prosthetics industry in the United States to classify 
amputees into five ascending mobility levels, K-Level 0 to K-Level 4.  F.  85. 

The K-Levels, as described by CMS, are: 

K- -
potential to ambulate or transfer safely with or without assistance and a 

K- -
use a prosthesis for transfers or ambulation on level surfaces at fixed 

K- -
potential for ambulation with the ability to traverse low-level 

K- -
potential for ambulation with variable cadence. Typical of the community 
ambulator who has the ability to traverse most environmental barriers and 
may have vocational, therapeutic, or exercise activity that demands 

K- -
prosthetic ambulation that exceeds the basic ambulation skills, exhibiting 
high impact, stress, or energy levels, typical of the prosthetic demands of 

Medicare and most third- rsement for 
MPKs for K-3 or K-4 patients.  F. 163.  Medicare regulations, which are also followed by most 
private insurers, do not allow for reimbursement to clinics for fitting MPKs on K-0, K-1, or K-2 
patients.  F. 162.  Therefore, as a practical matter, only amputees identified as a K-3 or K-4 
ambulator are considered candidates for an MPK by their healthcare professionals. 

-Level, healthcare professionals consider various factors 
to determine whether an MPK is medically appropriate for that particular K-3/K-4 patient.  

the patient engages or desires to engage; (3) the degree to which the patient stumbles, falls, or 
experie 
comfort with an MPK.  F. 169-186. 



 

           
         

  

    
  

  
 

       

          
         

  
       

        
          

      

           
         

        
       

         
           

  

          
  

        
 

           
        

      
         

        
       
     
  

              
             

   

 

           
        

  

    
 

  
 

       
 

           
         

  
      

      
          

    

           
         

       
       

         
         

   

          
   

      
 

          
       

      
         

      
       
     
   

               
           

 

categories of information on the patient's behalf to payers, including Medicare, private 

Department of Defense, and workers' compensation programs. F. 106 

coverage based on a medical provider's written clinical assessment of the patient. F. 113. 

demonstrate "medical necessity." F. 187. "Medical necessity" in this context 

provide physicians' notes, narrative justifications of medical necessity from the prosthetist, 

propriate for an individual, given the patient's specific 
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Next, the clinic will evaluate whether the patient has insurance that is likely to cover the 
cost of an MPK. MPKs are significantly more expensive than mechanical knees. F. 394-399.10 

In order to receive insurance reimbursement for an MPK, the prosthetist or clinic submits various 

insurance, Medicaid, the United States Department of Veterans Affairs, the United States 
-107, 168. To receive 

reimbursement, payers often require clinics to obtain prior authorization or predetermination of 
See 

also F. 191. Some clinics seek predetermination from insurance plans before fitting a prosthetic, 
even if prior authorization is not required.  F.  113. 

If the prosthetist determines that a patient is a K-3 or K-4 ambulator, and would benefit 
from an MPK, in order to obtain insurance reimbursement for an MPK, the prosthetist must 

is not a health 
determination. Instead, it refers to eligibility for a particular device using criteria established by 
the payer. F. 190. To demonstrate medical necessity, insurers require clinics to provide 
evidence showing that a patient will experience significant health, safety, or quality of life 
benefits by wearing an MPK rather than a mechanical knee. F. 189, 192-195, 205-206. Clinics 

and/or completed intake forms to demonstrate that the patient has unmet needs with their current 
prosthesis that can be fulfilled by an MPK, but not by a less expensive alternative, such as a 
mechanical knee. F. 189, 191, 204, 210. See also F. 193-202, 207-209, 210. The most 
important unmet need that could be argued to justify medical necessity of an MPK is a need for 
more safety, which typically requires documentation that a patient has experienced frequent falls 
with a mechanical knee. F. 195. If a clinic cannot document medical necessity, an insurer will 
deny coverage for an MPK and approve coverage only for a mechanical knee.  F. 213,  217. 

Even when a patient is eligible for an MPK, there are circumstances when a clinic may 
determine that an MPK is not medically ap 
health or lifestyle characteristics. F. 150. Mechanical knees may be preferable to MPKs for 
patients engaging in certain sports and activities, such as cycling, weightlifting, and CrossFit, 
because mechanical knees are lighter, more durable, cheaper, and easier to replace if they break. 
F. 220. Some mechanical knees are waterproof, or even salt-waterproof, making them preferable 
for fishermen or others who engage in water activities. F. 222-223. Hunters may prefer 
mechanical knees for their ability to handle wet or cold environments and to avoid the need to 
recharge the microprocessor knee. F. 224. Because MPKs need to be charged, patients with 
cognitive deficits or who do not have access to chargers may be better suited for mechanical 
knees.  F. 226, 228. In addition, patients who have started out on a mechanical knee and are used 
to using a mechanical knee may prefer not to change to an MPK.  F.  231. 

10 One calculation shows the Medicare reimbursement rate for MPKs ranges from approximately $26,000 to 
$35,000, while the Medicare reimbursement rate for non-MPKs ranges from approximately $5,000 to $8,000. F. 
404. 

https://394-399.10


 

 

               
          

             
        

        
              

     
          
        

        
 

          

       
       

          
        

        
 

  
          

      

 
          

          
 

      
       

   
         

         
             

           
        
      

   
 

 

   

               
        

           
      

      
            

     
          
      

      
 

          
 

       
       

        
       

      
 

 

  
        

      

 
        

          
   

      
     

    
      

          
           

           
      

      
 

If the patient's medical team determines that an MPK is the most appropriate option for 

reimburse clinics at different rates for different manufacturers' MPKs. F. 120. Rather, L 

components based on the manufacturers' claims about the 

Code reimbursement sets a ceiling on the clinic's ability to recover 

associated with the work performed by a clinic's certified prosthetists, costs associated with the 

ssociated with the patient's visit. F. 322 

gotiated MPK sales price that is below the manufacturer's list price. 

MPK, the higher the clinic's margin. F. 324 
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4. Process through which MPKs are purchased 

the patient and it appears that the clinic will be reimbursed for the cost of the MPK, the clinic 
will purchase an MPK for that patient. F. 314, 368. Clinics then seek reimbursement for the 
prosthetic knee from the payer. F. 106, 114. Payers reimburse clinics for the provision of 
prosthetic devices based on the L-Code system created by CMS. F. 115. L-Codes describe 
certain features or functions of components of a prosthetic device. F. 439. Each component of a 
prosthetic device will have one or more L-Codes for various functional aspects of the device. F. 
117. CMS establishes an allowed reimbursement amount for each L-Code.  F. 119.  Other public 
and private insurance payers derive reimbursement amounts for the same devices from the 
amounts set by CMS with respect to each particular L-Code. F. 115. Private insurance payers 
generally reimburse at amounts below the CMS allowed reimbursement. F. 125. Payers do not 

-Code 
reimbursement rates are tied to the claimed functionality of the device for which a clinic is 
seeking reimbursement.  F. 117, 320-321. 

Clinics bill payers for the prosthetic devices they deliver to patients by identifying 
applicable L-Codes and then adding up the allowed reimbursement corresponding to each 
identified L-Code for the prosthetic device. F. 115-118. Prosthetic components generally have a 
base L-Code associated with them, and could have additional codes, depending on functionality. 
F. 117, 439. See, e.g., F. 442. Manufacturers recommend certain L-Codes for their prosthetic 

functionality of their respective 
prosthetic devices.  F. 234, 258, 282, 302, 308. 

The allowed CMS L-
compensation for its services. F 115, 119-121. Clinics incur costs that are not separately 
reimbursable through L-Codes, including the cost of marketing, administrative costs, costs 

technical staff building the leg, overhead costs, human resources, payroll, facility costs, and other 
operational costs. F. 122. The L-Code reimbursement is intended to compensate the clinic for 
the entire patient-care episode, including the time spent by the prosthetist in seeing the patient, 
and any overhead a -324. 

Typically, clinics do not stock prosthetic knees, but, instead, purchase each knee when 
needed for a particular patient. F. 313. Although MPK manufacturers publish list prices, 
customers typically pay a ne 
F. 317. MPK manufacturers charge different sales prices to different clinic customers. F. 316. 
Clinics generally negotiate MPK prices with MPK manufacturers on an annual basis during 
contract renewal negotiations. F. 315. The overall volume of MPKs that a clinic customer 
purchases during the term of the contract affects the discounts the clinic receives from MPK 
suppliers. F. 318. Clinics receive the same reimbursement amount for each L-Code, regardless 
of the cost to the clinic of the device purchased.  F. 121, 320-321.  Thus, the lower the price of an 

-326. 



The parties' burdens of proof are governed by Commission Rule 3.43(a), Section 556(d) 
3.43(a), "[c]ounsel representing the 

shall be required to sustain the burden of proof with respect thereto." 16 C.F.R. § 3.43(a). 
Under the AP A, "[ e ]xcept as ot 
the burden of proof." 5 U.S.C. § 556(d). The APA, "which is applicable to administrative 
adjudicatory proceedings unless otherwise provided by statute, establishes '. . . the traditional 

the evidence standard.'" 

"persons" that are subject to jurisdiction under the Clayton Act, 
Respondent is a corporation, as "corporation" 

rev 'd on other 

Respondent's challenged activities relating 
r affect commerce in the United States, as "commerce" is defined in 

Section 7 of the Clayton Act prohibits mergers or acquisitions "the effect of [which] may 
or to tend to create a monopoly" in "any line of commerce 

or ... activity affecting commerce in any section of the country." 15 U.S.C. § 18. The 
allegation that an acquisition is a Section 5 violation, as well as a Section 7 violation, "does not 

re an independent analysis . . . . " 

Section 5 of the FTC Act "may be assumed to be merely repetitive of [Sec 
Act"). 

"Congress used the words ' substantially to lessen competition' to indicate that its 
concern was with probabilities, not certainties." 
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With this background in mind, the analysis turns to whether the Acquisition violates 
Section 5 of the FTC Act and Section 7 of the Clayton Act. 

B. Applicable Legal Standards 

1. In general 

of the APA, and case law.  Pursuant to Commission Rule 
Commission . . . shall have the burden of proof, but the proponent of any factual proposition 

herwise provided by statute, the proponent of a rule or order has 

preponderance-of- In re Rambus, Inc., 2006 FTC LEXIS 101, at *45 
(Aug. 20, 2006) (quoting Steadman v. SEC, 450 U.S. 91, 95-102 (1981)), 
grounds, 522 F.3d 456 (D.C. Cir. 2008). 

Section 11 of the Clayton Act vests jurisdiction in the FTC to determine the legality of a 
corporate acquisition under Section 7.  15 U.S.C. §  21(b); In re R.R. Donnelley & Sons Co., 
1995 FTC LEXIS 450, at *11 (July 21, 1995).  Corporations are included within the definition of 

15 U.S.C. § 12(a), and the FTC 
Act, 15 U.S.C. § 44. is defined in Section 4 of the 
FTC Act, 15 U.S.C. § 44.  F. 3.  Respondent manufactures microprocessor knees and sells them 
to consumers throughout the United States.  F. 4-5.  
to the sale of MPKs are in o 
Section 4 of the FTC Act, 15 U.S.C. § 44.  Joint Stipulations of Law and Fact ¶ 1.  Thus, the 
Commission has jurisdiction over Respondent and the subject matter of this proceeding, pursuant 
to Section 5 of the FTC Act, and Sections 7 and 11 of the Clayton Act, 15 U.S.C. § 18, 21(b). 

2. Merger law 

a. Statutory framework 

be substantially to lessen competition, 

requi In re Chicago Bridge, 2005 FTC LEXIS 215, at **8 
n.23. Accord FTC v. PPG Indus., Inc., 798 F.2d 1500, 1501 n.2 (D.C. Cir. 1986) (stating that 

tion] 7 of the Clayton 

may be 
Brown Shoe Co. v. United States, 370 U.S. 294, 

323 (1962); accord FTC v. CCC Holdings, Inc., 605 F. Supp. 2d 26, 35 (D.D.C. 2009). 



"Congress enacted Section 7 to curtail anticompetitive harm in its incipiency." 
Int 'l Inc. ajf' d 

, 868 F.2d 901, 906 (7th Cir. 1989), " 
'sufficiently probable and imminent' result of the merger or acquisition." 

"[T]o satisfy section 7, the 

substantially lessen competition in the future."). "Of course the word 'may' [in Section 7] 

requires a prediction, and doubts are to be resolved against the transaction." 

"Courts have traditionally analyzed Section 7 claims under a burden 

83 (D.C. Cir. 1990)." 

course of business documents of the merging parties "are often highly probative of both industry 
conditions and the likely competitive effects of a merger." 

Section 7). "Evidence that sheds light on the 
strategic objectives of the mergmg parties 1s also probative of likely competitive effects." 

hereinafter "Merger Guidelines § _")) 

that "traditional economic theories of the competitive effects of market concentration are not an 
accurate indicator of the merger's probable effect on competition in the 

effects." 

"must show either that the combination would not have anticompetitive effects or that the 
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In re Polypore 
, 150 F.T.C. 586, 2010 WL 9549988 at *8 (Nov. 5, 2010), , 686 F.3d 1208  (11th 

Cir. 2012).  Thus, it is not necessary to demonstrate certainty that a proposed merger will 
produce anticompetitive effects, or even that such effects are highly probable, FTC v. Elders 
Grain, Inc. but only that the loss of competition is a 

CCC Holdings, 605 F.  
Supp. 2d at 35 (quoting United States v. Marine Bancorp., 418 U.S. 602, 623 n.22 (1974)); 
accord In re ProMedica Health Sys., Inc., 2012 FTC LEXIS 293, at *33-34 (June 25, 2012). See 
FTC v. Univ. Health, Inc., 938 F.2d 1206, 1218 (11th Cir. 1991) ( 
government must show a reasonable probability that the proposed transaction would 

should not be taken literally, for if it were, every acquisition would be unlawful.  But the statute 
Elders Grain, 868 

F.2d at 906. 

b. Burden shifting framework 

-shifting framework.  
See, e.g., FTC v. H.J. Heinz Co., 246 F.3d 708, 715 (D.C. Cir. 2001); United States v. Baker 
Hughes Inc., 908 F.2d 981, 982- Polypore, 2010 WL 9549988, at *9.  
Under this framework, for its prima facie case, a plaintiff may establish a presumption of liability 
by defining a relevant product and geographic market, and showing that the transaction will lead 
to undue concentration in the relevant market.  Id. (citing Baker Hughes, 908 F.2d at 982-83). 

The plaintiff can bolster a prima facie case based on a market concentration presumption 
by adducing evidence showing that anticompetitive unilateral or coordinated effects are likely.  
Polypore, 2010 WL 9549988, at *9 (citing Heinz, 246 F.3d at 717).  In this regard, ordinary 

Polypore, 2010 WL 9549988, at *9.  
See Chicago Bridge, 2005 FTC LEXIS 215, at **43-44 (noting that qualitative evidence on pre-
acquisition competition may support conclusions based on market structure and can provide an 
independent basis for a prima facie case under 

Polypore, 2010 WL 9549988, at *9 (citing FTC v. Whole Foods Market, Inc., 548 F.3d 1028, 
1047 (D.C. Cir. 2008) (Tatel, J., concurring); 4A Phillip E. Areeda & Herbert Hovenkamp, 
Antitrust Law ¶ 964, at 18-19 (3d ed. 2009); 2010 U.S. Department of Justice and Federal Trade 
Commission Horizontal Merger Guidelines § 2.2.1) ( . 

If the plaintiff establishes a prima facie case, the burden shifts to the defendant to show 

se markets or that the 
procompetitive effects of the merger are likely to outweigh any potential anticompetitive 

CCC Holdings, 605 F. Supp. 2d at 46. See also FTC v. Penn State Hershey Med. Ctr., 
838 F.3d 327, 347 (3d Cir. 2016) (stating that in order to rebut the prima facie case, defendants 



 

       
           

 
  

     
     

    
 

       
 

 

      
       

     
 

    
       
        
         
  

        
    

     
     

         
        

 

    

     
          

   

 

         
          

   

 

       
           

  
    

 
      

     
    

 
       

   
    

      
       

       
  

    
        
      
         
    

        
     

      
     

         
        

  

  

    

    
          

     

   

         
        

the merger"). Alt 
a prima facie case, the courts advise that "[t]he more compelling the prima facie case, the more 
evidence the defendant must present to rebut [ the presumption] successfully." 

defendant "can rely on a variety of types of evidence to meet its burden on rebuttal, 
intiff s market share 

likely efficiencies." 
"If the defendant successfully rebuts the 

persuasion, which remains with the government at all times." 

19). "The Ninth and Eleventh Circuits interpret 'burden 
tight rule." 

to produce, and "allows the Commission to preserve the 

case." 

in any "line of commerce" in any "section of the country" is to determine the "line of commerce" 
and the "section of the country"; in other words, to determine the relevant product market and 

1110. Complaint Counsel bears "the 

the acquisition." 
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anticompetitive effects of the merger will be offset by extraordinary efficiencies resulting from 
hough the courts have not defined a precise standard that must be met to rebut 

Baker Hughes, 
908 F.2d at 991; Heinz, 246 F.3d at 725; Polypore, 2010 WL 9549988, at *9. 

The 
including evidence that casts doubt on the significance or accuracy of the pla 
and concentration evidence, factors that indicate that collusion is improbable, and evidence of 

Polypore, 2010 WL 9549988, at *9 (citing Baker Hughes, 908 F.2d at 985).  
presumption [of illegality], the burden of producing 

additional evidence of anticompetitive effect shifts to the government, and merges with the 
ultimate burden of Baker Hughes, 
908 F.2d at 983; Heinz, 246 F.3d at 715; Polypore, 2010 WL 9549988, at *9. 

Although mindful of the traditional burden-shifting framework, courts recognize that, in 
practice, evidence is often considered all at once and the burdens are often analyzed together.  
Chicago Bridge & Iron Co. v. FTC, 534 F.3d 410, 424-25 (5th Cir. 2008) (citing Univ. Health, 
938 F.2d at 1218- Baker Hughes -shifting 
language as describing a flexible framework rather than an air- Chicago Bridge, 534 
F.3d at 424. As a practical matter, the distinction between the burden of production and the 
ultimate burden of persuasion can be elusive. See Baker Hughes, 908 F.2d at 991. This more 
flexible approach accommodates the practical difficulties in separating the burden to persuade 
and the burden prima facie presumption 
if the respondent . . . fails to satisfy the burden of production in light of contrary evidence in the 
prima facie Chicago Bridge, 534 F.3d at 425. See also United States v. Oracle Corp., 
331 F. Supp. 2d 1098, 1111 (N. D. Cal. 2004) (noting that the Supreme Court and appellate 
courts acknowledge the need to adopt a flexible approach in determining whether 
anticompetitive effects are likely to result from a merger, and that the Merger Guidelines view 
statistical and non-statistical factors as an integrated whole, avoiding the burden shifting 
presumptions of the case law). 

C. Relevant Market 

The first step in evaluating whether an acquisition may substantially lessen competition 

the relevant geographic market. Oracle, 331 F. Supp. 2d at 
burden of proving a relevant market within which anticompetitive effects are likely as a result of 

In re R.R. Donnelley & Sons, 1995 FTC LEXIS 450, at *38. 

1. Geographic market 

The relevant geographic market alleged in the Complaint is the United States.  Complaint 
¶ 31. Respondent does not dispute the relevant geographic market. Hearing Tr. 91; RRCCFF 



ent' s economic 

A relevant product market consists of "products that have reasonable interchangeability 
- price, use and qualities considered." 

). "The outer boundaries of a 

of demand between the product itself and substitutes for it." 
her, "within [a] broad market, well 

which, in themselves, constitute product markets for antitrust purposes." 

"The boundaries of such a submarket may be determined by examining such practical indicia as 
industry or public recognition of the submarket as a separate economic entity, the product's 

sensitivity to price changes, and specialized vendors." 

Market definition must "take into account the realities of competition." 

"have accurate perceptions of economic realities." 

Cir. 1986)). Thus, in determining the relevant product market, courts pay "close attention to the 
defendants' ordinary course of business documents." 
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829-31. See also RX1049 (Argue Expert Report at 0020-21 ¶¶ 34, 36) (Respond 
expert witness, Dr. David A. Argue, agreeing that the United States is the relevant geographic 
market).  Accordingly, the relevant geographic market in this case is the United States. 

2. Product market 

The relevant product market alleged in the Complaint is the sale of MPKs to prosthetic 
clinics in the United States.  Complaint ¶ 17.  Respondent argues, as further explained below, 
that Complaint Counsel has not proven its relevant product market principally because the 
market should include all prosthetic knees (both mechanical and microprocessor) that are 
clinically appropriate for K-3 and K-4 patients.  RB at 35-50.  As found below, the relevant 
product market in this case is the sale of MPKs to prosthetic clinics in the United States. 

a. Legal standards 

for the purposes for which they are produced United 
States v. E.I. du Pont de Nemours & Co., 351 U.S. 377, 404 (1956 
product market are determined by the reasonable interchangeability of use or the cross-elasticity 

Brown Shoe, 370 U.S. at 325; see 
du Pont, 351 U.S. at 395.  Furt -defined submarkets may exist 

Brown Shoe, 370 U.S. 
at 325 (citing United States v. E. I. du Pont de Nemours & Co., 353 U.S. 586, 593-95 (1957)).  

peculiar characteristics and uses, unique production facilities, distinct customers, distinct prices, 
Id.  Courts routinely rely on these Brown 

Shoe factors to define the relevant product market. See, e.g., FTC v. Staples, 970 F. Supp. 1066, 
1075-80 (D.D.C. 1997); FTC v. Cardinal Health, 12 F. Supp. 2d 34, 46-48 (D.D.C. 1998); FTC 
v. Swedish Match, 131 F. Supp. 2d 151, 159-64 (D.D.C. 2000). 

FTC v. Whole 
Foods Mkt., 548 F.3d 1028, 1039 (D.C. Cir. 2008).  Ordinary course of business documents 
reveal the contours of competition from the perspective of the parties, who may be presumed to 

Whole Foods, 548 F.3d at 1045 (concurring 
op.) (quoting Rothery Storage & Van Co. v. Atlas Van Lines, Inc., 792 F.2d 210, 218 n.4 (D.C. 

United States v. H&R Block, Inc., 833 F.  
Supp. 2d 36, 52 (D.D.C. 2011). 

Finally, in addition to practical indicia and ordinary course of business documents, courts 
rely on testimony from experts in the field of economics.  United States v. Aetna Inc., 240 F.  
Supp. 3d 1, 21 (D.D.C. 2017);  FTC v. Sysco Corp., 113 F. Supp. 3d 1, 27 (D.D.C. 2015).  
Expert testimony is used to analyze the approach set forth in the Merger Guidelines, which 
instruct that a relevant market may be defined by asking whether a hypothetical monopolist of 
the proposed market could impose a small but significant and nontransitory increase in price 



 

     
      

  
  

          
             

  

 
           

  
       

        

     
      

    
 

     
  

        
          
         

     
         

           
   
       

           
        

      

           

   

 

     
      

 
  

          
             

  

   

  

 
           

 
       

 

        

    
      

    
  

     
  

 

  

        
        
          

     
         

         
   
       

           
        

    

           

("SSNIP") without losing sufficient sales to render the price increase unprofitable. Merger 
, 548 F.3d at 1038. "Under the [h 

cartel or merger, could profitably raise prices significantly above the competitive level." 
99 (2d Cir. 2016) (internal quotations omitted). "If 

erly defined." 

"Interchangeability of use and cross 

buyers are willing to substitute those similar products for the product." 

market must "identify a set of products that are reasonably interchangeable[.]" 

w ,r 533e at 259 (3d ed. 2007). "The general question is whether 

extent purchasers are willing to substitute one for the other." 

patient's medical needs. F. 44 7. As discussed below in relation to the "peculiar characteristics" 

of the Center for Orthotics & Prosthetic Care ("COPC") testified that it is "rare" for any of 
COPC's K 
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Guidelines § 4.1.1; see also Whole Foods ypothetical 
monopolist test], [a] market is any grouping of sales whose sellers, if unified by a hypothetical 

United 
States v. Am. Express Co., 838 F.3d 179, 198-
a small price increase would drive consumers to an alternative product, then that product must be 
reasonably substitutable for those in the proposed market and must therefore be part of the 
market, prop Whole Foods, 548 F.3d at 1038 (citing Merger Guidelines). 

These approaches for defining the relevant product market are addressed in turn below. 

b. Interchangeability and cross-elasticity of demand 

-elasticity of demand look to the availability of 
products that are similar in character or use to the product in question and the degree to which 

Swedish Match, 131 F. 
Supp. 2d at 157 (citing du Pont, 351 U.S. at 393). As stated by the Court of Appeals in 
ProMedica Health Sys. v. FTC, 749 F.3d 559 (6th Cir. 2014): 

The first principle of market definition is substitutability: a relevant product 

Horizontal Merger Guidelines § 4.1. Chevrolets and Fords might be 
interchangeable in this sense, but Chevrolets and Lamborghinis are probably 
not. See 2B Phillip E. Areeda, Herbert Hovenkamp & John L. Solow, 
Antitrust La 
two products can be used for the same purpose, and if so, whether and to what 

F.T.C. v. Arch 
Coal, Inc., 329 F. Supp. 2d 109, 119 (D.D.C. 2004) (quotations omitted). 

Id. at 565. 

In this case, the purchasers of prosthetic knees are the prosthetic clinics who purchase 
prosthetic knees on an individual basis for each particular patient. F. 313-314. Prosthetists have 
an ethical and reputational obligation to fit each patient with a prosthetic knee that best meets the 

of MPKs, the evidence shows that prosthetic clinics view MPKs as superior to mechanical knees 
for K-3 and K-4 patients unless there are patient-specific reasons that a mechanical knee is more 
appropriate for an individual patient. F. 365-368. Further, clinic customers believe that MPKs 
provide more safety and stability than mechanical knees, leading to fewer stumbles and falls; that 
MPKs allow patients to more easily traverse everyday environmental barriers, such as curbs, 
steps, and slopes, as well as walk in crowded areas; and that MPK users demonstrate a much 
better gait, and are better able to walk with variable cadence, compared with users of mechanical 
knees. F. 365-367. For example, Keith Senn, president of the Kentucky and Indiana operations 

-3 or K-4 patients to be fit with a mechanical knee instead of a microprocessor knee 



because the "MPK is the best available knee that's available to those patients, so we want to 
hat works best." F. 368. 

"An element for consideration as to cross 
responsiveness of the sales of one product to price changes of the other." 
400. "If an increase in the price for product 
switch to product B, the products compete in the same market." 

45. Relying on a "Model of Clinic Profitability" developed by its 

Furthermore, Respondent does not cite to any evidence of prosthetists' considering switching, or 

a prosthetic knee that best meets the patient's medical needs, F. 44 7, and that as long as clinics 

s conduct audits known as recovery audit contractor audits, referred to as "RAC audits." 

hat the patient's file does not contain sufficient documentary 

Codes, including costs associated with the work performed by a clinic's certified prosthetists and 

566 FEDERAL TRADE COMMISSION DECISIONS 
VOLUME 167 

Initial Decision 

provide . . . what those patients deserve and w 

-elasticity of demand between products is the 
du Pont, 351 U.S. at 

A causes a substantial number of customers to 
Sysco, 113 F. Supp. 3d at 25; 

see du Pont, 351 U.S. at 400.  A key legal and economic issue in this case is whether an increase 
in the price of MPKs would cause a substantial number of clinics to switch to mechanical knees.  
See du Pont, 351 U.S. at 400; Sysco, 113 F. Supp. 3d at 25; Merger Guidelines § 4. 

Respondent argues that, for purposes of determining interchangeability between MPKs 
and mechanical knees, it is margin, and not price, that is the relevant economic metric to 
prosthetists.  RB at 44-45.  Respondent asserts that the evidence shows MPKs are more 
expensive for prosthetists to fit and maintain than mechanical knees, due to the number of 
follow-up visits and documentation associated with reducing the risk of RAC audits11 for MPKs.  
RB at 44-45.12 Respondent further asserts that clinics sometimes earn higher margins on 
mechanical knees and that, as a result, they are willing to substitute non-MPKs for MPKs on the 
basis of margin.  RB at 44-
economic expert witness, Dr. David Argue, Respondent asserts that clinics can earn little to no 
margin on MPKs that they fit on patients with private insurance, but almost always earn some 
margin on mechanical knees, and that the closeness in margin between MPKs and mechanical 
knees encourages prosthetists to consider switching to non-MPKs for certain patients.  RB at 44-
45.  Respondent does not, however, point to evidence estimating the average margin from an 
MPK compared to the average margin from a mechanical knee.  See RB at 44-45; RFF 433-35.  

actually switching, patients from MPKs to mechanical knees on the basis of the margin that the 
clinic would earn.  RB at 44-45.  Moreover, the evidence in this case is contrary to this 
proposition.  The record shows that prosthetists have an ethical obligation to fit each patient with 

can fit an MPK on a patient who has a prescription and insurance coverage, without losing 
money, they will.  F. 448-453. 

Prosthetists testified that the choice between fitting a patient with an MPK or a 
mechanical knee (if insurance coverage were available for both products) is a clinical decision 
and is not based on the relative prices a clinic pays for MPKs and mechanical knees.  For 
instance, Michael Fillauer, who used to be a practicing prosthetist, testified as follows: 

11 Medicare and other payer 
F. 128.  During a RAC audit, the payer reviews a patient file from a prosthetic clinic that is associated with a prior 
reimbursement claim.  If the audit determines t 
justification for the claim, the payer recoups the payment from the prosthetic clinic.  F.  129. 

12 The evidence does show that clinics incur costs associated with MPKs that are not separately reimbursable 
through L-
administrative costs, and that this affects the margins clinics earn.  F. 322-323.  

https://44-45.12


 

      
 

         

  

     
 

       
     

       
       

  

  
        

          
          

           
 

    

      
            

    
  

 

         

   

 

      
 

 

        

   

 

     
 

 

       
     

     
      

  
 

  
      

          
        

 
           

 

    

      
            

    
   

   

  

 
         

funding is a factor. If you can't get the device paid for, you can't fit it. But 

have to say that it's not relevant to the cl 

Brandt, the chief executive officer ("CEO") of Ability Prosthetics and 

"Because clinically we make decisions at Ability about the patient, and so a 5% 

safety of an MPK." F. 450. Similarly, Keith Senn, the President of 
Operations at the Center for Orthotic and Prosthetic Care, testified that it "would be a disservice 
to the patients and poor patient care" to threaten to shift COPC's MPK volume to mechanical 
knees because MPKs are "a much better knee 
that is the knee they would prefer and deserve." F. 449. 

forth additional "practical indicia" as guides for defining the appropriate market. Because the 
Supreme Court "described [the ] factors as 'practical indicia' rather than 
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Q. When you were a clinician, did you decide whether to fit your patients in 
mechanical or microprocessor knees based on was that a clinical decision, or 
a price decision? 

A. I would like to say that it was mostly a clinical decision. Obviously, 

the goal was always for it to be a clinical decision.  F.  448. 

In addition, Keith Watson of Fourroux Prosthetics testified as follows: 

Q. If the price of these microprocessor knees increased fifteen hundred 
dollars, would Fourroux clinicians stop fitting patients with these 
microprocessor knees? 

A. When I listed all the reasons that a clinician might go through and with a 
K-3 or K-4 ambulator to develop a plan of care, none of those factors are 
financial. Clinicians are clinical. They make clinical decisions based on 
clinical data. So based on the way [you have] asked that question, I would 

inical evaluation and clinical 
recommendations of a clinician.  F.  448. 

Many prosthetists and clinic owners testified they would not switch patients to 
mechanical knees even if prices of MPKs were increased by 5 to 10%. F. 449-453. For 
example, Jeffrey 
Orthotics, testified that his clinic would not move its patients to mechanical knees if the cost of 
all of the MPKs the clinic currently purchased were to increase by 5%. F. 450. Mr. Brandt 
explained, 
increase would not have me moving my patients to a non-MPK when they, in fact, needed the 

Kentucky and Indiana 

, and if a patient is [an] eligible candidate for one, 

The evidence shows that although mechanical knees designed for K-3/K-4 patients and 
MPKs designed for K-3/K-4 patients can be used for the same purpose as a prosthetic knee for 
a K-3/K-4 patient clinics (the purchasers in this case) are not willing to substitute an MPK for a 
mechanical knee based on an increase in the price of MPKs. 

c. Brown Shoe practical indicia 

In addition to interchangeability of use and cross-elasticity of demand, Brown Shoe sets 

Brown Shoe 
requirements, subsequent cases have found that submarkets can exist even if only some of these 



factors are present." 

Product's peculiar characteristics 

The microprocessor in an MPK controls a user's walking pattern using a series of 

user's gait cycle. F. 103, 332. These adjustments can predict a user's activities and the walking 

known as "friction 
brake" or "constant friction" mechanical knees. F. 99. A friction 

late the cylinder of the knee are known as "pneumatic" 

swing of the leg during the swing phase and stabilizes the knee in the stance phase of a user's 

"hydraulic" or "fluid controlled" knees. F. 101. Similar to the function of the air in a pneumatic 

stance phases of a user's gait. F. 101. 

"Microprocessors, on the other hand, provide a more sophisticated method of control to 

ng pattern." F. 3 31. 

that, '". . . there was sufficient evidence to suggest that the C 

transfemoral amputees."' F. 338. A presentation sent by Ottobock's executive medical director, 
Andreas Kannenberg, to a certified prosthetist highlighted several benefits of Ottobock's C 

"improved safety - less stumbles and falls (up to 80%!), improved balance and confidence," 
"improved and faster slope negotiation," "improved and faster negotiation of uneve 
obstacles," "improved stair descent," "reduced cognitive demand to walk and improved multi 
tasking," and "potential to increase overall mobility/K Level." F. 339. 
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Staples, 970 F. Supp. at 1075 (citations omitted).13 The Brown Shoe indicia 
in this case point to a distinct relevant product market consisting only of MPKs. 

i. 

The use of a microprocessor in an MPK allows the MPK to function, operate, and 
perform in a way that is different from how a mechanical knee functions, operates, and performs.  
F. 330. 
sensors.  F. 103-104, 332.  The microprocessor uses sensors to assess what is happening with the 
knee and makes changes in the function of the knee as a result.  F. 103-104, 332, 359-360.  The 
microprocessor reads sensors located throughout the device to help position the knee during a 

terrain with each step.  F.  332. 

By contrast, mechanical knees use other mechanisms to control how quickly or easily the 
hinge swings.  F. 96.  Mechanical knees are divided into subcategories based on their design and 
function.  F. 98.  Mechanical knees that use friction to provide resistance are -

-brake or constant friction knee 
provides a uniform resistance level in both the swing and stance phases of the gait cycle.  F. 99.  
Mechanical knees that use air to regu 
knees.  F. 100.  The air pressure in the cylinder of a pneumatic mechanical knee regulates the 

gait.  F. 100.  Mechanical knees that use liquids to regulate the cylinder of the knee are known as 

knee, the pressure from the liquids in the cylinder of an hydraulic knee regulates the swing and 

Ordinary course of business documents from Ottobock promote the benefits of MPKs 
over mechanical knees.  On its website, Ottobock distinguishes MPKs from mechanical knees as 
follows: 
a prosthetic knee.  These more complex knee joints are designed to help you walk with a much 
more stable and efficient gait that more closely resembles a natural walki 
Ottobock posted to its website a summary of a publication, including the conclusion of the study 

-Leg provided increased efficacy in 
safety, energy efficiency, and cost effectiveness when compared with other [non-MPKs] for 

-Leg 
4 and Compact, compared to mechanical knees, as supported by clinical evidence, including, 

n terrain and 
-

-

13 Brown Shoe factors that are not dispositive in this case are unique production facilities, distinct customers, and 
specialized vendors. 

https://omitted).13


"the microprocessor control allows a knee to do more ac 
and causing a fall." F. 336. Additionally, "the resistances that are produced in the knee [are] 

terrain, slopes and stairs, you're in trouble." F. 336. Scott Schneider, Ottobock's vice pr 

stance control with a microprocessor knee than with a mechanical knee. "Microprocessors are 

overcompensate with their muscular structure." F. 333. 

MPKs over mechanical knees. Freedom's website includes Pli 

F. 353. The materials include a "Microprocessor Knee Literature Review," collecting and 
d stating that "research has been able to show that the 

demand required for walking" and that "the user experiences less stumbles and falls while 
a higher level of satisfaction and stability with MPKs." F. 353. A 2015 Freedom 

presentation titled, "Microprocessor Controlled Knees" includes slides titled, "What makes MPC 
different?" The listed benefits of MPKs include: increases stability a 

knees can elevate some user's functional abilities (K 

352. An August 2016 internal Freedom memorandum highlighted the "[k]ey differences 
between mechanical knee[ s] and microprocessor knee[ s,]" including improved stability, a 

cadences for MPK users. F. 351. Freedom's CEO at the time of the Acquisition, David Smith, 
distinguished a mechanical knee from an MPK as follows: "One is rudimentary and one is 
sophisticated. One doesn't a 

The other one allows it and facilitates it." F. 344. These differences are because "o 
has different componentry and different functionality than the other one." F. 344. 

The term "MPC knee" is used at times in Freedom documents to refer to a microprocessor 
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Testimony from Ottobock executives further demonstrates that MPKs provide important 
clinical benefits for patients that mechanical knees do not offer.  Dr. Kannenberg testified that 
the C-Leg, due to its microprocessor, provides greater mobility than a mechanical knee because 

tivities without the threat of collapsing 

much more flexible and adaptable to many more activities that you encounter in your daily life 
than a mechanical control.  So when you when you adjust the mechanical and mechanical 
knee, it is usually quite nice for level walking, but as soon as you have to negotiate uneven 

esident 
of government, medical affairs, and future development, testified that there is more safety in 

proven to have stumble recovery, making them very, very safe. . . .  [M]icroprocessors [also] 
allow for more cadence variance, so walking fast or slow, so the computer can adjust to those 
speed differences.  Microprocessors can enable people to have more comfort because [a 
microprocessor knee has] additional features and benefits [so] that [the user does] not have to 

Similarly, ordinary course of business documents from Freedom promote the benefits of 
é 3 materials, designed to assist 

customers with insurance reimbursement, that claim benefits of MPKs over mechanical knees.  

summarizing clinical research articles an 
[MPK] user feels more stable on stairs, inclines, and uneven terrain, while reducing the cognitive 

expressing 

Knees14 nd confidence; 
reduces cognitive burden because of stumble recovery feature; studies have shown that MPC 

-Level) compared to conventional knees; 
and studies have also shown 88.4% improvement in gait agility, compared to non-MPKs.  F.  

smoother and more natural gait, expenditure of less energy, and the ability to walk with variable 

llow mobility and ambulation and one does.  One restricts activity 
or limits your activity, or you want it limited for safety reasons because the patient is incapable.  

ne of them 

Össur and Endolite, other manufacturers of MPKs, similarly highlight the benefits of 
microprocessor knees compared to mechanical knees.  F. 354-357.  Manufacturers of mechanical 

-controlled knee and 
means the same thing as an MPK.  F. 256 n.57. 
14 



(College Park) ("[A] microprocessor knee offers infinite adjustment and it thinks for you, 
whereas, you know, a hydraulic knee is manually set."); F. 360 (WillowWood) ("Microprocessor 
knees provide additional features and benefits and function that mechanical knees could not."). 
F. 361 (ST&G) (MPKs provide "stability, safety, and better resistance and adjustments for the 
patient during gait cycle."). 

Orthotics and Prosthetics, the inherent stability of microprocessor knees is "far superior" to 

patient's body. F. 365. Keith Senn of COPC believes that a "big benefit" ofMPKs is "stumble 
here's less falls." F. 365. According to Michael Oros, president and CEO of 

found that an MPK "can accommodate variable cadence, it can accommodate different types of 

mechanical knee." F. 366. Prosthetists bel 

367. Keith Senn of COPC explained that MPK users "are able to have a much better gait, which 
better, as well as amputees go, to be able to improve their gait." F. 367. Michael 

Code 5856 covers "endoskeletal knee 
and stance phase[.]" F. 442. L 
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knees also explain that MPKs have characteristics not found in mechanical knees.  F.  358 

Prosthetic clinics, the purchasers or customers in this case, believe that MPKs provide 
important clinical benefits for patients that mechanical knees do not offer.  Prosthetists believe 
that MPKs provide more safety and stability than mechanical knees, leading to fewer stumbles 
and falls.  F. 365-368.  As explained by Tracy Ell, owner and chief prosthetist of Mid-Missouri 

mechanical knees, and the benefits of MPKs include reducing falls, allowing more variation in 
walking speed, improving gait patterns and efficiency, and decreasing the wear and tear on a 

recovery, so t 
Scheck & Siress Prosthetics, MPKs provide greater safety to amputees because they are more 
responsive to sudden movements than mechanical knees because of the microprocessor in the 
knee.  F. 365.  Prosthetists believe that MPKs allow patients to more easily traverse everyday 
environmental barriers, such as curbs, steps, and slopes, as well as walk in crowded areas.  F.  
365.  Mark Ford, president and managing partner of Prosthetic and Orthotic Associates, has 

terrain, it can accommodate ramps, steps, much more [quickly] and more responsively than a 
ieve that MPK users demonstrate a much better gait 

and are better able to walk with variable cadence, compared with users of mechanical knees.  F.  

means to walk 
Oros of Scheck & Siress Prosthetics has found that MPKs respond to variable cadence much 
faster than mechanical knees, make adjustments more rapidly than mechanical knees, provide a 
higher level of stability than mechanical knees, and provide benefits walking down slopes 
relative to mechanical knees.  F.  367. 

Furthermore, insurers, including Medicare and private payers, view MPKs as having 
distinct functions from mechanical knees.  Under the L-Code system, created by CMS, each L-
Code describes the function of each prosthetic device component and establishes an allowed 
reimbursement amount for each L-Code.  F. 115-117, 438-439.  Microprocessor knees and 
mechanical knees qualify for different sets of L-Codes, such that the aggregate reimbursement 
amounts from Medicare are significantly different for the two classes of products.  F. 440.  L-

-shin system, microprocessor control feature, [and] swing 
-Code 5856 is used for the C-Leg 4 MPK, Plié 3 MPK, Rheo 3 

MPK and Orion MPK, but is not used for any mechanical knees.  F. 443-444.  Mechanical knees 
do not qualify for reimbursement under L-Code 5856.  F. 444-445. 

Peer-reviewed research articles have found increased safety and performance of MPKs 
compared to mechanical knees.  F. 369.  For example, a 2017 report by the RAND Corporation 
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titled, Economic Value ofAdvanced Transfemoral Prosthetics reviewed existing clinical research 
and utilized a simulation model "to assess the differential clinical outcomes and costs of 
microprocessor-controlled knees compared with [non-MPKs]." F. 381. The RAND Repo1t 
concluded: " In summa1y , the existing published literature shows that among transfemoral 
amputees, MPKs are superior to [non-]MPKs in improving parameters of physical function, such 
as walking speed, gait symmetty, and obstacle assessments. Those improvements lead to fewer 
falls and lower incidences of osteoaiilu-itis in the intact limb." F. 387. Other clinical research 
has found that, as compared to mechanical knee users, microprocessor knee users have 
significant improvements in gait and balance, have increased ability to walk on difficult te1Tain, 
experienced fewer falls, engaged in more physical activity, and experienced overall improvement 
in quality oflife. F. 390-393. 

Respondent argues that, because most MPK studies were based on the C-Leg, the clinical 
research does not show that the Plie offers supe1-ior fonctionality and perfo1mance over 
mechanical knees. RB at 38-39. Although most clinical research has been based on the C-Leg, 
the clinical studies have been used widely throughout the industly, including by Freedom, to 
promote the benefits of MPKs over mechanical knees. F. 204, 338, 343, 353; see also F. 356. 
Furthennore, the FAST K2 study, which was conducted by the Mayo Clinic, but has not yet been 
published, 

See also F. 378-380. Clinical studies based on the C-Leg are used throughout 
the industry to promote the benefits ofMP Ks generally over mechanical knees and the FAST K2 
study specifically tested the Plie 3. Therefore, Respondent's argument that clinical studies 
suppo1ting the conclusion that MPKs have peculiar characteristics as compai·ed to mechanical 
knees apply only to the C-Leg, and do not apply to the Plie 3, is not persuasive. 

Respondent also argues that the Plie 3 functions differently from other MPKs because the 
microprocessor in the Plie 3 does not provide full control throughout the swing and stance 
phases. RB at 37-39. The evidence at trial establishes that the microprocessor in the Plie 3 
switches the knee between a fixed stance phase resistance and a fixed swing phase resistance, but 
does not vaiy the resistance tlu·oughout the gait cycle. F. 264. The microprocessor in the Plie 3 
is always on and will conti-ol the knee when there is some kind of abno1mality that the sensors 
pick up. F. 265. If there is movement when the user is transitioning in a specific way from 
stance to swing, the microprocessor will put the knee into a safe stance mode thereby making 



"peculiar characteristics" distinguishing MPKs from mechanical knees do not apply to the Plie 3. 

For the above reasons, the "peculiar characteristics" factor points to a distinct relevant 

he market for MPKs as a distinct market from mechanical knees. "The 'industry or public 
recognition of the submarket as a separate economic' unit matters because we assume that 
economic actors usually have accurate perceptions of economic realities." 

only in relation to other MPKs: Freedom's Plie, Ossur's Rheo, and Endolite's Orion. F. 411 
416. Otto bock tracks sales of its own MPKs separately from sales of Otto bock' s mechanical 

Ottobock's sales force in February 2015 in preparation for the launch of the C 

neider, Ottobock's vice president of government, medical affairs, and future development, 
the launch preparation materials referred only to those competitors because they are the "primary 
competitors" for the C 

426. For instance, Freedom's Plie 3 Selling Guide includes a "benefits matrix," which 

perspective of Ossur's executive vice president of research and development, Kim Peter 
Vivianne De Roy, MPKs and mechanical knees "don't really compete for the same population." 

d the patient population for MPKs as "people with access to certain 
funds," and believes that if patients "have access to a microprocessor knee, they'll buy a 
microprocessor knee." F. 427. In Mr. De Roy's view, patients who do not have access to an 
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real-time adjustments that help reduce falls in patients.  F. 265.  The evidence at trial also 
establishes that Freedom markets the Plié as a swing and stance MPK (F. 257), that Freedom 
recommends that customers seek reimbursement for the Plié as a swing and stance MPK under 
L-Code 5856 (F.  258), and that the Plié is reimbursed as a swing and stance MPK under L-Code 
5856 (F. 259).  In addition, the evidence establishes that other manufacturers and prosthetists 
consider the Plié to be an MPK.  F. 267-269.  Based on the foregoing, Respondent has failed to 
demonstrate that the asserted functional differences of the Plié are so significant that the 

product market consisting only of MPKs. 

ii. Industry recognition of the submarket as a separate 
economic entity 

Ottobock, Freedom, other MPK manufacturers, and mechanical knee manufacturers all 
view t 

Rothery Storage, 792 
F.2d at 218-19 n.4. 

Ottobock analyzes MPKs as a distinct market from mechanical knees in its ordinary 
course of business documents.  In numerous documents, Ottobock estimates its market share 

-

knees.  F. 417.  In its analysis of competition, Ottobock compares the C-Leg 4 only to the Plié 3, 
the Orion 2, and the Rheo 3 MPKs.  F. 418-421.  For example, in materials drafted for 

-Leg 4, Ottobock 
compared the C-Leg 4 only to the Plié 3, Orion 2, and Rheo 3.  F. 419.  According to Scott 
Sch 

-Leg 4 in the United States.  F. 419. 

Freedom also analyzes MPKs as a distinct market from mechanical knees in its ordinary 
course of business documents, examining the market shares for the Plié only in relation to shares 
of other MPKs (C-Leg, Rheo, and Orion), and views the Plié as competing in that market.  F.  
422-
compares the functionality, adaptability, safety, versatility, and other factors of the Plié to other 
MPKs.  F. 425. 

Other MPK manufacturers also view MPKs as a distinct market.  F. 427-430.  From the 

F. 427.  Mr. De Roy describe 



ill buy a mechanical knee. F. 427. Endolite's executive chairman, Stephen Blatchford, 
testified that Endolite "only look[ s] at other MPKs" and not at mechanical knees when analyzing 
competition for the Orion 3 because "the price point is completely different" and "customers 
don't tend to think of [the two types of knees] in the same way." F. 430. 

elaborated that "if you were evaluating a microprocess 
payment for it, a prosthetist wouldn't order one of our hydraulic knees to compare in that 
category." F. 432. Michael Fillauer, of Fillauer Companies, believes that its mechanical knees 

or knees. F. 436. Instead, the company "always, from a 

mechanical knees." F. 436. 

For the above reasons, the "industry recognition" factor points to a distinc 

Bay clinic's average pnce for an MPK 1s around 

Morton, Complaint Counsel's expe 

F. 401 (prosthetic clinic POA is reimbursed "[f]our to five times" higher for 

Dr. David Argue, Respondent's expert 

$8,000. F. 404. Respondent' s argument t 
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MPK w 

Similarly, mechanical knee manufacturers also view MPKs as competing in a different 
market.  For example, William Carver, the president and chief operating officer of College Park, 
a mechanical knee manufacturer, does not believe that its hydraulic mechanical knee in 
development will compete for patients who qualify for reimbursement of an MPK.  F.  432.  He  

or knee and felt that you could get 

do not compete with microprocess 
marketing and sales standpoint, felt like we would compete with mechanical knees against other 

t relevant 
product market consisting only of MPKs. 

iii. Distinct prices and sensitivity to price changes 

Prosthetic clinics pay significantly more for microprocessor knees than for mechanical 
knees.  F. 394.  A microprocessor knee costs on average anywhere from four to eleven times 
more than a mechanical knee.  F. 395.  For example Hanger, the largest network of orthotic and 
prosthetic clinics in the United States, pays between for 
MPKs and between for mechanical knees.  F. 395. See also F.  395 (Sprinkle 
Prosthetics pays on average for an MPK and on average for a mechanical 
knee; COPC pays between for an MPK and between 

for a mechanical knee; North 
while mechanical knees range from Empire pays on 

average for MPKs and between for mechanical knees).  Dr. Fiona Scott 
rt witness, estimated that the average sales price of an MPK 

in 2017 was and that the average sales price of a mechanical knee from manufacturers 
that sell both MPKs and mechanical knees was approximately F. 398.  Furthermore, 
prosthetic clinics are reimbursed by payers at much higher rates for MPKs than for mechanical 
knees.  See, e.g., 
fitting an MPK over a mechanical knee); F. 402 (United Healthcare reimburses, on average, 
typically thousands of dollars more for an MPK than a mechanical knee); F. 403 (prosthetic 
manufacturers agree that the reimbursement by both private payers and Medicare is substantially 
greater for MPKs than it is for mechanical knees).  
witness, estimated that the Medicare reimbursement rate for MPKs ranged from approximately 
$26,000 to $35,000, while the Medicare reimbursement amount for non-MPKs was $5,000 to 

hat the relevant economic metric that prosthetists 
examine is margin, not price, discussed above, is immaterial and does not undermine the 
evidence of the stark differences in both price and reimbursement of MPKs as compared to 



mechanical knees ("distinct pricing"), all of which supports a finding that MPKs are m a 

"distinct prices" may be considered in assessing the boundaries of a market). 

In evaluating the "distinct pricing" and the "sensitivity to price changes" factors, 
evidence of the development of "pricing and business strategy with [a particular] market and 
those competitors in mind" is also "strong evidence" of the relevant product market. 

"loose leaf pricing is determined upon the basis of competition with o 
not moist snuff'); 

"make pricing and marketing decisions based primarily on comparisons with rival carbonated 
with little if any concern about possible competition from other beverages" 

ufacturers, "make pricing and marketing decisions based primarily on comparisons with 
rival [MPKs], with little if any concern about possible competition" from mechanical knees. 

- Freedom's Plie 3, Ossur's Rheo 3, and 
Endolite's Orion. F. 405 . Similarly, when setting the price of the Plie 3, Freedom looks at the 

by Freedom's CEO at the time of the Acquisition, David Smith, Freedom's Plie 3 and 
mechanical knees are "completely different products [at] completely different price points." F. 

3 mechanical knees because Ossur believes MPKs "play in a different segment." 

For the above reasons, the "distinct prices" and "sensitivity to price changes" factors 
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different product market than mechanical knees.  See Brown Shoe, 370 U.S. at 325 (noting that 

H&R 
Block, 833 F. Supp. 2d at 51, 53.  See, e.g., Swedish Match, 131 F. Supp. 2d at 165 (holding that 
the product market for loose leaf tobacco did not include moist snuff where, among other factors, 

ther loose leaf products, 
Aetna, 240 F. Supp. 3d at 24-25 (noting that evidence that Aetna does not 

assess the price of Medicare Advantage plans when it sets the price of MedSupp plans indicates 
that the two types of plans are not in the same relevant product market); FTC v. Coca Cola Co., 
641 F. Supp. 1128, 1132-33 (D.D.C. 1986) (stating that evidence that concentrate companies 

soft drink products, 
shows that carbonated soft drinks is a relevant product market).  In the instant case, as 
summarized below, the evidence proves that Ottobock and Freedom, as well as other MPK 
man 

Coca Cola, 641 F. Supp. at 1133. 

In setting the price of its C-Leg 4, Ottobock looked at the prices and reimbursement rates 
of only three other products, all of which are MPKs 

pricing of other MPKs and does not look to pricing of mechanical knees.  F. 406.  As explained 

344.  Össur and Endolite also do not look at the prices of mechanical knees when setting the 
prices of their MPKs.  F. 407-408.  Össur does not consider the prices of MPKs when setting the 
prices for its K-
F. 431. 

Furthermore, various clinics reported that prices of MPKs do not respond to price 
changes of mechanical knees and that clinics are unable to use prices of mechanical knees when 
negotiating with manufacturers for the price of MPKs.  F. 409-410. 

point to a distinct relevant product market consisting only of MPKs. 

d. Economic evidence 

In addition to the Brown Shoe practical indicia, courts and the Commission rely on the 
approach set forth in the Merger Guidelines to define the relevant product market the 
hypothetical monopolist test. See, e.g., Staples, 190 F. Supp. 3d at 121-22; Sysco, 113 F. Supp. 
3d at 33-34; ProMedica, 2012 FTC LEXIS 293, at *40-41 (citations omitted); Polypore, 2010 



of substitute products could profitably impose a "small 
increase in price" ("SSNIP"), typically five percent, on at least one of the products in the 

4.1.3. " 
hypothetical monopolist's product to another product and thereby make a price increase 
unprofitable, then the relevant market cannot include only the monopolist's product and must 

consider the monopolist's product to constitute the relevant market." 

Complaint Counsel's economic expert witness, Dr. Fiona Scott Morton, 
critical loss analysis to test whether a hypothetical monopolist of Ottobock's MPKs and 
Freedom's Plie could profitably impose a SSNIP on either Freedom's Plie or one of Ottobock's 

Merger Guidelines § 4.1.3 ("Critical loss analysis asks whether imposing at 

hypothetical monopolist's profits."). 

from Freedom's Plie to Ottobock's MPKs derived from Freedom's and Ottobock's 

ed firm's MPKs 

only Ottobock's MPKs and Freedom's Plie 3 constituted a relevant product market. F. 

candidate market of Ottobock's MPKs and Freedom's Plie 3 is a relevant antitrust market, then 
"a wider market consisting of all microprocessor knees sold in the United States is also a r 
market." F. 471. 

Respondent argues that Dr. Scott Morton's critical loss analysis should be rejected. RRB 

to the rate used by Respondent's expert, Dr. Argue. F. 460. The diversion rate Dr. Scott 
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WL 9549988 at *11, *15.  That test asks whether a hypothetical monopolist of a particular group 
but significant and non-transitory 

candidate market, including at least one product sold by one of the merging firms.  Merger 
Guidelines §§  4.1.1- If enough consumers are able to substitute away from the 

also include the substitute goods.  On the other hand, if the hypothetical monopolist could 
profitably raise price by a small amount, even with the loss of some customers, then economists 

Sysco, 113 F. Supp. 3d at 
33. 

conducted a 

MPKs.  F. 457.  See 
least a SSNIP on one or more products in a candidate market would raise or lower the 

To perform the critical loss test, Dr. Scott Morton used as inputs estimates of margins and 
diversion15 

internal documents.  F. 458.  Dr. Scott Morton calculated the diversion rates at which a 10% 
SSNIP would be unprofitable and found that because those rates were less than the 
diversion rate projected by Ottobock of sales of the Plié that would be converted to the C-Leg, 
should the Plié be discontinued (F. 465), imposing a SSNIP on one of the merg 
would be profitable.  F. 466, 470.  From this, she concluded that a candidate market consisting of 

466, 470. 

Dr. Scott Morton next opined that if a hypothetical monopolist could profitably raise the 
price on the Plié or an Ottobock MPK if it owned only those products, then it would be profitable 
for a hypothetical monopolist to impose a SSNIP in the wider market of MPKs manufactured by 
Össur, Endolite, Nabtesco, and DAW as well.  F. 471.  Thus, she concluded that if the narrow 

elevant 

at 30-33.  In support of this argument, Respondent asserts that the documents upon which she 
relied to derive the margin and diversion rate inputs to her critical loss analysis are unreliable.  
RRB at 31.  This criticism is unavailing. The margin rate Dr. Scott Morton used is comparable 

15 In the context of the critical loss analysis, the margin indicates how profitable a product is and diversion is the 
percentage of departing customers that go to a particular place.  F. 460-461.  In the example of diversion from Plié 
to C-Leg, if one were to raise the price of a Plié and 100 customers leave and 50 of those customers then buy a 
C-Leg, the diversion from Plié to C-Leg is 50%.  F. 461. 



Morton used was derived from Ottobock's own diversion estimates, which were part of an 

F. 458. As Dr. Scott Morton testified, she relied on the document because, as "a board level 
document," it could be expected "that the people providing the information [for] this document 
took some pains to make sure it was correct and accurate." F. 459. 

Respondent next criticizes Dr. Scott Morton's methodology for concluding first that the 

Dr. Scott Morton's application of the hypothetical monopolist test 

4.1.3. The test "is 
larger candidates until it identifies a [relevant market]," but once a candidate 

Scott Morton's candidate market 

clinics if it owned only Freedom's Plie and Ottobock's MPKs. 

also includes what Respondent refers to as "sophisticated non MPKs." 
not necessary to analyze Dr. Argue's 

("HHI") level in that 

Dr. Scott Morton's conclusion that a hypothetical monopolist controlling all MPKs would 
be able to profitably impose a SSNIP on clinics for either Freedom's Plie or one of Ottobock's 

Respondent's MPKs, it would be profitable to do so, because clinics would not switch to 

o United States clinics (F. 478); and (2) a market containing only Ottobock's 
Leg, Freedom's Plie, Ossur's Rheo, Endolite's Orion, each of DA W's MPKs, and Nabtesco's Allux (F. 482). 

576 FEDERAL TRADE COMMISSION DECISIONS 
VOLUME 167 

Initial Decision 

August 2017 Ottobock due diligence summary prepared by the head of corporate strategy and 
mergers and acquisitions at Ottobock in connection with the purchase of Freedom by Ottobock.  

Ottobock MPKs and the Plié constitute their own relevant product market and then adding in 
additional MPKs in the candidate market to conclude that all MPKs sold in the United States is a 
relevant market.  RRB at 32.  
adhered to the Merger Guidelines.  Under the Merger Guidelines, it is appropriate to apply the 
hypothetical monopolist test first on a candidate market comprised of at least one product of each 
merging firm.  Merger Guidelines §§ 4.1.1- iterative, meaning it should be 
repeated with ever-
set of products passes the test, the analysis can stop. FTC v. Advocate Health Care Network, 841 
F.3d 460, 468 (7th Cir. 2016) (internal citation omitted).  If enough customers would switch to 
products outside the candidate market in the face of a SSNIP to render the price increase 
unprofitable, then the candidate market is too narrow.  Merger Guidelines §§ 4.1.1-4.1.3.  In that 
case, additional products should be added to the candidate market until a hypothetical monopolist 
could profitably impose a SSNIP at which point, a relevant antitrust product market has been 
defined.  Id. Here, no more products need be added to Dr. 
because her analysis shows that a hypothetical monopolist could profitably impose a SSNIP on 

16 F. 471. 

Respondent, through its economic expert witness, Dr. David Argue, asserts that the 
hypothetical monopolist test actually supports a relevant product market broader than MPKs that 

- See RB at 46-50.  It is 
application of the hypothetical monopolist test because, as 

analyzed in section II.D.1 infra, even the broader relevant market advanced by Respondent is 
highly concentrated, and the increase in the Herfindahl-Hirschmann Index 
proposed market is high enough to create a presumption of anticompetitive effects. 

MPKs is consistent with the evidence in this case that the choice between fitting a patient with an 
MPK or a mechanical knee (if insurance coverage were available for both products) is a clinical 
decision and is not based on the relative prices a clinic pays for MPKs and mechanical knees.  
See section II.C.2.b.  If a hypothetical monopolist tried to impose a SSNIP on one of 

16 This methodology does not unfairly bias the presumption of likely anticompetitive effects that are drawn from 
market shares and market concentration in this case because, as discussed in detail in II.D.1 infra, in reaching her 
conclusions regarding market shares and concentration levels, Dr. Scott Morton analyzed two broader relevant 
markets:  (1) the sale of all MPKs t 
C-



is to "consider the 
likely effects of the proposed acquisition on competition within that market." 
131 F. Supp. 2d at 166. "[T]he government must show that the merger would produce 'a firm 

increase in the concentration of firms in that market." 
, 374 U.S. 321, 363 (1963)). "Such a showing establishes a 

'presumption' that the merger will substantially lessen competition." 

"Market concentration . . . 1s often measured by the Herfindah 
(HHI)." 

sel' s economic expert witness, 

shares based on a market consisting of all MPKs sold in the United States ("all MPK market"). 

end MPKs ("narrower MPK market"). 

Dr. Scott Morton's "all MPK market" includes sales in the United States of all Ottobock MPKs, Freedom's Plie, 
Endolite's Orion, all Ossur MPKs, all DAW MPKs, and all Nabtesco MPKs. F. 478. 

Dr. Scott Morton's narrower market excluded Ottobock's lower end Kenevo and Compact MPKs, Ottobock's 
s, and Ossur's XC and Power Knee. F. 482. 
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mechanical knees to defeat it.  See section II.C.2.b.  Based on the evidence in this case, 
mechanical knees are properly excluded from the relevant product market. 

3. Conclusion 

For all the reasons set forth above, the relevant market is the sale of MPKs to prosthetic 
clinics in the United States.  Accordingly, the analysis now turns to the likely anticompetitive 
effects of the Acquisition in this market. 

D. Reasonable Likelihood of Anticompetitive Effects 

1. Market shares and concentration 

After determining the relevant market, the next step of the analysis 
Swedish Match, 

controlling an undue percentage share of the relevant market, and [would] result[] in a significant 
Heinz, 246 F.3d at 715 (citing United 

States v. Philadelphia Nat'l Bank 
Heinz, 246 F.3d at 715 

(citing Baker Hughes, 908 F.2d at 982). 

l-Hirschmann Index 
Heinz, 246 F.3d at 716; Swedish Match, 131 F. Supp. 2d at 166 n.11.  As the court 

explained in Swedish Match: 

The HHI calculates market power [by] summing the squares of the individual 
market shares of all the firms in the market.  The HHI takes into account the 
relative size and distribution of the firms in a market, increasing both as the 
number of firms in the market decreases and as the disparity in size among 
those firms increases. 

131 F. Supp. 2d at 166 n.11. 

Complaint Coun Dr. Fiona Scott Morton, calculated 
market shares and concentration using sales data provided by the six providers of microprocessor 
knees in the United States Ottobock, Freedom, Össur, Endolite, Nabtesco, and DAW. F. 472. 
Dr. Scott Morton performed four analyses to calculate market shares.  She calculated market 

17 

F. 478.  In addition, she calculated market shares for a narrower market that excluded lower-end 
MPKs and higher- 18 F. 478, 482.  For each of these 

17 

18 -
higher-end Genium and X3 MPK 
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Dr. Scott Morton are consistent with Respondent's 

share and Freedom's Plie had a 

2 patients (Ottobock's Compact and Kenevo) 

end MPKs (Ottobock's X3 and Genium and Ossur's Rheo XC and Power Knee) should not 
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markets, although she concluded that it was more appropriate to calculate market shares by 
revenue (as opposed to units sold) (F. 474-476), Dr. Scott Morton calculated market shares both 
ways - based on revenue and based on unit sales. F. 479-480, 483-484. The results of her 
calculations are set forth below: 

In a market of all MPKs, using revenues in the United States market in 
2017, market shares and concentration are as follows: Ottobock 

Freedom Össur Endolite DAW 
and Nabtesco The Acquisition would increase the 

HHI by 1,522 points, to 6,767 points.  F. 479. 

In a market of all MPKs, using units sold in the United States market 
in 2017, market shares and concentration are as follows: Ottobock 

Freedom Össur Endolite DAW 
and Nabtesco The Acquisition would increase the 

HHI by 1,799 points, to 6,813 points.  F. 480. 

In a narrower MPK market, using revenues in the United States market 
in 2017, market shares and concentration are as follows: Ottobock 

Freedom Össur Endolite DAW 
and Nabtesco The Acquisition would increase the 

HHI by 1,949 points, to 6,240 points.  F. 483. 

In a narrower MPK market, using units sold in the United States 
market in 2017, market shares and concentration are as follows: 
Ottobock Freedom Össur Endolite 

DAW and Nabtesco The Acquisition would 
increase the HHI by 2,062 points, to 6,542 points.  F. 484. 

The market shares calculated by 
market share estimates in its ordinary course of business documents. F. 411-416, 423. E.g., F. 
415 (In conducting due diligence on Freedom, Ottobock estimated market shares on August 29, 
2017 and estimated that, in 2016, based on United States sales, its C-Leg had a market 

market share.). 

Respondent argues that Dr. Scott Morton erroneously included lower-end MPKs and 
higher-end MPKs19 in her market share calculations and that by using revenue data instead of 

19 Respondent argues that lower-end MPKs that are designed for K-
should not be included in the relevant market because they do not compete against knees designed for K-3/K-4 
patients and that higher-
be included in the relevant market because they are significantly more expensive than other MPKs and Medicare and 
private payers typically do not reimburse clinics for these MPKs. RB at 53-54. Respondent further argues that 



 

          
         

      
        

            
  

   
        

      
            

       
          

     

    
       

            
     

      
         

   
        

         
       

         

        
         

          
  

          
   

          

   

 

          
     

     
        

   

            
  

    
        

      
            

      
         

      
 

    
       

           
     

      
       

   
         

         
       

          
   

        
         

          
   

          
   

         
 

The Merger Guidelines consider markets with an HHI above 2500 to be "highly 
concentrated," and state that "[m]ergers resulting in highly concentrated markets that involve an 

power." Merger Guidelines § 5.3; 
982) (noting that a significant increase in market concentration "establishes a 'presumption' that 

ially lessen competition"). Dr. Scott Morton's calculations show 

HHI by 510 points from 4775 created presumption of anticompetitive effects by a "wide 
margin"); 

Respondent's economic expert 

486. Under Dr. Argue's proposed market, post 

to 4359 points. F. 486. Thus, even using Respondent's expert witness' market and market share 

significantly more expensive, Dr. Scott Morton's market share analysis 
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unit sales data to calculate market shares, she biased her market share calculations in favor of 
higher concentration. RB at 53-54. This criticism is unfounded. As summarized above, Dr. 
Scott Morton calculated four alternative scenarios. Even in her narrower market, using unit sales 
data, the statistics in this case far exceed the thresholds for presumptive illegality provided in the 
Merger Guidelines. See Merger Guidelines §  5.3. 

increase in the HHI of more than 200 points will be presumed to be likely to enhance market 
Heinz, 246 F.3d at 715 (citing Baker Hughes, 908 F.2d at 

the merger will substant that, 
regardless of whether market shares are calculated in units sold or dollar revenue, and regardless 
of whether the market analyzed is all MPKs or the narrower market excluding low-end and high-
end MPKs, the Acquisition would increase the HHI by at least 1500 points, to a level of at least 
6000 points. These HHI levels are high enough to create a presumption of anticompetitive 
effects. See, e.g., Heinz, 246 F.3d at 716 (holding that a merger that would have increased the 

Swedish Match, 131 F. Supp. 2d at 166-67 (60% market share and 4733 HHI 
established presumption). 

Furthermore, the market share analysis conducted by 
witness, Dr. David Argue, also shows that the Acquisition would result in a highly concentrated 
market under the Merger Guidelines. Dr. Argue opined that the relevant product market is 
prosthetic knees for K-3 and K-4 mobility levels (including non-MPKs and excluding certain 
high-end MPKs sold as part of a microprocessor-controlled integrated leg system20) and 
calculated the shares of participants in that proposed market based on units of production. F. 

-Acquisition, Ottobock and Freedom would have 
a combined market share of over 50% and the Acquisition would increase the HHI by 599 points 

calculations, the post-Acquisition HHI level in this case of 4359 points is well above 2500 
points, which demonstrates a highly concentrated market, and the increase in the HHI of at least 
599 points is much greater than an increase of 200 points, which is high enough to create a 
presumption of anticompetitive effects.  See H&R Block, 833 F. Supp. 2d at 72. 

Accordingly, based on the foregoing, Complaint Counsel has established a presumption 
that the effect of the Acquisition may be to substantially lessen competition. In the instant case, 
Complaint Counsel further relies on additional evidence to support its prima facie burden of 
proving a reasonable probability of anticompetitive effects, as analyzed below. 

because Ottobock has comparatively high sales in these segments and because the higher-end MPKs are 
is erroneous. RB at 53. 

20 An integrated leg system combines a microprocessor-controlled knee with a microprocessor-controlled ankle. F. 
310. 



Merger Guidelines § 6.1. " 

" 

"A merger between firms selling diffe 

merger level." Merger Guidelines § 6.1. The Merger Guidelines explain: "Some of the 

rger." 

"M 
in a lessening of competition." 

, 131 F. Supp. 2d at 169 ("[A] unilateral price increase . .. is likely after 
the acquisition because it will eliminate one of Swedish Match's primary direct competitors."); 

§ 6 ("The elimination of competition between two firms that results from 
their merger may alone constitute a substantial lessening of competition."). 

other's closest competitor. 
83 (holding that the fact that another product "may be the closest competitor" to a merging 
product "does not necessarily prevent a finding" that un 

Guidelines (2006) at 28 ("A 
merging product is the 'closest' substitute for every merging product ... ")). 

" 

firm to be their next choice." Merger Guidelines § 6.1. "For a merger to raise c 
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2. Unilateral effects theory 

A plaintiff can bolster a prima facie case based on a market concentration presumption by 
adducing evidence showing that anticompetitive unilateral or coordinated effects are likely.  
Polypore, 2010 WL 9549988, at *9 (citing Heinz, 246 F.3d at 717).  In the instant case, 
Complaint Counsel relies on the theory of unilateral effects.  See CCB at 59-63. 

The Merger Guidelines distinguish between unilateral effects in markets for homogenous 
products and unilateral effects in markets with differentiated products.  ProMedica, 749 F.3d at 
568-69; see Homogeneous products are indistinguishable from each 
other oil, corn, coal whereas differentiated products are similar enough to compete in a 
relevant market, but different enough that some customers prefer one product over another. 
ProMedica, 749 F.3d at 569.  Complaint Counsel relies at least in part on the differentiated 
products theory set forth in section 6.1 of the Merger Guidelines.  CCB at 61-62; PX06001A 
(Scott Morton Expert Report at 118-19 ¶ 155).  Respondent also takes the position that MPKs are 
differentiated products.  RB at 2, 26; Argue, Tr. 6285. 

rentiated products may diminish competition by 
enabling the merged firm to profit by unilaterally raising the price of one or both products above 
the pre-
sales lost due to the price rise will merely be diverted to the product of the merger partner and, 
depending on relative margins, capturing such sales loss through merger may make the price 
increase profitable even though it would not have been profitable prior to the me Id. 

ergers that eliminate head-to-head competition between close competitors often result 
Aetna, 240 F. Supp. 3d at 43 (quoting FTC v. Staples, Inc., 190 

F. Supp. 3d. 100, 131 (D.D.C. 2016)). See also Sysco, 113 F. Supp. 3d at 61 (same) (collecting 
cases); Swedish Match 

Merger Guidelines 
To establish a 

reasonable likelihood of unilateral effects, it is not necessary for the merging products to be each 
ProMedica, 749 F.3d at 569; see also H&R Block, 833 F. Supp. 2d at 

ilateral effects are likely (citing Areeda 
& Hovenkamp, ¶ 914, 77-80 (explaining that the merging parties need not be the closest rivals 
for there to be unilateral anticompetitive effects) and Commentary on the Horizontal Merger 

merger may produce significant unilateral effects even though a 
non-

The extent of direct competition between the products sold by the merging parties is 
central to the evaluation of unilateral price effects.  Unilateral price effects are greater, the more 
the buyers of products sold by one merging firm consider products sold by the other merging 

oncerns about 
unilateral effects, however, not every consumer in the relevant market must regard the products 



of the merging firms as her top two choices." 
"a significant fraction of the customers purchas 

best choice," and the "significant fraction . . . need not 
approach a majority." 

In addition, "[ 

favorable to the buyer, than the merging firms would have offered separately absent the merger." 
Furthermore, "[a]dverse unilateral price effects can arise when the 

boosting the profits on the latter products." 

competed vigorously "head head" for MPK sales, which benefitted clinics and their patients 

of the MPKs fitted by Hanger were Ottobock's C 
two MPKs are "pretty equivalent" in terms of 

Care ("COPC") 

("Mid Missouri O&P") 
both manufacturers "have clearly defined themselves as providing and serv1cmg a better 
product" for patients and present "similar componentry." F. 537 

Prosthetic and Orthotic Associates' ("POA'') clinicians, although 

percent of MPK purchases by Scheck & Siress ("S&S") are 
between Ottobock and Ossur. F. 525. Most of S&S' Ottobock 
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ProMedica, 749 F.3d at 569. It is sufficient that 
ing that product view products formerly sold by 

the other merging firm as their next-
ProMedica, 749 F.3d at 569 (quoting Merger Guidelines § 6.1 at 20-21). 

a] merger between two competing sellers prevents buyers from playing 
those sellers off against each other in negotiations.  This alone can significantly enhance the 
ability and incentive of the merged entity to obtain a result more favorable to it, and less 

Merger Guidelines § 6.2. 
merger gives the merged entity an incentive to raise the price of a product previously sold by one 
merging firm and thereby divert sales to products previously sold by the other merging firm, 

Merger Guidelines § 6.1. 

3. Direct competition between C-Leg and Plié 

Complaint Counsel asserts that, prior to the Acquisition, Ottobock and Freedom 
-to-

through lower prices and higher-quality products and services.  CCB at 63-74.  Respondent 
contends that the evidence fails to prove that Ottobock and Freedom are close competitors, due 
to asserted differences between the C-Leg 4 and the Plié 3 in functionality, quality, and price.  
RB at 57-70. 

a. Clinic preferences 

The facts, detailed in section III.D.2.b of the Findings of Fact and summarized below, 
support the conclusion that, for a significant fraction of clinic customers, C-Leg 4 and Plié 3 are 
the top two MPK choices.  For Hanger, the largest United States clinic (F. 42), the C-Leg 4 is the 
most widely used MPK, followed by the Plié 3.  F. 500-501, 503.  In 2017, approximately 

-Leg, followed by Pliés. F. 499.  
According to Vinit Asar, CEO of Hanger, these 
functionality and patient satisfaction.  F. 504.  Another clinic, Center for Orthotic and Prosthetic 

purchased of its MPKs from Ottobock or Freedom in 2017, with the 
majority from Freedom and only from Ottobock.  F. 508.  For most uses, COPC 
prosthetists like and are satisfied with both knees, but prefer the functionalities of the Freedom 
MPK, particularly for K-3 amputees.  F. 509-510, 512.  Mid-Missouri Orthotics and Prosthetics 

- also generally purchases its MPKs from Ottobock and Freedom, because 

-538.  C-Legs and Pliés are also 
the two preferred MPKs for 
POA has bought few Pliés in recent years.  F. 542, 545. 

Clinic witnesses were not uniform in preferring C-Legs and Pliés as the top two MPK 
choices.  
approximately 



of S&S' MPK purchas 

Sabolich Prosthetic & Research ("SSPR") are C 

F. 495. Clinic customers will use a competitor's MPK prices to negotiate for lower p 

Missouri O&P's business, 
discounts and Ottobock has matched Freedom's MPK prices to Mid 

tobock, to rely on the option of purchasing Plies "to get better 
Leg 4." F. 547 

Jonesboro Prosthetic & Orthotic Laboratory ("Jonesboro O&P"), including on price, and, as a 
ult ofthis competition, Jonesboro O&P has been able to obtain "relatively competitive pricing 

structures from both manufacturers." F. 552. 
purchases of Plie 3 by COPC resulted in COPC's obtaining a greater discou 

explained, "Generally, if you have a design of a 
design by some characteristic, then it's only common nature to evolve your product, as in the C 
Leg 1 through 4 and the Plie 1, 2 and 3." F. 541. 
that "over time the [C g and Plie] products have become better," "more reliable [and] more 

rich." F. 555. 

65. Respondent refers to Ossur as Ottobock's "closest competitor" 
and refers to Endolite, Nabtesco, and DAW as "Freedom's closest competitors." RB at 65; 

RFF IV.B.5 (asserting that Ottobock's C mpetes most closely with Ossur's Rheo 
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MPK purchases are C-Legs.  F. 525.  The remaining es are 
of the Plié, the Orion, and the Allux.  F. 525.  The vast majority of MPKs purchased by Scott 

-Legs, followed by the Össur Rheo 3; and SSPR 
considers the Rheo 3 to be the closest substitute for a C-Leg 4. F. 531-532.  However, the 
totality of the evidence supports the conclusion that, for a significant fraction of clinic customers, 
C-Leg and Plié are the top two MPK choices.  See also F. 491 (For United Healthcare, the most 
common microprocessor knee pre-authorization requests are for the Ottobock C-Leg 4 and the 
Freedom Plié 3.  United Healthcare would not include Össur in the category of most common 
MPKs submitted to United Healthcare for pre-authorization.). 

In addition, clinics have experienced Ottobock and Freedom directly competing for their 
MPK purchases, and this competition has enabled clinics to negotiate lower pricing.  Clinics 
generally negotiate MPK prices with MPK manufacturers on an annual basis during contract 
renewal negotiations.  F. 315.  A clinic has greater bargaining leverage in negotiations with an 
MPK supplier if it can credibly threaten to switch some portion of its purchases to another MPK.  

rices.  F.  
496. Moreover, customers use the presence of Freedom to negotiate lower prices from Ottobock.  
F. 497.  For example, Tracy Ell, the owner and chief prosthetist at Mid-Missouri O&P, testified 
that, in competing for Mid- Ottobock and Freedom have both offered 

-Missouri O&P.  F. 538. 
Similarly, because POA clinicians are comfortable with either the C-Leg or Plié option, POA has 
been able, in negotiations with Ot 
pricing on the C- -548.  Ottobock also competes with Freedom for sales of MPKs 
to 
res 

See also F. 507, 513-514, 521 (Increased 
nt from Ottobock.); 

F.  557 (The price paid by Ability Prosthetics & Orthotics for the C-Leg has gone down 
significantly in the past six or seven years, in part due to competition from the Plié.). 

Clinic customers have also observed Freedom and Ottobock competing over the years on 
the basis of product innovation in MPK features, including water resistance features and 
processor speeds.  F. 505-507, 540-541, 550, 552, 555, 557.  As Mr. Ell of Mid-Missouri O&P 

component and their competitor exceeds the 
-

Rob Yates of Jonesboro O&P has observed 
-Le 

feature-

As noted above, Respondent argues that Ottobock and Freedom are not close competitors 
in the MPK market, based on asserted functional, quality, and price differences between the C-
Leg and the Plié.  RB at 58-

see 
also -Leg co 
with respect to functionality, quality, and reliability).  However, as set forth above, it is not 



necessary for the merging products to be each other's closest competitor in order for the merger 

833 F. Supp. 2d at 83. Furthermore, Respondent's argument ignores testimony from clinic 
present "similar componentry," F. 538, ar 

based on "similar platforms," F. 543, and that, for most patients, C 
"functionally similar." F. 554. 

Legs and Plies are their top two choices, and Freedom's presence as 

s evidence weighs in favor of concluding that there is direct competition between Ottobock's 
Leg and Freedom's Plie for purposes of determining whether Ottobock's acquisition of 

compete, for purposes of determining whether Ottobock's acquisition of Freedom presents a 

Freedom's launch of the Plie 3 

Leg, referring to it in development as " 
Leg killer." 

"submersibility," meaning the ability to "be safely submer[g]ed in fresh shallow water for up to 
30 minutes at a time." Freedom particularly emphasized Plie 3's water resistance, 

In addition, Freedom adopted a "penetration pricing" strategy for the Plie 3, pricing it lower than 
Ottobock's then current version of the C 

60 n.2 (arguing that "Freedom's overly aggressive 
sensitive customers ... "). The 

, F. 515,518. As Keith Senn ofCOPC testified, where "two knees are 
is substantially cheaper than the other one," it is 

beneficial for the clinic's business to take the cost savings." F. 511. However, the evidence fails to support a 

patient's medical needs.); F. 536 (At SSPR, if what the patient wants is the clinic's least profitable componen 
clinic will consider whether the component is "really the best thing for the patient or is there an alternative, effective 
alternative device" for the patient that the clinic could "bill out reasonabl[y]."). Moreover, as discussed in 
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to present a reasonable likelihood of unilateral effects. ProMedica, 749 F.3d at 569; H&R Block, 

customers that, in their view, C-Leg 4 and Plié 3 e 
-Leg and Plié are 

The evidence demonstrates that, regardless of the asserted differences between the C-Leg 
4 and the Plié 3, from the perspective and experience of a significant fraction of clinic customers, 
both knees are acceptable, C-
a competitor has enabled clinics to increase their bargaining leverage and negotiate lower prices.  
Thi 
C-
Freedom presents a reasonable likelihood of unilateral effects.21 

b. Competitive responses between Ottobock and Freedom 

In addition, as detailed in section III.D.2.c-f of the Findings of Fact and summarized 
below, there is a substantial history of Ottobock and Freedom responding competitively to each 
other in the MPK market.  This further supports a conclusion that Ottobock and Freedom directly 

reasonable likelihood of unilateral effects. 

i. 

Freedom designed the Plié 3 to target the C- a C-
F. 561.  When Freedom launched the Plié 3 in 2014, Freedom highlighted 

improvements over the prior generation Plié 2, such as better reliability, improved software, and 

F. 560, 562.  
which was a feature that the Ottobock C-Leg 3, on the market at that time, did not have.  F.  564.  

-Leg, the C-Leg 3 (F. 233).  F.  570. 

21 Respondent asserts that the primary reason clinicians select the Plié is because it is less expensive and yields a 
higher margin for the clinics.  RRCCFF 1148; see also RB at 59-
[L-Code 5856 recommendation] . . . most likely explains its popularity among price-
evidence supports the conclusion that the lower price of the Plié can motivate clinics to increase purchases of the 
Plié in order to receive a higher margin.  E.g. 
essentially clinically the same, [and] are good for a patient and one 

conclusion that prosthetists are willing to, or do, sacrifice patient care in the pursuit of higher margin.  F. 447 
(Prosthetists have an ethical and reputational obligation to fit a patient with a prosthetic knee that best meets the 

t, the 

subsection 3.c below, higher margins help clinics invest in facilities and support patient care.  

https://effects.21


eedom's MPK sales and share of the MPK 
market in the United States and worldwide. F. 571. The Plie 3's water resistance feature proved 

Ottobock's MPK sales and market share decreased after the launch 
Ottobock attributed to the launch of Freedom's Plie 3. F. 573. In August 2015, Ottobock 

Leg 3 sales decreased in part because of Freedom's "effective and 
aggressive promotion and selling" of the Plie 3. F. 578 

Ottobock monitored Freedom's marketing claims for the Plie 3 because it saw Freedom 
"as one of [Ottobock's] two most viable competitors." F. 574. After the launch of the P 
Ottobock's resulting loss of market share, Ottobock provided marketing materials to its sales 
force in order to assist the sales force in responding to Freedom's marketing claims for the Plie 3. 
F. 575. These materials were essentially "argumen 

Leg" and "to continue to buy C Legs ... instead of Plies." F. 579. These included 
the argument that the Plie 3 is "basically a mechanical knee with a microprocessor switch" that 

positive development, referring to the increased sales as "momentum." F. 576. After COPC 
increased its Plie purchases in 2015, Ottobock responded with "increasingly more aggressive 
pricing," meaning greater discounts for COPC. F. 

Ottobock's launch of the C 

Leg 4 in July 2015. F. 581. Ottobock's launch materials, 

Leg 4 was "going to blow the Plie out of the water." F. 
588. Ottobock's sales and marketing goal was to regain market share fro 
"especially from Plie" in the United States. F. 590. According to Ottobock's Scott Schneider, 
Ottobock highlighted the Plie because it recognized that Freedom had done "a very effective job" 

Freedom's sales of the Plie 3 in the United States significantly declined after the launch 
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The launch of the Plié 3 in 2014 increased Fr 

particularly attractive to clinic customers.  F.  565. 

of the Plié 3, which 

determined that its C-
.  In addition, the Plié 3 had better water 

resistance than the C-Leg 3.  F.  578. 

lié 3 and 

ts to convince customers to not walk away 
from the C- -

does not control resistance through the entire gait cycle, and is not properly eligible for 
reimbursement as a microprocessor-controlled swing and stance knee under L-Code 5856.  F.  
575. 

Ottobock also used promotions and discounts to sell the C-Leg 3 in the wake of the Plié 3 
launch.  In the first quarter of 2015, Ottobock sold 44 C-Leg 3 MPKs, based on a promotion, to 
customers that had not purchased any MPK from Ottobock in 2014.  F. 576.  Twenty-one of 
those sales included a $2,500 discount.  F. 576.  Ottobock executives viewed these results as a 

513-514, 521. 

ii. -Leg 4 

Ottobock launched the C-
prepared for the sales force, contained a comparison between the features of the C-Leg 4 and the 
Plié 3.  F. 582.  The materials asserted that the C-Leg 4 had a greater knee flexion angle than the 
Plié 3, had a greater battery capacity than the Plié 3, and had Bluetooth compatibility and a 
protective cover, which were not features possessed by the Plié 3.  F. 582.  Ottobock added a 
water resistance feature to the C-Leg 4, in response to the launch of the Plié 3.  F.  586. 

Ottobock predicted that the C-
m competitors 

promoting and selling the Plié 3, and causing a decline in sales of the C-Leg 3. F.  591. 

of the C-Leg 4 in the United States.  This occurred after a period in which Plié 3 sales had been 



F. 593 (Freedom's Plie 3 sales took a "big hit" following the C 

Leg 4, Ottobock had addressed two "major shortcomings" of 

Freedom concluded that Ottobock's launch of the C 

of Freedom's board of directors, wrote to Thomas Chung, vice president of 
Partners Fund ("HEP"), and others at HEP, that Ottobock's "new C[ L]eg launch" correlated 
"exactly" with a decline in Freedom's Plie sales to Hanger, explaining: "We didn't respond fast 

our knee business into 2016." F. 598. F. 595 (Report prepared for Freedom's board of 
"[t]he new Otto Bock C Leg 4 is adversely impacting Plie sales"); F. 

(Freedom's lender, Madison Capital Funding, attributing 
from September 2015 to April 2016 to Ottobock's release of the C 
"direct competitive product to Freedom's Plie 3"). 

Freedom's response to the launch of the C 

dom's marketing team brainstormed various ideas 
as to "how to best combat the launch of the C Leg 4." F. 601. Freedom marketing and clinical 

Freedom published on its website a "Plie 3 Microprocessor Knee Fact Sheet" comparing the 

verified, compared to the Plie 3, which is not, by asserting that "PDAC is not required 
for reimbursement." F. 610. 

Code recommendations ("PDAC verification"). F. 610 
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increasing.  F. 592; see also -Leg 
4 launch).  Freedom recognized that, in adding the ability to walk backwards and water 
resistance to the features of the C-
the C-Leg 3 and removed two advantages of the Plié 3 that had helped Freedom increase market 
share.  F. 589, 594. 

-Leg 4 was largely responsible for the 
decline in Plié sales.  F. 595-596, 598-600.  For example, in March 2016, Ned Brown, a member 

Health Evolution 
22 -

enough to their competitive attack, and we are seeing a broadening competitive impact across 
See also 

directors stating that - 600 
decline in Plié 3 unit sales 
-Leg 4, referring to it as a 

iii. -Leg 4 

Freedom took action to respond to the launch of the C-Leg 4 in an attempt to regain Plié 
3 sales.  After the launch of the C-Leg 4, Free 

-
teams created presentations comparing the features of the Plié 3 to the C-Leg 4 to make sure the 
sales team understood how to compete against the C-Leg 4.  F. 604-605.  For example, in 2015, 

features of the Plié 3 directly to features of the C-Leg 4.  F. 607.  The Plié 3 fact sheet markets 
the Plié 3 as having comparable features to the C-Leg 4, such as real-time swing and stance 
control, proven stumble recovery and weatherproofing with an IP67 rating,23 and as having 
features which Freedom claims the C-Leg 4 does not possess, including customized stumble 
recovery, full submersibility, the ability to make manual adjustments, and remote access.  F.  
608-609.  The Plié 3 fact sheet also responds to an Ottobock marketing claim that the C-Leg is 
PDAC24 

22 Prior to the Acquisition, HEP, a private equity firm, was the majority shareholder of Freedom.  F. 10. 

23 In an IP (ingress protection) rating, the first number stands for dustproof protection.  Six is the highest rating of 
dustproof protection.  The second number stands for waterproofness.  The standard for reaching a seven is that the 
knee must be waterproof if submersed in one meter of freshwater for half an hour.  (Kannenberg (Ottobock) Tr. 
1986-87). 

24 A prosthetic manufacturer may submit a prosthetic device to the Medicare Pricing Data Analysis and Coding 
(PDAC) organization for review and confirmation of its L-
n.60.  PDAC verification is only directly applicable to reimbursement under Medicare and is not required for 
prosthetic devices, including MPKs.  F. 610 n.60. 



it called the "ideal combo," which bundled a discounted Kinterra ( 

Ottobock took notice of Freedom's promotions and discounts, and 

"Freedom seemed to be dropping their pricing most 

end feet." F. 611. In September 2015, Ms. Solario 
ce for the sales team for countering Freedom's "Buy a Plie 3 and 50% off a 

Kinterra" promotion. F. 632. Setting out a comparison chart of likely customer margins, Ms. 
Solario wrote, "You'll see that even with a hefty 50% discount on Kinterra, C 
with Triton Smart Ankle or Triton Harmony still offers a better margin for your customer!" F. 
632. A November 2015 Ottobock marketing plan assessed that "[p]ressure from C 

According to Ms. Solario, Freedom's price discounting and promotions "definitely" 
impacted Ottobock's sales. F. 637. 

"e 

ng to leapfrog it ... . [T]hat's the general nature of medical devices .... " F. 505. 

F. 513, 521. One customer's price for the Ottobock C 

paid for an MPK, lower prices increase clinics' margms. F. 120 
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Freedom also developed promotions to try to regain sales, which had been adversely 
impacted by the launch of the C-Leg 4.  F. 603. In the summer of 2015, Freedom began running 
a promotion hydraulic ankle 
and foot), or a free graphite foot, with the purchase of a Plié 3.  F. 612, 614-615, 618, 622.  In 
addition, Freedom lowered the price of the Plié 3 in response to the launch of the C-Leg 4. F.  
633. 

attributed these actions 
to competitive pressure from the C-Leg 4.  F. 631, 634-638.  As Cali Solario, senior prosthetics 
marketing manager of Ottobock testified, 
aggressively post C-Leg 4 launch, and they were the ones that were the most active in dropping 
price and having some sort of additional element to their promotion, whether that be a free foot 
or an additional discount on their higher-
provided advi 

-Leg 4 combined 

-Leg 4 has 
driven lower [Plié 3] prices and bundle[d] promotions with feet (50% off Kinterra) consistently 
seeing prices as low as F.  635. 

c. Benefits of competition to clinics and patients 

As noted above in section II.D.3.a, competition between the C-Leg and the Plié has 
contributed to improved technology.  As Vinit Asar of Hanger testified, very time a new 
generation [MPK] from one manufacturer comes out, the other manufacturer is working on 
somethi See  
also F. 541.  The continued evolution of technology in MPKs benefits clinics and their patients.  
F. 507, 540, 550-551. 

Furthermore, as set forth in section II.D.3.a above, competition between Ottobock and 
Freedom has also enabled clinics to negotiate lower prices. See F. 507, 513, 521, 540, 548, 552, 
557.  For example, after COPC increased Plié purchases, Ottobock responded with greater 
discounts on the C-Leg. -Leg 3 decreased 
from after the launch of the Plié 3.  F.  577. 

Lower prices benefit clinics and their patients.  Because the clinic receives the same 
reimbursement regardless of which brand of MPK it purchased and regardless of how much it 

-121, 324-326.  Expanded 
margins have allowed Hanger to reinvest in its business, for example, by investing in an 
electronic medical records system.  F. 507.  Higher price discounts benefit COPC by supporting 
hiring, facilities, and various programs that support patient care, such as compliance.  F.  523.  
Competition between Ottobock and Freedom has benefitted Jonesboro O&P by enabling 



 

   
           

   

        
       

       
         

         
          

   
         

     
         

    
         

     
   

 

               
            
            

    
               

              
            

           
                 

               
                 

             
    

            

   

 

   
        

   
 

  

        
       

      
         

         
         

   
         

 

  

     
         

    
        

 

  

     
   

                
            
            

    
               

              
            

           
                

               
                 

             
    

            
  

Jonesboro O&P to obtain "relatively competitive pricing structures from both manufacturers," 

Counsel's prima facie burden of proving that th 

MPK market. Accordingly, the analysis now turns to Respondent's rebuttal evidence. 

instant case, Respondent has failed to rebut Complaint Counsel's prima facie case, as explained 

recognize that, "[i]n some cases, non 
offer close substitutes for the products offered by the merging firms." Merger 

80); that part of Respondent's objective in acquiring Freedom was to eliminate or 

, 908 F.2d at 983 ("If the defendant successfully rebuts 

h remains with the government at all times."). 
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and to use the increased margins for investing in facilities and technology, hiring staff, and 
providing patient support services that are not reimbursable, such as peer counseling. F. 552. 
POA uses its profits on the cost of MPKs to invest in training, new technology systems, and 
office expansion.  F.  549. 

4. Conclusion 

The evidence proves that the Acquisition will significantly increase concentration in the 
MPK market, which gives rise to a presumption that the Acquisition may substantially lessen 
competition. In addition, the evidence proves that, for a significant fraction of clinic customers, 
C-Leg and Plié are the two top choices for MPKs; that Ottobock and Freedom are direct 
competitors in the MPK market; and that such competition has helped clinic customers negotiate 
lower prices and has spurred MPK innovation. This is more than sufficient to meet Complaint 

e acquisition of Freedom by Ottobock, and the 
removal of Freedom as an independent competitor, may substantially lessen competition in the 

25 

E. Rebuttal and Defenses 

As noted in section II.B.2.b above, a defendant may rebut a prima facie showing of likely 
anticompetitive effects with evidence that anticompetitive effects are not likely to result from the 
merger, or that procompetitive benefits, such as efficiencies, outweigh any likely anticompetitive 
effects. See, e.g., Baker Hughes, 908 F.2d at 985; Polypore, 2010 WL 9549988, at *9. In the 

below. 

1. Expansion 

In a unilateral effects case involving differentiated products, the Merger Guidelines 

Guidelines § 6.1. 
-merging firms may be able to reposition their products to 

25 Complaint Counsel makes a number of additional arguments in support of a conclusion that the Acquisition is 
likely to have anticompetitive effects, including that the Acquisition will lessen competition between Ottobock and 
Freedom as to future products currently in development, such as the Freedom Quattro MPK, F. 9, and the Ottobock 
C-Leg 5 MPK, F. 6. (CCB at 74-
reduce competition from the Plié 3 and the Quattro post-Acquisition (CCB at 80-87); that after the Acquisition, 
Ottobock made plans to raise the price of and/or reposition the Plié 3, and to reposition the future Quattro MPK to 
compete with MPKs other than the C-Leg (CCB at 87-90); and that, after the Acquisition, Ottobock harmed 
competition by changing Freedom personnel, canceling certain planned upgrades to the Plié 3, delaying the launch 
of the Quattro, and competing less aggressively with respect to sales of the C-Leg 4 and Plié 3 (CCB at 92-94). 
Because the prima facie proof of market structure and direct competition between Ottobock and Freedom is 
sufficient to raise an inference of likely anticompetitive effects and to shift the burden to Respondent for rebuttal, it 
is not necessary, at this prima facie stage of analysis, to determine whether additional evidence strengthens the 
inference of likely anticompetitive effects. See Baker Hughes 
the presumption, the burden of producing additional evidence of anticompetitive effect shifts to the government, and 
merges with the ultimate burden of persuasion, whic 



"Repositioning 1s . . . evaluated much like entry, with consideration given to timeliness, 

effects from a differentiated products merger." 

"The ability and willingness of current competitors to expand their foothold in the market 

equivalent to new entry." "[L]ikely entry or expansion 
by other competitors can counteract anticompetitive effects that would otherwise be expected." 

, 246 F.3d at 717 n.13 ("Barriers to entry are 

merger competitive picture."); , 908 F .2d at 987 ("In the absence of 

of time."). "Determining whether there is ease of entry hinges upon an analysis of barriers to 
he market." 

produce evidence "sufficient nstrate the ability" of other competitors "to fill the 
competitive void that will result if [Respondent is] permitted to acquire" Freedom. 

, 131 F. Supp. 2d at 169. It is not sufficient to show that expansion would replace "some 
of the competition" lost to the Acquisition. 
"poised to expand in a way that is 'timely, likely, and sufficient in its magnitude, character, and 
scope to deter or counteract' any potential anticompetitive effects resulting from the merger." 

evaluated similarly to entry under the Merger Guidelines, which state that "in a differentiated 

merged firm unprofitable." Merger Guidelines 9.3. "Entry may also be insufficient due t 
constraints that limit entrants' competitive effectiveness, such as limitations on the capabilities of 
the firms best placed to enter or reputational barriers to rapid expansion by new entrants." 

Respondent asserts that Ossur and Endolite are "willing, able, and incentivized to expand 
share" and that N abtesco/Proteor "has taken the necessary steps to 

timely, likely, and sufficiently compete for market share." RB at 68 
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likelihood, and sufficiency. . . .  The Agencies consider whether repositioning would be 
sufficient to deter or counteract what otherwise would be significant anticompetitive unilateral 

Id. 

and/or reposition greatly reduces the anticompetitive effects of a merger, and is essentially 
CCC Holdings, 605 F. Supp. 2d at 57. 

H&R Block, 833 F. Supp. 2d at 73 (citing Heinz 
important in evaluating whether market concentration statistics accurately reflect the pre- and 
likely post- Baker Hughes 
significant barriers, a company probably cannot maintain supracompetitive pricing for any length 

new firms entering the market or existing firms expanding into new regions of t 
H&R Block, 833 F. Supp. 2d at 73 (citing CCC Holdings, 605 F. Supp. 2d at 47 (quoting 
Cardinal Health, 12 F. Supp. 2d at 55)). 

Because Complaint Counsel has established its prima facie case, Respondent must 
to demo 

Swedish 
Match 

Id. at 170.  Instead, existing competitors must be 

H&R Block, 833 F. Supp. 2d at 74.  As noted above, repositioning by existing competitors is 

product industry, entry may be insufficient because the products offered by entrants are not close 
enough substitutes to the products offered by the merged firm to render a price increase by the 

§ o 

Id. 

Respondent asserts that existing manufacturers of MPKs can expand and compete for 
market share in the marketplace and that this expansion will counteract any anticipated 
anticompetitive effects.  RB at 65-70.  Respondent does not assert that new firms are likely to 
enter the relevant market.  Id.  Thus, the analysis focuses on the likelihood of repositioning or 
expansion by existing competitors. 

and compete for market 
-70.26 As shown below, the 

26 Respondent does not assert that DAW is expanding.  RB at 68-70; see also RFF 927-40.  DAW does not 
manufacture its own MPKs, but is a distributor of MPKs manufactured by a company named Teh Lin, located in 



development at Ossur (F. 29), that if demand for Ossur's Rheo Knee were to increase in the 
United States, Ossur "would be able to" expand to produce an a -
this would require "more than some investment," and "a year [ would be] a tight time frame" for 

COPC is not presently willing to move volume to Rheo because COPC "practi 
do not like the Rheo knee" and believe that "the functions or the capability of that knee" "do not 
compare to the Freedom and Ottobock knees at this time." F. 650. 

MPKs from Ossur, based on its clinicians' experience with the demonstration models and 
Missouri O&P, Ossur's MPK is 

"not as inherently safe throughout all its usage." F. 651. To Ford of POA, while Ossur' s 
Rheo MPK is used by "a lot of practices," and provides competition for the C Leg, "for many 
clinicians," the Rheo MPK is "viewed as a different product than the C 
because of the platform, the functional platform that it's built on." F. 653. 
has found that the Rheo MPK is larger than is preferred by POA' s prosthetists and that th 
Rheo's software works differently than what is preferred by POA's prosthetists.). 

-
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evidence fails to justify the conclusion that any of these competitors are poised to expand in a 
way that is timely, likely, and sufficient in its magnitude, character, and scope to deter or 
counteract any potential anticompetitive effects resulting from the Acquisition. 

With respect to Össur, the manufacturer of the Rheo 3 MPK, Respondent asserts that 
Össur has a large and robust research and development group and budget, has the ability to 
significantly increase its MPK supply to the United States, and is currently 

RB at 68.  Respondent relies on 
testimony from Kim Peter Viviane De Roy, executive vice president of research and 

dditional Rheos, but that 

any such expansion.  F. 655.  Respondent does not point to any evidence of a plan for Össur to 
expand, or to any specific evidence indicating the likelihood of an Össur expansion, see RB at 
68; RFF 789-807, which casts doubt on the timeliness and likelihood of an Össur expansion. 

Furthermore, even if Össur has the ability and willingness to expand, the evidence fails to 
support the conclusion that such expansion would fill the competitive void left by Freedom 
because clinicians view the Rheo 3 as functionally different from C-Leg 4 and the Plié 3.  For 
example, tioners 

See also F. 649 (COPC 
prosthetists find the Rheo to be heavier and not as good at stumble recovery, which are 
disadvantages compared to the Plié and the C-Leg.).  Mid-Missouri O&P has not purchased any 

personal preferences.  F. 651.  According to Tracy Ell of Mid-
Mark 

-
-Leg or the Plié knee 
See also F. 652 (POA 

e 

With respect to Endolite, the manufacturer of the Orion 3 MPK (F. 286), Respondent 
asserts that Endolite supplies a complete line of lower-limb prosthetic devices and has had 
significant sales growth in MPKs in 2017 and 2018.  RB at 68-69.  Respondent further asserts 
that Endolite plans to significantly grow its business by 2025, has capacity to supply an 
additional MPKs per month to the United States, and has 

RB at 68-69.  
The greater weight of the evidence is contrary to a conclusion that Endolite is capable of 
replacing lost competition, as shown below. 

Taipei, Taiwan.  F. 305.  DAW has minimal MPK sales in the United States (less than ) and its MPKs sales 
have decreased each year since 2015.  F. 479-480, 483-484, 676.  



- -- --
barriers arising from negative customer perception of the Endolite MPK. Endolite's chairman 
explained that Endolite has "suffered" from having a reputation of "having a product that isn't 
very reliable, British engineering at its worst." F. 659. 
testifying that Endolite has "suffered from a legacy of launching our first microprocessor 

overcome that, and prosthetists do seem to have quite long memories."). "[R]eputation can be a 
barrier to entry and expansion." 

2016, some prosthetic clinics are reluctant to purchase Endolite's Orion MPK. 
at this time because, to COPC, " 

Leg and Plie] are better than their knee [Orion], and so there's no reason today to try 
to move patients to their knee." F. 661. Because Endolite is a "smaller company," that doesn't 

Endolite than from Ottobock and Freedom in part due to Endolite's lack of presence in the 

agreement to sell Nabtesco's products in the United States in 2018, and that Proteor has quickly 
70. Respondent does not claim that Nabtesco's sales will 

increase sufficiently to replace Freedom's sales. RB at 6 
that Nabtesco/Proteor "has taken the necessary steps to timely, likely, and sufficiently compete 
for market share." RB at 69. 

- -
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As an initial matter, Endolite is a small competitor in the United States MPK market.  
Despite the fact that Endolite has been selling MPKs in the United States for 20 years, Endolite 
has no more than a share of the United States MPK market.  F. 479-480, 656.  Endolite 
sells significantly fewer MPKs each year than Freedom.  In 2016, Endolite sold MPKs in 
the United States, while Freedom sold MPKs.  F. 657. In 2017, Endolite sold MPKs 
in the United States, while Freedom sold MPKs.  F. 657.  While Stephen Blatchford, 
executive chairman of Blatchford, testified that Endolite has a strategic plan to significantly grow 
the business by 2025, he did not specifically attribute the planned growth to growth in sales of 
MPKs in the United States.  F. 664. Further, Endolite has 

F. 665. 
This casts doubt on the timeliness and likelihood of an Endolite expansion. 

Furthermore, even if Endolite has the ability and willingness to expand, Endolite faces 

See also F. 660 (Stephen Blatchford 
-

controlled swing and stance knee . . . but reliability was atrocious, so it has taken us awhile to 

Chicago Bridge, 2005 FTC LEXIS 215, at **75, n.209 (citing 
Cardinal Health, 12 F. Supp. 2d at 57; Swedish Match, 131 F. Supp. 2d at 170-71). 

Although Endolite has seen sales growth since the launch of the Orion 3 in September 
COPC has no 

plans to move volume to the Orion the two primary knees that 
we use [C-

have as much support staff, as large a sales force, and far fewer clinicians, it is more challenging 
for POA to get support from Endolite in a timely manner and with the level of support that POA 
gets from Ottobock, Freedom, and Össur.  F. 662.  Hanger makes fewer MPK purchases from 

United States.  F. 663.  Hanger sees Endolite sales representatives less frequently and has found 
that Endolite offers less support in the United States for its products. F. 663. 

With respect to Nabtesco, Respondent asserts only that Nabtesco released the full-launch 
version of the Allux MPK in June 2017, that Proteor entered into an exclusive distribution 

realized sales of the Allux.  RB at 69-
9-70.  Instead, Respondent asserts only 

The greater weight of the evidence is contrary to a conclusion that Nabtesco is capable of 
replacing lost competition.  Nabtesco has an insignificant presence in the United States MPK 
market, with less than a share.  F. 479-480.  In 2017, Nabtesco sold MPKs in the 



-described Nabtesco as a "tadpole in the ocean" and "[i]n the grand scheme of 
things," nobody knew who they were. F. 675. Jeffrey Collins, the president of Cascade, 

2017, explaining, "[t]here are very well 

ew product at a price point that's similar to those existing products in the market and expect 
significant sales increases." F. 674. Many of Ottobock's and Freedom's clinic customers are not 

For all the foregoing reasons, Respondent's rebu 

Respondent's ability to impose price increases post 

The" " defense is grounded in the theory that large, sophisticated 

§ 8 (" 
ability of the merging parties to raise prices."). 

g Freedom as an independent competitor for Hanger's business, and that, in any 

anticompetitive effects for smaller buyers in the market who may not have Hanger's buying 

Courts do not consider proof of the existence of power buyers "as 
" 

, "the economic argument for even part 
, is weak." 534 F.3d at 440 

Hovenkamp at ,r 943 ("[I]t would be inappropriate to give formal recognition to buyer 
ordinary run of merger cases."). Courts have credited the 

Although Respondent alludes to the buying power of Hanger "and other" unnamed "sophisticated customers," 
Respondent's evidentiary assertions are limited to Hanger. RB at 71; RFF section IV.G. 
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United States, while Freedom sold MPKs.  F. 666.  Bradley Mattear, managing director of 
Proteor (F. 36), 

a 
distributor of the Allux, did not anticipate increasing its sales of the Allux in 2018 over sales in 

-established brands and commonly used microprocessor 
knees that are available in the market today . . . at a competitive price, so it is difficult to bring in 
a n 

familiar with MPKs manufactured by Nabtesco.  F. 667.  Of the prosthetists who have heard of 
Nabtesco, many testified that they would not fit a Nabtesco MPK on a patient because of 
difficulties with customer service or concerns about the reliability of the MPK.  F. 668. 

ttal argument based on repositioning or 
expansion by MPK competitors is rejected. 

2. Market constraints 

Respondent contends that the MPK market is characterized by the existence of power 
buyers and by price ceilings associated with insurance reimbursement, both of which constrain 

-Acquisition.  These arguments are addressed 
in turn below. 

a. Power buyers 

power buyer buyers may 
have the bargaining power to resist anticompetitive price increases and thereby counter any 
anticompetitive effects of a merger.  Baker Hughes, 908 F.2d at 986-87.  See also Merger 
Guidelines The Agencies consider the possibility that powerful buyers may constrain the 

Respondent argues that Hanger is a power buyer that can prevent any reasonably likely 
anticompetitive effects.  RB at 70-74.27 Complaint Counsel argues that Hanger would be harmed 
by removin 
event, the existence of Hanger as a power buyer says nothing about the likelihood of 

power.  CCB at 140-42. 

itself independently 
adequate to rebut a prima facie case Chicago Bridge, 534 F.3d at 440. As the court noted in 
Chicago Bridge ially rebutting a presumptive case, 
because a market is dominated by large buyers (citing 4 Areeda &  

concentration and related factors in the 

27 

https://70-74.27


with the foregoing, the Merger Guidelines state that "the 

able terms may be harmed by an increase in market power." 

713. Hanger is Ottobock's largest United States customer for MPKs. F. 715. A little more than 
half of Freedom's sales in the United States are to Hanger. F. 717. Hanger is also the largest 

720. Hanger's bargaining power is manifested in the fact that 

Ottobock and Freedom are Hanger's top two suppliers of 

Carkhuff, Freedom's chairman, testified that Hanger's ability to threaten to move Plie volume to 

Vinit Asar, Hanger's CEO (F. 44), testified that even if the price of the C 
ucts to patients because "both these 

reason not to offer them." F. 727. The foregoing evidence supports the conclusion that 
Ottobock's acquisition of Freedom is likely to increase Ottobock's bargaining leverage post 
Acquisition, regardless of Hanger's pre 

Respondent further asserts that Hanger has "structures and tools in place" to constrain 

document titled "Supplier Consolidation Presentation - The Path Forward," which Hanger 
prepared in February 2018 after the Acquisition ("Supplier Consolidation Presentation"). 

Consolidation Presentation outlined "a couple of scenarios that [Hanger staff] modeled out." F. 
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existence of power buyers as a defense only where there is also proof of ease of entry and likely 
efficiencies.  Chicago Bridge, 534 F.3d at 440; Cardinal Health, 12 F. Supp. 2d at 58.  Consistent 

Agencies do not presume the presence of 
powerful buyers alone forestalls adverse competitive effects flowing from the merger.  Even 
buyers that can negotiate favor 
Merger Guidelines § 8. 

Respondent asserts that Hanger is a large and important customer that has significant 
leverage in negotiations with MPK manufacturers.  RB at 71-72. The evidence tends to support 
this proposition.  Hanger represents a large portion of the prosthetic clinics in the United States, 
with 800 clinics across the country and about 1,500 clinician employees.  F. 713.  By 
comparison, there are approximately 3,400 clinics and 6,500 clinicians in the United States.  F.  

United States lower-limb prosthetic customer of Össur and a very important customer of 
Endolite.  F. 719-

  
Moreover, Hanger has acknowledged its purchasing power as a competitive strength.  F. 721. 

The evidence further shows that 
MPKs in terms of volume.  F. 501.  In 2017, Hanger purchased approximately of its 
MPKs from Ottobock and from Freedom, for a total of F. 499.  Maynard 

C-Leg allows Hanger to negotiate lower prices from Freedom.  F. 496 (citing Carkhuff, Tr. 404). 
-Leg and Plié increases 

post-Acquisition, Hanger plans to continue offering both prod 
products are good products, our clinicians like them, our patients use them.  We would see no 

-
-Acquisition power as a large, important customer. 

future MPK prices.  RB at 72.  Respondent argues that Hanger is capable of defeating a price 
increase and shifting volume to other manufacturers by changing its internal pricing that it 
charges its clinics for MPKs to incentivize Hanger clinicians to shift volume away from the 
combined Ottobock/Freedom to Össur and Endolite.  RB at 73.  Respondent points to a Hanger 

See F.  
722. 

After learning about the Ottobock/Freedom transaction, Hanger undertook an assessment 
of the potential impact of the Acquisition on Hanger.  F. 722.  The resulting Supplier 

723.  Under the scenario relied on by Respondent, RB at 72-73, Hanger modeled reducing the 



of Hanger's MPK sales to -
the Supplier Consolidation Presentation. F. 726. Vinit Asar described the assessment as "a 

hy are you picking Otto Bock" MPKs. 

clinicians "are fully aware of the features, the benefits, and the economics" of MPKs offered by 
F. 726. Based on the foregoing, Respondent's characterization of the 

anticompetitive price increase to Hanger overstates the case. In any event, a customer's effort 

Respondent also contends that Hanger has the "demonstrated ability and willingness" to 

invited representatives of Otto bock, Freedom, Ossur and Endo lite to its 2018 "Hanger Education 
Fair" to familiarize H 

In addition, approximately 60% of Ottobock's sales are to customers other than Hanger 
and approximately half of Freedom's sales are to customers other than Hanger. F. 728 

the Commission rejected the respondent's power buyer defense, 
in part because even if it were "assume[ d] that 

believe that other . . . customers would fare as well." 

"smaller buyers will be protected by the resistance offered by larger, more powerful customers." 

Merger Guidelines § 8 ("[E]ven if some powerful buyers could protect 

buyers."). 
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combined share of Ottobock and Freedom from with a 
reduction in volume of units and a shifting of that volume to Össur and Endolite.  F. 725. 
Under this scenario, based on Ottobock pricing, Hanger calculated it would save per 
year.  F. 725.  However, Hanger did not assess the feasibility of any of the scenarios described in 

small survey of a bunch of clinicians to figure out just w 
F. 726.  The only identified plan to resist post-Acquisition price increases is to ensure Hanger 

other MPK manufacturers. 
Supplier Consolidation Presentation as a structure in place that is likely to defeat an 

to 
plan a way to avoid acceding to a price increase does not render it a power buyer.  Polypore, 
2010 WL 9549988, at *32. 

sponsor expansion by competing MPK manufacturers, and thereby defeat any post-Acquisition 
anticompetitive effects.  RB at 73.  To support this contention, Respondent asserts that Hanger 

anger clinicians with their products and that Hanger clinics bought more 
Endolite Orion 3 MPKs after becoming more familiar with the product.  RB at 73-74.  However, 
Respondent fails to cite to the record or to any proposed findings to support this argument.  In 
any event, the assertions, even if supported by the record, fall short of demonstrating that Hanger 
is able and willing to sponsor expansion so as to defeat any post-Acquisition anticompetitive 
effects. 

-729. 
Even if Hanger would be able to avoid price increases as a result of its size and sophistication, 
Respondent cites no evidence suggesting that any other clinic customers would be able to do so.  
In Polypore, 2010 WL 9549988, 

the four claimed power buyers somehow would 
be able to avoid price increases as a result of their size and sophistication, there is no reason to 

2010 WL 9549988, at *32.  In the instant 
case, as in Polypore, pricing is individually negotiated.  Id.; F. 315.  In addition, MPK 
manufacturers charge different prices to different clinic customers, and different clinic customers 
have different bargaining leverage in negotiations with MPK suppliers, and different abilities to 
negotiate lower prices.  F. 316, 730.  In these circumstances, there is no reason to believe that 

2010 WL 9549988, at *32 (citing United States v. United Tote, Inc., 768 F. Supp. 1064, 1085 (D.  
Del. 1991); FTC v. Bass Bros. Enterprises, Inc., 1984 U.S. Dist. LEXIS 16122 (N.D. Ohio 
1984)).  See also 
themselves, the Agencies also consider whether market power can be exercised against other 



For all the foregoing reasons, Respondent's rebuttal argument based on the power buyer 

Respondent asserts are "very thin margins" for clinics, manufacturers "do not have room to 
profitably impose price increases." RB at 74. A price increase would encourage clinics to 

the amount of allowable reimbursement "creates kind of 
manufacturer's] price could be." (Solario (Ottobock) Tr. 1624). Ms. Solorio further testified 
that Ottobock then looks at its "manufacturing costs, ... the competitive landscape, and all of 

o help establish the market price" to charge its customers. 
Ms. Solorio explained that Ottobock's pricing must "play within that space[.] ... [I]f you. 
don't give your customers an opportunity to have a healthy margin" on the purchase of an 
the manufacturer risks "pricing [it]self out" of the market. (Solario (Ottobock) Tr. 1624 
Even if Ottobock views reimbursement amounts as its price ceiling, and sets its prices "within 
that space" below the ceiling, it does not logically folio 

Acquisition, contrary to Respondent's assertion. 

A clinic's margin is not dictated only by the price of the MPK. 

reimbursement and which allow some amount of margin for the clinic. F. 732. A clinic's profit 

prosthetic, not solely the reimbursement on the MPK. F. 731. As Respondent's expert witness 
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Finally, as noted above, courts typically do not credit a power buyer defense absent 
additional proof of ease of entry and likely efficiencies.  Chicago Bridge, 534 F.3d at 440; 
Cardinal Health, 12 F. Supp. 2d at 58.  As set forth in section II.E.1 above and section II.E.6 
below, the evidence fails to prove either. 

theory is rejected. 

b. Insurance reimbursement cap as constraint 

Respondent next argues that the insurance reimbursement rate for an MPK has the effect 
of constraining manufacturer price increases, by acting as a cap on pricing.  RB at 74-75. 
According to Respondent, because of the cap on allowable reimbursement for an MPK, and what 

change MPK brand, Respondent argues, because the allowable reimbursement for an MPK is the 
same regardless of MPK brand.  Complaint Counsel replies that the evidence fails to show that 
reimbursement rates will prevent post-Acquisition price increases.  CCB at 138-40; CCRB at 80-
82. 

Respondent cites the testimony of Cali Solario, senior prosthetics marketing manager of 
Ottobock (RFF 963-64), who stated that, in determining what to charge a customer for an MPK, 

the ceiling for what [the 

those things together kind of work t Id.  

MPK, 
-25). 

w that there is no room in the space 
between the price of the MPK and the ceiling for reimbursement for Respondent to impose a 
price increase.  Moreover, as discussed below, the evidence suggests that there is room for 
Respondent to raise the price of the Plié 3 post-

The components of the 
overall lower-limb prosthetic, in addition to the knee, such as the foot, socket, suspension 
mechanism, adapters, hardware, and liners, have additional L-Codes for which clinics obtain 

for fitting an MPK takes into account the reimbursement on all components of the lower-limb 

Dr. David Argue agreed, a clinic may earn a profit on the prosthetic leg as a whole even if the 
clinic does not make a profit on the MPK component.  F. 739. 



nally, Respondent's argument that a price increase will encourage clinics to change 

Leg 4 by 10%, he "would still have a profit" on the product, but he "wouldn't be very happy 
about" the price increase and "might want to start using an Endolite knee." (Sabolich (SSPR), 
Tr. 5915). This testimony is insufficiently definite or substantial to sustain Respondent's 

For all the foregoing reasons, Respondent's rebuttal argument that the allowable 

, 415 U.S. 486, 506 (1974). "A company 
invoking the defense has the burden of showing that its 'resources [were] so depleted and the 

o remote that it faced the grave probability of a business failure .. . , ' 
and further that it tried and failed to merge with a company other than the acquiring one." 

, is that "the effect on competition and the 'loss to [the company's] stockholders and 
injury to the communities where its plants were operated' will be less if a company continues to 

'lesser of two evils' approach . . . " 

the Supreme Court's decision in "narrowly confined the sc 
doctrine," by holding that a financially troubled company may not employ the failing company 

der the bankruptcy laws are "dim or 
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Moreover, the evidence shows that customers typically pay anywhere from 
less for the Plié 3 than for the C-Leg 4.  F. 493.  Dr. Argue estimated that the average 

price of a Plié 3 in 2016 was and the average price of an Ottobock C-Leg 4 in 2016 
was F. 794. The evidence further shows that it is profitable for clinics to fit a C-Leg 
today.  F. 735.  For at least some clinic customers, based on the price differential between the 
Plié 3 and the C-Leg 4, Respondent could impose a 10% increase in the price of the Plié 3 post-
Acquisition, and the cost would still be lower than a C-Leg 4 (F. 736-737), which suggests there 
is room to raise the price of the Plié 3, notwithstanding the insurance reimbursement ceiling. 

Fi 
MPK brand, because insurance reimbursement is the same regardless of which brand of MPK is 
selected, rests only on certain cited testimony of Scott Sabolich of Scott Sabolich Prosthetic & 
Research.  RB at 75.  Mr. Sabolich testified that if Ottobock were to increase the price of  the C-

argument. 

insurance reimbursement for MPKs will constrain Ottobock from imposing MPK price increases 
post-Acquisition is rejected. 

3. Failing company defense 

The failing company doctrine, recognized as a valid defense to a Section 7 suit in Brown 
Shoe, was first announced by the Supreme Court in International Shoe Co. v. FTC, 280 U.S. 291 
(1930).  United States v. General Dynamics Corp. 

prospect of rehabilitation s 
Id. at 

507 (citations omitted).  The burden of proving that the conditions of the failing company 
doctrine have been satisfied is on Respondent.  Citizen Pub. Co. v. United States, 394 U.S. 131, 
138-39 (1969). 

The underlying rationale for the failing company defense, as explained in General 
Dynamics 

exist even as a party to a merger than if it disappears entirely from the market.  It is, in a sense, a 
General Dynamics, 415 U.S. at 507 (internal citation 

omitted).  In Michigan Citizens for an Independent Press v. Thornburgh, the court explained that 
Citizen Publishing ope of the 

defense unless it meets three conditions:  the owners of the merger target are contemplating 
liquidation; the prospects for successful reorganization un 



 

 

       

       
        

        
           

  
      

        

       

      
         

   
    

     

             
     

  
            

     
           

       
       

   
   

          
 

   
 

 

    

       
 

       
        

        
           

  
      

        
 

 

       
 

  

      
         

  
      

     

             
     

     
            

      
           

 

       
      

    
   

         
  

nonexistent"; and the acquiring company was "the only available purchaser." 868 F.2d 1285, 
ajf'd 

, 868 F.2d at 1288 ("[I]ndeed, 
[the acquisition] must be the 'last straw' at which the company can grasp."). "The most 

faces the 'grave 
possibility of business failure' is whether the firm is insolvent or on the brink of insolvency 

due." 

sure, that Freedom's debt 
according to Freedom's CEO at the time, Freedom was on the 
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1288 (D.C. Cir. 1989) (citing Citizen Pub., 394 U.S. at 137-38), , 493 U.S. 38 (1989). 

A failing company defense is also recognized in Section 11 of the Merger Guidelines, 
which states: 

The Agencies do not normally credit claims that the assets of the failing firm 
would exit the relevant market [absent the merger] unless all of the following 
circumstances are met: (1) the allegedly failing firm would be unable to meet 
its financial obligations in the near future; (2) it would not be able to 
reorganize successfully under Chapter 11 of the Bankruptcy Act; and (3) it has 
made unsuccessful good-faith efforts to elicit reasonable alternative offers that 
would keep its tangible and intangible assets in the relevant market and pose a 
less severe danger to competition than does the proposed merger. 

Merger Guidelines § 11. 

The forgoing criteria for establishing a failing company defense are addressed in turn 
below. 

a. Imminent danger of failure 

The first requirement to justify an acquisition under the failing company doctrine is that 
the proponent of the acquisition must show that the company to be acquired is in imminent 
danger of failure. Dr. Pepper/Seven-Up Cos. v. FTC, 991 F.2d 859, 864 (D.C. Cir. 1993) (citing 
General Dynamics, 415 U.S. at 507); see also Michigan Citizens 

important factor that courts have considered in determining whether a firm 

either in the bankruptcy sense, that the firm has no net worth, or in the equity sense, that the firm 
is unable to meet its debts as they come California v. Sutter Health Sys., 84 F. Supp. 2d 
1057, 1081-82 (N.D. Cal. 2000) (citing Crown Zellerbach Corp. v. FTC, 296 F.2d 800, 831-32 
(9th Cir. 1961) (holding that a firm was not in a failing condition were it had a positive net 
worth); United States v. M.P.M., Inc., 397 F. Supp. 78, 100 (D. Co. 1975) (finding that a firm 
passed the first prong of failing company defense where the defendant was insolvent in the 
equity sense)). 

Respondent argues that Freedom would have been unable to meet its financial obligations 
in the near future. In support of this argument, Respondent asserts that, in the period preceding 
the Acquisition, Freedom was failing by virtually every financial mea 
was insurmountable, and that, 
verge of liquidation, without capital, and about to terminate all of its employees in March 2017. 
RB at 93-112. 
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i. Financial measures 

Respondent points out and the evidence does show that Freedom's EBITDA,28 operating 
income and gross profit percentage fell every year from 2012 to 2016. F. 764-76629 · RB at 94-
95. From early 2015 through early 2016 internal and external factors lead to a decline in 
Freedom's financial perfmmance. F. 771 -773. Some of the reasons for this decline as noted in 
Freedom's ordinary comse of business documents, were that, internally, Freedom failed to keep 
costs in line with forecasted revenue growth and the launch of its new microprocessor ankle the 
Kinnex was delayed (F. 771-772); and externally, Ottobock had released the C-Leg 4, which cut 
into sales of Freedoms Plie 3. F. 771. To address these and other issues, effective April 2, 
2016, Freedom's majority equity owner Health Evolution Partners ("HEP") and board of 
directors replaced Freedom's then-CEO Maynard Carkhuff, with David Smith, an HEP partner 
with significant operating experience. F. 774. 

David Smith promptly took several steps to improve Freedom's business including 
replacing the company's chief operating officer and head of sales revamping Freedoms sales 
and service strnctme and enhancing the productivity of its research and development pipeline. 
F. 775 777. In September 2016 Mr. Smith presented a 2017 Strategic Plan to Freedom's board 
of directors that detailed Freedom's shmicomings and plans for improvement through 2017. 
F.778. To help implement the 2017 Strntegic Plan, Mr. Smith requested and received -

of additional capital suppo1t from Freedom's equity investors. F. 779-780. 

As a result of David Smith's effo1ts, Freedom experienced some improvement in top line 
revenue during the first two quarters of 2017. RB at 98; see F. 781-792. For the first qua1ter of 
2017, Freedom's year-to-date total actual revenue was about dollars ahead of plan 
and about 111111111111111 dollars ahead of revenue earned in the first quruter of the previous year. 
F. 787.30 Respondent ru·gues that top line revenue improvement does not indicate a material 
change in Freedom's financial health. RB at 98. Indeed Freedom's gross profit percentage 
declined eve1y yeru· from 2012 up to and including 2017. F. 767. However, in 2017, Freedom's 
EBITDA and cash flow were ahead of plan and ahead of the prior yeru·'s perfonnance. 
784-785, 787-797. Over the first eight months of 2017, Freedom experienced a 
increase in revenue and a ■■■■■I increase in EBITDA over the srune period in 2016. F. 
797. In March 2017, Freedom reported "[s]ignificant revenue turnaround and growth sta1ted in 
September [2016]." F. 781. Although Respondent ru·gues that, because 2016 was Freedom's 

28 EBITDA, which stands for earnings before interest, (income) taxes depreciation, and amortization, is an 
acronym used by analysts to focus on a particular measure of cash flow used in valuation. F. 761. EBITDA is an 
important metric in measuring the financial health of a company because it is an approximation of the operating cash 
flow generated by the business of the company. EBITDA needs to be high enough to cover debt service and capital 
expenditures, which are cash outflows, as well as provide positive net cash flow, which is an indicator of the value 
of the business. F. 762. 

29 Freedoms EBITDA was $6,347 000 in 2012; $4,180,000 in 2013 ; $3,414,000 in 2014; in 2015 ; 
in 2016: and·••■ (annualized) for 2017 to June 30, 2017. F. 764. 

30 For the first quarter of 2017, Freedom's year-to-date total actual revenue was planned revenue 

was ■---■ and previous year first quaiter revenue was ■---■ F. 787. 



performance, RRCCFF 1902, this does not undermine the reality that Freedom's financial 

Freedom's "[s]ales performance had improved significantly" by 
which undercuts Respondent's argument that Freedom was a failing company. 

when there was no dispute that the acquired firm's business in the 

company's expectations). In this case, Freedom's sales performance had improved significantly 

volume increase was "a big reason why the company started to improve"). 

pondent also asserts that Freedom's auditor had substantial doubt that Freedom could 

Freedom for the calendar year 2016 does not support Respondent's argument th 

auditing Freedom in March 2017, Squire & Company ("Squire") considered whether it was 
appropriate to include a "going concern modification" s audit opinion of Freedom's 2016 

Lee Kim, Freedom's chief financial officer ("CFO"). F. 804, 807. Mr. Edwards informed Mr. 

about Freedom's ability to continue as a going concern and asked Mr. Kim to prepare a 

evaluation of Freedom's 

conditions or events that raise substantial doubt about the entity's ability to continue as 

Kim provided Mr. Edwards with the requested information in his "Going Concern Memo" (F. 

The auditor's report is inconsistent with Respondent's claim that Freedom would have 
been unable to meet its financial obligations in the near future. Squire's April 2017 Independent 
Auditor's Report of Freedom's Consolidated Financial Statements for Years Ended December 
31, 2016 and 2015 reported Freedom's net losses, cash used in operations, and accumulated 

A "going concern modification" is a qualification that an auditor has substantial doubt about a company's ability 
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worst financial year ever, it was not difficult for Freedom to exceed its 2016 financial 

position had significantly improved in 2017.  See F. 781-797. 

In March 2017, describing its momentum for financial improvement, Freedom identified 
the release of an improved Plié 3 and Kinterra; release of the Maverick foot line; release of the 
Kinnex microprocessor-controlled ankle; and alpha testing and fitting of the Quattro MPK.  F.  
781. See also F. 782 (Freedom presentation stating that momentum was expected from Plié 3 
product quality improvements already resulting in volume increase over last year).  
Furthermore, March 2017, F.  
786, See Olin 
Corp. v. FTC, 986 F.2d 1295, 1307 (9th Cir. 1993) (holding that the defendant could not rely on 
a failing company defense, 
relevant product market was successful, notwithstanding that performance may not have met the 

by March 2017 and Freedom experienced a year-over-year growth in sales of the Plié 
MPK from 2016 to 2017.  F. 783, 786.  See also F. 783 (David Smith testifying that the Plié 

Res 
continue as a going concern in April 2017.  RB at 108-12.  The audited financial statement for 

at Freedom 
would not have been able to meet its financial obligations in the near future.  In the process of 

31 in it 
financial statements.  F. 806, 808.  The lead auditor from Squire, Shane Edwards, worked with 

Kim that Squire was considering including a paragraph in its audit opinion expressing doubt 

memorandum to address the conditions and events that raise substantial doubt, provide an 
ability to meet its financial obligations, and document the plan to 

mitigate the problem.  F. 808-809.  Mr. Edwards told Mr. Kim that if Freedom could alleviate the 
a going 

concern, Squire could remove the going concern paragraph from the audit opinion.  F. 809.  Mr.  

810) and Squire determined that there was no need to include a going concern modification in its 
audit opinion.  F. 813-814. 

deficit; noted that Freedom entered into a term note and line of credit agreement with financial 

to continue for at least one year after the auditor signs the audit report.  F. 803. 
31 



the refinancing and recapitalization process will be successful; and stated that Freedom "believes 

loan and line of credit will be sufficient to fund operations through 2018." F. 818. 

Respondent's attempt to challenge the legitimacy of the audit by challenging the 
competence and veracity of Freedom's CFO (RB 

rom Freedom's sales and marketing management team for the 

an Freedom's management team had in place could alleviate the conditions 
raising doubt about the company's ability to continue as a going concern (F. 812). Respondent 
also attempts to call into question the legitimacy of the audit based on Shane Edwards' 

argument is contradicted by the signed statement in the Independent Auditor's Report that Squire 
"conducted [its] audits in accordance with auditing 

misstatement." F. 819 n summary, Respondent's challenges to the legitimacy of the audit 

, 84 F. Supp. 2d at 1083 (noting that an "independent auditor's refusal to issue 
clean opinion is evidence of a company's failing condition"). 

Freedom's debt 

obligations in the near future because Freedom's debt was insurmountable. RB at 102 
Freedom entered into a credit agreement with Bank of Montreal ("BMO") and Madison 

Capital Funding, LLC ("Madison Capital") (collectively, the "Lenders") that provided Freedom 
term loan (the "Credit Agreement"). F. 743. The term 1 

the Credit Agreement contained a "Term Loan Maturity Date," which is the date by which any 

Seventh Amendment to the Credit Agreement, which required HEP (Freedom's majority owner) 

("Moelis"), an ind 

599 OTTO BOCK HEALTHCARE NORTH AMERICA, INC. 

Initial Decision 

institutions, to mature September 16, 2017; reported that management believes it is probable that 

that the equity commitment in combination with the current terms and conditions of the term 

at 109-11) is unavailing.  The evidence shows 
that Lee Kim is a licensed certified public accountant with many years of experience in 
accounting at the Deloitte accounting firm and in-house for numerous private companies (F.  
805); Mr. Kim received input f 
memo he provided to Squire (F. 810); Mr. Kim strived to be truthful in his communications with 
Squire (F. 807); and when Mr. Kim drafted the Going Concern Memo in March 2017, he 
believed that the pl 

purported 
failure to take any steps to verify the information provided to him by Mr. Kim.  RB at 109.  This 

standards generally accepted in the United 
States of America.  Those standards require that we plan and perform audits to obtain reasonable 
assurance about whether the consolidated financial statements are free from material 

-820.  I 
fail to detract from the evidentiary value of the conclusions of the independent audit.  Compare 
Sutter Health a 

ii. 

Respondent next argues that Freedom would have been unable to meet its financial 
-08.  In 

2012, 

with a oan provided under 

outstanding amounts under the term loan were due and payable to the Lenders.  F. 745.  At the 
time the Credit Agreement was executed in 2012, the Term Loan Maturity Date was February 
16, 2017.  F. 745.  By the end of 2016, Freedom owed the Lenders approximately 
F. 748. 

Freedom failed to pay the outstanding balance on the term loan by the February 16, 2017 
Term Loan Maturity Date.  F. 749.  On April 4, 2017, Freedom and its Lenders entered into a 

to invest an additional in Freedom and required Freedom to formally engage an 
investment banker to help Freedom find a refinancing partner or sell the company.  F. 750-753.  
HEP provided the additional and Freedom formally engaged Moelis & Company 

ependent investment bank, in May 2017.  F. 754.  With the conditions 
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satisfied, the Lenders extended the maturity date of the Credit Agreement from February 16, 
2017 to September 16, 2017. F. 755, 757. 

Respondent asselis that the Lenders "intended to force Freedom into liquidation if they 
were not paid in the ve1y near future through an acquisition." RB at 102. To suppo1t this 
asse1tion, Respondent relies on the after-the-fact testimony of Maynard Carkhuff and David 
Smith. 

Respondent presented no testimony from the Lenders or documents from the Lenders to support 
this asse1tion. Moreover, the evidence is contrary to Respondent' s assertion. The evidence 
shows that the Lenders repeatedly amended the Credit Agreement and twice extended the 
maturity date of the debt, rather than foredosing. F. 746-747, 751, 757. When Madison Capital 
extended the maturity date of the debt in April 2017, Madison Capital believed that "the -
llllllllli of liquidity forecasted by Freedom should be sufficient for Freedom to continue its 
operations through a prolonged sale process in the second half of 2017 without the need for 
additional outside capital. F. 828. In addition, Madison Capital notified Freedom in July 2017 
that Madison Capital could not lead refinancing, but that it would paiticipate in someone else 's 
transaction. F. 829. Fmthe1more, Freedom never calculated the liquidation value of the 
company. F. 823-825. Based on the foregoing, Respondent has not met its burden of 
demonstrating that Freedom would have been liquidated, but for the Acquisition. See Citizen 
Pub. , 394 U.S. at 137 (holding that the failing company defense was not met where there was no 
indication that the owners of the acquired company were contemplating a liquidation). 

iii. Freedom's actions 

Respondent also asse1ts that Freedom was insolvent and about to te1minate all of its 
employees in March 2017. RB at 111-12. However, the actions taken by Freedom in that 
t.imeframe are inconsistent with the conclusion that Freedom was unable to meet its financial 
obligations or was at risk of imminent failure. For example, Freedom continued to enhance its 
research and development pipeline. E.g. , F. 834 

F. 831 (Freedom spent 
on research and development in the first eight months of 2017). Freedom also spent more on 
sales and marketing in the first eight months of 2017 than it had in the first eight months of 2016 
and hired five additional sales representatives for its European operations as of April 2017. F. 
830, 833. In addition, Freedom had extended the leases for its hvine, California and Gunnison, 
Utah facilities for three years each in 2017. F. 836. Finally, although David Smith and Maynard 
Carkhuff testified that they were concerned about Freedom's ability to make payroll (RRFF 
2023), Freedom never missed a payroll and paid out discretiona1y bonuses to its executives in 
2017. F. 837. 

For the above stated reasons., Respondent has not met its burden of demonstrating that 
Freedom was in imminent danger offailure. 



defense as requmng that the allegedly failing company "would not be able to reorganize 
successfully under Chapter 11 of the Bankruptcy Act." Merger Guidelines § 11 . "There is 

failing company defense.'); 

, 430 F. Supp. at 778 ('The weight of authority suggests that 

, 397 F. Supp. at 96 ('We conclude that a[] defendant need 

its burden of proof as to the "failing company" defense.')." 

prospects for Freedom's reorganization under the bankruptcy laws 

e only available alternative, the court "need not 

bankruptcy laws are dim or nonexistent"). As set forth above, Respondent has failed to prove the 

Ottobock was "the only available purchaser." 

acquiring company was "the only available purchaser." 

" " 
the acquired company was not within the "failing company" exception to Section 7 of the 

panies were "considered as prospective purchasers; the 
"). "The 'only' 

heavy." The Ninth Circuit has stated that "[ m ]erely 

prove that the challenged purchaser was the only prospective purchaser." 
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b. Inability to reorganize successfully under Chapter 11 of the 
Bankruptcy Act 

Section 11 of the Merger Guidelines articulates the second prong of the failing company 

disagreement among the courts as to whether this element is an actual requirement of the failing 
company defense. See Citizen, 394 U.S. at 138 (noting many companies successfully reorganize 
in bankruptcy and requiring defendant to show prospects of reorganization to be dim or 
nonexistent); United States Steel Corp. v. F.T.C., 426 F.2d 592, 608 (holding Citizen requires 
showing that prospects of Chapter 11 reorganization must be dim or nonexistent) (6th Cir. 1970); 
United States v. Phillips Petroleum Co., 367 F. Supp. 1226, 1259 (C.D. Cal. 1973) 
(acknowledging reorganization in bankruptcy requirement) . . . . But see General Dynamics, 415 
U.S. at 507 (omitting bankruptcy reorganization requirement when setting forth failing company 
defense in dictum); Black & Decker 
dim prospects for bankruptcy reorganization are not essential to successful assertion of the 

M.P.M. 
not be required to show that reorganization prospects under the bankruptcy act were dim or 
nonexistent in order to discharge 
Sutter Health, 84 F. Supp. 2d at 1084. 

It is not necessary to resolve whether, as a matter of law, Respondent must prove that the 
were dim or nonexistent 

because Respondent has not proven the other elements of the failing company defense.  FTC v. 
Harbour Group Invs., L.P., 1990 WL 198819, at *2-4 n.4 (D.D.C. 1990) (holding that, where 
defendants failed to show that the merger was th 
decide whether or not defendants must prove that the prospects of reorganization under the 

first element of the defense, that Freedom was at risk of imminent failure.  As explained below, 
Respondent has also failed to prove that the 

c. Unsuccessful good-faith efforts to elicit reasonable alternative 
offers 

The last element that must be proven to establish the failing company defense is that the 
Citizen Pub., 394 U.S. at 138; United 

States v. Greater Buffalo Press, 402 U.S. 549, 555-56 (1971) (holding that a defendant must 
show that there was no other prospective purchaser for the acquired company, and finding that 

Clayton Act where only two com 
numerous other smaller [market participants] were never even approached 
suggests that the burden on the defendant in proving compliance with this requirement is quite 

Harbour Group, 1990 WL 198819, at *3.  
proving that some or all of the most logical purchasers have declined to buy is not enough to 

Golden Grain 



company to demonstrate that it "made a reasonable, good faith attempt 
buyer." 

296 F. Supp. 994, 1002 (E.D. Wis. 1969) (holding that a defendant must make "a sufficiently 
clear showing" that it "undertook a well conceived and thorough canvass of the industry such as 
to ferret out viable alternative partners for a merger")). lify as a "good faith effort," a 
company "must make reasonable inquiries within its market .... " IV Philip E. Areeda & 

Respondent asserts that Freedom's financial situation left Freedom with two possible 
avenues to avoid bankruptcy, a refinancing or a sale to a strategic buyer, and that Freedom's 

ng. RB at 114; RFF 1453 (citing trial testimony of Freedom's 
chairman and CEO David Smith). The assertion that Freedom's preferred avenue was a 

refinancing is contradicted by evidence indicating that Freedom's preferred avenue was a sale to 

was that obtaining a "[n]ew investor, if contributing equity will be very painful to both HEP and 
mpact." F. 841. In addition, --

efforts that were made to refinance Freedom's debt, board member Achilleas Dorotheou 
testified, "[a] few players were approached, but the terms of valuation were very unfavo 

and notably Ottobock would have the highest offer." F. 848. 

The record further shows that Freedom's sales process focused on Ottobock. In ear 
October 2016, Maynard Carkhuff, Freedom's vice chairman and chief innovation officer at the 
time, and David Smith, Freedom's CEO at the time, met with Ottobock HealthCare GmbH's 

Ottobock's interest in acquiring Freedom. F. 849. Later in October 2016, Mr. Carkhuff and Mr. 
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Macaroni v. FTC, 472 F.2d 882, 887 (9th Cir. 1972) (citing Greater Buffalo Press, 402 U.S. 
549). 

In order to prove that no alternative purchaser exists, courts have required the acquired 
to locate an alternative 

Dr. Pepper, 991 F.2d at 865. See also Sutter Health, 84 F. Supp. 2d at 1084-85 (citing 
United States v. Diebold, Inc., 369 U.S. 654, 655 (1962); United States v. Pabst Brewing Co., 

To qua -

Herbert Hovenkamp, Antitrust Law ¶ 954d1 (4th ed. 2016); Harbour Group, 1990 WL 198819, 
at *6 (declining to apply the failing company defense where the company made minimal efforts 
to contact obvious companies in its own industry that appear to be willing to at least entertain the 
notion of purchasing the company).  Some courts have also required a defendant to show it has 
made good-faith efforts to elicit reasonable alternative offers that would keep the acquired 
company in the relevant market and pose a less severe danger to competition than does the 
proposed merger.  United States v. Energy Sols., Inc., 265 F. Supp. 3d 415, 445 (D. Del. 2017).  
See also Merger Guidelines § 11. 

preferred avenue was a refinanci 
then-

a strategic buyer.  At an October 7, 2016 board meeting, one key point the participants discussed 

Parker [Hannifin] [the owners of Freedom] in terms of the dilution i 
when was considering replacing half the debt with equity, but with a 

the board viewed this as unfavorable, as compared to an offer of 
by the strategic players (Ottobock and Össur).  F. 846-847.  When asked about the 

rable 
compared to the strategic bidders .  . . .  [I]t was evident to us that . . . one of the strategic players 

ly 

chairman and primary owner, Professor Hans Georg Näder, in Berlin, Germany to gauge 

Smith had another meeting with Professor Näder in New York, New York.  F. 850.  At that 
meeting, Mr. Carkhuff made a presentation to Professor Näder, which provided an overview of 
the Freedom business in order to try to persuade Ottobock to acquire Freedom.  F. 850. 



A presentation created in February 2017 by Moelis, Freedom's investment bank, stated 
that Moelis "presented a preliminary, illustrative va 

negotiations with Ottobock[.]" F. 856. 

Freedom that it viewed Freedom's valuation to be 

d Ottobock seeking "a written, non binding indication of interest" to acquire Freedom. 

Freedom's 
creditors and provide as much money as possible to Freedom's investors. F. 874. Jon 
Hammack, managing director at Moelis and the person leading Freedom's sales process, 

that purpose may be "typical in the [ mergers and acquisitions] field," as asserted by Respondent 

d to make " 
conceived and thorough canvass of the industry" to find "viable alternative partners for 
merger") 
acquired company was "clearly focused on obtaining what it perceived to be ... fair value, not 
an offer above the liquidation value"). 

during Freedom's s 

approached). Respondent asserts that, "[a]s a result of the importance of speed and 

meetings and discussions with Freedom and Freedom's board of directors regarding a valuation of Freedom. F. 
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luation to the [b]oard of Freedom Innovations 
on October 20, 2016[.]  Freedom Innovations subsequently entered into bilateral sale 

32 This presentation did not reference any other potential 
acquirers of Freedom or any refinancing alternatives. F. 856.  In the October 2016 timeframe, 
Moelis had not been asked to conduct any outreach to potential acquirers, to provide any 
assistance with selling the Freedom business, or to contact any possible refinance partners.  F.  
853.  In March 2017, Maynard Carkhuff, David Smith, and Freedom board member Rolf Classon 
met with Professor Näder and Otto Bock HealthCare GmbH director of strategy and mergers and 
acquisitions, Alexander Gück, in Berlin, Germany.  F. 857.  In April 2017, Ottobock informed 

F. 859. 

From October 2016 to April 2017, neither Freedom nor Moelis contacted any potential 
alternative strategic buyers besides Ottobock.  F. 860.  In late April 2017, Moelis contacted 
Össur and Permobil, a company largely focused on patient lifts, wheelchairs, and mobility aids 
(F. 861), as potential acquirers of Freedom.  Moelis also expanded its outreach in May 2017 to 
five potential strategic buyers in addition to Össur and Permobil, but none of the five additional 
potential strategic buyers were in the business of selling prosthetics and none were informed that 
Freedom was the acquisition target.  F. 863.  In June 2017, Moelis sent process letters to both 
Össur an -
F. 864.  No other companies received a process letter to submit an indication of interest.  F. 865. 

objective was to get bids as high as possible, in order to pay the banks and 

believed that a company would need to have at least 
and therefore Moelis did not contact companies about acquiring 

Freedom unless the company had access to at least F. 873.  A search with 

(RB at 117), but it does not satisfy the legal requirements of the failing company defense.  See 
Pabst Brewing Co., 296 F. Supp. at 1002 (rejecting the failing company defense where the 
defendant faile a sufficiently clear showing [that] management undertook a well-

; Energy Sols., 265 F. Supp. 3d at 446 (rejecting the failing company defense where the 

In this case, several smaller prosthetics companies testified that they were not contacted 
ales process, but would have had an interest in acquiring Freedom.  F. 883, 

885-886. See also F. 875-876, 880 (numerous smaller companies in the industry that were never 
certainty, 

Freedom was not able to contact every conceivable company in the prosthetics industry that 

32 Freedom formally engaged Moelis in May 2017.  F.843.  Prior to the formal engagement, Moelis had a number 
of 
842. 



fruitless." RB at 117 
"every conceivable company," Freedom's failure to contact smaller prosthetics companies to 
determine their interest in an acquisition undermines Respondent's failing company defense. In 

ground that "numerous other smaller [ companies in the industry] were never approached." 402 

interest or ability to purchase a larger company . . . . " 
Supreme Court's guidance in 

hat "it is unreasonable to 

"at least in some cases, approaching smaller companies in a given industry might be 
exactly what is required of a company seeking the protection of the failing company defense." 

877. Upon learning of Nabtesco's interest, David Smith, Freedom's CEO, informed Mr. 

the "only available purchaser" 

Respondent asserts that Ossur' s bid cannot be considered a reasonable alternative offer because 

conducted limited due diligence, including looking at "high level sales information" and the 
"overall cost structure of the company," and inspecting a video of the Quattro MPK's ··-F. 895. Although Ossur' s August 31, 2017 bid stated that it was non Ossur' s 

"Ossur has received board approval to submit this Proposal and to consummate the 
transaction on consistent terms" and that quisition "within two 
weeks." F. 896 900. Moreover, Ottobock's August 31, 2017 bid was also non 
Ordinary course of business documents from Freedom in September 2017 describe Ossur's offer 
as a "good offer." F. 901. 

espondent next asserts that the dollar amount of Ossur's bid "was so unreasonably low 
that it does not satisfy the liquidation threshold described in the Merger Guidelines." RB at 118 

Merger Guidelines define a reasonable alternative offer as "[ a 
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might have made an offer because doing so would have delayed the process and ultimately been 
-18.  Regardless of whether or not Freedom was legally obligated to contact 

Greater Buffalo Press, the Supreme Court summarily rejected the adequacy of a search on the 

U.S. at 556.  Similarly, the defendants in Harbour Group argued t 
require it to approach smaller companies in the industry that could not be expected to have an 

Harbour Group, 1990 WL 198819, at 
*4. Citing the Greater Buffalo Press, the Harbour Group court 
held that, 

1990 WL 198819, at *4.  The failure to approach a single, smaller prosthetics company weighs 
against a conclusion that Freedom engaged in a good-faith effort to elicit reasonable alternative 
offers. 

Furthermore, Freedom disregarded an expression of interest by Nabtesco.  In September 
2017, Nabtesco contacted Maynard Carkhuff and expressed an interest in acquiring Freedom.  F.  

Carkhuff that Freedom had several good offers in hand and that there likely would not be enough 
time to integrate Nabtesco into the process.  F. 877.  Mr. Carkhuff then informed Nabtesco that 
Freedom was not interested in Nabtesco buying Freedom.  F. 878. 

Finally, Respondent cannot show that Ottobock was 
because Freedom rejected a bid from Össur to acquire Freedom.  F. 889, 895-896.  

it was not sufficiently concrete or binding.  RB at 118.  This assertion is without merit.  The 
evidence shows that in late July 2017, Ottobock made an initial offer of and Össur 
made an initial offer of F. 866-867.  On August 1, 2017, Moelis sent identical 
letters to Ottobock and Össur, seeking their final offers to acquire Freedom.  F. 892.  Össur 

-

performance. F. 889, 891, 896.  On August 31, 2017, Össur submitted a final offer of 
-binding, 

offer letter addressed each of the terms Moelis had requested in its August 1, 2017 letter, 
including that 

Össur was prepared to close the ac 
- -binding.  F. 870.  

See also F. 902. 

R 
-

19.  The ]ny offer to purchase the 
assets of the failing firm for a price above the liquidation value of those assets . . . .  Liquidation 



value is the highest value the assets could command for use outside the relevant market." 

265 F. Supp. 3d at 446. To the extent that there is a liquidation threshold, Freedom's tangible 

sur's 

Respondent's last criticism of the Ossur offer is that an Ossur acquisition of Freedom 

threat to competition than an acquisition by Ossur, contrary to Respondent's argument. 

presumptively anticompetitive, based on market shares in "a market for K 
feet." RB at 123. Respondent relies on the opinion of its expert w 

in Dr. Argue's expert report demonstrating the existence of such a market. 

In this regard, it is noted that Respondent's expert witness, James Peterson, was not aware of testimony or 
dicate that Ossur intended to discontinue selling Freedom's microprocessor knee 

products in the United States. F. 906. In addition, Respondent's other expert witness, Dr. David Argue, did not 
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Merger Guidelines § 11 n.16.  Only one case has relied upon this standard.  See Energy Sols., 

and intangible assets combined would have a liquidation value of at most F. 904. 
Ös bid is well above that amount. 

would have been no less of a danger to competition than the acquisition of Freedom by 
Ottobock.  RB at 118-19, 122-23. The evidence fails to support this claim.  Respondent asserts 
that an acquisition by Össur would be presumptively anticompetitive in the relevant market of 
MPKs sold in the United States.  RB at 122-23.  However, the evidence shows that an acquisition 
of Freedom by Össur would increase the HHI by 339 points, whereas the acquisition of Freedom 
by Ottobock increases the HHI by 1,522 points.  F. 908.  Thus, based solely on market structure 
evidence, the Acquisition of Freedom by Ottobock, poses a substantially greater presumptive 

Moreover, Respondent does not point to any other evidence suggesting that an acquisition of 
Freedom by Össur would pose a likelihood of anticompetitive effects.33 

Respondent further asserts that an acquisition of Freedom by Össur would be 
-3 and K-4 prosthetic 

itness, Dr. David Argue, who 
testified at trial that for the purposes of analyzing a merger between Össur and Freedom with 
respect to feet, he defined a foot market consisting of K-3 and K-4 prosthetic feet.  F. 910.  
However, Respondent fails to explain any details of the purported market, or cite to any analysis 

See RFF 1502.  Dr.  
Argue acknowledged that he did not include any critical loss calculation or a full evaluation of 
likely predicted loss.  F. 910.  Based on the foregoing, the evidence fails to prove that the 
competitive impact of an Össur/Freedom acquisition should be evaluated based on a market 
defined as K-3 and K-4 prosthetic feet. 

In summary, Freedom rejected a reasonable formal offer, ignored expressions of interest, 
and avoided gauging the interest of smaller companies in the industry.  Therefore, Respondent 
has not demonstrated that Freedom made a reasonable, good faith attempt to locate an alternative 
buyer. 

d. Conclusion 

For the above stated reasons, Respondent has not met the strict standards of the failing 
company defense. 

documents in the record that in 

perform any analysis to determine potential anticompetitive harm in the United States MPK market from an 
acquisition of Freedom by Össur, beyond finding a presumption of harm under the Merger Guidelines based on 
levels and changes in the HHI.  F. 909. 

33 

https://effects.33


Respondent also asserts that Freedom was a "flailing firm" at the time of the Acquisition, 

"weakened competitor" of little competitive significance, the Acquisi 
77. "[T]o ensure that competition and consumers are protected, [courts] 

that the acquired firm's weakness, which cann 
cause that firm's market share to reduce to a level that would undermine the government's prima 
facie case." see also FTC v. Warner Commc'ns, Inc 

it "would expand the failing company doctrine, a defense which has strict limits"). 

"[C]ourts have imposed an extremely heavy burden on defendants seeking to rebut the 
presumption on this ground." 

, 329 F. Supp. 2d 109 (D.D.C. 2004), the court held that "the evidence of 

market concentration." at 154. "[F]inancial difficulties 'are relevant only where they 

the threshold of presumptive illegality."' tion omitted). "[I]ndeed, '[f]inancial 

justifying a merger,' and 'certainly cannot be the primary justification' for permitting one." 

Acquisition, was "the best it's ever been in the history of [the] company." F. 835. Thus, this 
espondent, in which "the acquired firm, a 

coal company, 'had no coal reserves and was unable to obtain additional ones."' RB at 76 

has also failed to show that Freedom's purported financial weakness would 
cause its market share to decline so precipitously as "to bring the merger below the threshold of 
presumptive illegality." 
that "Freedom was days away from liquidation," RB at 76, Freedom never calculated a 

presented no evidence from Freedom's lenders indicating that they would 
into liquidation. Despite its purported weakness, Freedom's market share increased from 2016 
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4. Weakened competitor 

for the same reasons that Freedom was assertedly a failing firm, and that because Freedom was a 
tion does not reduce 

competition.  RB at 75-
will credit such a defense only in rare cases, when the defendant makes a substantial showing 

ot be resolved by any competitive means, would 

Univ. Health, 938 F.2d at 1221; ., 742 F.2d 
1156, 1164 (9th Cir. 1984) (explaining that a weakened competitor defense is disfavored because 

structural ProMedica, 2012 FTC LEXIS 293 at *78.  For example, 
in FTC v. Arch Coal 
financial or other weakness must genuinely undercut the statistical showing of anticompetitive 

Id. 
indicate that market shares would decline in the future and by enough to bring the merger below 

Id. (cita 
weakness, while perhaps relevant in some cases, is probably the weakest ground of all for 

Id. 
(quoting Kaiser Aluminum & Chemical Corp. v. FTC, 652 F.2d 1324, 1339, 1341 (7th Cir. 
1981)). 

As set forth above, Respondent has not made a substantial showing that Freedom was so 
weak as to be of little competitive significance.  As detailed in F. 740-770 and summarized 
above, the record shows that Freedom was experiencing financial difficulties in the years prior to 
the Acquisition.  However, as discussed above, the evidence also shows that after David Smith 
became CEO in April 2016 and implemented a concrete strategic plan, Freedom had months of 
increased sales and earnings and a research and development pipeline that, just before the 

case is not like General Dynamics, relied upon by R 

(quoting FTC v. National Tea Co., 603 F.2d 694, 699-700 (8th Cir. 1979) (citing General 
Dynamics, 415 U.S. 486)). 

Respondent 

ProMedica, 2012 FTC LEXIS 293 at *89.  Although Respondent asserts 

liquidation value of the company and never missed a payroll (F. 823, 837), and Respondent 
have forced Freedom 

to 2017 (based on units sold) from in the narrower MPK market and 



Respondent has not met its burden of demonstrating that Freedom's financial weakness 
"genuinely undercut[s] the statistical showing of anticompetitive market concentration." 

Furthermore, Respondent has not made a substantial showing that Freedom's weakness 

alternative buyer were "dim," 

demonstrate that Freedom's financial difficulties could not be addressed "through new f 
or acquisition by other than a leading competitor." 

For the above reasons, "this is not one of those 'rare cases,' where Respondent has met its 

government's structural case." 

Respondent's divestitu 
Respondent's proposed divestiture would fully restore competition in the future, this fact cannot 

-" 
'restore [the] competition' lost by the merger counteracting the anticompetitive effects of the 
merger." 

i.e., it must appear that the proposed divestiture will "effectively preserve competition in the 
relevant market." In other words, the divestiture must "replac[e] the 
competitive intensity lost as a result of the merger." 

U.S. Dep't of Justice, Antitrust Division Policy Guide to 
4 (2004) (stating that relief must be "sufficient to restore competitive 

conditions the merger would remove. Restoring competition is the 'key to the whole question of 
an antitrust remedy' and the 'only appropriate goal."'). 

Like the Merger Guidelines, the DOJ remedies guide "is frequent 
although it is not binding law." 
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in the broader MPK market) and Freedom experienced a year-over-year 
growth in sales of the Plié from 2016 to 2017.  F. 480, 484, 783.  Based on the foregoing, 

Arch  
Coal, 329 F. Supp. 2d at 154. 

could not be resolved by any competitive means.  Whereas in Arch Coal, prospects for finding an 
Arch Coal, 329 F. Supp. 2d at 156, here that is far from clear.  As 

discussed above, the evidence shows that there were numerous other strategic players interested 
in acquiring Freedom, including Össur, whose reasonable offer was rejected.  Thus, as detailed in 
section III.E.4.b of the Findings of Fact and summarized above, Respondent has failed to 

inancing 
Univ. Health, 938 F.2d at 1221. 

burden of showing that financial weakness rebuts the presumption of illegality based on the 
ProMedica, 2012 FTC LEXIS 293 at *97 (internal citation 

omitted). 

5. Divestiture 

Respondent next contends in rebuttal that Respondent has proposed to divest certain 
assets of Freedom, limited to assets pertaining to Freedom MPKs, and that such divestiture 
would counteract any likely anticompetitive effects from the Acquisition of Freedom by 
Ottobock.  RB at 81-90. Complaint Counsel argues that the evidence fails to show that 

re would fully restore competition; and that even if 

negate liability that Respondent may have for anticompetitive effects occurring after the 
Acquisition, prior to the completion of divesture.  CCB at 143-80. 

In rebuttal, a defendant may introduce evidence that a proposed divestiture would 

Aetna, 240 F. Supp. 3d at 60.  In this regard, the standard for evaluating a proposed 
divestiture, in the context of rebuttal, is the same as would be applied to evaluating a remedy, 

Id. (citation omitted).  
Sysco, 113 F. Supp. 3d at 72 (internal 

quotation marks omitted).  See also 
Merger Remedies 

34 

ly used by courts to guide their analysis, 
Aetna, 240 F. Supp. 3d at 60. 
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A defendant's burden on rebuttal "includes producing evidence that the divestiture will 

the evidence regarding the divestiture's effects." 

preferred method for restoring competition adversely affected by an acquisition. " 
an 'existing business entity' might be more likely to 'effectively preserv[e] the competition that 
would have been lost through the merger'. " 
with a complete divestiture, the acquirer will have the "'personnel, customer lists, information 
systems, intangible assets, and management infrastructure' necessary to competition .... " 

ng DOJ Guide to Merger Remedies 1 (2011)). "[D]ivestiture of some lesser set of assets 

needed to compete effectively." 

-
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To support its rebuttal argument, Respondent relies on 

has also submitted 
RB at 81-89. Respondent 

RB at 89-90; RFF 1283-90.  See F. 960-962. 

actually occur. . . . [T]he divestiture need not be iron clad for a court to consider it.  Rather, once 
the divestiture is sufficiently non-speculative for the court to evaluate its effects on future 
competition, then further evidence about the likelihood of the divestiture goes to the weight of 

Aetna, 240 F. Supp. 3d at 60. In the instant 
case, 

RRB at 146-47. Under these circumstances, Respondent has 
failed to demonstrate that 

Accordingly, cannot properly be 
considered. 

F. 935. Divestiture of an entire existing business entity is the 
Divestiture of 

. . Aetna, 240 F. Supp. 3d at 60. This is because, 

Id. 
(quoti 
might be appropriate when the purchaser already has, or could easily attain, the other capabilities 

Id. Respondent asserts that 
RB at 88-89. Based on 

the current record, as explained below, the evidence fails to prove this assertion. 
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Respondent asserts that Freedom "represents and warrants under the -"representation" and is not expressly, or exclusively, attributed to Freedom. 
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36 

that the assets being transferred are 
sufficient to enable to compete. RB at 88 (citing § 3.20 of the ). Section 3.20 contains no 
warranty. Section 3.20 simply states that the assets are sufficient. F. 959. The statement is not termed a 

See F. 959. 
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speculative to consider its effects, " 
to the weight of the evidence regarding the divestiture's effects." 

can be met, Respondent's burden on rebuttal is particularly challenging. But 

For all the foregoing reasons, Respondent's rebuttal argument based on its proposed 
of Freedom's MPK assets 

Complaint Counsel's argument that, even if Respondent's proposed divestiture would restore competition post 

s set forth above, Respondent's evidence is insufficient to determine whether the 
proposed divestiture will restore competition. Accordingly, logic dictates that Complaint Counsel's argument need 
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For all these reasons, the terms of the agreement have not 
been sufficiently demonstrated and cannot be properly evaluated. 

Furthermore, there are conditions precedent to closing the which affect the 
likelihood of the divestiture. As noted above, even where a divestiture is sufficiently non-

further evidence about the likelihood of the divestiture goes 
Aetna, 240 F. Supp. 3d at 60. 

F. 958. Given the absence of any settlement 
to date and the likelihood of administrative and judicial appeals going forward, it is difficult to 
envision the conditions being fulfilled in the reasonably near future. The conditions precedent to 
closing cast doubt on the likelihood of the divestiture occurring, and thereby detract 
from the weight to be given any asserted effects of the proposed divestiture. 

It is recognized that it is the nature of an asset purchase agreement that the closing takes 
place in the future, and that some terms may not be finalized until closing appears more certain. 
In this context, and given the uncertainty in the instant case that the conditions precedent for 
closing the 
this cannot alter the conclusion that the trial record lacks sufficient evidence to conclude that 
Respondent has met the required burden. 

divestiture is rejected.37 

37 -
divestiture, Respondent remains liable for violating Section 7 due to anticompetitive effects allegedly having already 
occurred, is moot because, a 

not be, and thus is not, addressed. 

https://rejected.37


generated efficiencies can '"enhance the merged firm's ability and incentive to 

products."' Merger Guidelines § 10). Thus, "a 
defendant may rebut the government's prima facie case with evidence showing that the intended 
merger would create significant efficiencies in the relevant market." 

Philadelphia Nat 'l Bank rejecting the defendant's 

Cognizable efficiencies are defined as "merger 
verified and do not arise from anticompetitive reductions in output or service." 

g Merger Guidelines § 10). A cognizable efficiency claim "must 

the predicted saving must be reasonably verifiable by an independent party." 

To be verifiable, the claimed efficiencies require "clear evidence showing that the merg 

consumers." 
one that "cannot be achieved by either company alone because, if they can, the merger's asserted 
benefits can be achieved without the concomitant loss of a competitor." 

The law requires " 
'efficiencies' represent more than mere speculation and 

merger behavior." 

Efficiencies are inherently "difficult to verify and quantify" and "it is 
incumbent upon the merging firms to substantiate efficiency claims" so that it 
is possible to "verify by reasonable means the likelihood and magnitude of 

ng so), how each would enhance the merged firm's ability and 
specific." 

"High market concentration levels require 'proof of extraordinary efficiencies'" to rebut 
resumption of likely anticompetitive effects, and "courts 'generally have found inadequate 

proof of efficiencies to sustain rebuttal of the government's case."' 
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6. Efficiencies 

a. Applicable legal standards 

Merger-
compete, which may result in lower prices, improved quality, enhanced service, or new 

H&R Block, 833 F. Supp. 2d at 89 (quoting 

Univ. Health, 938 F.2d at 
1222.  An anticompetitive merger cannot be justified on the basis of asserted efficiencies outside 
the relevant market.  See , 374 U.S. at 370 ( 
proffered justification that the challenged merger would help the defendant compete in areas 
outside the relevant geographic market). 

-specific efficiencies that have been 
H&R Block, 833 

F. Supp. 2d at 89 (quotin 
represent a type of cost saving that could not be achieved without the merger and the estimate of 

Id. Moreover, the 
evidence must show that the claimed efficiencies would ultimately benefit customers.  Penn 
State Hershey Med. Ctr., 838 F.3d at 351; Univ. Health, 938 F.2d at 1223. 

er 
will result in efficiencies that will offset the anticompetitive effects and ultimately benefit 

Penn State Hershey Med. Ctr., 838 F.3d at 350.  A merger-specific efficiency is 

Heinz, 246 F.3d at 721-
22. 

a rigorous analysis of the kinds of efficiencies being urged by the 
parties in order to ensure that those 
promises about post- Heinz, 246 F.3d at 721.  Accord H&R Block, 833 F.  
Supp. 2d at 89.  As the court in H&R Block explained: 

each asserted efficiency, how and when each would be achieved (and any 
costs of doi 
incentive to compete, and why each would be merger-

Id. (quoting Merger Guidelines § 10). 

the p 
H&R Block, 833 F. Supp. 2d 



 

       
         

     
      

 

      
         

     
 

      

      
     

         
    

  
      

         
      

    
   

    
      

        
         

    
          

              
               

             
            

       

   
 

 

       
        

    
     

  

  

      
       

     
  

      

     
     

         
     

  
      

       
      

 

    
  

    
    

      
         

     
          

 

              
               

            
            

       

Supp. 3d at 82 ("The court is not aware of any case . . . where the merging parties have 
successfully rebutted the government's case on the strength of the efficiencies.") 

consultant, A.T. Kearney (the "integration team"), contemplates a dual brand strategy, 

if Respondent's 

Respondent's claimed efficiencies would be passed on to consumers. CCB at 114 

The evidence shows that on September 29, 2017, as part of Ottobock's process for the 

680. A.T. Kearney's responsibi 

Freedom ("financial model"). F. 684. The financial model prepared by the integration team 
erson's efficiencies estimates. F. 684. Based on his review of 

identified by the integration team in the financial model, only three were "potential Ottoboc 
specific efficiencies": 
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at 89 (quoting Heinz, 246 F.3d at 720); Sysco, 113 F. Supp. at 81-82; CCC Holdings, 605 F. 
Supp. 2d at 72. Research does not reveal a case that permitted an otherwise unlawful transaction 
to proceed based on claimed efficiencies. See FTC v. Wilh. Wilhelmsen Holdings ASA, 341 F.  
Supp. 3d 27, 72 (D.D.C. 2018) (citing CCC Holdings, 605 F. Supp. 2d at 72); Sysco, 113 F. 

prima facie . 

b. Analysis 

Respondent argues that efficiencies to be generated by the Acquisition outweigh any 
likely anticompetitive effects. RB at 78. Specifically, Respondent asserts that the integration 
plan for Freedom, developed by Ottobock and Freedom with assistance from an outside 

38 which 
the integration team estimated would result in substantial cost savings through 

RB at 78-79. Respondent further argues that its 
proffered expert witness on efficiencies, James Peterson, analyzed the integration plan and the 
cost synergies identified by the integration team and concluded that the Acquisition will result in 
merger-specific efficiencies in the form of 

RB at 79-80.  Complaint Counsel responds 
that the efficiencies analysis by Mr. Peterson fails to demonstrate any verifiable, merger-specific 
efficiencies. CCB at 109-14. Complaint Counsel further argues that, even 
claimed efficiencies were verifiable and merger-specific, the evidence fails to show that 

-16. 

integration of Freedom, Ottobock engaged a third-party consultant, A.T. Kearney, to assist 
Ottobock with post-Acquisition planning. F. 679- lities included 
establishing a program for the integration of Freedom, defining synergy targets, identifying 
synergy opportunities, and developing synergy capture plans. F. 681. An integration team was 
formed, consisting of personnel from Ottobock, Freedom, and A.T. Kearney. F. 681. The 
integration team developed a financial model of potential cost savings from the integration of 

served as the basis for James Pet 
the financial model, Mr. Peterson concluded that, of the six categories of potential cost savings 

k 
merger-

38 For Ottobock, a dual brand strategy is when a single company has two different brands in the same market. With 
respect to the Acquisition, the dual brand strategy refers to positioning Freedom in the market as a company with 
advanced products and positioning Ottobock as a company with premier products. Under a dual brand strategy, the 
two companies would operate independently with common ownership but would have different value propositions 
and price points in the same market, with the goal of gaining increased usage of both products. F. 683. 
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39 F . 694. Mr. Peterson then calculated the value of those 
potential merger-specific efficiencies by discounting the figures in the integration team's 
financial model for each of those categories by 30 and 50%. F. 695. Applying a 30% discount, 
Mr. Peterson estimated approximately • as an upper limit of the potential merger
specific efficiencies that Ottobock could achieve by 2022, and applying a 50% discount, 
estimated approximately ■■■■■■I as a lower limit of the potential merger-specific 
efficiencies that Ottobock could achieve by 2022. F . 696-697. 

Respondent asse1ts that the financial model developed by the integration team represents 
a "detailed plan" that identified and quantified cost savings from the Acquisition of 
approximately per year by 2022. RB at 79. However the integration team 
stopped all work in mid-December 2017. F. 685. According to Dr. Juerg Baggenstoss of A.T. 
Kearney, the integration team leader (F. 682), the team's work relating to identifying synergies 
opp01tunities was at an "early stage" and "incomplete." F. 686. Specifically, the integration 
team's work had progressed only through an initial stage of identifying and estimating synergy 
opportunities. F. 687. one of the synergy oppo1tunities identified by the integration team 
progressed beyond this initial stage. F. 688. As Dr. Baggenstoss explained there "were initial 

estimates on the opp01tunity but a proper target setting was not done." F. 688. 40 A "proper 
target setting" involves the CFO offering a cost savings target, followed by a "bottom-up 
assessment" by the integration team as to whether the target is possible which can lead to 
readjusting the target. F. 689. 

Fmthe1more, the evidence shows that Ottobock had not yet made decisions regarding 
integration plans affecting 

identified synergy oppo1tunities in these areas. F. 691. Indeed, according to Freedom's current 
CEO David Reissfelder, 41 no decisions had been made "at any point about ... any aspect of the 
integration" of Freedom in the United States. F. 690. Based on the foregoing, Respondent has 
failed to demonstrate that the integration team sufficiently verified the synergies estimates in its 
financial model or that the estimates are non-speculative. 

39 Mr. Peterson concluded that three other categories of potential cost savings identified by the integration team in 
the financial model were not merger-specific efficiencies: 

F . 693. 

■ 

41 Mr. Reissfelder becan1e Freedom's CEO on September 27 2017 after the Acquisition. F. 690 n.61 . 

40 



Moreover, contrary to Respondent's argument, the evidence fails to show that James 

contends that Mr. Peterson "further analyzed" the work of 
through a "sensitivity analysis." RB at 79. The evidence fails to support this contention. The 

integration team's financial m 

team's assumptions affecting gross margins, Mr. Peterson explained that he "relied upon the fact 

discount on those implied efficiencies." F. 703. 

Furthermore, James Peterson's opinion that 

specific, Mr. Peterson's expert report states only that 

and that "it is unknown if another strategic buyer could achieve such 
synergies." F. 705. 

Moreover, Mr. Peterson's report does not address whether 

mes to pricing." F. 711. However, Mr. Peterson did not attempt to 

was "no evidence to suggest that a sufficient percentage of those savings will accrue to the 

could show up in higher profits instead . . . ."). 

See Philadelphia Nat 'I Bank 
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Peterson independently verified the cost savings estimates in the financial model.  Respondent 
the integration team, including 

efficiencies estimates provided by Mr. Peterson were derived directly from the estimates in the 
odel (F. 684, 695), which as noted above, were early stage, 

incomplete assessments.  F. 686.  The financial model prepared by the integration team relies 
upon numerous assumptions.  F. 701.  Although Mr. Peterson altered various assumptions to see 
how the changes affected the model, ultimately, what Mr. Peterson described as sensitizing of 
the financial model synergies estimates amounted to simply discounting the synergies estimates 
to arrive at his efficiencies estimates.  F. 703-704.  As an example, with respect to the integration 

that [Ottobock] hired a third-party consultant [A.T. Kearney] who had done significant work 
over a significant period of time . . . , then built a model, and then . . . I also took a significant 

constitute merger-specific efficiencies is 
vague and unpersuasive.  For example, as support for the opinion that 

efficiencies are merger-

See also F. 709 (opinion that the 
efficiencies are merger-specific based on the assertion that they 

Freedom could have independently achieved the asserted efficiencies, or achieved them through 
another type of transaction.  F. 706, 708, 710. 

In addition, Mr. Peterson assumed that the asserted efficiencies would be passed on to 
consumers based on the concept that . . . enable[] a company to be 
more flexible when it co 
calculate an estimate of the efficiencies that would be realized by consumers.  F. 711. See CCC 
Holdings, 605 F. Supp. 2d at 74 (rejecting asserted cost savings efficiencies, noting that there 

benefit of the consumers to offset the potential for increased prices. . . .  [T]hese advantages 
Similarly, Mr. Peterson did not evaluate 

whether the claimed efficiencies related to would 
be realized in the United States.  F. 712.  , 374 U.S. at 370 (holding 
that asserted efficiencies outside the relevant market do not justify an anticompetitive merger). 

Based on the foregoing, Respondent has failed to demonstrate that its asserted 
efficiencies are merger-specific or to sufficiently substantiate the asserted efficiencies with 
independent verification.  Furthermore, the evidence is insufficient to justify a conclusion that 
the asserted efficiencies would benefit consumers in the United States, which is the relevant 



geographic market. Accordingly, Respondent's rebuttal argument based on ef 

As shown above, Respondent's rebuttal arguments and defenses are without merit. The 

Complaint Counsel has proven that Respondent's acquisition of Freedom constitutes an 
"The purpose of relief in a 

534 F.3d at 441." 

In a merger case, absent "unusual circumstances," it is presumed that total divestiture of 

ajf'd 
1979). Accordingly, "the burden rests with respondent to demonstrate that a remedy other than 
full divestiture would adequately redress any violation which is found." 

1024, 1373 (June 18, 2003). "[E]xceptions to the general rule [of full divestiture] can be 
r probable efficacy is clear and convincing." 

must be that "only divestiture can reasonably be expected to restore 
competition and make the affected markets whole again." Moreover, if an 

not necessary to analyze Complaint Counsel's additional contentions in supp 
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ficiencies is 
rejected. 

7. Conclusion 

evidence proves that the Acquisition may substantially lessen competition in the relevant market 
for the manufacture and sale of MPKs in the United States in violation of Section 7 of the 
Clayton Act and Section 5 of the FTC Act. 

The analysis now addresses the appropriate remedy.42 

F. Remedy 

1. Applicable legal principles 

illegal acquisition in violation of Section 7 of the Clayton Act.  
Section 7 case is to restore competition lost through the unlawful acquisition. . . . [C]omplete 
divestiture is generally the most appropriate way to restore competition lost through an unlawful 
acquisition. See United States v. E.I. du Pont de Nemours & Co., 366 U.S. 316, 329, 81 S. Ct. 
1243, 6 L. Ed. 2d 318 (1961); Chicago Bridge, Polypore, 2010 WL 9549988, 
at *33. 

the acquired assets is the best means of restoring competition.  In re RSR Corp., 88 F.T.C. 800, 
1976 FTC LEXIS 40, at *208 (Dec. 2, 1976), , RSR Corp. v. FTC, 602 F.2d 1317 (9th Cir. 

In re Fruehauf Corp., 
90 F.T.C. 891, 1977 FTC LEXIS 9, at *3 n.1 (Dec. 21, 1977); In re Chicago Bridge, 138 F.T.C. 

reasonably invoked . . . only when the proof of thei 
In re Diamond Alkalai, Co., 72 F.T.C. 700, 1967 FTC LEXIS 44, at *88 (Oct. 2, 1967). 

In the absence of proof to the contrary the assumption of this Commission 

order of divestiture appears to the Commission to be in all likelihood the most 

42 Because Respondent has failed to successfully rebut the prima facie proof of reasonably likely anticompetitive 
effects based on market structure and direct competition between Ottobock and Freedom (see section II.D above), 
Complaint Counsel has met its burden of proving the Acquisition violates Section 7 of the Clayton Act and Section 
5 of the FTC Act. See, e.g., Polypore, 2010 WL 9549988, at *28-32 (determining that the respondent failed to meet 
its burden to rebut the prima facie case and entering a remedial order for a violation of Section 7).  Accordingly, it is 

ort of a finding of likely 
anticompetitive effects (see fn 25 above).  Whether or not such additional proof exists would not change the result in 
this case. 

https://remedy.42


In addition, it is well settled that once the government "has successfully borne the 

resolved in its favor." 

Complaint Counsel's proposed 
order (Attachment B to Complaint Counsel's Post Trial Brief) (hereafter, "Proposed Order"), 

to hold Freedom's assets separate pending divestiture (11.A.3), providing a potential acquirer full 
due diligence (11.A.4), and allowing an acquirer the right to offer employment to Freedom's 

e, from using or disclosing any of Freedom's confidential information (II.A. I 0 
selling or eliminating Freedom's services (111.A,B), or failing to maintain employment of 
Freedom's employees (11.C). Complaint Counsel briefed each material provision of 

Freedom, limited to Freedom's assets related to MPKs (the "MPK Assets" or the "MPK 
Divestiture"), is a sufficient remedy in this case. RB at 90 
Respondent argues these general objections to the scope of the Proposed Order's divestiture 

Respondent's objections to the Proposed Order and arguments for an MPK Divestiture 
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effective available remedy, the Commission need not justify its order 
beforehand by showing that it will unquestionably restore competition. 

Id. at *88-89 (citation omitted). 

considerable burden of establishing a violation of law, all doubts as to the remedy are to be 
du Pont, 366 U.S. at 334. 

2. Analysis 

a. Introduction 

As a remedy for the Section 7 violation demonstrated in this case, Complaint Counsel 
seeks an order requiring Respondent to fully divest Freedom to a Commission-approved 
acquirer, with two potential exceptions described below.  See 

-
Paragraph II.A.1. 

The Proposed Order also contains a number of requirements that Complaint Counsel 
asserts are reasonably necessary for an effective divestiture, such as requirements for continuing 

employees (II.A.5.c; II.A.9). In addition, the Proposed Order contains various ancillary 
provisions that Complaint Counsel argues are designed to help ensure that the divested Freedom 
will be able to compete effectively, including provisions prohibiting Respondent, pending 
divestitur -11), 

the 
Proposed Order, asserting legal and/or record justification.  See CCB at 179-90 and Attachment 
A (annotated Proposed Order). 

Respondent objects to a complete divestiture and argues that a partial divestiture of 

-91; RRB at 169-76.  While 

requirement, Respondent does not state any objections to any specific provision of the Proposed 
Order.  See Id. 

are addressed below. 



 

 
        

     

  

   

 

        
           

        
 

             
     

        
         

         
    

      
         

           
     

      
             

     
      

 

    
 

   

 

 
 

  
        

 

  

        
           

        
 

            
      

        
          

         
     

      
         

           
    

      
             

       
      

  

    
  

Respondent's arguments against the Proposed Order and for 
ture limited to Freedom's MPK Assets 

Respondent asserts that Freedom's MPK Assets constitute a discrete set of assets that 
"can easily be separated" out from the whole of Freedom's business. RRB at 169, 173 

foregoing facts contradict the notion that Freedom's MPK assets can be easily separated out from 

divestiture buyer's viability. 

65. The Commission explained: "Since 

success." 
that a remedial order may require " 
divestiture of those assets is necessary to restore competition within the relevant market." 
*33. Accordingly, contrary to Respondent's argument, it is well settled that the Commission 
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b. 
partial divesti 

-74; see 
also RB at 90-91. The evidence fails to support this proposition. 

The 

Freedom, as asserted by Respondent. 

Respondent further argues that an MPK Divestiture is sufficient to restore any alleged 
competitive harm from the Acquisition, because the Complaint does not allege, and Complaint 
Counsel failed to prove, a likelihood of adverse effects on competition in any market beyond the 
relevant MPK market, and therefore, any broader divestiture remedy is punitive and unnecessary.  
RB at 90-91; RRB at 174-76. This argument is without merit. In Chicago Bridge, 2005 FTC 
LEXIS 215, to remedy a violation of Section 7 of the Clayton Act, the Commission ordered a 
complete divestiture of all acquired assets, including a division that built water tanks, even 
though the relevant product market was cryogenic tanks, because cryogenic tank sales were 
irregularly timed and water tank sales would provide the regular income stream needed for the 

2005 FTC LEXIS 215 at **214-16. Similarly, in In re Olin Corp., 
113 F.T.C. 400, 1990 FTC LEXIS 234 (June 13, 1990), the Commission ordered the respondent 
to divest a plant that had facilities to manufacture both the relevant market product and a product 
outside the relevant market, when the evidence failed to show the plant would be viable if the 
facilities were separated. 1990 FTC LEXIS 234, at *63-
the objective of requiring divestiture is to create a new competitor in this market, we must ensure 
that the package of assets divested is sufficient to give its acquirer a real chance at competitive 

Id. at *65. Furthermore, in Polypore, 2010 WL 9549988, the Commission reaffirmed 
divestiture of assets outside the relevant market where 

Id. at 

may order full divestiture in a consummated merger case when a violation of the Clayton Act has 
been found, even when products outside the relevant product market are implicated. 



Freedom's MPK Assets 

foot products to stimulate sales of the Plie 3 and compete with Otto bock' 

demonstrates that one of Freedom's responses to competitive pressure from the C 
promotion it called the "ideal combo," which provided a discounted or free prosthetic foo 

regain Plie' s sales lost to the C 
successful in increasing Freedom's Plie 3 sales, including by 

of Freedom's tot 
Freedom's ideal combo 

promotion has also impacted Ottobock's sales. F. 637. 

t the merging parties' competing product lines "can or must be best utilized" with 

competing products were "so interrelated and noncompartmentalized" as to render pa 

there is substantial evidence, summarized above, that Freedom's MPK can be, and has been 
marketed to be, utilized with Freedom's prosthetic foot prod 

that Freedom's operations are interrelated and that MPK operations cannot be easily separated 

partial divestiture limited to Freedom's MPK Assets would be at least as effective as full 

Respondent's reliance on 

udication challenging the defendants' consummated stock 
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Moreover, Respondent has failed to demonstrate that a partial divestiture limited to 
would be sufficient to restore competition in the MPK market, and 

thereby remedy the unlawful Acquisition.  The evidence shows that Freedom has leveraged its 
s C-Leg, F. 976, which 

suggests that an MPK divestiture alone may not be sufficient to restore competition and could 
deprive a potential acquirer of Freedom assets that could help that acquirer compete in the MPK 
market. See Polypore, 2010 WL 9549988, at *33-35 (including divestiture of a European plant, 
outside the relevant North American geographic market, because the European plant would 
allow an acquirer to maintain sufficient capacity at a capacity-constrained North American plant, 
and thereby help the acquirer effectively compete for North American business).  The evidence 

-Leg 4 was a 
t with 

the purchase of a Plié 3.  F. 611-618, 631.  The purpose of the ideal combo promotion was to 
-Leg 4.  F. 616-617.  Furthermore, the promotion has been 

converting multiple customer 
accounts to the Plié from other MPKs, and has incentivized customers to buy more Freedom 
MPKs and feet.  F. 617, 624-626. Sales from the ideal combo in the fourth quarter of 2015 
accounted for approximately al MPK sales in that quarter.  F. 625.  
Prosthetists have responded favorably to the ideal combo.  F. 624.  

In support of its argument for the sufficiency of a partial divestiture, Respondent cites 
United States v. Reed Roller Bit Co., 274 F. Supp. 573 (W.D. Okla. 1967).  RRB at 172.  The 
court in Reed held that a remedy of partial divestiture, limited to products in the two relevant 
markets in which the merging parties competed, would be at least as effective as a divestiture of 
all of the assets of the acquired company, which included some non-competing products.  274 F.  
Supp. at 586-89.  The court based this conclusion on several factors, including that there was no 
evidence tha 
the non-competing products; and that there was no evidence that the operations for the non-

rtial 
divestiture of the competing products unworkable. Id. at 585-87.  In the instant case, in contrast, 

ucts, notwithstanding such products 
being outside the relevant product market; and there is substantial evidence, summarized above, 

from the whole of Freedom.  Unlike in Reed, the evidence in this case fails to demonstrate that a 

divestiture. 

FTC v. PepsiCo, Inc., 477 F.2d 24 (2d Cir. 1973) is similarly 
misplaced.  RRB at 172.  The issue in that case was whether a preliminary injunction should 
issue, ordering all assets and management to be kept separate and independent, pending 
conclusion of an administrative adj 
acquisition. Id. at 25.  The court declined to issue the preliminary injunction requested by the 
FTC, but instead entered an order requiring the parties to enter into a more limited hold separate 



of the court's reasoning was that, even if the FTC prevailed in the administrative proceeding, it 

be "virtually impossible" to effectuate relief. 

Respondent's predictions as to the ultima 

foot products of Freedom specified in "Divestiture Products Group A," " 
demonstrates to the Commission's satisfaction: (i) that any such asset is necessary to achieve the 

approves the divestiture with the divestiture of such asset." According to Complaint Counsel, 

specified in "Divestiture Products Group B," " 
Commission's satisfaction: 

asset." Divestiture Products Group B consists of 

72. Consent orders do not constitute legal precedent. "[T]he circumstances surrounding . 
negotiated [ consent decrees] are so different that they cannot be persuasively cited in a litigation context." 

, 61 F.T.C. 326, 1962 FTC LEXIS 84, at *63 (July 31, 1962) ("[C]onsent order . . . lacks the 
d case"); 

301, at *58 (Nov. 23, 1959) ("[C]onsent order under agreement of parties . . . is not a precedent in other cases for 
any purpose."). 
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agreement, proposed by the defendants, along with additional conditions. Id. at 30-31.  One part 

could not be assumed that a complete divestiture would be ordered as a remedy, and therefore, 
the Commission had failed to support its argument that, absent the requested injunction, it would 

Id. at 28-29.  The posture of PepsiCo is inapposite 
and not instructive for the instant case.43 

Respondent next argues that certain potential exceptions to full divestiture provided 
under the Proposed Order do not mitigate the full divestiture requirement because, according to 
Respondent, these provisions are unlikely to result ultimately in anything less than complete 
divestiture.  RRB at 175-76.  As shown above, Respondent has failed to demonstrate that 
complete divestiture is an inappropriate remedy in this case.  Moreover, as shown below, 

te effect of the potential exceptions to full divestiture 
provided in the Proposed Order are speculative. 

Paragraph II.A.1 of the Proposed Order contains two potential exceptions to a complete 
divestiture of all of Freedom.  Under the first potential exception, Ottobock may retain prosthetic 

unless the Acquirer 

purpose of this Order; and (ii) that the Acquirer needs such asset to effectively operate the 
Freedom Business in a manner consistent with the purpose of this Order, and the Commission 

Divestiture Products Group A consists of prosthetic feet that 

CCB at 187; Appendix A to Proposed Order.  
Under the second potential exception, Ottobock must divest prosthetic foot products of Freedom 

unless the Acquirer demonstrates to the 
(i) that any such asset is not necessary to achieve the purpose of this 

Order; and (ii) that the Acquirer does not need such asset to effectively operate the Freedom 
Business in a manner consistent with the purpose of this Order, and the Commission approves 
the divestiture without the divestiture of such 
Freedom prosthetic foot products that Complaint Counsel asserts 

CCB at 187; Appendix B to Proposed Order. 

Regarding Divestiture Products Group A (foot products that were not used by Freedom in 
the ideal combo promotion), Respondent contends that the Commission is unlikely to approve 

43 Respondent cites various consent orders allowing for partial divestitures in settlement of merger challenges.  RB  
at 90-91; RRB at 171-

du  Pont, 
366 U.S. at 331 n.12; see In re POM Wonderful, LLC, 2012 FTC LEXIS 106, at *705 n.27 (May 17, 2012); see also 
In re Giant Food, Inc. 
precedent value of a litigate In re Federal Employees Distributing Co., 56 F.T.C. 550, 1959 FTC LEXIS 



during pretrial settlement negotiations. RRB at 176. Even assuming that Respondent's assertion 
as to Complaint Counsel's pretrial settlement position is accurate, given that Complaint Counsel 

should not be presumed that Complaint Counsel's position in post 

lly when the assets will inevitably be offered at a punitive, "fire sale price." 

acquire, and whether the price will amount to a "punitive" give 
, at *210 (" 

neither 1s there anything more than speculation to justify the opposite conclusion ... "). 

, 366 U.S. at 326 ("[C]ourts are authorized, indeed 

public interest."). 

For all the foregoing reasons, Respondent's objections to complete divestiture provided 
under the Proposed Order and argument that a partial divestiture limited to Freedom's MPK 

All provisions of the Proposed Order, as well as Complaint Counsel's arguments in 
support thereof, and Respondent's objections and arguments in opposition thereto, have been 

ent's general objections to scope of the 
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anything less than complete divestiture because Complaint Counsel did not agree to such terms 

affirmatively interjected a potential pathway for Ottobock to retain some Freedom assets, it 
-trial divestiture proceedings 

will precisely mirror its position in pretrial settlement negotiations. 

As to Divestiture Products Group B (foot products that were used by Freedom in the ideal 
combo promotion), Respondent asserts that it is unlikely that any potential acquirer will agree to 
forego acquiring less than all the assets of Freedom, even if not all assets are necessary to 
compete, especia -
RRB at 175-76.  Respondent fails to cite any record evidence or case law to support this 
assertion.  It is speculation at this stage to decide what a future buyer may want or need to 

-away.  In re RSR Corp., 1976 
FTC LEXIS 40 Certainly it cannot be forecast with absolute assurance that the 
divested [entity] will find a willing buyer and become the vigorous competitor it once was.  But  

Moreover, the mere fact that divestiture may have an adverse economic impact on Respondent 
does not compel a lesser remedy. See du Pont 
required, to decree relief effective to redress the violations, whatever the adverse effect of such  a 
decree on private interests.  Divestiture is itself an equitable remedy designed to protect the 

Assets should be the remedy in this case are rejected. 

3. Conclusion 

carefully considered.  Complaint Counsel has demonstrated that the divestiture of Freedom, as 
provided under the Proposed Order, is the appropriate remedy in this case.  Moreover, the 
ancillary provisions in the Proposed Order are supported by the record and applicable case law.  
Furthermore, as noted above, other than Respond 
divestiture required under the Proposed Order, Respondent has not raised objections to any 
specific provision of the Proposed Order. 

Based on the foregoing, the Proposed Order will be issued herewith as the Order in this 
case.44 The Order accomplishes the remedial objectives of the Clayton Act and the FTC Act, and 
is supported by the record and applicable case law. 

44 The provisions of the Order are not substantively different from the Proposed Order. 



 

 

      
        

     
     

 

    

   
         
      

     
    

    
    

      
    

 

 

    
    

       

          
 

   

 

  

  

  

   

 
     

         

      
     

  

    
 

    
       
     

    
  

    
    

     
    

  

  
 

  

      
     

       
 

           
  

Otto Bock HealthCare North America, Inc. ("Ottobock") is a pioneering prosthetics and 

Co. KGaA headquartered in Duderstadt, Germany ("Ottobock Germany"). (PX07049 

actures and sells "upper and lower limb prosthetics, orthotics, mobility 
related services to customers" in the United States of America 

("United States") and around the world. (PX07049 (Ottobock Amended Answer) at 007 

bock' s lower 
("MPKs") 
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III. FACTS 

A. Background to the Litigation 

1. The Parties, the Acquisition, and litigation 

a. Otto Bock HealthCare North America, Inc. 

1. 
orthotics company. Ottobock was a subsidiary of Otto Bock HealthCare GmbH at the 
time of the Acquisition (F. 11) and is now a subsidiary of Otto Bock Healthcare SE & 

(Ottobock Amended Answer) at 007-08 ¶ 14; Kannenberg (Ottobock) Tr. 1932-33; 
Schneider (Ottobock) Tr. 4277-79, 4281-84; Carkhuff (Freedom) Tr. 710-11; PX05155 
(Ehrich (Ottobock) Dep. at 60)). 

2. Ottobock Germany has over 7,000 employees worldwide and operates in 50 countries. 
(PX07049 (Ottobock Amended Answer) at 007-08 ¶ 14). 

3. Ottobock Germany opened its first foreign branch in 1958 in Minneapolis, Minnesota.  
(Schneider (Ottobock) Tr. 4279). Ottobock is a Minnesota corporation. (Joint 
Stipulations of Law and Fact, JX001 at 001 ¶ 5). Ottobock moved its American 
headquarters from Minneapolis to Austin, Texas in 2014. The Austin headquarters 
employs about 100 individuals. (Schneider (Ottobock) Tr. 4284, 4285). Ottobock also 
has manufacturing and research and development facilities in Salt Lake City, Utah that 
employ between 220 and 250 employees, as well as logistics facilities in Louisville, 
Kentucky where another 25 people work.  (Schneider (Ottobock) Tr. 4284-85). Ottobock 
also employs between 75 and 100 people that work in the field as sales representatives, 
clinical specialists, or reimbursement specialists.  (Schneider (Ottobock) Tr. 4284-85). 

4. Ottobock manuf 
solutions, and medical-

-
08 ¶ 14). 

5. Otto -limb prosthetics include mechanical knees and microprocessor knees 
45 , including the C-Leg 4 MPK, which is presently sold by Ottobock in the 

United States. (Solorio (Ottobock) Tr. 1633, 1637; Joint Stipulations of Law and Fact, 
JX001 at 003 ¶ 34). 

45 The differences between mechanical knees and microprocessor knees are discussed infra in section III.C.2.a-d. 
The microprocessor knees that Ottobock sells in the United States are discussed in section III.B.8.a. 



 

    
  

      
      

      
 

         
       

        
         

  

         
         

        
   

      

         

 

        
      

 

      
 

              
  

    

   
 

 

      

 

   

 
      

     
     

  

          
      

      
         

  

          
        

     
    

       

        
 

   

 
        

     
  

       
  

              
  

     

• 

FIH Group Holdings, LLC ("Freedom") was founded in 2002. (Carkhuff (Freedom) Tr. 

the first five years of Freedom's existence, Freedom sold exclusively carbon fiber foot 

Gunnison, Utah, and "is the only American made [MPK] product." (Carkhuff (Freedom) 

Freedom's next 

majority shareholder had been Health Evolution Partners Fund I (AIVI), LP ("HEP"), a 

On September 22, 2017, Ottobock acquired Freedom (the "Acquisition"). (PX07049 

-
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6. Ottobock began developing an update to the C-Leg 4, referred to as the C-Leg 5 

(Schneider (Ottobock) Tr. 4353-54, 4539, in camera). 

b. FIH Holdings, LLC 

7. 
293; PX07049 (Ottobock Amended Answer) at 008 ¶ 15; PX05103 (Kim (Freedom) Dep. 
at 17)). Freedom is headquartered in Irvine, California, has facilities in California and 
Utah, and employs approximately 150 people. (Carkhuff (Freedom) Tr. 321, 328-30; 
PX07049 (Ottobock Amended Answer) at 008 ¶ 15). 

8. Freedom sells over 20 different brands of prosthetic feet and 2 prosthetic knees, the 
Liberty46 and the Plié, in the United States. (RX0949; Carkhuff (Freedom) Tr. 686). For 

products. (Carkhuff (Freedom) Tr. 293). Since 2007, Freedom has manufactured one 
prosthetic knee, the Plié.47 (Carkhuff (Freedom) Tr. 294). The Plié 3 is manufactured in 

-
Tr. 328-29). Freedom has not sold any mechanical knees.  (Carkhuff (Freedom) Tr. 323). 

9. -generation MPK, the Quattro, was in development at the time of the 
Acquisition and had not yet launched. (PX05111 (Prince (Freedom) Dep. at 58); 
PX07049 (Otto Bock Amended Answer) at 004-05 ¶ 6; Carkhuff (Freedom) Tr. 679). 
At  the time of trial, the Quattro was still in development.  (Prince (Freedom) Tr. 2673). 

10. Prior to the acquisition by Ottobock (F. 11), Freedom had been privately held, and the 

private equity firm. (PX05113 (Chung (HEP) Dep. at 12, 119); Kim (Freedom) Tr. 
2542). 

c. The Acquisition 

11. 
(Ottobock Amended Answer) at 003 ¶ 1; Joint Stipulations of Law and Fact, JX001 at 
001 ¶ 4). The acquisition price was approximately million. (PX05010 (Schneider 
(Ottobock) IHT at 177), in camera; PX05122 (Smith (HEP) Dep. at 179)). 

12. Upon consummation of the Acquisition, Freedom became a wholly owned subsidiary of 
Ottobock.  (Joint Stipulations of Law and Fact, JX001 at 002 ¶ 9). 

46 In 2017, Freedom began distributing a prosthetic knee called the Liberty that is manufactured by ST&G. 
(Carkhuff (Freedom) Tr. 685-86; Ferris (Freedom) Tr. 2466). 

47 The Plié is discussed in more detail in section III.B.8.b. 



 

    

        
  

       

      

 

         
 

      
     

       

         
         

       
   

     

 
       

    
      

                 
               

                  
      

   

 

      

        
  

  

       
 

       
 

  

          
 

      
     

      
 

  

  

         
       

 
     

  
       

 

 
 

       
   

     
 

                 
              

                 
       

and its minority shareholders including Parker Hannifin Corporation ("Parker Hannifin") 

e Agreement ("Hold Separate Agreement"). (CCFF 145; RRCCFF 145; 

r. Kannenberg's responsibilities include clinical research and education and 

Scott Schneider is Ottobock's vice president of government, medical affairs and future 
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13. Ottobock purchased Freedom from its majority shareholder, Health Evolution Partners 

and various employees and individuals, pursuant to a share tender, which followed a 
shareholder vote.  (Carkhuff (Freedom) Tr. 311-13). 

d. Post-Acquisition events 

14. In September 2017, the FTC began a preliminary investigation into the Acquisition. 
(CCFF 114). 

15. On December 19, 2017, Ottobock and the FTC entered into a Hold Separate and Asset 
Maintenanc 
Carkhuff (Freedom) Tr. 703; Schneider (Ottobock) Tr. 4413). 

16. Pursuant to the Hold Separate Agreement, Ottobock agreed to restore all services, 
locations, employees, products, operations or businesses of Freedom that were transferred 
to or consolidated with Ottobock after the date of the Acquisition.  After signing the Hold 
Separate Agreement, Ottobock and Freedom placed all integration and integration 
planning work on hold. (CCFF 146; RRCCFF 146; PX05109 (Carkhuff (Freedom) Dep. 
at 192-93)). 

2. Witness backgrounds 

a. Ottobock 

17. Dr. Andreas Kannenberg is executive medical director for Ottobock. He has been in that 
position since 2013. (Kannenberg (Ottobock) Tr. 1819). As executive medical director, 
D 
reimbursement. (Kannenberg (Ottobock) Tr. 1824). Dr. Kannenberg joined Ottobock as 
director of medical affairs. In this role, Dr. Kannenberg provided education and training 
to prosthetists and orthotists,48 including education about the evidence supporting the use 
of Ottobock products.  (Kannenberg (Ottobock) Tr. 1821-22). 

18. 
development.  (Schneider (Ottobock) Tr. 4260).  Mr. Schneider is involved in patient care 
in his role at Ottobock, and is familiar with how prosthetic devices are manufactured by 
Ottobock and reimbursed by insurance providers. (Schneider (Ottobock) Tr. 4267-68, 
4272). As a prosthetist from 1988 to 1995, Mr. Schneider fitted patients with prosthetic 
devices, including prosthetic knees.  (Schneider (Ottobock) Tr. 4261, 4264). 

48 Prosthetists fit prosthetic devices on patients, as discussed in detail in F. 76-83 and F. 143-147. Orthotists fit 
orthotic devices on patients. A prosthetic device is designed to replace a limb that has been lost either due to 
amputation or congenital issues. An orthotic device is a bracing system that is designed to help a limb or part of the 
body that is still intact and needs support.  (Schneider (Ottobock) Tr. 4261; Ford (POA) Tr. 915). 



 

       
     

    
  

 

          
        

    

      
    

        
     

   
           

       
   

        
        

         
     

         
       

  

   
    

        

          

   
 

 

        
   

    
  

  

 
          

        
    

 

  

      
   

       
     

  
          

       
    

       
       

       
    

 

          
       

  

   
    

 

 
      

         

regarding prosthetic knees and assisted with the launch of Ottobock's C 

Matthew Swiggum had been the regional president and chief executive officer ("CEO") 

Freedom's Plie 3 business after Ottobock's acquisition of Freedom. (Swiggum 

Mr. Carkhuff was on Freedom's board of directors. (Car 

company's operations. In 2015, Mr. Carkhuff became chairman of th 

man of Freedom's 

(Ferris (Freedom) Tr. 2298). Mr. Ferris' responsibilities include marketing Freedom's 

Lee Kim is the chief financial officer ("CFO") of Freedom and has been since he started 

continues to hold the position of CFO following Freedom's acquisition by Ottobock. 

for managing Freedom's accounting operations and preparing the company's financial 
statements. (Kim (Freedom) Tr. 2493). Following Freedom's acquisition by Ottobock, 
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19. Cali Solorio has been the senior prosthetics marketing manager at Ottobock since March 
2017. (Solorio (Ottobock) Tr. 1575). Ms. Solorio was involved in the marketing 
strategy, advertising, product pricing and promotions, and educating the sales team 

-Leg 4 in April 
2015. (Solorio (Ottbock) Tr. 1576-78). 

20. 
of Ottobock from September 2016 until he was terminated. He had been in that position 
at the time of the Acquisition and was personally involved in meetings regarding the 
integration of Freedom after it was acquired by Ottobock and involved in analyzing 

(Ottobock) Tr. 3309-10, 3312, 3327-28). 

b. Freedom 

21. Maynard Carkhuff is currently the chairman of Freedom. At the time of the Acquisition, 
khuff (Freedom) Tr. 290-91). 

Mr. Carkhuff joined Freedom in 2005 as president of the company. In 2012, Mr. 
Carkhuff became CEO and president, and had responsibility for all aspects of the 

e board of directors. 
(Carkhuff (Freedom) Tr. 291-94). In April 2016, Mr. Carkhuff became vice chairman 
and chief innovation officer at Freedom, and focused on strategic issues at Freedom, 
chaired the technology committee, and collaborated with the chair 
board and CEO on potential acquisitions and new product development efforts. 
(Carkhuff (Freedom) Tr. 292, 296). In October 2017, Mr. Carkhuff assumed his current 
title of chairman. (Carkfuff (Freedom) Tr. 292). Mr. Carkhuff is the manager for the 
Hold Separate Agreement between the FTC and Ottobock. (Carkhuff (Freedom) Tr. 290-
91). 

22. Eric Ferris has been the vice president of marketing, customer service and product 
development at Freedom since February 2018. (Ferris (Freedom) Tr. 2299). From July 
2015 through February 2018, he was the director of marketing and customer service.  

products, promoting the products, messaging, competitive assessments, pricing, 
education, and strategy regarding messaging for sales into the different sales channels. 
(Ferris (Freedom) Tr. 2303-05). 

23. 
working at Freedom in February of 2008. (Kim (Freedom) Tr. 2492). Mr. Kim 

(Kim (Freedom) Tr. 2492). As CFO of Freedom, Mr. Kim is the executive responsible 



 

          

         
           

 

          

            
        

      

        
     

     

 

   
        

        
           

      
    

 

      
      

  

     
          

  

   

 

         
 

          
          
  

           

          
        

      
 

 
      

    
    

 

   

  

     
      

       
          

    
    

  

  
    
      

 
    

      
        

    

2017. (Smith (HEP) Tr. 6408). Mr. Smith's tenure as chairman and CEO of Freedom 

Mark Testerman is Freedom's vice president of national and key accounts, a position he 

Ossur hf ("Ossur") 

3538). Ossur's U.S. sales force consists of 50 employees that educate and assist with 

Ossur's total U.S. revenue from prosthetic sales in 2017 was in the range o 

million was generated from sales of all of Ossur' s MPKs, 
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Mr. Kim continues to be the executive overseeing the annual audit process for Freedom. 
(Kim (Freedom) Tr. 2499-2500). 

24. Dr. Stephen Prince is currently the Quattro project manager and technical leader at 
Freedom. He began working at Freedom in June 2012 and became project manager in 
2015. (Prince (Freedom) Tr. 2672-73). 

25. David Smith was the chairman and CEO of Freedom from April 1, 2016 to September 

ended the Friday before the Acquisition. (PX05122 (Smith (HEP) Dep. at 7)). Prior to 
the Acquisition, from 2012 until April 2016, Mr. Smith was a partner with Health 
Evolution Partners, the majority owner of Freedom. (Smith (HEP) Tr. 6409-10; 
PX05122 (Smith (HEP) Dep. at 126)). 

26. 
has held since February 2014. (Testerman (Freedom) Tr. 1073). Key accounts are the 
top 50 domestic customers based on volume of products sold. (Testerman (Freedom) Tr. 
1073). Mr. Testerman builds relationships with these key accounts and works with them 
on contracting and pricing.  (Testerman (Freedom) Tr. 1079). 

c. Manufacturer witnesses 

i. Össur hf 

27. 49 is headquartered in Reykjavik, Iceland and has a U.S. headquarters 
in Foothill Ranch, California. (De Roy (Össur) Tr. 3537). Össur manufactures and sells 
medical devices within the field of prosthetics and noninvasive orthopedics. (De Roy 
(Össur) Tr. 3526). Össur sells the full range of lower-limb prosthetic products to restore 
mobility, including non-MPKs and MPKs. (De Roy (Össur) Tr. 3536-37). Össur 
employs between 300 and 400 employees in the United States. (De Roy (Össur) Tr. 

reimbursement and fittings.  (De Roy (Össur) Tr. 3539). 

28. f 
million. (De Roy (Össur) Tr. 3601, in camera). Of that, approximately 
million came from sales of prosthetic knees. (De Roy (Össur) Tr. 3601, in camera). 
Approximately 
including the Symbionic Leg.  (De Roy (Össur) Tr. 3601-02, in camera). 

29. Kim Peter Viviane De Roy is the executive vice president of research and development at 
Össur. (De Roy (Össur) Tr. 3525-27). Mr. De Roy is responsible for overseeing all 

49 Hf (hf) stands for Hlutafelag, the Icelandic corporate designation. 



 

       
           
            

          

  

  
       

          
        

  
      

      
      

          

      
       

       

 

    

    

      

       

   
 

 

       
         

          
        

 
 

  

   
     

 

           
      

  
     

     
     

         
 

      
      

       
 

   

 
   

 

     

     
  

        
 

academic background in orthotics includes a bachelor's degree m prosthetics and 
orthotics and a master's degree in physical 

Charles A. Blatchford & Sons Limited ("Blatchford") is a family 

Blatchford was founded in 1890 by Stephen Blatchford's great grandfather and 1s 

Proteor, Inc. d/b/a Nabtesco Proteor USA ("Proteor") is a subsidiary of Proteor France. 

Proteor France, based in Dijon, France, and Nabtesco Corporation ("Nabtesco"), based in 

Ability Dynamics' sales force and clinical team. (Mattear (Proteor) Tr. 5527 
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research and development projects at Össur, including those related to prosthetic knees 
and feet. (De Roy (Össur) Tr. 3527). Mr. De Roy has been in his current role since 
November 2017. (De Roy (Össur) Tr. 3527). Mr. De Roy has personal experience with 
orthotics because he is a below-the-knee amputee. (De Roy (Össur) Tr. 3534-35). His 

therapy and rehabilitation. (De Roy (Össur) 
Tr. 3536). 

ii. Charles A. Blatchford & Sons Limited d/b/a Endolite 

30. -owned business that 
manufactures lower-limb prosthetic devices. (Blatchford (Endolite) Tr. 2089-90, 2093). 

currently headquartered in Basingstoke, England.  (Blatchford (Endolite) Tr. 2090). 

31. Blatchford products are sold under the trade name Endolite throughout the world, 
including the United States. (Blatchford (Endolite) Tr. 2099). Endolite sells a wide 
range of prosthetics products in the United States, including energy-storing feet, 
hydraulic ankles, microprocessor-controlled feet, non-MPKs, and MPKs. (Blatchford 
(Endolite) Tr. 2099-2100). Endolite employs roughly 80 people in the United States, 
including 60 at its Miamisburg, Ohio headquarters and 15 sales representatives and 5 
clinical support specialists that operate throughout the United States. (Blatchford 
(Endolite) Tr. 2100-01). 

32. Stephen Blatchford is executive chairman of Blatchford. (Blatchford (Endolite) Tr. 
2091). His main responsibilities include looking at the strategic direction of the 
company, managing the board of directors, and overseeing the strategic direction of 
developing products.  (Blatchford (Endolite) Tr. 2091). 

iii. Proteor, Inc. d/b/a Nabtesco Proteor USA 

33. 
(Mattear (Proteor) Tr. 5516-17). Proteor sells prosthetics products manufactured by 

Kobe, Japan.  (Mattear (Proteor) Tr. 5516-17, 5519-22, 5531). 

34. In 2018, Proteor acquired Ability Dynamics, the manufacturer of the RUSH Foot, and 
-28, 5555-

61). As of September 1, 2018, Proteor became the exclusive distributor of prosthetic 
devices manufactured by Nabtesco.  (Mattear (Nabtesco) Tr. 5521-22, 5546-47). 

35. Proteor has seven sales representatives, a certified prosthetist clinician, and a business 
development manager.  (Mattear (Proteor) Tr. 5527, 5563-64). 



 

    
       

    
      

      

          
       

        
           

   
 

      

  

 

   
      

       
         

      
 

        

        
     

           
 

   

 

    
      

   
      

     
 

  

 
        

       
      

          
  

  

      
 

 
   

   

    
      

     
        

     
  

        

        
    

 

           
  

Ohio Willow Wood Company ("WillowWood") was founded in 1907 and manufactures 

John Matera is the chief operating officer ("COO") at WillowWood and has served in 

College Park Industries ("College Park") is a prosthetic 

(Carver (College Park) Tr. 2003). College Park's only knee is the Guardian knee, which 
is a "safety knee" for K 

Tr. 2003). Mr. Carver began working at College Park in 2009 as College Park's 
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36. Bradley Mattear has been the managing director of Proteor since 2016. (Mattear 
(Proteor) Tr. 5510, 5523-24). Mr. Mattear is a certified prosthetic assistant, and has the 
ability to evaluate, fit, adjust, and modify prosthetics. (Mattear (Proteor) Tr. 5511-12).  
From 2011 to 2016, Mr. Mattear was a business development manager in charge of the 
Midwest region for Cascade, a distributor of prosthetic products. (Mattear (Proteor) Tr. 
5514). 

iv. Ohio Willow Wood Company 

37. 
and sells prosthetic products in the United States. (Arbogast (WillowWood) Tr. 4931). 
WillowWood is a multi-national business that sells its product offerings in over 30 
markets. (Arbogast (WillowWood) Tr. 4933-34). WillowWood is one of the leading 
liner manufacturers in the United States. (Matera (WillowWood) Tr. 5226; Schneider 
(Ottobock) Tr. 4304). They also manufacture knees, ankles, feet, sockets, and the 
LimbLogic vacuum pump.  (Matera (WillowWood) Tr. 5226). 

38. Ryan Arbogast is majority owner and CEO of WillowWood. (Arbogast (WillowWood) 
Tr. 4929). 

39. 
that position for the last five years.  (Matera (WillowWood) Tr. 5224-25). 

v. College Park Industries 

40. manufacturer that sells prosthetic 
feet, knees, liners, endo components,50 and upper limb products in the United States. 

-2 users. (Carver (College Park) Tr. 2012). College Park is 
developing the Capital hydraulic knee for K-3 users. (PX05107 (Carver (College Park) 
Dep. at 81-82)). College Park has approximately 130 employees and had 
in U.S. revenue in 2017.  (Carver (College Park) Tr. 2011, 2032, in camera). 

41. William James Carver, III is president and COO of College Park. (Carver (College Park) 

operations manager. (Carver (College Park) Tr. 2003-04). As COO, Mr. Carver assists 
in developing the strategy and business plan of the company. (Carver (College Park) Tr. 
2005). 

50 Endo components refers to endoskeletal connection adapters between the knee and leg or knee and foot. 
(PX05107  (Carver (College Park) Dep. at 16-17)). 



 

 

 

 
      

  
       

    
      

    
   

     
       

    
              
          

    

         
 

     

   
   

     
  

       
          

        
         

       

   
 

 

   

   

  
     

 
    

    
     

   
  

    
       

 

 
    

             
          

   
 

 
       

 
     

 

  

    
   

    
   

        
        

        
       

       

Hanger, Inc. ("Hanger") provides healthcare services through a large 

Southern Prosthetic Supply ("SPS"), owned by Hanger, distributes orthotic and prosthetic 

Vinit Asar is the president and CEO of Hanger and a member of Hanger's executive 

Scheck & Siress Prosthetics, Inc. ("Scheck & Siress") is 

("AOPA"). (Oros (Scheck & Siress) Tr. 4780). 
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d. Clinic witnesses 

i. Hanger, Inc. and Southern Prosthetic Supply 

42. network of orthotic 
and prosthetic clinics in 44 states and Washington, D.C. (Asar (Hanger) Tr. 1307; 
Testerman (Freedom) Tr. 1259). Hanger fits approximately 1,800 to 2,000 MPKs on 
patients per year. (Asar (Hanger) Tr. 1373). Hanger has two business segments: (1) its 
patient care segment, which fits prosthetic knees, and (2) its products and services 
segment, called Southern Prosthetic Supply, or SPS. (Asar (Hanger) Tr. 1307-09, 1318-
19). Hanger has 800 clinics across the country and employs about 1,500 clinicians.  
(Asar, Tr. 1313, 1379-80). Hanger is the largest U.S. customer of sellers of prosthetics in 
the United States, including Ottobock, Freedom, Össur, and Endolite. (Carkhuff 
(Freedom) Tr. 298; Testerman (Freedom) Tr. 1098; Solorio (Ottobock) Tr. 1626; 
Blatchford (Blatchford) Tr. 2273; DeRoy (Össur) Tr. 3667). 

43. 
devices from manufacturers to independent clinics outside of Hanger.  (Asar (Hanger) Tr. 
1319). SPS has a sales force but it does not assist in fittings. (Asar (Hanger) Tr. 1320). 
SPS has five distribution centers in the United States and is the largest distributor in the 
country. (Schneider (Ottobock) Tr. 4401-02; Mattear (Proteor) Tr. 5515; Asar (Hanger) 
Tr. 1320-21). 

44. 
board. (Asar (Hanger) Tr. 1308). Mr. Asar is responsible for the operational and 
strategic sides of the business.  (Asar (Hanger) Tr. 1310).  Mr. Asar visits between 60 and 
80 clinics a year and talks with clinicians about the technology and types of fittings they 
are doing.  (Asar (Hanger) Tr. 1322, 1324-25). 

ii. Scheck & Siress Prosthetics, Inc. 

45. an orthotic and prosthetic 
provider in the Chicago metropolitan area.  (Oros (Scheck & Siress) Tr. 4771).  Scheck & 
Siress currently has 15 locations and employs 32 certified prosthetists and orthotists. 
(Oros (Scheck & Siress) Tr. 4772-73). 

46. Michael Oros is a certified prosthetist and orthotist and is the president and CEO of 
Scheck & Siress. (Oros (Scheck & Siress) Tr. 4771, 4774). Before he became president 
of Scheck & Siress, Mr. Oros was a clinical lab manager of one of its facilities for 
approximately six or seven years. (Oros (Scheck & Siress) Tr. 4773). Mr. Oros is the 
immediate past president of the American Orthotic and Prosthetic Association 



 

 
         

    
       

         
         

        

         
   

      

  

  
   

  
      

     
          

 
      

     
 

        
         

      

 

      
     

   

 

  

   
       

   
       

        
       

       
 

         
 

 

      
 

    

  
  

  
      

 

     
        

 
      

   
 

        
       

      

  

  

 
     

     

thetic & Research ("SSPR") is headquartered in Oklahoma City, 

1947 by Mr. Sabolich's grandfather. (Sabolich (SSPR) Tr. 5788 

Center for Orthotic and Prosthetic Care ("COPC") is an orthotic and prosthetic 

50). As CFO, Mr. Senn's resp 

COPC's Kentucky and Indiana operations, Mr. Senn 

outreach to COPC's prosthetists regarding training on devices, and other issues involving 

Prosthetic and Orthotic Associates ("POA'') is an orthotic and prosthetic clinic. (Ford 
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iii. Scott Sabolich Prosthetic & Research 

47. Scott Sabolich Pros 
Oklahoma. (Sabolich (SSPR) Tr. 5788). SSPR is a prosthetics-only facility, founded in 

-89). SSPR employs 50 
people, 12 of whom are certified prosthetists and 2 of whom are prosthetic assistants.  
(Sabolich (SSPR) Tr. 5793). SSPR has two locations, one in Oklahoma City and one in 
Dallas, Texas. (Sabolich (SSPR) Tr. 5788). SSPR has a running track and golf course so 
that they can service patients who have goals like running or playing golf. (Sabolich 
(SSPR) Tr. 5811-13). 

48. Mr. Sabolich is a prosthetist and the owner and clinical director of SSPR. (Sabolich 
(SSPR) Tr. 5788). Mr. Sabolich has been the owner of SSPR since May 1999. (Sabolich 
(SSPR) Tr. 5790). 

49. Mr. Sabolich has been involved in the U.S. Paralympics since 1996. (Sabolich (SSPR) 
Tr. 5811-12). 

iv. Center for Orthotic and Prosthetic Care 

50. company. 
(Senn (COPC) Tr. 149). COPC operates 25 clinics located in Kentucky, Indiana, North 
Carolina, New York, and Pennsylvania, and employs approximately 120 people, 
including approximately 50 employees who serve as either certified prosthetists, 
orthotists, or both.  (Senn (COPC) Tr. 151, 156-57). 

51. Keith Senn is president of the Kentucky and Indiana operations at COPC. (Senn (COPC) 
Tr. 149). Mr. Senn began working at COPC in January 1997 as its CFO. (Senn (COPC) 
Tr. 149- onsibilities included establishing guidelines for 
insurance reimbursement and compliance, as well as establishing a process for 
purchasing and accounts receivable. (Senn (COPC) Tr. 150-51). As president of 

oversees the various departments 
within COPC, and helps create policy manuals to establish set procedures for patient care 
across the clinics in the Kentucky and Indiana regions. (Senn (COPC) Tr. 151-52). Mr. 
Senn also meets with sales representatives from MPK manufacturers to discuss products, 

the sale of MPK products.  (Senn (COPC) Tr. 161-62). 

v. Prosthetic and Orthotic Associates 

52. 
(POA) Tr. 902). POA has three full-time clinics in Middletown, New York, Kingston, 
New York, and Poughkeepsie, New York and one part-time clinic in Mahwah, New 



 

    

       
  

  
     

      
     

    

     
  

         
          

            
         

       
     

      
         

        

        
      

      

            
 

   
 

 

    
 

        
   

   
     

    
     

    

 

  

 
   

  
       

         
 

            
       

      
    

     
        

       
 

  

 
       

     
     

            
  

Missouri Orthotics and Prosthetics ("Mid Missouri O&P") provides orthotics and 

Ability Prosthetics and Orthotics ("Ability P&O") provides patient care to amputees and 
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Jersey. (Ford (POA) Tr. 905-06). POA employs 22 people, including 9 prosthetists.  
(Ford (POA) Tr. 906, 917). 

53. Mark Ford has been the president and managing partner at POA since June 2016 and has 
had almost 20 years of experience in the prosthetics industry.  (Ford (POA) Tr. 902, 918). 

54. As president and managing partner of POA, Mr. Ford oversees all the business operations 
and facilities, negotiates with manufacturers, and manages the partner team of the 
company and the profitability of the business. (Ford (POA) Tr. 902, 904-05). Mr. Ford 
has discussions with POA clinicians related to MPKs and is generally familiar with the 
Ottobock C-Leg 4 and Freedom Plié 3 through their marketing, attending MPK seminars 
at national meetings, and through discussions with POA clinicians.  (Ford (POA) Tr. 948-
49). 

vi. Mid-Missouri Orthotics and Prosthetics 

55. Mid- -
prosthetics, artificial limbs, and braces. (Ell (Mid-Missouri O&P) Tr. 1659). Mid-
Missouri O&P has four clinics located in Missouri, employs three certified prosthetists 
and one prosthetic resident. (Ell (Mid-Missouri O&P) Tr. 1660-61). These prosthetists 
fit between 30 to 50 mechanical knees each year and 10 to 20 MPKs each year. (Ell 
(Mid-Missouri O&P) Tr. 1676). 

56. Tracy Ell is the owner and chief prosthetist at Mid-Missouri O&P. (Ell (Mid-Missouri 
O&P) Tr. 1659). Mr. Ell has been the owner of Mid-Missouri for 18 years. (Ell (Mid-
Missouri O&P) Tr. 1659). As owner, Mr. Ell coordinates referral sources, coordinates 
the fabrication facilities, supervises residents, fits orthotics and approves L-Codes (F. 
115) prior to submissions for authorization of insurance. (Ell (Mid-Missouri O&P) Tr. 
1662). As chief prosthetist at Mid-Missouri O&P, Mr. Ell supervises the majority of all 
prosthetic fittings and coordinates resident training. (Ell (Mid-Missouri O&P) Tr. 1662-
63). 

vii. Ability Prosthetics and Orthotics 

57. 
brace wearers in ten facilities across three states. (Brandt (Ability P&O) Tr. 3742). 
Ability has approximately 43 employees, 18 of whom are certified prosthetists. (Brandt 
(Ability P&O) Tr. 3743). Once a patient is referred to Ability P&O for its services, 
Ability P&O evaluates, designs, and fits the prescribed device, and then provides ongoing 
follow-up care and maintenance for that patient over the course of the lifetime of the 
device.  (Brandt (Ability P&O) Tr. 3742). 



 

   
           
          

 

  
      

       
      

     

   

     
        

    
    

         
   

          
     

     

           
     

      

    
         

  

   

 

    
           
         

  

   

 
  

     
      

      
     

    
 

     
       

    
   

         
   

 

  

   
        
     

    
 

            
    

      

    
       

   

Cascade Orthopedic Supply ("Cascade") is a wholesale distributor of medical supplies 

United States Department of Veterans Affairs. (Collins, Tr. 3272). Cascade's 2017 

business, and speaks with Cascade's customers at 1 
to Cascade's commercial activities. (Collins (Cascade) Tr. 3272 

("United Healthcare") is a national health insurance 

71). Mr. Sanders' responsibilities 

(Sanders (United) Tr. 5371). Mr. Sanders' responsibilities include training nurses and 
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58. Jeffrey Brandt is the CEO of Ability P&O.  (Brandt (Ability P&O) Tr. 3742).  Mr. Brandt 
founded Ability P&O in 2004, and has worked there for about fourteen and a half years.  
(Brandt (Ability P&O) Tr. 3742, 3744). As CEO, Mr. Brandt is currently involved in 
business development and with AOPA. (Brandt (Ability P&O) Tr. 3756). 

viii. Cascade Orthopedic Supply 

59. 
and equipment, specifically serving certified, independently owned, i.e., non-Hanger-
owned, orthotic and prosthetic clinics in the United States. (Collins (Cascade) Tr. 3271-
72). In addition to private clinics, Cascade has national contracts with large institutions 
like the Shriners Hospitals and other university hospitals, as well as a number of 
governmental agencies including the United States Department of Defense and the 

revenue was approximately with from sales of prosthetic 
knees.  (Collins (Cascade) Tr. 3288, in camera). 

60. Jeffrey Collins has been the president of Cascade since 2006. (Collins (Cascade) Tr. 
3271). Mr. Collins leads a team of directors, provides strategic planning efforts for the 

east weekly on topics that are relevant 
-73). Mr. Collins is on 

the board of the American Orthotic and Prosthetic Association, and in that capacity is 
aware of reimbursement trends and matters, policy issues, regulatory matters, and 
industry-related matters.  (Collins (Cascade) Tr. 3272-73). 

e. United Healthcare Services, Inc. 

61. United Healthcare Services, Inc. 
company. (Sanders (United) Tr. 5370-71). United Healthcare provides coverage for 
prosthetic devices and related services, including microprocessor knees, and is one of the 
largest providers of insurance covering prosthetics in the United States. (DeRoy (Össur) 
Tr. 3631; Sanders (United) Tr. 5465). 

62. Jack Sanders is a senior clinical program consultant at United Healthcare and has been in 
that role for five years. (Sanders (United) Tr. 5370-
include the areas of durable medical equipment, prosthetics, orthotics, and supplies.  

doctors who perform prior authorization and predetermination insurance reviews, 
research, and net promoter scores. (Sanders (United) Tr. 5463-64). Mr. Sanders is not 
and has never been a certified prosthetist.  (Sanders (United) Tr. 5377). 



 

 

      
         

         
       

   
     

       
    

    
      

        
       

     

      
      

       
          

      
         

       
      

   
          

    

               

   
 

 

   

  

        
         

       
        

   
   

       
   

 

  

     
    

      
       

     
 

  

      
     

       
         

     
       

       
     

   
          

   

 
 

               
 

patients by providing objective data on a patient's gait to "provide information on things 
at cannot be seen, like forces, moments, muscle activity, [and] asymmetry." (Kaufman 
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f. Medical doctor witnesses 

i. Dr. Benjamin Potter 

63. Lieutenant Colonel (P)51 Benjamin Potter, M.D., is the chief of the department of 
orthopedics at Walter Reed National Military Medical Center, a tertiary medical 
treatment facility in Bethesda, Maryland. (Potter (Walter Reed) Tr. 744). Dr. Potter 
performs surgeries from initial wounding (in the case of a trauma or combat-related 
amputation), including definitive revision and closure, and additional surgeries for 
amputees, including reoperations or revision procedures. (Potter (Walter Reed) Tr. 747). 
Dr. Potter performs the majority of the amputation surgery at Walter Reed National 
Military Medical Center and has performed over 100 amputations. (Potter (Walter Reed) 
Tr. 747, 754-55). 

ii. Dr. Douglas Smith 

64. Dr. Douglas Smith is a professor emeritus in the Department of Orthopedic Surgery at the 
University of Washington in Seattle. (Smith, Tr. 5961). Dr. Smith stopped working as a 
full time physician in December of 2016. (Smith, Tr. 5964). Dr. Smith estimates that 
throughout the course of his career as an orthopedic surgeon, he performed 150 
amputation surgeries per year for 28 years, about 80 to 85% of which were lower-limb 
amputations.  (Smith, Tr. 5961, 5968, 5979, 6036-37). 

iii. Dr. Kenton Kaufman 

65. Dr. Kenton Kaufman is employed by the Mayo Clinic in Rochester, Minnesota. 
(Kaufman (Mayo) Tr. 807). Dr. Kaufman is the W. Wendell Hall, Jr. Musculoskeletal 
research professor, a professor of biomechanical engineering, and the director of the 
Motion Analysis Laboratory. He is also on staff in the departments of orthopedic 
surgery, physiology, and biomechanical engineering at the Mayo Clinic. (Kaufman 
(Mayo) Tr. 808). As director of the Motion Analysis Laboratory at the Mayo Clinic, Dr. 
Kaufman is responsible for the operation, the quality of data, the final recommendations, 
the operations and the financial aspects of the laboratory. (Kaufman (Mayo) Tr. 812-13).  
Dr. Kaufman has published 250 peer-reviewed journal articles to date, of which, 11 
involve prosthetic microprocessor knees in the last decade. (Kaufman (Mayo) Tr. 818-
19). Dr. Kaufman occasionally works with clinicians who are fitting prosthetics on 

th 
(Mayo) Tr. 814). 

51 The (P) indicates that Dr. Potter had been selected for promotion to Colonel at the time of trial. (Potter (Walter 
Reed) Tr. 753). 



 

      

         
 

        
       

      
     

    
      

  

   
       

       
   

          
   

         
        

              

       
    

        

   

 

  

 
    

       
  

         
       

     
      

    
     

 

    

  

  

    
      

 

       
   

 

          
   

 

           
        

              
 

        
    

       

Moelis & Company ("Moelis") is an independent investment bank that was formally 

Freedom's financial advisor in exploring the sale of the company. (Hammack (Moelis) 

fit the patient's residual limb. The socket goes over the patient's residual limb, and 

633 OTTO BOCK HEALTHCARE NORTH AMERICA, INC. 

Initial Decision 

g. Moelis & Company 

66. 
engaged by Freedom in May 2017. (Hammack (Moelis) Tr. 6062-63). Moelis served as 

Tr. 6065). Moelis also advised Freedom on potential refinancing alternatives. 
(Hammack (Moelis) Tr. 6065). 

67. Jon Hammack is currently the managing director at Moelis and was the lead 
representative from Moelis in charge of its formal engagement with Freedom.  
(Hammack (Moelis) Tr. 6063-64). Mr. Hammack has worked at Moelis for 5 years, has 
16 years experience in the investment bank industry, and has been involved in between 
40 and 50 merger and acquisition transactions in his career, with more than 20 of those 
involving a company that was sold through a bidding process. (Hammack (Moelis) Tr. 
6063). 

B. Background on the Process through which a User Obtains a Prosthetic Knee 

1. Lower-limb prostheses 

a. Transfemoral amputation 

68. Transfemoral, or above-the-knee, amputees and individuals born with partial lower limbs 
often receive a lower-limb prosthesis to enable them to ambulate. (PX05002 (Asar, Dep. 
at 16); DeRoy (Össur) Tr. 3540). 

69. An estimated 1.9 million individuals in the United States live with the loss of a limb. Of 
that number, approximately 18.5%, or approximately 350,000 individuals, are 
transfemoral amputees.  (PX08004 (RAND Report) at 007). 

70. About 75% of leg amputations occur because of vascular disease like diabetes. Other 
causes include trauma, cancer, and flesh-eating bacteria.  (Schneider (Ottobock) Tr. 4287; 
Senn (COPC) Tr. 163; Smith, Tr. 5982-83). 

71. A lower-limb prosthesis for an above-the-knee amputee consists of (1) either a 
suspension or a liner, (2) a socket, which is a rigid or semi-rigid negative of the residual 
limb, (3) a knee, (4) a pylon connecting the knee to a foot, and (5) a foot shell with a 
covering.  (Schneider (Ottobock) Tr. 4303-04; Senn (COPC) Tr. 171). 

72. A socket is typically custom-manufactured by a prosthetist from commodity products, 
such as plastics, polypropylene or carbon fiber, and is custom-fitted by the prosthetist to 

provides a means to secure the device to the patient. All of the prosthetic components are 



 

            
    

  

     
        

         
        

 

        

           
            

     
       

 

       

       
           

       

    
       

      
    

        
      

 

   
 

 

           
    

   

      
      

 
        

        
  

 
       

 

            
           

    
       

  

  

       
 

        
          

      
 

     
     

  

       
    

        
     

 
  

patient's comfort, and should avoid ner 

e patient is fitted with a "shrinker" stocking for the residual limb, in order to decrease 

A surgeon may work with a physiatrist as part of the patient's rehabilitation process. 

rehabilitation. When a physiatrist is involved, the physiatrist analyzes a patient's 
mobility and functional capabilities, and develops a plan for the patient's rehabilitation. 

certification by the American Board for Certification ("ABC"). (Ell (Mid 
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attached from the bottom of the socket. The creation of the socket is important for the 
ves and scars that could cause pressures.  

(Carkhuff (Freedom) Tr. 600). 

73. Following amputation surgery, patients typically stay at an inpatient facility for at least 
three days to more than a week. (Potter (Walter Reed) Tr. 758-59). While an inpatient, 
th 
swelling and mold the limb to prepare it for eventual socket use. After three weeks, a 
patient is typically ready to have sutures removed, and after six weeks, to be fitted with 
an initial prosthesis.  (Potter (Walter Reed) Tr. 760-62). 

74. 
(Ford (POA) Tr. 919). A physiatrist is a medical professional who specializes in 

(Ell (Mid-Missouri O&P) Tr. 1680, 1682-83; Sanders (United) Tr. 5381). 

75. Once it is determined that a patient is ready for a prosthetic fitting, a surgeon or a 
physiatrist provides a patient with a referral to a prosthetist (F. 76) and a prescription (F. 
135-137) to receive an initial, or temporary, prosthesis. (Potter (Walter Reed) Tr. 762, 
764); Ell (Mid-Missouri O&P) Tr. 1681-82; Ford (POA) Tr. 919; PX05002 (Asar 
(Hanger) IHT at 16-17); Sabolich (SSPR) Tr. 5841). 

b. Prothetists 

76. A prosthetist designs and fits the prosthesis for lower-limb amputees. (Asar (Hanger) Tr. 
1314-15; Sanders (United) Tr. 5473-74). 

77. Prosthetic clinics typically employ one or more certified prosthetists to make and fit 
prostheses and manage patient care. These clinics provide comprehensive patient care 
for amputees, including the fitting of a prosthesis. (Asar (Hanger) Tr. 1312-13; Ford 
(POA) Tr. 917-18; Senn (COPC) Tr. 152). 

78. Prosthetic clinics can be independent entities, networks of clinics, or affiliated with a 
hospital. There are approximately 3,400 prosthetic clinics in the United States. (Asar 
(Hangar) Tr. 1379-80; PX05153A (Asar (Hanger) Dep. at 77-78)). 

79. A certified prosthetist is an individual who typically has obtained a certification or a 
masters-level degree in prosthetics, completed a one-year residency in prosthetics, and 
passed a board exam. (Senn (COPC) Tr. 167; Brandt (Ability P&O) Tr. 3743-44; 
PX05129 (Ell (Mid-Missouri O&P) Dep. at 17-18)). Certified prosthetists receive 

-Missouri 
O&P) Tr. 1663-64; Brandt (Ability P&O) Tr. 3749). 



 

      
       

       
        

         
        

 

          
      

      
     

 
    

    
 

       
     

        
       

         
       

      

        

   

 

       
     

       
       

 

          
       

  

           
     

 

       
    

 

  

 
 

    

   
  

        
     

       
       

        
       

      
 

        

 

An amputee's current and potential mobility is assessed with reference to certain 
"Medical Function Classification Levels," referred to as a "K Levels." The K 

("CMS"), a United States federal agency in the United States Department of Health and 

Level O ("K O") is described by CMS as nonambulatory: "Does not have the ability or 

not enhance quality of life or mobility." (Joint Stipulations of Law and Fact, JXOOl at 
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80. Prosthetists fit a final prosthesis following physical rehabilitation and training on the 
initial temporary prosthesis. (Sanders (United) Tr. 5472-74). Generally, after a patient 
has been wearing a temporary prosthesis for about six months to a year, the patient is 
ready to receive the more permanent, or definitive, prosthetic device. (Sabolich (SSPR) 
Tr. 5842). 

81. A prosthetist will fit the prosthesis on the patient once the fabrication process is 
complete. Following the fitting, the prosthetist will continue to provide follow-up care as 
necessary for the patient.  (PX05108 (Yates (Jonesboro P&O) Dep. at 37-39)). 

82. The process for fitting a new transfemoral patient with an above-the-knee prosthesis can 
take between 10 to 20 visits spread out over six months to a year. (PX05108 (Yates 
(Jonesboro P&O) Dep. at 43-44)). 

83. Prosthetic clinics purchase components used in the prostheses, including the prosthetic 
knee, socket, and liner. (Solorio (Ottobock) Tr. 1625-26; Kannenberg (Ottobock) Tr. 
1825; Blatchford (Endolite) Tr. 2101). 

c. K-Levels 

84. 
- -Level 

designations were developed by the Centers for Medicare and Medicaid Services 

Human Services. (Joint Stipulations of Law and Fact, JX001 at 002 ¶¶ 16-17; PX05145 
(Ford (POA) Dep. at 93-95); PX05010 (Schneider (Ottobock) IHT at 46-48)). 

85. The K-Level definitions are used throughout the orthotic and prosthetics industry in the 
United States to classify amputees into five ascending mobility levels, K-Level 0 to K-
Level 4. (Joint Stipulations of Law and Fact, JX001 at 002 ¶ 18; PX05108 (Yates 
(Jonesboro P&O) Dep. at 44-46); PX05143 (Smith, Dep. at 77-78); PX08068 (Michael S. 
Orendurff, et al., Functional Level Assessment of Individuals with Transtibial Limb Loss: 
Evaluation in the Clinical Setting versus Objective Community Ambulatory Activity, 3 
Journal of Rehab. and Assistive Tech. Engineering 1, 2 (2016)) (table showing K level 
descriptions)). 

86. K- -
potential to ambulate or transfer safely with or without assistance and a prosthesis does 

002 ¶ 19). 



Level 1 ("K 1 ") is described by CMS as a household ambulator: "Has the ability or 

cadence." (Joint Stipulations of Law and Fact, JX00l at 002 ,-i 20). 

Level 2 ("K 2") is described by CMS as a limited community ambulator: "Has the 

barriers such as curbs, stairs, or uneven surfaces." (Joint Stipulations of Law and Fact, 

Level 3 ("K 3") is described by CMS as an unlimited community ambulator: "Has the 

." (Joint Stipulations of Law and Fact, JX00l at 003 ,-r 22). 

Level 4 ("K 4") is described by CMS as very active: "Has the ability or potential for 

athlete." (Joint Stipulations of Law and Fact, JX00l at 003 ,-i 23). 

A gait cycle consists of two phases: (i) the "stance" phase, when weight is applied to the 
e "swing" 

The gait cycle has been described as follows: "When your foot is in cont 

- you don't want your knee to buckle 

bent. But in this case you don't need as much support or resistance, and in fact you want 

636 FEDERAL TRADE COMMISSION DECISIONS 
VOLUME 167 

Initial Decision 

87. K- -
potential to use a prosthesis for transfers or ambulation on level surfaces at fixed 

88. K- -
ability or potential for ambulation with the ability to traverse low-level environmental 

JX001 at 002 ¶ 21). 

89. K- -
ability or potential for ambulation with variable cadence.  Typical of the community 
ambulator who has the ability to traverse most environmental barriers and may have 
vocational, therapeutic, or exercise activity that demands prosthetic utilization beyond 
simple locomotion 

90. K- -
prosthetic ambulation that exceeds the basic ambulation skills, exhibiting high impact, 
stress, or energy levels, typical of the prosthetic demands of the child, active adult, or 

2. Types of prosthetic knees 

a. Basic functionality of prosthetic knees 

91. A prosthetic knee tries to provide patients with a normal gait cycle when ambulating.  
(Schneider (Ottobock) Tr. 4308-09). 

92. 
leg and the lower-limb prosthesis is in contact with the ground; and (ii) th 
phase, when the foot swings forward and the lower-limb prosthesis is in the air.  
(Schneider (Ottobock) Tr. 4309; Carkhuff (Freedom) Tr. 342-43; PX08013 (Ottobock) at 
001). 

93. act with the 
ground, your leg normally flexes, or bends, sometimes even when you are standing still.  
The amount of flexion (bending) is relatively small 
under you!  The muscles of a biological leg are adding resistance, or support, to prevent 
buckling.  When you take a step and put weight on your foot, your knee flexes a little, 
acting like a shock absorber.  This is another time that your muscles are active to stabilize 
your knee.  This also helps take stress off the rest of the body. . . .  When you are in 
swing phase (your leg swinging forward as you take a step), your knee is also flexed, or 



 

         

         

      
        

 

             

        
   

      

          
 

  
         

          
          
 

    
         

    
        

      
       

          
   

            
           

 

   

 

         
 

          
  

      
       

 

   

              

       
    

      
 

          
  

   
         

          
         
  

 
    

         
    

       
     

       
 

           
   

           
           

  

forward." (PX08013 (Ottobock website) at 001 

amputee's knee joint. How quickly or easily the hinge swings is often controlled by 

processor. (PX08013 (Ottobock) at 001). The terms "mechanical 
knees" and "non microprocessor knees" are used interchangeably throughout the industry 

Mechanical knees that use friction to provide resistance are known as "friction brake" or 
"constant friction" mechanical knees. A friction 

"pneumatic" knees. 

a user's ga 
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the knee to swing more freely when your foot is off the ground, so you can take that step 
-02). 

94. In normal ambulation, individuals spend 60% of the time in the stance phase of the gait 
cycle and 40% in the swing phase of the gait cycle.  (Schneider (Ottobock) Tr. 4308-09). 

95. In general, there are two kinds of prosthetic knees: mechanical knees and microprocessor 
knees. (PX08013 (Ottobock website) at 001; Ell (Mid-Missouri O&P) Tr. 1675; Brandt 
(Ability P&O) Tr. 3757). 

b. Mechanical knees 

96. A mechanical knee is a prosthetic device that uses a mechanical hinge to replace an 

friction, some type of hydraulic system or a locking mechanism. Mechanical knees do 
not have a micro 

-
(Carkhuff (Freedom) Tr. 370; Kaufman (Mayo Clinic) Tr. 867) and in this Initial 
Decision. 

97. There are several types of mechanical knees. (Carver (College Park) Tr. 2019-20; 
Kaufman (Mayo Clinic) Tr. 819-20; PX05148 (Swiggum (Ottobock) Dep. at 181-182)). 

98. Mechanical knees are divided into subcategories based on their design and function.  
(Carver (College Park) Tr. 2019-20; PX05117 (Choi (ST&G) Dep. at 39)). The type of 
mechanism used to generate the force and resistance in the cylinder of a mechanical knee 
and the structure of the knee differentiate the types of mechanical knees. (Carver 
(College Park) Tr. 2019-21; PX05160 (Kaufman (Mayo Clinic) Dep. at 48-49)). 

99. -
-brake or constant friction knee provides 

a uniform resistance level in both the swing and stance phases of the gait cycle. The 
design of friction-based mechanical knees limits patients to a single walking speed 
because of the consistent resistance provided during swing phase. These types of knees 
are fit on K-2 patients more often than K-3 patients. (PX05117 (Choi (ST&G) Dep. at 
40-41); PX05160 (Kaufman (Mayo Clinic) Dep. at 49); Ell (Mid-Missouri O&P) Tr. 
1771-72). 

100. Mechanical knees that use air to regulate the cylinder of the knee are known as 
(Carver (College Park) Tr. 2020; PX05160 (Kaufman (Mayo Clinic) 

Dep. at 49)). The air pressure in the cylinder of a pneumatic mechanical knee regulates 
the swing of the leg during the swing phase and stabilizes the knee in the stance phase of 

it.  (Carver (College Park) Tr. 2020). 



 

           

          

  

 

          

         
 

       
 

          

 

  

     
       
       

       

       
            

 

   
      

     

   
 

 

            

          

   

   

           

         
 

       
  

 
           

  

   

      
       
       

       
 

        
            

  

  

  

    
      

     
 

"hydraulic" or "fluid controlled" knees. Similar to the function of the air in a pneumatic 

swing and stance phases of a user's gait. (PX05160 (Kaufman (Mayo Clinic) Dep. at 48 

the knee are referred to as microprocessor knees, or "MPKs." (De Roy (Ossur) Tr. 3542 

34). The terms "microprocessor knees" and "MPKs" are used 

An MPK "relies on a microprocessor or computer to monitor the activity of a patient and 

whatever situation the patient might find themselves in." The sensors embedded in an 
MPK read a user's movements and positioning of the knee. The sensors then relay the 

information to a microprocessor that directs the knee how to respond to a user's motions. 

party payers ("payers") after 
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101. Mechanical knees that use liquids to regulate the cylinder of the knee are known as 
-

knee, the pressure from the liquids in the cylinder of an hydraulic knee regulates the 
-

49); Asar (Hanger) Tr. 1464-65; Carver (College Park) Tr. 2020-21). 

c. Microprocessor knees 

102. Prosthetic knees that use a microprocessor to regulate the movement and positioning of 
-

43; PX05117 (Choi (ST&G) Dep. at 42); PX05119 (Kahle (Prosthetic Design & 
Research) Dep. at 33-
interchangeably throughout the industry (Carkhuff (Freedom) Tr. 370; Kaufman (Mayo 
Clinic) Tr. 867) and in this Initial Decision. 

103. 
steer the function of the knee to ensure appropriate reaction and response of that knee to 

information to the microprocessor in the knee.  (De Roy (Össur) Tr. 3542-43). 

104. MPKs adjust in real time, as a user walks, by using sensors located in the knee to transmit 

(De Roy (Össur) Tr. 3542-43; Kannenberg (Ottobock) Tr. 1946-47; Ell (Mid-Missouri 
O&P) Tr. 1704; Carver (College Park) Tr. 2018-19; Blatchford (Endolite) Tr. 2104; 
PX05111 (Prince (Freedom) Dep. at 96; PX05160 (Kaufman (Mayo Clinic) Dep. at 46); 
PX05107 (Carver (College Park) Dep. at 19-20); PX05119 (Kahle (Prosthetic Design & 
Research) Dep. at 34-36)). 

105. As further detailed in F. 264-266, the microprocessor in the Plié 3 switches the knee from 
stance to swing or swing to stance, but does not vary the resistance throughout the gait 
cycle.  (Carkhuff (Freedom) Tr. 335; Schneider (Ottobock) Tr. 4310, 4319-20). 

3. Payment for prosthetics 

a. Insurance reimbursement generally 

106. Prosthetic clinics submit requests for reimbursement to third-
the fitting of an above-the-knee prosthesis on a patient. (Senn (COPC) Tr. 171-72; 
PX05118 (Testerman (Freedom) Dep. at 84-85); PX05135 (Weber (Prosthetic & Orthotic 
Care) Dep. at 37-38)). 



 

   

         

        
      

       

          
     

  

        

  

     
     

        
      

       

   

     
      

         
 

   

 

    
 

        
 

         
     

       
 

           
     

   

         
 

 
  

      
     

 

         
      

       
 

    

   
      

 

          
  

 

rtment of Veterans Affairs, the Department of Defense, and workers' compensation 

The percentage of a clinic's patients covered by Medicare varies. (Sabolich (SSPR) Tr. 
5822) (testifying that 68% of SSPR's patients are Medicare patients); Oro 
Siress) Tr. 4835 (estimating that 30% of Scheck & Siress' patients are Medicare patients, 
40% of Scheck & Siress' patients have private insurance, and the final 30% is divided 

nd workers' 

reimbursement is the biggest percentage of COPC's clinics' reimbursement at more than 

predetermination of coverage based on a medical provider's written clinical assessment 

atient signs a "delivery acknowledgement" affirming receipt of 
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107. Types of third-party payers include Medicare, private insurance, Medicaid, the 
Depa 
programs. (PX01022 (Freedom) at 012; Senn (COPC) Tr. 198; Asar (Hanger) Tr. 1356-
58; Oros (Scheck & Siress) Tr. 4812, 4835). 

108. Medicare and private insurance are the largest third-party payers, by number of 
reimbursement claims, in the United States. (PX01022 (Freedom) at 011-12 (pie graph 
showing that Medicare and private insurance make up 31% and 26%, respectively, of 
reimbursement claims in the United States)). 

109. The five largest insurance providers for prosthetic devices in the United States are 
Medicare, United Healthcare, Kaiser Permanente, Cigna Health Corporation, and Aetna 
US Healthcare Inc.  (De Roy (Össur) Tr. 3631-32). 

110. Insurers offer hundreds of different insurance plans with different coverage criteria for 
prosthetics devices.  (Schneider (Ottobock) Tr. 4307). 

111. 
s (Scheck & 

between the Department of Veterans Affairs, Department of Defense, a 
compensation programs); Senn (COPC) Tr. 259-60 (testifying that private insurance 

30%)). 

112. Hanger, a large provider of orthotic and prosthetic services to patients (F. 42), receives 
approximately 40% of its reimbursements from private insurers, 30% from Medicare, 
15% from Medicaid, 7 or 8% from the Department of Veterans Affairs, and the 
remaining 7% from private-pay (self-pay) patients.  (Asar (Hanger) Tr. 1357). 

113. To receive reimbursement, payers often require clinics to obtain prior authorization or 

of the patient. (PX05165 (Sanders (United) Dep. at 44-46). Some clinics seek 
predetermination from insurance plans before fitting a prosthetic, even if prior 
authorization is not required.  (Sanders (United) Tr. 5375). 

114. Prosthetic clinics seek reimbursement from payers only after a prosthetist completes the 
fitting process and the p 
the prosthesis.  (Senn (COPC) Tr. 171-72). 



 

        
    

         
       

       
         

     
 

     
    

        

        
          

           
         

        
   

         
       

         
         

      
      

     
     

  
 

 

  

 
       

    
 

         
       

 

        
        

     
  

      
    

       
 

        
          

          
       

 

        
   

       
       

 

          
        

 

       
      

     
     

 

 

Payers reimburse clinics for the provision of prosthetic devices based on "L Codes," 

clinic's certified prosth 
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b. L-Codes 

115. -
which is a system developed by CMS but is also used by private payers. (Schneider 
(Ottobock) Tr. 4291; PX05145 (Ford (POA) Dep. at 45); PX05165 (Sanders (United) 
Dep. at 31)). 

116. Each L-Code has a reimbursement rate that is associated with the specific L-Code. (Senn 
(COPC) Tr. 200-01 or Schneider (OttoBock) Tr. 4291-92; PX05117 (Choi (ST&G) Dep. 
at 47-49)). 

117. The L-Codes for prosthetics are typically a four-digit number representing a function in 
the prosthesis. A prosthetic component could have multiple functions and therefore use 
multiple L-Codes. Reimbursement rates are set by combining L-Codes based on product 
functionality.  (De Roy (Össur) Tr. 3558; Schneider (Ottobock) Tr. 4291). 

118. Clinics receive reimbursement, in accordance with applicable L-Codes, for all component 
parts of an above-the-knee prosthesis, including reimbursement for the socket, liner, foot, 
and other miscellaneous products used in the fabrication of the device. (Brandt (Ability 
P&O) Tr. 3772-73). 

119. A pricing committee within CMS sets the fee or allowable amount for each L-Code. 
CMS reviews the fee for each L-Code and can decrease or increase the fee associated 
with each L-Code. CMS can determine whether or not to grant a new L-Code, which 
may be proposed by a manufacturer. It is rare for CMS to grant new L-Codes. CMS can 
also eliminate L-Codes.  (Schneider (Ottobock) Tr. 4292). 

120. The L-Code definitions are not manufacturer-specific. Clinics receive the same 
reimbursement amount, as established for each L-Code, regardless of the manufacturer of 
the device provided to the patient. (Joint Stipulations of Law and Fact, JX001 at 003 ¶ 
29); Kannenberg (Ottobock) Tr. 1872; Sanders (United) Tr. 5434; Asar (Hanger) Tr. 
1382). 

121. Clinics receive the same reimbursement amount for each L-Code, regardless of the cost 
to the clinic of the device purchased. (Senn (COPC) Tr. 203-04; Sanders (United) Tr. 
5490-92). 

122. Clinics incur costs that are not separately reimbursable through L-Codes, including the 
cost of marketing, administrative costs, costs associated with the work performed by a 

etists, costs associated with the technical staff building the leg, 
overhead costs, human resources, payroll, facility costs, and other operational costs.  
(Senn (COPC) Tr. 256-57). 

640 



 

     
      

   
       

         

           
           
      

     
       

     
        
         
       

            

 

     
 

            

       
           

               
      

   

 

      
     

   
      

 

         
 

            
           

      
     

       
     
        
         
       

 

             
 

 
 

 

  

      
  

             

       
          

 

               
     

 

is the patient's responsibility. (Oros (Scheck & Siress) Tr. 4801 

that commercial health plans' allowable amounts are generally 10% to 40% below 
Medicare's)) 

The amount of the patient's financial responsibility depends on the patient's type of 

referred to as "RAC audits." (Senn (COPC) Tr 

associated with a prior reimbursement claim. If the audit determines that the patient's 
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123. The CMS reimbursement amounts in 2018, depending on each state, for each L-Code 
commonly used with MPKs were: L-Code 5856, $20,657 to $27,543; L-Code 5858, 
$15,970 to $21,293; L-Code 5828, $2,701 to $3,601; L-Code 5845, $1,540 to $2,054; and 
L-Code 5848, $924 to $1,232. (Additional Joint Stipulations of Fact, JX003 at 2 ¶¶ 9-
13). 

124. Medicare pays 80% of the allotted L-Code reimbursement amount. The remaining 20% 
-02). 

125. Private insurance providers typically reimburse at an amount that is discounted off of the 
amount set by the CMS L-Code. The discount rate varies, but ranges from around 5% to 
as much as 40% off of the Medicare reimbursement amount.  (Oros (Scheck & Siress) Tr. 
4802-03 (testifying that private insurance companies typically pay clinics less than the 
Medicare allowed reimbursement, ranging from 67 or 68% of Medicare allowable up to 
95 or 96% of Medicare allowable); Sabolich (SSPR) Tr. 5827 (testifying that United 
Healthcare is the lowest reimburser for prosthetics in the United States); Senn (COPC) 
Tr. 261-62 (testifying that Anthem Inc., a large insurer, reimburses COPC at 75% of 
Medicare); PX05140 (Weott (Orthotic & Prosthetic Centers) Dep. at 30-31) (testifying 

. 

126. It is a unique feature of the prosthetics industry that Medicare reimburses at a higher 
amount than private insurance.  (Oros (Sheck & Siress) Tr. 4836). 

127. 
insurance, including whether the patient has secondary insurance or is self-insured.  (Oros 
(Sheck & Siress) Tr. 4802). 

c. Audits 

128. Medicare and other payers conduct audits known as recovery audit contractor audits, 
. 210; Brandt (Ability P&O) Tr. 3764). 

129. During a RAC audit, the payer reviews a patient file from a prosthetic clinic that is 

file does not contain sufficient documentary justification for the claim, the payer recoups 
the payment from the prosthetic clinic. (Senn (COPC) Tr. 210; Schneider (Ottobock) Tr. 
4381; Ford (POA) Tr. 973-74). 

130. If a claim fails a RAC audit, the clinic may appeal the decision. Resolution of the appeal 
can take years. (Sanders (United) Tr. 5447-48; Senn (COPC) Tr. 258; Oros (Scheck & 
Siress) Tr. 4884-85). 



 

        
        

 

       
       

     
  

      
  

   

           

         
        

           
 

            
       

           

    

    

       

   
 

 

         
       

  

        
      

     
  

      
   

 

    
 

            

         
        

          
  

  

             
      

 

            

 

     

 

     

       

12) (stating that prosthetists have "found ways to create 
documentation and feel more secure about their billing practices")). 

including: whether the patient's condition and activities of daily living are appropriate 

patient's initial prosthesis and for a patient's final, definitive prosthesis. (Sabolich 

patient's name, date of birth, height, and weight, time since amputation or last surgery, 
and the "specific goals of and justification for the device." (Potter (Walter Reed) Tr. 

a prescription varies from relatively vague, i.e., "transfemoral or 
knee amputee, fit with prosthesis" to more detailed specifications, such as a 

particular type of knee, depending on the physician's level of knowledge. (Brandt 
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131. The frequency of RAC audits started to increase around 2011 and has increased in the 
past three years. (Schneider (Ottobock) Tr. 4745; PX05135 (Weber (Prosthetic & 
Orthotic Care) Dep. at 25); Mattear (Nabtesco) Tr. 5654-55). 

132. In response to the threat of RAC audits, prosthetic clinics enacted policies and procedures 
to ensure that claims are properly documented. (Senn (COPC) Tr. 211-12; Ford (POA) 
Tr. 973-77; Asar (Hanger) Tr. 1364; Carkhuff (Freedom) Tr. 716-17; PX05107 (Carver 

better (College Park) Dep. at 210-

133. Since 2012, prosthetic clinics have, to varying degrees, improved their ability 
document and receive reimbursement for MPKs.  (Carkhuff (Freedom) Tr. 717). 

to 

4. Overview of process that determines whether or not a patient receives 
an MPK 

134. There are a number of factors that affect whether a patient will receive an MPK, 

for the use of an MPK; whether there is insurance coverage for an MPK; whether the 
patient has the financial ability to pay any out-of-pocket costs; and, when the payer is 
Medicare, the patient must be a K-3 or K-4, or have the ability to become a K-3. 
(PX05010 (Schneider (Ottobock) IHT at 85-87)). 

a. Physician prescription 

135. A prosthetic clinic cannot see or evaluate a patient for a prosthetic device without a 
referring prescription from a physician (usually a surgeon or a physiatrist). (Oros 
(Scheck & Siress) Tr. 4782-85). 

136. There are two instances when a prescription is written for a prosthetic knee: for a 

(SSPR) Tr. 5843; Potter (Walter Reed) Tr. 764). 

137. The prescription for a prosthesis generally includes identifying information, such as the 

766-67). 

The level of detail in 
above-

138. 

(Ability P&O) Tr. 3746-47; Sabolich (SSPR) Tr. 5830, 5837-38; Oros (Scheck & Siress) 



Sometimes the prescription will note the patient's K 

involved in the patient's fitting process. (Ford (POA) Tr. 924, 989; Asa 

prosthetists are the "direct customers"); PX05114 (Ferris (Freedom) Dep. at 48 

"subject matter expert in terms of the specific componentry" who is "driving that 
n"); PX05135 (Weber (Prosthetic & Orthotic Care) Dep. at 108 

Prosthetic clinics "play an important role" in determining what prosthetic device the 
t will use. "[T]hey work in concert with the prescribers and therapists that are 

member will use to replace their missing body part." (Sanders (United) Tr. 5379). 
Although the treating physician will lay out the treatment goal and plan, "[b ]y training, 
you can't expect every physician to know the make and model or technological features 
of a . . . prosthetic knee." If the physician is unfamiliar, the prosthetis 
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Tr. 4782-83; Potter (Walter Reed) Tr. 774-75; Ell (Mid-Missouri O&P) Tr. 1692, 1761-
62; Kannenberg (Ottobock) Tr. 1894; Smith Tr. 6005-06, 6014-15). 

139. If the referring physician has a specialty such as physical medicine or rehabilitation, the 
physician may be more well versed in the different types of prosthetics than a general 
surgeon, and may take more of a role in determining which prosthetic is appropriate for a 
particular patient.  (Brandt (Ability P&O) Tr. 3751-52). 

140. 
Bay) Dep. at 139)). 

-Level.  (PX05141 (Bright (North 

141. Surgeons rarely include the specific brand of prosthetic knee in prescriptions 
prosthetic knees.  (Potter (Walter Reed) Tr. 767-68, 770-71). 

for 

142. Although prosthetists do not write prescriptions for prosthetics, they help guide what the 
physician writes on the final prescription for a prosthetic.  (PX05141 (Bright (North Bay) 
Dep. at 134); Ell (Mid-Missouri O&P) Tr. 1688). 

b. Prosthetist role 

143. Typically, the prosthetist decides the specific type and brand of knee to fit on a patient 
using input from the patient, surgeon, physical therapists, and other medical professionals 

r (Hanger) Tr. 
1334, 1381, 1546-47; Potter (Walter Reed) Tr. 770-71; Oros (Scheck & Siress) Tr. 4784-
86, 4855-56, 4871; Brandt (Ability P&O) Tr. 3751, 3799-3800; Sanders (United) Tr. 
5439, 5401-02 (discussing PX03153); PX05119 (Kahle (Prosthetic Design & Research) 
Dep. at 38-39); PX05130 (Governor (Ottobock) Dep. at 78); PX05144 (Blatchford 
(Endolite) Dep. at 151); PX05150 (Kannenberg (Ottobock) Dep. at 23) (agreeing that 

-49); 
PX05141 (Bright (North Bay) Dep. at 136-37); PX05128 (Senn (COPC) Dep. at 87); 
PX05108 (Yates (Jonesboro P&O) Dep. at 42-43) (explaining that the prosthetist is the 

-
conversatio -10); PX05116 
(Endrikat (Empire Medical) Dep. at 147-48); PX05137 (Matthews (Freedom) Dep. at 
152-53)). 

144. 
patien 
providing the clinical direction, and they translate that into the actual device that the 

t uses his or her 



 

           
      

 

            

       

    
        

  

         
             

       
     

     
         

      

        

         
     

   
 

 

 

            
     

  

             

      

    
        

  

 

 
        

             
       

    
 

  

       
         

      
 

        
 

          
    

  

"expertise to translate the physician's direction into a tangible product." (Sanders 

endeavor to understand the patient's desired outcomes and what the patient would like to 

part on the patient's "activities of daily living" to determine the needs of the patient. 
These activities may include "[ w ]ashing clothes, driving, cooking, taking kids to school, 

sometimes your weekly routine, or monthly routine that you choose to do or want to do." 
40). "Anything that would 

1s their ability to use a prosthesis to accomplish those tasks." (PX05108 (Yates 

As part of the multiple clinical evaluations referenced m F. 145, a patient's 

MPK, based on the patient's 
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(United) Tr. 5401-02). 

145. A patient arriving at a prosthetic facility with a prescription for a new prosthesis will go 
through multiple evaluations by a clinician. Through these evaluations, the clinician will 

try to accomplish.  (PX05010 (Schneider (Ottobock) IHT at 46-47)). 

146. When evaluating a patient to be fit with a prosthetic knee, the prosthetist will focus in 

walking pets, taking care of pets. Anything you do in your day-to-day routine, or 

(PX05119 (Kahle (Prosthetic Design & Research) Dep. at 38-
inform the design of the prosthesis to ensure comfort, safety, and function for the patient 
in their desired activities of daily living would be considered [as well as] objectively what 

(Jonesboro P&O) Dep. at 40)). 

147. 
socioeconomic position will be assessed. The clinician will inquire as to where the 
patient lives, and will try to get a full picture of what the patient will have to maneuver 
and navigate in their activities of daily life by assessing whether there are any barriers, 
steps, rocks, or similar environmental concerns. (PX05010 (Schneider (Ottobock) IHT at 
46-47); Ell (Mid-Missouri O&P), Tr. 1768-70). 

c. Patient role 

148. The patient works with the physician, prosthetist, physical therapist, nurses, and 
potentially a mental health provider, to decide what type of prosthetic knee is in the best 
interest of that particular patient. (Smith, Tr. 6003-04; PX05166 (Watson (Fourroux 
Prosthetics) Dep. at 180)). 

149. The patient has significant input into which knee they get. (Sabolich (SSPR) Tr. 5845; 
Smith, Tr. 6010-11). 

150. Even if an MPK would clinically benefit a patient, the patient has a choice not to get an 
lifestyle and activities. (Smith, Tr. 6010; Senn (COPC) Tr. 

263). See section III.B.7 below. 



 

 

          
     

         

        

    

  

       

      
       

 

         
 

            
        

     

  

   

 

   

           
    

 

 
         

 

 

 

        
 

     

   

       

        
       

  

  

  

          
 

            
       

 

 
    

    

As "the person with the checkbook," the insurance company can ultimately control what 

Even when a prosthetist believes that an MPK would be appropriate for a patient, "you 
always have to look at the insurance situation of the patient." (PX0S 150 (Kannenberg 

Ossur, the manufacturer of the Rheo MPK, has a "step 
claim," which provides prosthetic clinics with an overview of the process for obtaining 

m a patient's insurer. (PX03242 (Ossur) at 001). The guide 
instructs, as the first step, "know your payer," and explains: "Before you can do anything 

patients' financial responsibility is." (PX03242 (Ossur) at 002). 

Level, based on validated tests. The patient's K 

Hanger uses a standard questionnaire, which it refers to as its "PA VET" form, to help its 
clinicians assess or confirm a patient's K 
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d. Insurance eligibility 

151. Insurers play a role in determining which prosthetic device will be selected for a patient 
by determining coverage eligibility, which greatly influences the decision. (Sanders 
(United) Tr. 5438-39). 

152. 
type of knee a patient receives. 
(North Bay) Dep. at 144)). 

(Ford (POA) Tr. 919-20; see also PX05141 (Bright 

153. 

(Ottobock) Dep. at 78-79)). 

154. Insurers do not determine the functional needs of the patient. (Sanders (United) Tr. 
5402). 

155. -by-step guide to a successful 

approval for an MPK fro 

for new patients, you must first understand what their insurer will pay for and what the 

156. For United Healthcare, once a patient satisfies eligibility criteria,52 the prosthetist and/or 
physician are the key decision-makers as to which prosthetic knee the patient will 
receive.  (Sanders (United) Tr. 5438-39). 

5. Healthcare considerations in determining if an MPK is appropriate 

a. K-Level assessment 

157. A patient arriving at a prosthetic facility with a prescription for a new prosthesis will be 
evaluated for his or her K- -Level 
assessment is the first task the prosthetist undertakes in order to determine whether to fit 
the patient with an MPK. (PX05010 (Schneider (Ottobock) IHT at 46-47); PX05145 
(Ford (POA) Dep. at 93-94)). 

158. 
-Level. (Asar (Hanger) Tr. 1340; PX05141 

52 Insurance eligibility criteria are discussed in section III.B.6 below. 



 

         
   

  
           

          
     

        
        

        
        

    

 

        
         

       
  

     
   

        
     

      

   
 

 

         
    

   
           

         
    

 

 
        

       
 

         
       

     

 

 

   

         
       

       
  

       
   

 

         
    

 

       
 

Hanger's PAVET form (F. 158) has three sections. The first sectio 

walking on flat terrain. The second section asks about the patient's functionality, such as 

Each of the three sections of Hanger's PAVET form (F. 158) contains several questions. 

"approximately 30 different events you have the patient attempt, and they test their 
h, ability to walk at varying cadences, there's many different things, and 

those all help us guide them to their functional level." (PX05141 (Bright (North Bay) 

payers or workers' compensation payers might reimburse for an MPK for patients at 

57) ("[L ]imited community ambulators 
usually don't qualify for microprocessor knees.")). 
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(Bright (North Bay) Dep. at 139) (testifying that the prosthetist helps the physician in 
determining the K-Level when the physician has difficulty)). 

159. n asks whether the 
patient can do the basic actions of daily living such as moving in and out of a car or 

whether the patient can ambulate the limb or navigate small barriers. The third section 
tests the strength of the patient. (Asar (Hanger) Tr. 1341-43; PX03207 (Hanger) 
(PAVET form)). 

160. 
The patients are graded on these questions and their scores are tallied, resulting in a K-
Level classification. (Asar (Hanger) Tr. 1345-46; PX03207 (Hanger) at 001, 007 
(PAVET form)). 

161. In determining whether to fit a patient with an MPK instead of a mechanical knee, North 
Bay Prosthetics conducts a series of function tests on the patient to assess their K-Level. 
These include walking tests, standing up tests, and the AMPRO test,53 which involves 

balance, strengt 

Dep. at 146-47)). 

b. Importance of K-Level 

162. CMS coverage criteria do not allow for reimbursement for an MPK for patients 
categorized as K-Levels K-0, K-1, or K-2. (Ford (POA) Tr. 990-91). Some commercial 

those K-Levels, but most insurers follow CMS guidelines. (Ford (POA) Tr. 990-91; 
PX05150 (Kannenberg (Ottobock) Dep. at 56-

163. Medicare and most third-party payers will only provide reimbursement for MPKs for K-3 
or K-4 patients. (Kannenberg (Ottobock) Tr. 1831, 1839; Sanders (United) Tr. 5484-85; 
PX03219 (Mayo) at 002; PX05141 (Bright (North Bay) Dep. at 67)). 

164. Almost all insurance policies that provide for reimbursement of MPKs where medically 
necessary (see section III.B.6.b. below) do so only for K-3 or K-4 amputees. (PX05150 
(Kannenberg (Ottobock) Dep. at 56-57)). 

53 AMPRO refers to amputee mobility predictor with prosthesis. See https://www.sralab.org/rehabilitation-
measures/amputee-mobility-predictor-0. 

https://www.sralab.org/rehabilitation


patients. (PX03021 (WillowWood) at 026). A patient's K 

smce 2006. Ottobock's vice president of 

clinic submits various categories of information on the patient's behalf. (Kannenberg 

fit the patient with an MPK, the clinician will assess "the specific needs of that individual 

may have when it comes to weight, [and] functionality for the entire prosthesis." 

Even if a patient's mobility assessment indicates that the patient is a good candidate for 

Ossur' s step 
the second step, to "know your patient," and explains: "What's their story? What kind of 
life do they want to live with a prosthesis? What's their current and potential functional 
level? To accurately and completely tell your patient's story, you need both social and 

on on the one hand, and clinical information on the other." 

Ossur's 
the third step, to "match[] the patient & product," and explains: "Every patien 
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165. Approximately 35% of new above-the-knee amputees are K-3 patients, and 5% are K-4 
-Level may change over time 

following rehabilitation because of an improvement or decline in mobility.  (Carver 
(College Park) Tr. 2027-28). 

166. Although K-2 patients may benefit medically from using a prosthetic knee that contains a 
microprocessor, due to reimbursement constraints dictated by insurance providers, K-3 
and K-4 patients are the patients that are most often fitted with MPKs.  (Carkhuff 
(Freedom) Tr. 614-15). 

167. Ottobock has been working to expand insurance coverage for MPKs for K-2 patients 
government, medical affairs, and future 

development does not expect that to happen for at least five to ten years.  (Schneider 
(Ottobock) Tr. 4308, 4532; Kannenberg (Ottobock) Tr. 1995-97). 

168. In order for a patient to receive insurance reimbursement for an MPK, the prosthetist or 

(Ottobock) Tr. 1830).  It is important that this submission demonstrate that a patient is an 
unlimited community ambulator, or K-3, because private insurers and Medicare cover 
MPKs only for K-3 and K-4 patients.  (Kannenberg (Ottobock) Tr. 1830-31; Kannenberg 
(Ottobock) Tr. 1890-91). 

c. Patient-specific factors in addition to K-Level 

169. If the patient meets the appropriate K-Level for an MPK, in order to determine whether to 

patient, what are they looking to do in their daily lives, the requirements that the patient 

(PX05145 (Ford (POA) Dep. at 93-95); Ford (POA) Tr. 995-96). 

170. 
an MPK, the clinician works with the patient to 
appropriate for them.  (Asar (Hanger) Tr. 1482). 

determine whether an MPK is 

171. -by-step guide to a successful claim (F. 155) for the Rheo MPK instructs, as 

personal patient informati 
(PX03242 (Össur) at 003). 

172. step-by-step guide to a successful claim (F. 155) for the Rheo MPK instructs, as 
t has 



patient, and (b) to process your claim successfully." (PX03242 (Ossur) at 

The choice of prosthetic knee "is based on a number of factors, including the patient's 

functional goals, personal motivation, and medical coverage." (PX0 

In determining what type of knee to select for a patient, prosthetists evaluate the patient's 

the patient's life, including hobbies, job, lifes 

Prosthetists evaluate a patient's "overall health profile, age, weight, heigh 
strength." (PX05141 (Bright (North Bay) Dep. at 141 

A patient's weight affects whether the patient is a good candidate for an MPK, because 
MPKs have certain weight ratings which, if exceeded, present a risk of "catastrophic 
failure." (PX05141 (Bright (North Bay) Dep. at 69 

A patient's age will be 

tient' s day is spent standing, whether they are going into and 

The patient's desire to return to pre 
patient's prior activities and 
been "climbing ten flights of stairs" to his or her office before the amputation, returning 
to that level of functioning will be "really important." (PX05149 (Brandt (Ability P&O) 

prosthetist will typically "have a consultant interview with the patient and ask[] ques 
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unique clinical needs.  And every product offers unique clinical outcomes.  Making sure 
that you map the two to each other is essential if you want (a) a happy and functional 

005). 

173. 
age, weight, etiology [i.e., reason for or cause] of the amputation, physical health, history, 

8059 (Hafner, B. and 
Smith, D, Differences in Function and Safety between Medicare Functional 
Classification Level-2 and -3 Transfemoral Amputees and Influence of Prosthetic Knee 
Joint Control, Journal of Rehabilitation Research & Development, Vol. 46, No. 3, 2009) 
at 002). 

174. 
fall risk, walking speed, and gait patterns when sitting and standing.  Further, they look at 

tyle, and whether the patient may use the 
prosthetic around water, caustic chemicals, heat, or other situations that can be hazardous.  
(PX05132 (Sabolich (SSPR) Dep. at 27-28)). 

175. t, [and] 
-42); PX05135 (Weber (Prosthetic 

& Orthotic Care) Dep. at 50); see also PX05168 (Sprinkle (Sprinkle Prosthetics) Dep. at 
27) (prosthetist evaluates strength, range of motion, among other factors)). 

176. 

-70)). 

177. considered in determining whether an MPK is appropriate because 
fall risk increases with age.  (PX05134 (Oros (Scheck & Siress) Dep. at 67-68)). 

178. In determining whether to provide an MPK for a K-3 or K-4 patient, the clinician will 
assess how much of the pa 
out of cars, and their daily environment.  (Ford (POA) Tr. 995-96). 

179. -amputation functionality is considered, so the 
functioning will be assessed.  For example, if a patient had 

Dep. at 44-46)). 

180. To assess whether it can be demonstrated that a microprocessor knee is a medical 
necessity for a patient for purposes of an insurance coverage submission (F. 188), a 

tions 



church or school or community." The prosthetist may also have the patient take one or 
more "validated tests like the stand up and go six minute walk test." (PX05139 

patient's activities of daily living to peer 

MPK for a patient, a prosthetist may show that the patient's activities of daily living 
include "[a]mbulating uneven terrain, ambulating in very confined spaces, ambulating 

to the spine and/or hip on the sound side or on the amputated side[.]" (PX05139 

3 amputees that engage in such activities as "going up the 

street . . . ," as well as navigating environmental barriers, crowded areas, icy streets, 

4 patients who "are able to move 
varying cadences," "go up stairs and go down ramps and step over curbs," "walk in the 
outside community," or like to hike or dance would benefit from an MPK rather than a 

"experiences frequent stumbles and falls, and is not able to do activities that he needs to 
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around activities of daily living of how they ambulate in their neighborhood, what their 
neighborhood looks like, does it have an elevator, do they have to ascend or descend 
stairs, do they have uneven walking terrain that they incorporate in their activity of 

-
(Schneider (Ottobock) Dep. at 89)).  The insurance submission can then connect the 

-reviewed articles showing the benefits of 
microprocessor knees to patients engaging in those activities.  (PX05139 (Schneider 
(Ottobock) Dep. at 89-90)). 

181. For purposes of an insurance coverage submission arguing for medical necessity for an 

over a greater distance, the requirement of greater balance, the requirement of stress relief 

(Schneider (Ottobock) Dep. at 91)). 

182. In making a clinical decision whether or not to fit a patient with an MPK, prosthetists at 
Fourroux Prosthetics, Inc., a prosthetic clinic, will ask, among other things, whether the 
patient experiences falls or stumbles, or is unable to change gait speed.  (PX05166 
(Watson (Fourroux) Dep. at 34-37)). 

183. Glenn Choi, president of ST&G, a prosthetic clinic, believes that MPKs are likely 
beneficial for the subset of K-
stairs, going down the stairs with variable speed[,] . . . [g]oing down a hill, walking down 
a hill with variable speed, climbing up sometimes, .  .  . [or] jump[ing] from curb to the 

going through shrubs and leaves, and having to regularly walk on mulch or uneven 
ground.  (PX05117 (Choi (ST&G) Dep. at 192-93)). 

184. Michael Fillauer, CEO of Fillauer Companies, Inc., a manufacturer and distributor of 
prosthetic and orthotic supplies, believes that patients who are looking to reduce 
likelihood of stumbles and falls or who need stumble recovery assistance would greatly 
benefit from an MPK because the system adjusts automatically to their gait as they go 
through different gait cycles.  (PX05105 (Fillauer (Fillauer) Dep. at 23)). 

185. North Bay Prosthetics believes that K-3 and K- at 

mechanical knee.  (PX05141 (Bright (North Bay) Dep. at 149-50)). 

186. When a patient has used a mechanical knee as an initial prosthesis for a while and 



 

 

        
         

       
     

         
      

        
          

      

       
          

       

      

    
 

          

       
       

    
          

         
    

   
 

 

 

   

  

         
         

       
      

 

          
     

       
          

     
 

        
          

      
 

      
 

 

    
  

          

 
       

      
  

     
          

        
   

 

do or wants to do on a regular basis," a microprocessor knee will be considered. 

must demonstrate the "medical necessity" of an MPK over a mechanical knee. 

ization request typically includes a clinical note from the patient's 

mobility the patient has, as well as general information about the patient's capabilities. 
new amputee, the narrative would also include the prosthetist' s specific 
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(PX05150 (Kannenberg (Ottobock) Dep. at 78)). 

6. Obtaining insurance reimbursement 

a. Medical necessity justification 

187. If the prosthetist determines that a patient is a K-3 or K-4 ambulator, and would benefit 
from an MPK, in order to obtain insurance reimbursement for an MPK, the prosthetist 

(Kannenberg (Ottobock) Tr. 1890-91; Carkhuff (Freedom) Tr. 346; Ell (Mid-Missouri 
O&P) Tr. 1694; see also PX05165 (Sanders (United) Dep. at 43-46); PX05109 (Carkhuff 
(Freedom) Dep. at 49)). 

188. Medical necessity refers to eligibility for a particular device or the criteria that have been 
established by insurance companies to determine eligibility to receive an MPK. For 
example, CMS deems MPKs to be medically necessary for K-3 and K-4 patients. This 
means that MPKs are available to that patient population, but does not mean that every 
eligible patient must get an MPK. (Schneider (Ottobock) Tr. 4405; Kannenberg 
(Ottobock) Tr. 1833, 1944). 

189. Medical necessity involves demonstrating that the patient has unmet needs with their 
current prosthesis, which can be fulfilled by an MPK, but not by a less expensive 
alternative, such as a mechanical knee. (Kannenberg (Ottobock) Tr. 1891-94; PX01543 
(Ottobock) at 030). 

190. Medical necessity refers to insurance coverage determinations and eligibility. 
necessity in this context is not a clinical determination.  (Smith, Tr. 6016-17). 

Medical 

191. United Healthcare requires pre-authorization for all MPKs. Documentation submitted 
with the pre-author 
physician, and a narrative from the prosthetist or vendor, describing any impairments to 

For a 
recommendation for what type of prosthetic they think the patient should receive, such as 
an MPK. However, the recommendation does not need to indicate the specific 
manufacturer or brand of MPK. (Sanders (United) Tr. 5476-79). 

192. In justifying medical necessity for purposes of insurance reimbursement, the focus is on 
what functionality the microprocessor knee would provide that is not provided by a 
mechanical knee. This is equally true under both Medicare and private insurance 
coverage requirements. (Kannenberg (Ottobock) Tr. 1834-35; PX05150 (Kannenberg 
(Ottobock) Dep. at 100-01)). 



prosthetists have to demonstrate certain criteria such as variable cadence, "the 400 yards 
criterion," and the regular need to ambulate on uneven terrain, slopes and stairs. 
Additionally, a prosthetist will need to "explain why [a] patient n 
knee over a mechanical knee." (Kannenberg (Ottobock) Tr. 1891; 

Otto bock identifies "[ s ]afety ," "[ s ]lope negotiation," "[ s ]tair negotiation," and 
"[n]egotiation of uneven terrain/obstacles in the walkway" as factors that prosthetists 

conducts presentations "on several reimbursement topics, including claim submittals, 
new coding, reimbursement systems"); PX01543 (Ottobock) (presentation on medical 

Ottobock advises physicians that "[m]edical necessity for a microprocessor knee is based 
on the beneficiary's 'potential' functional ability. Potential functional ability is based on 

including, but not limited to:" "[t]he beneficiary's past history," "[t]he beneficiary's 
current condition[,]" and "[t]he beneficiary's desire to ambulate." (PX01489 (Ottobock) 
at 003 (Microprocessor Knees Physician's Documentatio 

Ottobock recommends that medical necessity submissions "refer to publications of 
studies that have demonstrated superior safety and/or function of the requested device," 

knee. The submission should "[b ]ack the claims on a device with evidence whenever 
possible, and tie it to the patient's unmet needs." (PX01543 (Ottobock) at 060 

showing the benefits of MPKs in order to support customers' justification of medical 
necessity. These articles are provided on Ottobock's website and directly to customers 
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b. Demonstrating medical necessity 

193. To demonstrate medical necessity for purposes of obtaining insurance reimbursement, 

eeds a microprocessor 
see also Kannenberg 

(Ottobock) Tr. 1831-33; PX05150 (Kannenberg (Ottobock) Dep. at 83-84) (discussing 
PX01543)). 

194. 

must demonstrate to establish the medical necessity of an MPK for a patient when 
seeking reimbursement from insurance providers.  (PX01489 (Ottobock) at 033-34; 
PX01543 (Ottobock) at 001-02; PX05150 (Kannenberg (Ottobock) Dep. at 83-84)). 

195. The most important unmet need that could be argued to justify medical necessity of an 
MPK over a less costly mechanical knee is a need for more safety, by documenting that a 
patient has experienced frequent falls.  (Kannenberg (Ottobock) Tr. 1834-35). 

196. Ottobock assists customers in demonstrating the medical necessity of an MPK to 
insurance providers, including by giving presentations to clinics.  (Kannenberg 
(Ottobock) Tr. 1849-50, 1887-89; PX05139 (Schneider (Ottobock) Dep. at 96) (Ottobock 

justification)). 

197. 

the reasonable expectation of the ordering physician and prosthetist, considering factors 

n Guide for Medicare)). 

198. 

such as studies showing that the requested MPK reduces falls compared to a mechanical 

-61, 065). 

199. Ottobock provides customers with clinical research articles and other academic literature 



 

      
       

      

      
   

    
         

  
    

    
    

  

       

      
 

     
        

        
   

  
  

     
    

 

   
 

 

      
       

 

       

 

    
 

 

   
 

     
         

 

    
    

   
    

   

        
 

      
  

      
       

        
   

  
  

      
    

   

benefits of MPKs, because "when the prosthetist wants to fit a microprocessor knee and 
the physician of the patient is not on board, it's almost impossible to get an approval." 

Ottobock assists its customers by analyzing "the requirements of 

needed to meet these criteria that the insurance companies have defined." (PX05150 

sing internal procedures to ensure prosthetists comply with payers' 

75 (explaining POA's internal 27 

MPK than with a "standard prosthetic application," such as a mechan 
patient has a "documented need for daily long distance ambulation" at variable rates; and 
(4) the patient has a "demonstrated need for regular ambulation on uneven terrain or 
regular use on stairs." Only where each of these criteria are 
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via email.  (Kannenberg (Ottobock) Tr. 1850, 1893; see also PX01543 (Ottobock) at 067-
68 (collecting studies on the superiority of the C-Leg to mechanical knees); PX05150 
(Kannenberg (Ottobock) Dep. at 91-92)). 

200. Ottobock provides evidence to prosthetists to help them convince physicians of the 

(PX05150 (Kannenberg (Ottobock) Dep. at 105-06)). 

201. Ottobock assists its clinic and 
reimbursement claims prior to 
(Ottobock) Dep. at 25)). 

prosthetist customers by offering to 
submission to insurers. (PX05150 

review their 
(Kannenberg 

202. the insurance plan and 
coverage of the patient and help[ing] the prosthetist to produce the documentation that is 

(Kannenberg (Ottobock) Dep. at 89)). 

203. Clinics have begun u 
documentation requirements for the reimbursement of MPKs and only fit those products 
on patients who meet eligibility criteria. (PX05134 (Oros (Scheck & Siress) Dep. at 46-
47; 228-29); Ford (POA) Tr. 972- -step reimbursement 
process before releasing a claim to be billed to an insurer)). 

204. Clinics may submit clinical research showing the benefits of MPKs to insurance 
providers when submitting paperwork to establish the medical necessity of an MPK.  (See 
PX05119 (Kahle (Prosthetic Design & Research) Dep. at 53-54); Kannenberg (Ottobock) 
Tr. 1850; PX05139 (Schneider (Ottobock) Dep. at 89-90)). 

205. Anthem, a large health insurance company, views MPKs as medically necessary for K-
3/K-4 amputees when four criteria are met: (1) the patient is physically and mentally 
capable of using an MPK to walk faster; (2) the patient will be able to walk faster with an 

ical knee; (3) the 

met and documented will an 
MPK be reimbursed.  (PX01543 (Ottobock) at 042). 

206. United Healthcare reimburses MPKs for K-3 patients for whom an MPK would make a 
clinically significant difference in their lives, which must be supported by documentation 
in order to demonstrate medical necessity.  (Sanders (United) Tr. 5485-86). 



Ossur's 
the fourth step, to "get physician confirmation," and explains: "Getting documentation 

a physician confirming the prosthetist' s findings and recommendations is an 

from prosthetists' failure to make sure that the physician's records validate their own." 

Ossur's 
the fifth step, to perform a "final review before claim submission," and explains: 
"You've collected all the necessary patient information. You've confirmed that other 
health care providers' notes corroborate yours. You're ready to proceed to delivery and 

claim form completely." (PX03242 (Ossur) at 008). 

clinic should "[ d]escribe difficulties, such as stumbles, falls, compensatory mo 

when needed, etc." The submission should then describe "[h]ow will the patient be able 
to do this activity safer/better with the new prosthesis[.]" It should include "[w]hat 

activity? Is there published evidence to support this?" (PX01543 (Ottobock) at 039). 

At Hanger clinics, the PA VET form, which evaluates a patient's abi 

a physician's notes regarding a patient. (Asar (Hanger) Tr. 1341 
has been around for "a couple of decades," some payers 

Ottobock's "Physician's Documentation Guide for Medicare," in a section titled 
"Evidence for the C Leg," lists documentable patient needs to justify the medic 

35). The patient needs that are enumerated include: "Safety," "Slope negotiation," 
"Stair negotiation," and "Negotiation of uneven terrain." (PX01489 (Ottobock) at 

79) ("[P]rivate health insurance may consider a microprocessor 

that don't cover microprocessor prosthetic components."). 
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207. step-by-step guide to a successful claim (F. 155) for the Rheo MPK instructs, as 

from 
important Medicare requirement.  A huge percentage of denied claims since 2011 result 

(PX03242 (Össur) at 007). 

208. step-by-step guide to a successful claim (F. 155) for the Rheo MPK instructs, as 

filing the claim for reimbursement.  But you still need to verify that:  (1) your patient 
delivery sheet contains all of the required information, and (2) you have filled out the 

209. To document unmet safety and mobility needs, Ottobock suggests that the prosthetist or 
vements, 

not making it across the street before light changes, inability to change walking speed 

function(s) does the new prosthesis offer that will support the patient in doing this 

210. lity to partake in 
activities of daily living, their functionality, and strength (F. 158-159), is submitted with 

-43).  Because the form 
use the form to determine if a 

patient has the appropriate device.  (Asar (Hanger) Tr. 1340-41). 

211. 
- al 

necessity of the C-Leg and secure Medicare reimbursement.  (PX01489 (Ottobock) at 
033-

034). 

c. Effect of insurance claim disapproval 

212. Some insurance plans do not provide any coverage for MPKs.  (PX05150 (Kannenberg 
(Ottobock) Dep. at 78-
knee medically necessary for certain patients in their policy, but . . . they may sell plans 



 

           
       

     
     

            

        
     

 

          
  

          
         
      

        
    

      
 

        
        
        
         

     
     

            
     

  
 

 

           
      

     
      

 

 
            

  

       
     

  

 
        

  

           
         
     

        
    

 

  

       
  

         
       
       
          

 

      
    

            
    

 

 

56 (testifying that mechanical knees are "the next best option" if payers will not 

"If the patient doesn't have to negotiate uneven terrain, slopes and stairs outside the home 

ssor knee." (PX05150 (Kannenberg (Ottobock) Dep. at 83 

Most users' insurance providers only provide reimbursement for one prosthetic knee at a 
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213. Not all K-3 patients are able to demonstrate medical necessity. (Sanders (United) Tr. 
5486). Patients designated by a physician as K-3 patients who do not meet medical 
necessity requirements for a microprocessor knee generally get a non-microprocessor, or 
mechanical knee. (Ell (Mid-Missouri O&P) Tr. 1723-24); see also Carver (College Park) 
Tr. 2055-
reimburse a prosthetist for an MPK). 

214. 
of the patient on a regular basis, then the insurance usually denies the claim for a 
microproce -84). 

215. Patients not receiving coverage for an MPK very rarely purchase one out-of-pocket. Dr. 
Andreas Kannenberg of Ottobock estimated that fewer than 1% of MPKs are paid for 
entirely out of pocket.  (PX05150 (Kannenberg (Ottobock) Dep. at 60)). 

216. 
time. (Senn (COPC) Tr. 182). Patients typically use a prosthetic knee until it needs to be 
replaced.  (Senn (COPC) Tr. 181). 

217. In instances where the patient does not have insurance coverage or the insurance 
company does not approve reimbursement for a microprocessor knee, clinics fit their 
patients with a mechanical knee. (Brandt (Ability P&O) Tr. 3800; PX05151 (Patton 
(Prosthetic Solutions) Dep. at 24-25); PX05134 (Oros (Scheck & Siress) Dep. at 91); 
PX05107 (Carver (College Park) Dep. at 95-97); PX05108 (Yates (Jonesboro P&O) Dep. 
at 161); PX05128 (Senn (COPC) Dep. at 93); PX05141 (Bright (North Bay) Dep. at 68)). 

7. Patient-specific reasons patients may prefer mechanical knees 

218. Lack of available insurance reimbursement is a reason a patient may choose a mechanical 
knee over an MPK.  (F. 212-217). 

219. A K-3 or K-4 patient who is more active, runs often, or plays soccer may be better served 
by a light-weight mechanical knee. (Sanders (United) Tr. 5388; De Roy (Össur), Tr. 
3580; PX05151 (Patton (Prosthetic Solutions) Dep. at 24-25); PX05134 (Oros (Scheck & 
Siress) Dep. at 91-92); PX05105 (Fillauer (Fillauer) Dep. at 21-23); PX05150 
(Kannenberg (Ottobock) Dep. at 51-52); PX05141 (Bright (North Bay) Dep. at 156-57)). 

220. Mechanical knees may be preferable to MPKs for patients engaging in certain sports and 
activities such as cycling, weightlifting, and CrossFit. Mechanical knees are more 
appropriate than MPKs for these activities because they are cheaper, more durable, and 
easier to replace if they break. (Potter (Walter Reed) Tr. 783-84; PX05150 (Kannenberg 
(Ottobock) Dep. at 51-52)). 

654 



 

    

      

        
        

         
      

        
    

       

       
        

         
           

       

      
        

 

            

       
          

         
  

         
         

   

 

     

     
 

 
       

        
        
      

 

         
   

 

        

 

       
        

        
          

         
 

       
       

  

             
 

        
         

         
   

          
         

"environmental conditions that are not suitable" for MPKs, or when they are "highly 
active people that are involved with working with large weight." (Sanders (United) Tr. 

If a patient's lifestyle involves being in or near water on a regular basis, the patient is 

mechanical knee's ability to handle wet or cold environments. (Sanders (United) Tr. 
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221. Some K-3 or K-4 patients may prefer mechanical knees to MPKs when they work in 

5390-91). Amputees who work in construction often do not wear MPKs.  (Asar (Hanger) 
Tr. 1479-80). 

222. 
better served with a mechanical knee than a microprocessor knee. For example, 
fishermen almost always get mechanical knees because they do not want their 
microprocessor knees to short out on the water. (Smith, Tr. 6007-09; Ell (Mid-Missouri 
O&P) Tr. 1723; PX05134 (Oros (Scheck & Siress) Dep. at 91-95); Ford (POA) Tr. 993-
95). 

223. Some mechanical knees are waterproof, or even salt-waterproof, making them preferable 
for fishermen, or others who engage in water activities. (Kannenberg (Ottobock) Tr. 
1985; PX05150 (Kannenberg (Ottobock) Dep. at 54)). 

224. Hunters may prefer non-MPKs to avoid the need to recharge the knee, and may prefer a 

5391). 

225. Some K-3 or K-4 patients with young children prefer mechanical knees to MPKs. 
Mechanical knees may provide greater knee flexion angle, which may make them 
preferable for parents who want the ability to kneel on the ground. Mechanical knees 
also better enable a parent to enter water to teach a child to swim or to rescue them. 
(Kannenberg (Ottobock) Tr. 1984-85; Sanders (United) Tr. 5396; see also Sanders 
(United) Tr. 5389). 

226. Because MPKs need to be charged, patients with cognitive deficits are often fitted with a 
mechanical knee. (PX05134 (Oros (Scheck & Siress) Dep. at 91-93); PX05168 (Sprinkle 
(Sprinkle Prosthetics) Dep. at 37-38); PX05145 (Ford (POA) Dep. at 93-95)). 

227. Some patients may do better with a mechanical knee because it is simpler to operate than 
an MPK.  (PX05121 (Potter (Walter Reed) Dep. at 76-77)). 

228. Patients who do not have access to chargers for their knees may be better suited for 
mechanical knees because they do not need to be charged. (Smith, Tr. 6011-12; Ell 
(Mid-Missouri O&P) Tr. 1722-23; Asar (Hanger) Tr. 1482 (testifying that farmers who 
work in the field may receive a mechanical knee)). 

229. When a transfemoral amputee gets his or her initial, temporary prosthesis, it is usually a 
simpler mechanical knee designed for K-1 or K-2 patients because the patient is learning 



 

      

      

        
          

       
 

 

             
           

       
          

      
  

 
    

     
        

       
       

      
 

    

   
 

 

     
 

       

       
          

       
   

  

              
           

      
          

      
  

 
    

  

  

 
 

  

     
       

       
      

       
  

      

knee because of insurance criteria. "It's pretty tough to convince an insurance company 

medically necessary." (PX05150 (Kannenberg (Ottobock) Dep. at 54 

69) ("We have 

prosthesis. It's just - it's antiquated technology, but they just - it's what's always 
worked for them, and ... they don't want to change."); PX05164 (H 

Leg returned to a mechanical knee, mostly because they were "long time 
users" who have had a mechanical knee "for at least ten years"); PX05 

69) ("[S]ome people have worn mechanical 
knees and have no desire to have a microprocessor knee.")). 

ntext otherwise dictates, the term "C Leg" refers to the current version of the C 
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to walk on their amputated stump. (Sabolich (SSPR) Tr. 5841-42; Smith, Tr. 5999-
6000). 

230. Patients typically receive mechanical knees before being fitted with a microprocessor 

to pay for a microprocessor knee as the first knee after an amputation . . . . [I]nsurance 
companies usually say the patient has to try a mechanical knee first, and only if that is 
functionally and safety-wise insufficient, then we may discuss if a microprocessor knee is 

-55); see also 
PX05150 (Kannenberg (Ottobock) Dep. at 79-80)). 

231. Some patients prefer to use a mechanical knee, even if they might be eligible for an 
MPK, because they have worn a mechanical knee for many years and prefer not to 
change. (PX05141 (Bright (North Bay) Dep. at 68- patients that are 
amputees from World War II that are still using metal and leather joints on their 

ighsmith (VA) Dep. 
at 148-50) (describing study showing that 26% of mechanical knee wearers who were 
trained on a C-

140 (Weott 
(Orthotic & Prosthetic Centers) Dep. at 68-

8. Types of MPKs 

a. OttoBock 

232. Ottobock currently manufactures and sells five lines of MPKs the Kenevo, Compact, C-
Leg, Genium, and X3.  (PX05133 (Eichler (Ottobock) Dep. at 57-58). 

i. C-Leg 4 

233. Ottobock designed the C-Leg MPK for K-3 level ambulators. (Solorio (Ottobock) Tr. 
1634-35). After launching the first version of the C-Leg in 1999, the second version, 
approximately three to five years later, and the C-Leg 3, approximately five years after 
the second version, Ottobock launched the C-Leg 4 in 2015. The C-Leg 4 is the current 
model sold by Ottobock in the United States.54 (PX05010 (Schneider (Ottobock) IHT at 
99-100); PX05162 (Rhul (Ottobock) Dep. at 34, 88-89)). 

54 Unless the co - -Leg, the C-Leg 4. 

https://States.54


 

    
      

        

 
          

         
  

        
       

 

   
           

  

 
    

          

           
         

         

         

         
     

        
         

     
         

   

   

 

      

       
       

 

  
          

       
  

        
      

  

    
           

   

  
   

          
 

            
       

         

        
 

          
   

        
       

 

 

       
        

     

Leg's microprocessor controls and modifies the C Leg's resistance in the swing 

Leg's microprocessor is able to process rule sets that t 

Leg's microprocessor can adjust the resistances in the hydraulic unit from ste 

of a patient's body if they have to stand for long periods of time. (Solorio (Otto bock) Tr. 

Leg's battery life is approximately two days. (PX01599 (Ottobock) at 012). 

657 OTTO BOCK HEALTHCARE NORTH AMERICA, INC. 

Initial Decision 

234. The Ottobock C-Leg is reimbursed as a swing and stance MPK, under L-Code 5856,55 

which is recommended for knees that contain a microprocessor that controls both the 
swing and stance phases of the gait cycle. (Schneider (Ottobock) Tr. 4322, 4350, 4367; 
Kannenberg (Ottobock) Tr. 1961-62). 

235. The C- -
and stance phases of the knee through sensors in the knee and with C-Soft software for 
the C-Leg. (Schneider (Ottobock) Tr. 4319-20). The microprocessor in the C-Leg gives 
variable controls within the parameters set by C-Soft, and it takes into consideration all of 
the information that is coming from the sensors in real time. (Schneider (Ottobock) Tr. 
4320). It is continually adjusting the variability of resistance in both stance and in swing 
phase.  (Schneider (Ottobock) Tr. 4320). 

236. The C- ake into consideration 
environmental conditions and put the leg in the right place to enable people to ambulate 
in a more safe manner.  (Schneider (Ottobock) Tr. 4321-22). 

237. The C- p to 
step and also within one step, if necessary. (Kannenberg (Ottobock) Tr. 1846-47, 1963).  
The C-Leg 4 does not have screws or bezels to adjust resistance manually; instead the 
prosthetist adjusts settings via software.  (Kannenberg (Ottobock) Tr. 1963). 

238. The C-Leg is designed for a user that varies their cadence, navigates different terrains, 
and navigates stairs and ramps. (Solorio (Ottobock) Tr. 1634-35). It allows a patient to 
walk backwards, and has a feature called intuitive stance that provides relief for the rest 

1635). The C-Leg 4 has programmable additional modes that allow for particular 
activities, such as pushups.  (Solorio (Ottobock) Tr. 1635). 

239. The C-Leg 4 has an IP67 rating, which means that it can be submerged in water up to one 
meter deep for 30 minutes. (Solorio (Ottobock) Tr. 1641). Prosthetic knees with an IP67 
rating are not designed to be repeatedly submerged or be in corrosive environments like 
chlorinated water or salt water. (Solorio (Ottobock) Tr. 1641). The C-Leg 3 was not 
water resistant.  (Ford (POA) Tr. 1007; De Roy (Össur) Tr. 3598-99). 

240. The C-

241. The list price of the C-Leg 4 is between (PX05010 (Schneider 
(Ottobock) IHT at 101, in camera). After discounts, the average sale price for the C-Leg 

55 L-Codes are discussed above in F. 115-127, and in greater detail below in F. 438-445. 



 

      

  
  

          

         
      

       
       
   

   

      
     

        
      
    

 

        
       

 

   
 

 

      
 

 

   
   

 

  

 
          

         
     

 

 
     

       
  

     

     
     

 
       

      
    

  

  

 
 

         
      

  

Based on data analyzed by Dr. David Argue, Respondent's expert witness, Dr. Argue 
calculated that the average price for Otto bock' s C 

able 2) (under "Average Base MPK Price 2016"), 

cadence and takes "small shuffly steps." (Solorio (Ottobock) Tr. 1634). The Kenevo 

The microprocessor in Ottobock's Kenevo knee controls only the stance phase of a user's 

3 patients and is marketed as a "light C 
Leg." (Schneider (Ottobock) Tr. 4349, Solorio (Ottobock) Tr. 1634). 

The microprocessor in Ottobock's Compact knee controls only the stance phase of a 
user's gait. (Kannenberg (Ot 

Ottobock designed the Genium for "higher activity K3 patient[ s] into the K4 level." 
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is between (PX05010 (Schneider (Ottobock) IHT at 101
camera); PX05133 (Eichler (Ottobock) Dep. at 70), in camera). 

, in 

242. 

(RX0913 (Argue Expert Report, T 
camera; Argue, Tr. 6349, in camera). 

-Leg 4 in 2016 was 
in 

ii. Kenevo and Compact 

243. The Kenevo was launched by Ottobock in 2015.  (Schneider (Ottobock) Tr. 4344; Sol
(Ottobock) Tr. 1634). The Kenevo was designed for a patient who does not vary t

orio 
heir 

was designed for K-2 users, but Medicare and most private payers do not reimburse 
MPKs for K-2 patients. 
1634). 

(Schneider (Ottobock) Tr. 4344-45; Solorio (Ottobock) Tr. 

244. 
gait. (Kannenberg (Ottobock) Tr. 1956-57). The Kenevo does not qualify 
reimbursement under L5856 (swing and stance phases); instead, it is recommended 
reimbursement under L5858 (stance-only microprocessor control). (Kannenberg 
(Ottobock) Tr. 1999; see also PX05133 (Eichler (Ottobock) Dep. at 57)). 

for 
for 

245. The Compact was released by Ottobock in 2004. 
Compact was designed for high K-2 to low K-

(Schneider (Ottobock) Tr. 4348). The 
-

246. 
tobock) Tr. 1955-56; Solorio (Ottobock) Tr. 1634). The 

Compact does not qualify for reimbursement under L5856 (swing and stance phases); 
instead, it is recommended for reimbursement under L5858 (stance-only microprocessor 
control).  (Kannenberg (Ottobock) Tr. 1999). 

iii. Genium and X3 

247. 
(Solorio (Ottobock) Tr. 1635-36). 

248. The Genium has a walk-to-run feature and a feature called optimized physiological gait 
which allows for the most natural walking experience. (Solorio (Ottobock) Tr. 1635-36).  
The battery life is five days.  (Schneider (Ottobock) Tr. 4391). 



 

         
     

       
      

        
       

      
   

             
     

        
        

 

        
       

      

       
        

          
        

       
       

        
        

   

 

          
      

 

        
      

      
      

 

      
    

              
   

        
      

  

         
        

      
 

        
        

        
       

 

 

        
      

       
        

 

 

health benefits paid by some workers' compensation programs have access to insurance 

health benefits paid by some workers' compensation programs have access to insurance 

Freedom's Plie 3 

Unless the context otherwise dictates, the term "Plie" refers to the Plie 3. 
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249. The average sales price for the Genium is more than (PX05141 (Bright 
(North Bay) Dep. at 55), in camera; PX05162 (Ruhl (Ottobock) Dep. at 106-07); 
PX05129 (Ell (Mid-Missouri O&P) Dep. at 68-69)). 

250. Because of reimbursement limitations set by most private insurers, typically only patients 
at the Department of Defense, Department of Veterans Affairs, and those who receive 

reimbursement for the Genium. (Solorio (Ottobock) Tr. 1636-37). The Genium is not 
billed under L5856 and Medicare does not reimburse for the Genium. (Kannenberg 
(Ottobock) Tr. 1961-62; Oros (Scheck & Siress) Tr. 4812-13). 

251. Ottobock initially developed the X3 MPK for active duty military users. Higher activity 
users are still the primary users of this MPK.  (Kannenberg (Ottobock) Tr. 1959-60). 

252. The X3 has all of the features of the Genium, but it is fully corrosion resistant and has a 
dedicated running mode. (Solorio (Ottobock) Tr. 1636). The X3 has an IP68 rating, 
which means it is waterproof and can be submerged in fresh water, salt water, and 
chlorinated water. (Solorio (Ottobock) Tr. 1642; Schneider (Ottobock) Tr. 4338-39). 
The battery life is five days.  (Schneider (Ottobock) Tr. 4391). 

253. The average sales price for the X3 is more than (PX05133 (Eichler 
(Ottobock) Dep. at 62), in camera; PX05162 (Ruhl (Ottobock) Dep. at 106-07), in 
camera; PX05129 (Ell (Mid-Missouri O&P) Dep. at 68), in camera; PX05145 (Ford 
(POA) Dep. at 59), in camera). 

254. Because of reimbursement limitations set by most private insurers, typically only patients 
at the Department of Defense, the Department of Veterans Affairs, and those who receive 

reimbursement for the X3. (Solorio (Ottobock) Tr. 1636-37). The X3 is not billed under 
L5856 and Medicare does not reimburse for the X3. (Kannenberg (Ottobock) Tr. 1961-
62; Oros (Scheck & Siress) Tr. 4812). 

b. 

255. Freedom currently sells the Plié 3 for K-3 and K-4 level ambulators. (Carkhuff 
(Freedom) Tr. 294, 324-25; PX1071 (Freedom) at 023). The original Plié was released in 
2007, followed by the Plié 2 in 2010. (Carkhuff (Freedom) Tr. 293-94; PX1071 
(Freedom) at 023). The Plié 3 was launched in 2014.56 (Carkhuff (Freedom) Tr. 293-94; 
PX1071 (Freedom) at 023). 

56 



 

       
      

 

    
         

          
    

          
 

         
       
      

       
     

      
  

       
     

     
 

       
 

        

   

          
     

        
  

  
       

   
 

 

       
      

 

    
      

         
     

 

          
  

          
      
      

       
     

 

      
  

       
     

     
  

 
      

  
        

     

           
     

       
   

  
        

 

97); PX05114 (Ferris (Freedom) Dep. at 141) ("We do actu 
functionality in our knee."); PX05114 (Ferris (Freedom) Dep. at 159); PX01022 
(Freedom) at 063 ("The MPC knee 

Innovations."); PX01214 (Freedom) at 025, 035; 

Ottobock believes that Freedom's recommendation that the Plie 3 be coded as a L5856 

annenberg (Ottobock) Tr. 1970) ("The Freedom Plie ... only has a microprocessor 

swing code, which is actually not appropriate."). 

The term "MPC knee" is used at times in Freedom documents to refer to a microprocessor 
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256. Freedom considers the Plié to be an MPK with swing and stance functionality. (Carkhuff 
(Freedom) Tr. 350-51; Ferris (Freedom) Tr. 2351; PX05111 (Prince (Freedom) Dep. at 
94- ally have swing and stance 

57 market consists of two major categories: (a) Stance 
only knees (L-5858) and (b) Swing & Stance knee (L-5856) . . . . Products under the 
Swing & Stance category are: C-Leg from Otto Bock, Rheo from Össur, Orion from 
Endolite, and Plié 2.0 from Freedom 
PX01686 (Freedom) at 011). 

257. The Plié is marketed by Freedom as a swing and stance MPK. (Carkhuff (Freedom) Tr. 
350-51; Schneider (Ottobock) Tr. 4729-30, 4732; PX01214 (Freedom) at 030, 035). 

258. Freedom recommends that customers seek reimbursement for the Plié as a swing and 
stance MPK under L-Code 5856. (Kannenberg (Ottobock) Tr. 2000; Carkhuff (Freedom) 
Tr. 350-51; Schneider (Ottobock) Tr. 4651-52, 4727-28; Arbogast (WillowWood) Tr. 
5110; PX05137 (Matthews (Freedom) Dep. at 154); PX01214 (Freedom) at 025; 
PX01732 (Ottobock) at 002, 007; PX01975 (Freedom) at 012; PX07008 (Ottobock) at 
004). 

259. The Plié is reimbursed as a swing and stance MPK, under L-Code 5856. (Carkhuff 
(Freedom) Tr. 350, 714-15; Kannenberg (Ottobock) Tr. 1969-70, 2000; Schneider 
(Ottobock) Tr. 4728; Ell (Mid-Missouri O&P) Tr. 1732; PX05111 (Prince (Freedom) 
Dep. at 94-96); PX05150 (Kannenberg (Ottobock) Dep. at 76); PX05163 (Stuch 
(Ottobock) Dep. at 189); PX05108 (Yates (Jonesboro P&O) Dep. at 195-96); PX05144 
(Blatchford (Endolite) Dep. at 64-65); PX01975 (Freedom) at 019). 

260. 
swing and stance microprocessor control is not proper. (Schneider (Ottobock) Tr. 4383-
84; K 
switch, but the manufacturer Freedom recommends to bill the microprocessor stance and 

261. The battery life of Plié 3 is approximately one day.  (PX01025 (Freedom) at 018). 

262. The Plié 3 has a customizable stumble recovery feature, variable speeds, the ability to be 
fully submersed in water, interchangeable batteries, remote access, and real-time data 
display. (PX01181 (Freedom) at 003-04; PX08014 (Freedom) at 002-03; PX08008 at 
001 (Plié 3 Fact Sheet); Carkhuff (Freedom) Tr. 348-49). 

-controlled knee and 
means the same thing as an MPK.  (Carkhuff (Freedom) Tr. 482). 
57 



 

        
        
 

            
        

           
         
     

       
  

     
         

           
           

       

          
         

        
        

          

       
     

         
        

 

         
 

    
    

   

 

       
        
  

             
         

          
        
     

     
   

      
         

          
            

      
 

          
        

      
        

 

         
 

 

       
      

 

         
        

  

 
       

  
    
     

  

 
 

Based on data analyzed by Dr. David Argue, Respondent's expert witness, Dr. Argue 

gue Expert Report, Table 2) (under "Average Base MPK Price 
2016"), 
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263. The Plié 3 is water resistant with an IP67 rating. (PX01025 (Freedom) at 018). It is 
submersible only in freshwater, not chlorinated water or salt water, up to one meter deep 
for up to an hour.  (Schneider (Ottobock) Tr. 4392). 

264. The microprocessor in the Plié 3 switches the knee from a fixed stance phase resistance 
to a fixed swing phase resistance or from a fixed swing stance resistance to a fixed stance 
phase resistance, but does not vary the resistance throughout the gait cycle. (Carkhuff 
(Freedom) Tr. 335; Schneider (Ottobock) Tr. 4310, 4320). The hydraulic system and the 
design controls the resistance throughout the swing and extension by oil flowing through 
ports. Resistance is controlled during the gait phase, during the swing and extension, by 
the design of the fluid hydraulic cylinder.  (Carkhuff (Freedom) Tr. 335-38). 

265. The microprocessor in the Plié 3 is always on and effects changes in the knee from stance 
to swing and will control the knee when there is some kind of abnormality that the 
sensors pick up. If there is movement when the user is transitioning in a specific way 
from stance to swing, the microprocessor will put the knee into a safe stance mode, 
thereby making real-time adjustments that help reduce falls in patients. (Carkhuff 
(Freedom) Tr. 336-39). 

266. There are two adjustments on the Plié 3 for the swing phase of the knee. (Schneider 
(Ottobock) Tr. 4312-13). One of them is the hydraulic unit which is preset with an Allen 
wrench. (Schneider (Ottobock) Tr. 4313-13). The other adjustment is made on the 
pneumatic cylinder, by inserting a pump that comes with the Plié 3, which is similar to a 
small bicycle pump.  (Schneider (Ottobock) Tr. 4312-13). 

267. MPK manufacturers Össur and Endolite consider the Plié to be an MPK. 
Roy (Össur) Dep. at 148); PX05144 (Blatchford (Endolite) Dep. at 74)). 

(PX05124 (De 

268. Mechanical knee manufacturers consider the Plié to be an MPK. (Arbogast 
(WillowWood) Tr. 5108; PX05117 (Choi (ST&G) Dep. at 125); PX05124 (De Roy 
(Össur) Dep. at 148). 

269. Prosthetists consider the Plié to be an MPK. (Brandt (Ability P&O) Tr. 3774; see 
PX05108 (Yates (Jonesboro P&O) Dep. at 64); PX05128 (Senn (COPC) Dep. at 76); 
PX05129 (Ell (Mid-Missouri O&P) Dep. at 64); PX05145 (Ford (POA) Dep. at 142)). 

270. 
calculated that the average price for a Plié 3 in 2016 was 
camera; RX0913 (Ar 

in camera). See also PX01023 (Freedom) at 003, in 
presentation noting that the Plié 3 has an average selling price of 

(Argue, Tr. 6301, in 

camera (early 2017 
). 



 

      
        

         
 

         
        
      

   
     

  

        

           
        

  
           

        
       

       
         

  
    

       
 

          
   

     
 

   
 

 

  

       
        

        
  

  

          
        

    
    

    
   

         
 

          
        

 

 
 

          
        

      
      

        
   

     

         
   

  

 
         

    

      
  

marketed as the "Rheo" and is intended for K 

Ossur's Rheo (and Rheo XC, discussed below) use magnetorheologic technology ("MR 
technology"). (De Roy (Ossur) Tr. 3577; Schneider (Ottobock) Tr. 4398 

characterizes its Rheo XC as a "step up" from the Rheo. (De Roy (Ossur) Tr. 
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c. Össur 

271. In the United States, Össur currently sells the Rheo MPK, Rheo XC MPK, and the Power 
Knee for K-3 and some K-4 level ambulators. (De Roy (Össur) Tr. 3576, 3579-80). 
Össur also sells the Symbionic Leg, a combination of the Rheo MPK and Propio ankle. 
(De Roy (Össur) Tr. 3576). 

i. Rheo 

272. Össur launched the Rheo 3 in the United States in 2014. (De Roy (Össur) Tr. 3640, 
3678; PX03245 (Össur) at 005). Össur launched a weatherproof version of the Rheo 3 in 
2016. (De Roy (Össur) Tr. 3640-41; PX03245 (Össur)). The current, fourth generation 
version of the Rheo that was launched by Össur in the United States in September 2017 is 

-3 and K-4 level ambulators. (De Roy 
(Össur) Tr. 3545, 3640; PX05009 (De Roy (Össur) IHT at 45-48)). 

273. The Rheo is reimbursed as a swing and stance MPK, under L-Code 5856. (Kannenberg 
(Ottobock) Tr. 1961-62; Schneider (Ottobock) Tr. 4352). 

274. The Rheo is weatherproof. (De Roy (Össur) Tr. 3581). It cannot be submerged in water 
but can be exposed to rain or water from a hose or pouring a cup of coffee on it.  (De Roy 
(Össur) Tr. 3582). 

275. 

particles in an oil are kept in a cylinder between blades. The knee creates a magnetic 
field that aligns the magnetic particles within that fluid between the blades building 
bridges and providing variable resistance to the swing and stance phases of the knee. (De 
Roy (Össur) Tr. 3577). The microprocessor and sensors adjust magnetorheological fluid 
to control the way the knee swings and locks during stance phase. (Blatchford (Endolite) 
Tr. 2148-49).  MR technology in the Rheo and Rheo XC offers variable resistance control 
in both the swing and stance phases of the knee.  (De Roy (Össur) Tr. 3639). 

-99). Magnetic 

276. The list price of the Rheo is which results in an average sales price of 
approximately after discounts.  (De Roy (Össur) Tr. 3604, in camera). 

ii. Rheo XC 

277. Össur 
3532). The Rheo XC offers additional features such as walk to run, greater efficiency on 
stairs, and the ability to ride a bike.  (De Roy (Össur) Tr. 3578-79). 

278. Össur targets moderate to high-level K-3 and some K-4 users for sales of the Rheo XC.  
(De Roy (Össur) Tr. 3583). 
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Ossur's Power Knee is a powered microprocessor 
Tr. 3576). It is motorized and lifts a user's knee for them. (De Roy (Ossur) Tr. 3584 
85). The motor in the Power Knee functions like "your quad muscle" to enable a user to 
rise out of a chair and propel a person "throughout every step." (De Roy (Ossur) Tr. 

Endolite's Orion 3 
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279. The Rheo XC is not billed under L5856 and Medicare does not reimburse for the Rheo 
XC. Only the Department of Veterans Affairs, some private payers, and worke 
compensation plans reimburse clinics for the fitting of a Rheo XC. (De Roy (Össur) Tr. 
3583-84). 

280. The list price of the Rheo XC is which results in an average sales price of 
approximately after discounts.  (De Roy (Össur) Tr. 3604, in camera). 

iii. Power Knee 

281. -controlled device. (De Roy (Össur) 
-

3584-85). 

282. Össur recommends the Power Knee for K-3 patients.  (De Roy (Össur) Tr. 3585). 

283. Private insurers reimburse for the Power Knee only on a case-by-case basis. 
(Össur) Tr. 3585). 

(De Roy 

284. The Department of Defense and the Department of Veterans Affairs have provided 
reimbursement for the Power Knee. (De Roy (Össur) Tr. 3586). The Power Knee has a 
code that is accepted by Medicare and does not rely on the same code positioning as the 
L-Code 5856 used for microprocessor knees.  (De Roy (Össur) Tr. 3660-61). 

285. The Power Knee costs approximately twice as much as the Rheo and other MPKs on the 
market. (De Roy (Össur) Tr. 3585). The list price of the Power Knee is approximately 

which results in an average sales price of around after 
discounts.  (De Roy (Össur) Tr. 3604-05, in camera). 

d. 

286. The original Orion knee was launched in 2010, and the Orion 2 was launched in 2014. 
(Blatchford (Endolite) Tr. 2109-10). Endolite launched the Orion 3 in the United States 
in September 2016.  (Blatchford (Endlolite) Tr. 2109). 

287. The Orion 3 is reimbursed as a swing and stance MPK, under L-Code 
(Kannenberg (Ottobock) Tr. 1961-62; Schneider (Ottobock) Tr. 4322, 4352). 

5856. 

288. Orion 3 offers MPK control of both the swing and stance phases of the gait cycle.  
(PX03176 (Endolite) at 009; Blatchford (Endolite) Tr. 2215-16). Orion 3 is able to make 
adjustments to the friction level of the knee while the knee is either in swing or stance 
phase.  (PX03176 (Endolite) at 009; Blatchford (Endolite) Tr. 2215-16). 



 

    
            

            
            

             
         

         
    

           
       

        

      
     

  
 

      
       

 

    
  

       
    

       
    

         
 

      
       

  
 

 

    
           

            
          

             
        

 

          
    

         
       

        
 

        
     

  

  

 
  

  

       
     

  

 
    

   

        
    

      
    

        
  

       
      

 

 

Nabtesco Corporation ("Nabtesco") manufactures prosthetic devices including 

Prior to September 2018, Nabtesco's sales in the United States were made through four 
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289. Orion 3 uses a hybrid cylinder that has two chambers. (Blatchford (Endolite) Tr. 2134-
35). The pneumatic chamber controls the resistance level in the swing phase of the knee 
whereas the hydraulic chamber controls the resistance level in the stance phase of the 
knee. (Blatchford (Endolite) Tr. 2134-35). The hydraulic cylinder is the part that would 
lock under load to make it safe, and the pneumatic cylinder is the part that varies the 
resistances as it swings to make it react to the user as he or she walks. (Blatchford 
(Endolite) Tr. 2108). 

290. The Orion 3 uses several sensors that determine when to change the resistance levels in 
the hydraulic and pneumatic chambers depending on how fast the amputee is walking and 
can lock the knee when the patient is stationary. (Blatchford (Endolite) Tr. 2111). The 
Orion 3 is also able to detect if a user is walking down a ramp or up a ramp and whether 
the user is going upstairs or downstairs and can adjust the resistances in the knee 
accordingly.  (Blatchford (Endolite) Tr. 2111). 

291. The list price of the Orion 3 is slightly above After discounts, clinics 
typically pay an average sales price between (Blatchford 
(Endolite) Tr. 2155-56, in camera). 

e. Nabtesco 

292. 
microprocessor knees, non-microprocessor knees, microprocessor feet, and non-
microprocessor feet.  (PX03004 (Nabtesco) at 001). 

293. Nabtesco is headquartered in Kobe, Japan, where the company manufactures all of its 
products. Nabtesco does not manufacture any products in the United States. (PX03004 
(Nabtesco) at 001; PX05161 (Mattear (Nabtesco) Dep. at 26)). 

294. 
distributors Cascade Orthopedic Supply, Inc., Southern Prosthetic Supply, Inc., PEL 
LLC, and Proteor, Inc. (PX03004 (Nabtesco) at 001). 

295. As of September 1, 2018, Proteor, Inc. (d/b/a Nabtesco & Proteor in USA) is the 
exclusive distributor of prosthetic devices manufactured by Nabtesco Corporation and 
Proteor S.A. (Mattear (Nabtesco) Tr. 5521-22, 5546-47). Proteor was based out of 
Muskego, Wisconsin until June 2018 when it acquired Ability Dynamics, including its 
RUSH foot line of prosthetic products and moved its headquarters to Tempe, Arizona. 
(Mattear (Nabtesco) Tr. 5510, 5528). 

296. Nabtesco currently manufactures and sells three microprocessor knee products the 
Intelligent Knee, the Hybrid Knee, and the Allux Knee. (PX05161 (Mattear (Nabtesco) 
Dep. at 35)). 
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The Allux utilizes Nabtesco's proprietary four 

The Allux's battery length is four days. (Mattear (Nabtesco) Tr. 5603). The Allux has an 

nt Counsel's expert witness, Dr. Fiona Scott Morton, estimated that the average 
sales price ofNabtesco's MPKs in 2017 was 

DAW Industries ("DAW") sells prosthetic 
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297. The final version of the Allux was launched in the United States on June 1, 2017. 
(RX0436 (Nabtesco); Mattear (Nabtesco) Tr. 5598-99; 5775). Before June 1, 2017, 
Allux was just a beta model.  (Mattear (Nabtesco) Tr. 5598-99; 5775-76). 

298. -bar technology, including a dual safety 
system, and offers multiaxial, polycentric design. (Mattear (Nabtesco) Tr. 5602; De Roy 
(Össur) Tr. 3595). 

299. 
internal battery that takes three hours to charge and it also offers a backup battery for 
emergencies.  (Mattear (Nabtesco) Tr. 5621-22). 

300. The Allux also comes with a remote control that allows the user to toggle between 
different preset modes.  (Mattear (Nabtesco) Tr. 5604-05). 

301. Nabtesco recommends and markets 
(Nabtesco) Tr. 5607 5780-82). 

the Allux for K-3 and K-4 users. (Mattear 

302. Nabtesco recommends using L-Code 5856 for microprocessor swing and stance control 
for the Allux. (Kannenberg (Ottobock) Tr. 1961-62; Schneider (Ottobock) Tr. 4352; 
(Mattear (Nabtesco) Tr. 5607). 

303. Complai 

Report at 044 Table 3), in camera). 
(PX06001 (Scott Morton Expert 

f. DAW Industries 

304. components, including MPKs, in the United 
States.  (Joint Stipulations of Law and Fact, JX001 at 004 ¶ 40). 

305. DAW does not manufacture its own MPKs. Instead, DAW serves as a distributor of 
MPKs manufactured by a company named Teh Lin, located in Taipei, Taiwan. 
(PX05146 (Marquette (DAW) Dep. at 15-17)). 

306. DAW markets three microprocessor knee designs: the Self-Learning Knee, the 
Microprocessor Programmable Knee, and the Multi-Matrix Self-Learning Knee. 
(PX05146 (Marquette (DAW) Dep. at 21-22); PX04002 (Declaration of Stuart Marquette 
(DAW) at 002 ¶ 4)). Each of the MPK knees sold by DAW uses a pneumatic system. 
(PX04002 (Declaration of Stuart Marquette (DAW) at 002  ¶  6)). 

307. DAW markets its MPKs to a subset of K-3 patents whose activity levels fall within the 
low to mid-level for a K-3 patient and does not market its MPKs to K-4 patients.  
(PX04002 (Declaration of Stuart Marquette (DAW) at 002 ¶  6)). 



 

       

   
 

     
        

       
 

         
 

      
         

         

 

     
 

      
      

     
    

      
 

     

        

   
 

 

        
 

 

  
   

  

      
      

       
  

 
 

        
  

     
       

          
 

   

      
  

      
      

 

      
    

 

       
  

      

        
 

Complaint Counsel's expert witness, Dr. Scott Morton, estimated that the average sales 
price ofDAW's MPKs in 2017 was 

Endo lite' s Linx Limb System 1s an integrated leg system with a microprocessor 

Ossur's Symbionic Leg is an integrate 

typically pay a negotiated MPK sales price that is below the manufacturer's list price. 
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308. DAW recommends using L-Code 5856 for microprocessor stance and swing control for 
one of its MPKs.  (Kannenberg (Ottobock) Tr. 1961-62, 1998). 

309. 

at 044 Table 3), in camera). 
(PX06001 (Scott Morton Expert Report 

g. Integrated microprocessor-controlled leg systems 

310. An integrated leg system combines a microprocessor-controlled knee with a 
microprocessor-controlled ankle. (Blatchford (Endolite) Tr. 2110). The sensors and 
microprocessor in the knee are able to communicate with the sensors and microprocessor 
in the ankle.  (Blatchford (Endolite) Tr. 2137-39). 

311. -
controlled knee connected to a microprocessor-controlled foot.  (Blatchford (Endolite) Tr. 
2110). The list price for the Linx is but clinics pay, on average, between 

(Blatchford (Endolite) Tr. 2156, in camera). 

312. d leg system. (De Roy (Össur) Tr. 3673). It is a 
combination of a Rheo knee and a Proprio ankle. (De Roy (Össur) Tr. 3576). The 
average sales price of the Symbionic Leg is (De Roy (Össur) Tr. 3605, in 
camera). 

9. Role of price 

313. Typically, clinics do not stock prosthetic components, but purchase them individually for 
particular patients.  (Oros (Scheck & Siress) Tr. 4778-79). 

314. Clinics purchase MPKs from prosthetic manufacturers. (Ell (Mid-Missouri O&P) Tr. 
1688; Senn (COPC) Tr. 196-97; PX05128 (Senn (COPC) Dep. at 21, 95); PX05140 
(Weott (Orthotic & Prosthetic Centers) Dep. at 80). 

315. Clinics generally negotiate MPK prices with MPK manufacturers on an annual basis 
during contract renewal negotiations. (Carkhuff (Freedom) Tr. 382-83; Senn (COPC) Tr. 
195; PX05116 (Endrikat (Empire Medical) Dep. at 48-49, 53)). 

316. MPK manufacturers charge different sales prices to different clinic customers.  (PX05007 
(Carkhuff (Freedom) IHT at 120-21)). 

317. MPK manufacturers make the list prices for their MPKs publicly available, but customers 

(Carkhuff (Freedom) Tr. 382; Testerman (Freedom) Tr. 1145; Collins (Cascade) Tr. 
3283). 



 

           
      

    

       
    

      
       

     
      

       
      

        
       

       

            
 

          

          
      

  
    

        
     

   

 

            
     

   

       
    

       
       

 

 
     

      
 

        
      

 

          
      

      
 

             
  

         
 

           
     

  
    

 

         
    

 

97; PX05004 (Senn (COPC) IHT at 38) ("[W]e could obtain a higher discount from 
Freedom, if we're able to drive more of the MPK 
offered the same thing."); PX05116 (Endrikat (Empire Medical) Dep. at 58) (Empire 

saying "we did X amount of business, and therefore 
discount.")). 

Clinics get "paid not by brand or by product selected but by function of the product." 

for the device is supposed to cover the clinic's cost in acquiring the prosthetic device as 

thesis, but also the prosthetist' s labor and overhead, and time spent 

36)). The reimbursement amount "reflects the time spent in assembling the 
the patients" as well as time spent by the prosthetist 

"following up on care with the patient." (PX05124 (De Roy (Ossur) Dep. at 135 
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318. The overall volume of MPKs that a clinic customer purchases during the term of the 
contract affects the discounts they receive from MPK suppliers. (Senn (COPC) Tr. 196-

volume to Freedom. Otto Bock has 

Medical negotiates the lowest price possible for microprocessor knees through volume by 
we warrant this amount of 

319. Clinics recover their costs for the provision of prosthetic devices from insurers, including 
Medicare, by submitting requests for reimbursement, in accordance with applicable L-
Codes.  F. 115-119. 

320. 
(PX05010 (Schneider (Ottobock) IHT at 83-84); see also Kannenberg (Ottobock) Tr. 
1871-72; PX05117 (Choi (ST&G) Dep. at 47-49); PX05165 (Sanders (United) Dep. at 
33-34)). 

321. Insurers, including Medicare, do not tie the amount of reimbursement to the prices 
charged by manufacturers for prosthetic devices, but to reimbursable amounts for each L-
Code.  (Carkhuff (Freedom) Tr. 596-97; PX05165 (Sanders (United) Dep. at 33-34)). 

322. There are no L-Codes for aspects of the prosthetic fitting process such as services for the 
fabrication and fitting of the device or related support services. L-Code reimbursement 

well as all services and costs related to fitting and servicing that device. (PX05145 (Ford 
(POA) Dep. at 45-46); Schneider (Ottobock) Tr. 4294-95). 

323. Reimbursement for a particular prosthetic device is intended to cover not only the cost of 
acquiring the pros 
with the patient over the course of the fitting and adjustment of the device. (Senn 
(COPC) Tr. 200-01; Ford (POA) Tr. 977-78; Asar (Hanger) Tr. 1359). 

324. The difference between the acquisition cost of a prosthetic device and the overall 
reimbursement allowable goes to the clinic or prosthetist. (PX05124 (De Roy (Össur) 
Dep. at 135-
device and the time spent teaching 

-36)). 

325. The gross margin is the allowable reimbursement for a prosthetic less costs like the 
acquisition cost, staff involved in delivery of care, and technical services. (Oros (Scheck 
& Siress) Tr. 4823-34). 



668 FEDERAL TRADE COMMISSION DECISIONS 
VOLUME 167 

Initial Decision 

326. Clinics' margins can increase if prices of MPKs decrease. (Asar (Hanger) Tr. 1484; 
PX05 108 (Yates (Jonesboro P&O) Dep. at 75); PX05 168 (Sprinkle (Sprinkle Prosthetics) 
Dep. at 164-65) (testifying that Sprinkle Prosthetics expects to receive a higher margin 
for a Plie 3 purchase, as opposed to a C-Leg 4 purchase); PX05128 (Senn (COPC) Dep. 
at 24)). 

327. A 2017 Freedom docUII1ent shows: the average sales price of the Plie 3 was 
the estimated average sales price of the C-Leg 4 was and reimbursement for 
both MPKs was ~ which created an average margin for clinics of--for 
each Plie 3 purchased and for each C-Leg 4 purchased. (PX01023 (Freedom) 
at 003 , in camera; Carkhuff (Freedom) Tr. 387-88). 

C. Relevant Market 

1. Relevant geographic market 

328. Respondent's economic expe11 witness, Dr. David Argue, agrees that the United States is 
the relevant geographic market in this case. (Argue, Tr. 6267 ( explaining that he ''used 
the United States geographic market for [his] knee and foot markets because clinic 
customers are not going to go to suppliers outside of the United States to purchase knees 
or feet"); RX1049 (Argue Expert Repo1t at 0021 ,r 36) (stating that "(f]orpurposes of this 
repo11, I do not dispute that the United States is a properly defined geographic market."); 
PX05173 (Argue (Respondent) Dep. at 91) (explaining that " (t]here 's no evidence to 
indicate that the market, geographic market, was broader than the United States."). 

329. Internal Ottobock and Freedom documents distinguish the United States market from the 
rest of the world. (See PX01022 (Freedom) at 007-30 (analyzing the ''United States 
Market" separately from the "European Market"); PX0I061 (Ottobock) at 023, 048-57). 

2. Relevant product market 

a. Distinguishing physical characteristics 

330. The use of a microprocessor in an MPK allows the MPK to function, operate, and 
perfo1m in a way that is different from how a mechanical knee functions, operates, and 
perfo1ms. (Potter (Walter Reed) Tr. 775-76; Ford (POA) Tr. 916; PX05119 (Kahle 
(Prosthetic Design & Research) Dep. at 33-34); PX05144 (Blatchford (Endolite) Dep. at 
166-67)). 



Ottobock's recognition of the benefits of MPKs over 

mechanical knees as providing a "more sophisticated method of control to a prosthetic 

stable and efficient gait that more closely resembles a natural walking pattern." 

position the knee during a user's gait cycle. These adjustments can predict a user's 

Scott Schneider, Ottobock's vice president of government, medical affairs, and future 
development, believes that "[m]icroprocessor 
making them very, very safe." According to Mr. Schneider, "microprocessors allow for 

have to overcompensate with their muscular structure. So there's many, many ways in 
can benefit from a microprocessor knee." 

Andreas Eichler, head of Ottobock's business unit for prosthetic lower 
systems, believes that the primary benefits of MPKs are "safety and comfort." 
elaborated that safety meant "[t]hat patients can rely on their knee joints that it will be 
stiff when it's supposed to be stiff and it will be pliable when it's supposed to be pliable," 
and comfort meant "[l]ess pain. So less pain and subsequent <lama 
everyday use and walking on the prosthetic." (PX05133 (Eichler (Ottobock) Dep. at 4, 

mechanical knees, which, according to Mr. Eichler, "are not responsive at all." 

Dr. Kannenberg, Ottobock's executive medical director, believes that for unlimited 

ording to Dr. Kannenberg, the benefit is also "about increasing 
their mobility and being able to do activities that they couldn't do or wouldn't dare to do 
on a mechanical knee." (PX05150 (Kannenberg (Ottobock) Dep. at 42 

mobility than a mechanical knee because "the microprocessor control allows a knee to do 
more activities without the threat of collapsing and causing a fall." Additionally, 

g, "the resistances that are produced in the knee [are] much 
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i. 
mechanical knees 

331. On its publicly available website, Ottobock distinguishes microprocessor knees from 

knee.  These more complex knee joints are designed to help you walk with a much more 

(PX08013 (Ottobock) at 001). 

332. The microprocessor in an MPK reads sensors located throughout the device to help 

activities and the walking terrain with each step.  (Kannenberg (Ottobock) Tr. 1946-47). 

333. 
s are proven to have stumble recovery, 

more cadence variance, so walking fast or slow, . . . the computer can adjust to those 
speed differences.  Microprocessors can enable people to have more comfort because [a 
microprocessor knee has] additional features and benefits [so] that [the patient does] not 

which an end user transfemoral amputee 
(PX05010 (Schneider (Ottobock) IHT at 73-74)). 

334. -limb mechatronic 
He 

ges as a result of 

43-44)).  Mr. Eichler also agreed that microprocessor knees are more responsive than 

(PX05133 (Eichler (Ottobock) Dep. at 51-52)). 

335. 
community ambulators, MPKs provide a benefit in terms of a reduction in stumbles and 
falls.  For this group, acc 

-43)). 

336. Dr. Kannenberg believes that the C-Leg, due to its microprocessor, provides greater 

according to Dr. Kannenber 



as soon as you have to negotiate uneven terrain, slopes and stairs, you're in 
trouble." (PX05150 (Kannenberg (Ottobock) Dep. at 44 

Ottobock's managing director for North America 
"[t]he benefits of microprocessor c 
that will help patients avoid stumbles and falls." (PX05162 (Ruhl (Ottobock) Dep. at 

the conclusion of the study that, '"[t]hough methodologic quality varied across the 

controlled] prosthetic knees for transfemoral amputees.'" 

A presentation sent by Ottobock's executive medical director, Dr. Andreas Kannenberg, 

tobock's C 

evidence. The benefits highlighted include: "improved safety -
(up to 80%!), improved balance and confidence"; "impr 
negotiation"; "improved and faster negotiation of uneven terrain and obstacles"; 
"improved stair descent"; "reduced cognitive demand to walk and improved multi 
tasking"; and "potential to increase overall mobility/ K Level." (PX0154 

(Ottobock) at 031 (Presentation titled, "Evidence for Microprocessor Controlled 
Prosthetic Knees")). 

product, Ottobock research and development prosthetist Greg Schneider wrote, "I think 
that mechanical knees won't be as much of a factor since there is a pretty big safety gap 
between the mechanical and MP systems." (PX01878 (Otto 

e, "While there 
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more flexible and adaptable to many more activities that you encounter in your daily life 
than a mechanical control. . . .  [A] mechanical knee . . . is usually quite nice for level 
walking, but 

-45)). 

337. Brad Ruhl, currently , believes that 
ontrol, specifically in C-Leg, [are] that it has features 

35)). 

338. Ottobock posted to its website a summary of a publication by Dr. Highsmith, Mr. Kahle, 
and Dr. Kaufman titled, Safety, Energy Efficiency, and Cost Efficacy of the C-Leg for 
Transfemoral Amputees. (PX08007 (Ottobock) at 001).  The Ottobock summary quoted 

selected topic areas, there was sufficient evidence to suggest that the C-Leg provided 
increased efficacy in safety, energy efficiency, and cost effectiveness when compared 
with other [non-microprocessor-
(PX08007 (Ottobock) at 001 (alteration in the original)). 

339. 
to Joe Cantwell, a certified prosthetist at Certified Pedorthic Orthotics, highlighted 
several benefits of MPKs, specifically Ot -Leg 4 and Compact, over 
mechanical knees, and represented that such benefits were supported by clinical 

less stumbles and falls 
oved and faster slope 

-
- 3 (Ottobock) at 

067; see also Kannenberg (Ottobock) Tr. 1895-1901 (discussing PX01543); PX01484 

340. In a June 2016 email assessing the market and reimbursement potential for a new MPK 

bock) at 002). 

341. In a letter advocating for Medicare coverage of MPKs for K-2 patients, Ottobock stressed 
the benefits of MPKs over mechanical knees.  (PX01480 (Ottobock) at 004-07).  The 
authors of the letter (Kim Hanson and Dr. Kannenberg of Ottobock) wrot 
is no doubt that the unlimited community ambulator receives tremendous benefit from 
fluid and microprocessor knee control, it is clear that this same technology may equally 
provide tremendous benefits to patients with [Medicare Functional Classification Level] 



 

     
       

          
    

   
        

       
       

     
     

     
       

   
          

       
     

      
      

       
    

      
     

     
          

       
   

       
      

   
   

    
    

   
     

     

   

 

    
       

           
   

 

    
        

        
       

     
     

     
       

   
          

        
     

      
      

        
    

      
     

     
          

       
    

       
      

 
   

   
    

      
   

     
     

 

function and mobility." (PX01480 (Ottobock) at 007)). 

PX01480 (Ottobock) at 002, 017 (April 25, 2016 email from Ottobock's Kimber 
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MFCL-2 mobility grade. In these beneficiaries, stumble recovery and improved stability 
while ambulating on all terrains create a solid foundation for improvement of overall 

342. Over the last several years, Ottobock employees have sent clinical research studies to its 
customers to market its MPK products. (PX05150 (Kannenberg (Ottobock) Dep. at 193-
94); PX05148 (Swiggum (Ottobock) Dep. at 36-38)). 

343. Ottobock often provides research studies to clinics with the intention of demonstrating 
the increased safety or functionality provided by its MPKs relative to mechanical knees.  
(Kannenberg (Ottobock) Tr. 1893; see PX01494 (Ottobock at 001 (May 6, 2015 email 
from Dr. Kannenberg to Sam Liang, then the president of Hanger, sending an article 
titled, Benefits of Microprocessor-controlled Prosthetic Knees to Limited Community 
Ambulators: Systemic Review, by Andreas Kannenberg, MD, PhD; Britta Zacharias, 
Dipl-Ing (FH), CPO; and Eva Pröbsting, Dipl-Ing (FH), CPO); PX00848 (Ottobock) at 
001, 040 (August 18, 2015 email from Dr. Kannenberg sending several research articles 
highlighting the benefits of MPKs to insurer Select Health, including, Safety, Energy 
Efficiency, and Cost Efficacy of the C-Leg for Transfemoral Amputees: A Review of the 
Literature, by M. Jason Highsmith; Jason T. Kahle; Dennis R. Bongiorni; Bryce S. 
Sutton; Shirley Groer; and Kenton R. Kaufman (PX08001)); PX00849 (Ottobock) at 001, 
022 (September 23, 2015 email from Dr. Kannenberg to Phil Stevens, prosthetist and 
orthotist at Hanger, attaching several articles highlighting the benefits of MPKs 
including, Gait and Balance of Transfemoral Amputees Using Passive Mechanical and 
Microprocessor-controlled Prosthetic Knees, by Kenton R. Kaufman; J.A. Levine; R.H. 
Brey (PX08010)); PX01497 (Ottobock) at 002, 004 (Nov. 3, 2015 email from Dr. 
Kannenberg attaching several articles highlighting the benefits of MPKs for transmittal to 
Deanna Hines of Russell Prosthetics including, Safety, Energy Efficiency, and Cost 
Efficacy of the C-Leg for Transfemoral Amputees: A Review of the Literature, by M. 
Jason Highsmith; Jason T. Kahle; Dennis R. Bongiorni; Bryce S. Sutton; Shirley Groer; 
and Kenton R. Kaufman (PX08016)); PX01620 (Ottobock) at 001 (March 25, 2016 email 
from Dr. Kannenberg sending several articles highlighting the benefits of MPKs to Lee 
Childers PhD, MSPO, CP of Alabama State University Prosthetics and Orthotics); 

ly 
Hanson, director of reimbursement for North America, attaching several articles 
highlighting the benefits of MPKs to Stacey Brennan of Anthem, including, Comparison 
of Nonmicroprocessor Knee Mechanism versus C-Leg on Prosthesis Evaluation 
Questionnaire, Stumbles, Falls, Walking Tests, Stair Descent, and Knee Preference, by 
Jason T. Kahle, CPO, LPO; M. Jason Highsmith, DPT, CP; and Sandra L. Hubbard, PhD, 
OTR/L, ATP (PX08018)); PX00852 (Ottobock) at 001 (Nov. 17, 2016 email from Dr. 
Kannenberg sending several articles highlighting the benefits of MPKs to Courtney 
Boniello of A Step Ahead Prosthetics)). 



Freedom's recognition of the benefits of MPKs over 

Freedom's CEO at the time of the Acquisition, David Smith, believes that Freedom's Plie 
3 and mechanical knees are "completely different products [at] completely different price 
points." (PX05122 (Smith (HEP) Dep. at 106 
from an MPK, Mr. Smith explained: "One is rudimentary and one is s 
doesn't allow mobility and ambulation and one does. One restricts activity or limits your 

other one allows it and facilitates it." The differences are because "one of them has 
different componentry and different functionality than the other one." (PX05122 (Smith 

72; PX01194 (Freedom) ("Draft 
Summary of Evidence")). The Draft Summary of Evidence used points that validated the 

72). Freedom intended to provide the document to Freedom's field 
representatives and prosthetists to assist Freedom's clinic customers with MPK 

for use by Freedom's sales force 

The Draft Summary of Evidence states, "The stability and balance confidence provided 

more in the community." (PX0l 194 (Freedom) at 004). Eric Ferris, Freedom's director 

ary of Evidence states, "[N]on 

complications associated with falls." (PX01194 (Freedom) at 005). Mr. Ferris agreed 

The Draft Summary of Evidence states, "Persons who use a transfemoral prosthesis 

the patient walks slower or faster than their normal comfortable walking speed." 
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ii. 
mechanical knees 

344. 

-07)).  Distinguishing a mechanical knee 
ophisticated.  One 

activity, or you want it limited for safety reasons because the patient is incapable.  The 

(HEP) Dep. at 202-03)). 

345. A document commissioned by Freedom, but drafted by Brian Kaluf of Ability P&O, 
summarized 29 clinical studies pertaining to MPKs generally, though not to the Plié 
specifically.  (Ferris (Freedom) Tr. 2367, 2370-

use of MPKs generally to support statements made about the Plié.  (Ferris (Freedom) Tr.  
2367, 2370-

reimbursement.  The document had not been finalized 
by October 2017.  (Ferris (Freedom) Tr. 2367, 2370-72). 

346. 
by the Plié 3.0 and associated reduction in stumbles and falls allows patients to walk 

of marketing and customer service, agreed that this statement is true, both in regards to 
the Plié 3 and to all MPKs.  (Ferris (Freedom) Tr. 2376-77). 

347. The Draft Summ -microprocessor controlled prosthetic 
knees can lead to increased healthcare cost associated to caregiver support and secondary 

that this statement is true, both in regards to the Plié 3 and to all MPKs.  (Ferris 
(Freedom) Tr. 2378). 

348. 
experience adverse effects and diminished walking ability on level ground due to the 
shortcomings of a non-microprocessor controlled prosthetic knee.  Without a 
microprocessor, the system provides inappropriate function during swing phase whenever 

(PX01194 (Freedom) at 005).  Mr. Ferris explained that this statement means that a 
mechanical knee will not adjust to changes in terrain like an MPK will, which provides 



The Draft Summary of Evidence states, "A non 
knee limits a patient's function on stairs because the prosthetic knee experiences a great 

reduces mobility on stairs for persons with lower transfemoral amputation." (PX01194 

The Draft Summary of Evidence states, "Uneven terrain restricts mobility and balance for 

stumble or fall." In contrast, "[t]he sensors and microprocessor in the Plie 3.0 allow it to 

knee buckling and causing a stumble or fall." (PX0l 194 (Freedom) at 007). Mr. Ferris 
over mechanical knees is the former's ability to adjust 

An August 2016 internal Freedom memo highlights "[k ]ey differences between 
rocessor knee[s,]" including improved stability, a 

A 2015 Freedom presentation titled "Microprocessor Controlled Knees" includes slides 
titled, "What makes MPC Knees different?" (PX00814 (Freedom) at 003, 007 
listed differences are: "Increases stability and confidence"; "Reduces cognitive burden 
because of stumble recovery feature"; "Studies have 
some user's functional abilities (K level) compared to conventional knees"; "Studies also 
suggest that [MPKs] actually are responsible for variable cadence achievement"; 
"Stability can reduce fear of falling"; "Studies show 88.1 % increase in confidence"; 
"Studies also show 88.4% improvement of gait agility compared to non MPK's"; 
"Reported that MPC knees can decrease frequency of falls by as much as 64%"; and 
"Amputees no longer have to watch every step." (PX00814 (Freedom) 

Freedom's website includes materials for use by Freedom customers seeking 
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an advantage to some amputees.  He agreed that this statement is true, both in regards to 
the Plié 3 and to all MPKs.  (Ferris (Freedom) Tr. 2378-79). 

349. -microprocessor controlled prosthetic 

flexion torque[,] which causes it to buckle.  This leads to compensatory strategies and 

(Freedom) at 006).  Mr. Ferris believes this to be a true statement, and that the Plié and 
other MPKs give a user more confidence as he or she is going down the stairs and more 
stability than a mechanical knee user would have.  (Ferris (Freedom) Tr. 2380; see also 
Ferris (Freedom) Tr. 2382 (the microprocessor in the Plié 3 allows the resistance level of 
the knee to adjust, thereby providing greater stability than a mechanical knee when 
walking down a ramp)). 

350. 
persons who use a non-microprocessor controlled prosthetic knee, which are designed for 
level surfaces. . . .  This exposes the knee to increased risk of buckling and can lead to a 

maintain a high level of knee stability to avoid unintentional buckling on uneven terrain.  
This allows patients to shift weight onto the prosthesis side without fear of the prosthetic 

agreed that an advantage of MPKs 
resistance level based on the terrain the amputee encounters.  (Ferris (Freedom) Tr. 2382-
83). 

351. 
mechanical knee[s] and microp 
smoother and more natural gait, expenditure of less energy, and the ability to walk with 
variable cadences for MPK users.  (PX01164 (Freedom) at 024). 

352. 
-08).  The 

-
shown that MPC knees can elevate 

-

at 007-08). 

353. 
reimbursement for the Plié 3 that claim benefits of MPKs over mechanical knees.  



(PX08009 (Freedom)). The materials include a "Microprocessor Knee Literature 
Review," which collects and summarizes clinical research articles "in an effort to 

determine where significant outcomes exist." (PX08009 (Freedom) at 017). The 
ate that "research has been able to show that the [MPK] user feels 

required for walking" and that "the user experiences less stumbles and falls while 
er level of satisfaction and stability with MPKs." (PX08009 (Freedom) 

3549). Benefits highlighted by Ossur include "increased quality of life and improved 

al knees." (PX03097 (Ossur) at 006 ("Health Economic 
Analysis, The case for Rheo Knee 3 j Rheo Knee XC")). 

Ossur, research on MPKs "shows that people that transfer from a me 

some cases it's even shown that they have reduced comorbidities, such as back pain, 
because their gait normalizes. They walk better. They don't use th 

There's also a benefit to the sound side leg, because typically people are amputated on 

of developing knee OA [osteoarthritis] on the sound side .... " (De Roy (Ossur) Tr. 

f Endolite, Endolite's MPKs provide 
"several advantages" over its non MPKs: "If you look at it from the amputee's 

- there's clinical studies 

with the gait on the amputated side, there's more 
symmetry ... [ and] because it's more symmetrical, it applies less adverse force on the 
patient's skeletal system, and therefore, you can get less things like back pain, and so 
on." (Blatchford (Endolite) 
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understand where the research in Microprocessor Knees (MPK) has been focused and to 

Freedom materials st 
more stable on stairs, inclines, and uneven terrain, while reducing the cognitive demand 

expressing a high 
at 017). 

iii. Recognition by other manufacturers of the benefits of 
MPKs over mechanical knees 

354. Össur highlights the benefits of microprocessor knees compared to mechanical knees to 
market its MPKs.  (See, e.g., PX03097 (Össur) at 010; see also De Roy (Össur) Tr. 

mobility in transfemoral amputees, as measured by transitioning from non-
microprocessor, mechanic 

355. According to Kim De Roy, executive vice president for research and development at 
chanical knee over 

to the microprocessor knee experience more safety, experience reduced falls.  And in 

eir muscles in 
straining matters; therefore, the risk for developing those types of issues is lower.  

one side, and the advantages that these types of knees reduce the impact on the sound 
side, which has proven to be related to or have a positive impact on reducing the chances 

3546-47). 

356. According to Mr. Blatchford, executive chairman o 
-

perspective, the consequence of the fact that the knee reacts to more exactly to what the 
user is doing means that the user on average will walk faster 
which will support that that the user uses less energy, further clinical studies that will 
support that, that there is less distortion in the gait of the amputee so that when you 
compare the gait on the sound side 

Tr. 2114-15). 



The main clinical benefits that Endolite highlights to market its Orion 3 MPK "are the 

microprocessor knee" and also that "[t]he knees reduce the instance of falling very 
considerably." (Blatchford (Endolite) Tr. 2119 

rk, "a microprocessor knee offers infinite adjustment and it thinks for you," 
whereas an hydraulic knee is manually set. In addition, "there's the ability that a 

nd can benefit patients, patients' lives and the outcomes." (Carver (College 

A microprocessor acts as the "brain" of the knee that "can unleash the potential of that 
technology" by adjusting the knee to match a user's motions and adapting to the user's 

manually "set th[ e] knee to a setting" and cannot adjust this setting without a prosthetist. 

yan Arbogast, CEO of WillowWood, "[m]icroprocessor knees provide 
additional features and benefits and function that mechanical knees could not." 

"[ m ]icroprocessor knees, in general, use sensors to assess what's happening with the knee 
and make changes in the function of the knee as a result." He further explained that this 
"could be a benefit when an amputee is changing their mode of activity or has a potential 

for a fall." With respect to instability and falling, "[m]echanical knees 

nction by using sensors to better understand what's happening with the knee." 

of having an MPK are that it "[p] 
adjustments for the patient during gait cycle." (PX05117 (Choi (ST&G) Dep. at 43)). 
The benefit of an MPK to the amputee is that "[a]s the patient's activity changes or 

unpredictability in the load that's being applied to the knee in both stance and swing 
phase" which creates greater 
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357. 
fact that the user will need less energy to walk with the knee because on average they will 
walk more quickly, so their self-selected speed . . . is higher than it would be without a 

-20). 

358. According to William Carver, president and COO of mechanical knee manufacturer 
College Pa 

microprocessor knee has been shown again and again that it prevents trip-and-fall 
accidents a 
Park) Tr. 2059-60). 

359. 

environment.  In contrast, mechanical knee users instead must rely on a prosthetist to 

(Carver (College Park) Tr. 2023-24, 2054). 

360. According to R 

(PX05106 (Arbogast (WillowWood) Dep. at 19)).  Mr. Abrogast elaborated that 

for instability or 
have certain design characteristics to prevent amputees from falling.  Those are called 
lock or stance phases.  Microprocessor knees improve upon that or aim to improve upon 
that fu 
(PX05106 (Arbogast (WillowWood) Dep. at 19-20)). 

361. Glenn Choi, president of mechanical knee manufacturer ST&G, believes that the benefits 
rovides stability, safety, and better resistance and 

movement changes within the gait cycle, the input of the load forces being applied is not 
always the same, nor is it predictable, so the microprocessor compensates for the 

45)). 
safety and stability.  (PX05117 (Choi (ST&G) Dep. at 44-



ary Medical Center, believes that it is usually in a patient's best interest to receive a 
microprocessor knee. "I would say at this point it's medical fact that they can provide 
improved function." (Potter (Walter Reed) Tr. 775). Dr. Potter elaborated that "a well 

socket can provide function that's superior to a mechanical knee or certainly no knee in a 
peg leg in terms of the patient's ability to walk symmetrically, th 

activities of daily living like walking, standing and sitting." (Potter (Walter Reed) Tr. 

"risk for things like low back pain and osteoarthritis in joints above or on the other side 
of their amputation and for years in the future." (Potter (Walter Reed) Tr. 777). Dr. 

are "designed ideally not to buckle or give out on you when they're not supposed to be 
bending." (Potter (Walter Reed) Tr. 778 

Amputation. (PX08005 (VA) at 001). These guidelines "suggest offering 

risk of falls and maximize patient satisfaction." (PX08005 (VA) at 007). Dr. Michael 

Center at the University of Miami, believes that MPKs "across the board are smoother, 

stairs and that type of thing." ( 
"[W]ith prosthetists at both Walter Reed and Center for the Intrepid, [it is] pretty much a 

microprocessor knee." (PX05142 (Gailey (University of Miami) Dep. at 86 
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iv. Recognition by surgeons, prosthetists, and prosthetic 
clinics of the benefits of MPKs over mechanical knees 

362. Lieutenant Colonel (P) Benjamin Potter, M.D., 
Milit 

a surgeon at Walter Reed National 

-
functioning, well-aligned microprocessor knee attached to a well-designed comfortable 

falls, their energy expenditure when walking you name it 
eir balance, their risk for 

better better function in 

775-76).  A more symmetrical gait can, in turn, lead to faster walking as well as a lower 

Potter believes that MPKs provide greater balance than mechanical knees because they 

-79). 

363. The Department of Defense and the Department of Veterans Affairs collaborated on a set 
of Clinical Practice Guidelines for Rehabilitation of Individuals with Lower-Limb 

microprocessor knee units over non-microprocessor knee units for ambulation to reduce 

Highsmith, a contributor to the Clinical Practice Guidelines explained that this is the 
current recommendation from the Department of Defense and the Department of 
Veterans Affairs and was based on the best available evidence at the time it was drafted 
and the consensus of the people that contributed to the recommendation.  (PX05164 
(Highsmith (VA) Dep. at 28-29) (discussing PX08005)). 

364. Dr. Robert Gailey, the director of the Functional Outcomes and Research Evaluation 

they are more responsive to various terrains, going up and down ramps, being able to use 
PX05142 (Gailey (University of Miami) Dep. at 33-36)).  

standard that a microprocessor knee is given to most veterans coming back and then they 
will also, if they choose, have a mechanical knee in case there is failure with the 

-87)). 

365. Clinic customers believe that MPKs provide more safety and stability than mechanical 
knees, leading to fewer stumbles and falls.  As explained by Tracy Ell, owner and chief 
prosthetist of Mid-Missouri Orthotics and Prosthetics, the inherent stability of 



microprocessor knees is "far superior" to mechanical knees, and the benefits of MPKs 

and efficiency, and decreasing the wear and tear on a patient's body. (Ell (Mid 

and Prosthetic Care believes that a "big benefit" of MP Ks is "stumble 
recovery, so there's less falls. They feel more stable." (Senn (COPC) Tr. 174 

77) ("So the microproces 
prosthetic knee."); 1000 ("There's no question that [MPKs] 

g."); PX05132 (Sabolich (SSPR) Dep. at 41 

that an MPK "can accommodate variable cadence, it can accommodate different types of 

than a mechanical knee." (Ford (POA) Tr. 1002). Michael Bright, owner of North Bay 

"definitely" more likely to benefit from MPK 

According to Keith Senn of COPC, MPK users "[are] able to have a much better gait, 
which means to walk better, as well as amputees go, to be able to improve their gait." 

Design and Research describes the "benefit of a microprocessor [as that] it thinks 
instantaneously," which is a 

allows an MPK to respond to a patient's movements. (PX0S 119 (Kahle (Prosthetic 
). Alternatively, a mechanical knee "has to go 
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include reducing falls, allowing more variation in walking speed, improving gait patterns 
-Missouri 

O&P) Tr. 1698-1703).  Keith Senn, president of Kentucky and Indiana operations at the 
Center for Orthotic 

-75).  
According to Michael Oros, president and CEO of Scheck & Siress Prosthetics, MPKs 
provide greater safety to amputees because they are more responsive to sudden 
movements than mechanical knees because of the microprocessor in the knee.  (Oros 
(Scheck & Siress) Tr. 4860-61; see also PX05134 (Oros (Scheck & Siress) Dep. at 71-72, 
76- sor knee is going to provide the highest level stability of any 

see also Ford (POA) Tr. 996-
reduce the amount of falls that amputees can experience.  Their ability to recover from 
stumbles, toes, hitting your toes, those kind of things, are all benefits that prevent the 
patient from fallin -42) (explaining why 
MPKs are typically a safer choice than a mechanical knee)). 

366. Clinic customers believe that MPKs allow patients to more easily traverse everyday 
environmental barriers, such as curbs, steps, and slopes, as well as walk in crowded areas.  
Mark Ford, president and managing partner of Prosthetic and Orthotic Associates, finds 

terrain, it can accommodate ramps, steps, much more [quickly] and more responsively 

Prosthetics and Orthotics, believes that patients who want to maneuver in crowds are 
s relative to mechanical knees.  (PX05141 

(Bright (North Bay) Dep. at 10-11, 149-50); see also PX05134 (Oros (Scheck & Siress) 
Dep. at 75-76)). 

367. Clinic customers believe that MPK users demonstrate a much better gait, and are better 
able to walk with variable cadence, compared with users of mechanical knees.  

(Senn (COPC) Tr. 174-75).  Michael Oros of Scheck & Siress Prosthetics has found that 
MPKs respond to variable cadence much faster than mechanical knees, make adjustments 
more rapidly than mechanical knees, provide a higher level of stability than mechanical 
knees, and provide benefits walking down slopes relative to mechanical knees.  (Oros 
(Scheck & Siress) Tr. 4858-59; see also Ford (POA) Tr. 1002).  Jason Kahle of Prosthetic 

ttributed to the microprocessor itself.  (PX05119 (Kahle 
(Prosthetic Design & Research) Dep. at 33-35)).  The ability to think instantaneously 

Design & Research) Dep. at 35-36) 



through a cycle for the knee to figure out what to do" and cannot respond "until it goes 
through that cycle." (PX0S 119 (Kahle (Prosthetic Design & Research) Dep. at 33 

mechanical knees. As explained by Vinit Asar, president of Hanger, "A patient that 
r knee based on" the PA VET score and the K Level "of 

course, would get a microprocessor knee." Mr. Asar does not think that, under those 
circumstances, any clinician would say "that a mechanical knee would benefit [the] 

knee." He thinks that such a patient "would be 
shortchanged." (PX05153B (Asar (Hanger) Dep. at 54 

patients' insurance covered the cost, "[b ]ecause 
themselves, and I don't like it when my patients fall and hurt themselves." (PX05141 

an MPK will be reimbursed by insurance and the patient's care providers believe that the 
person can benefit from the MPK, the patient is "going to get one, and there's no possible 

instance." (PX05107 (Carver (College Park) Dep. at 46)). Mr. Senn of COPC explained 
that it is "rare" for any of COPC's K 

knee because the "MPK is the best available knee that's 

and what works best." (Senn (COPC) Tr. 180 
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-34)). 

368. For patients whose insurance claims are approved, and for whom there are not patient-
specific reasons not to select an MPK (see F. 218-231), clinics select MPKs as superior to 

qualifies for a microprocesso -

patient more than a microprocessor 
-55)).  Michael Bright, owner of 

North Bay and a certified prosthetist, would not fit a patient with a mechanical knee 
instead of an MPK if he determined that the MPK would best serve the patient and the 

they will fall and they will hurt 

(Bright (North Bay) Dep. at 160-61)).  As William Carver of College Park explained, if 

way they would consider that manual knee against that microprocessor knee in that 

-3 or K-4 patients to be fit with a mechanical knee 
instead of a microprocessor 
available to those patients, so we want to provide, you know, what those patients deserve 

-81). 

v. Clinical research 

369. Peer-reviewed research articles have found increased safety and performance of MPKs 
over mechanical knees.  (Kaufman (Mayo) Tr. 820-21, 826; Blatchford (Endolite) Tr. 
2118-20). 

370. Authors of clinical research frequently present their findings to prosthetists and clinic 
owners.  (PX05119 (Kahle (Prosthetics Design & Research) Dep. at 53-55) (discussing 
PX08018); Kaufman (Mayo) Tr. 828). 

371. Some prosthetists and clinic owners are aware of clinical research studies demonstrating 
that a microprocessor knee is effective and prevents falls better than other lower-limb 
prosthetic devices.  (Asar (Hanger) Tr. 1339; PX05108 (Yates (Jonesboro P&O) Dep. at 
49-50)). 



 

  

  

 

   
 

  

 

   

 

 

 

 

 

 
  

 

     
   

 

  

 

  

Dr. Kaufman's Fast K2 Study 
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(a) 

372. 

(Kaufman 
(Mayo) Tr. 829-30, 841, in camera). 

373. 

(Kaufman (Mayo Clinic) Tr. 
844, in camera). 

374. 

(PX03219 (Mayo Clinic) at 015, in camera; see also 
Kaufman (Mayo Clinic) Tr. 846-51 (discussing PX03219), in camera). 

375. 

(PX03219 (Mayo Clinic) at 005, in camera). 

376. 

(Kaufman (Mayo) Tr. 846, in camera). 



 

  

           
  

  

         

  

  

 

       

       

   
 

 

 

 

 

 

   
 

 

  

  

   

        
 

       
, reviewed existing literature and utilized a simulation model "to 
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377. 

378. 

(PX03219 (Mayo) at 002, in 
camera). 

(Kaufman (Mayo) Tr. 850, in camera). 

379. 

(Kaufman (Mayo) Tr. 848-
49, in camera). 

380. 

(PX03219 (Mayo) at 013, in camera). 

(b) RAND Report 

381. A 2017 report by the RAND Corporation titled, Economic Value of Advanced 
Transfemoral Prosthetics 
assess the differential clinical outcomes and costs of microprocessor-controlled knees 



controlled knees ['NMPKs']." (PX08004 (Liu et al., 

("RAND Report") at 003). 

research examined in the RAND Report related to Ottobock's microprocessor knees. 

The RAND Report concluded that "[ o ]verall, we found that compared with NMPKs, 

in incidences of falls and osteoarthritis." (PX08004 (RAND Report) at 020). Dr. 
Kaufman explained, "This is the projection based on the simulation that over time you'll 

you'll have less arthritis, when using a microprocessor knee compared to a non 
microprocessor knee." (Kaufman (Mayo) Tr. 867 ( discussing PX08004 at 020)). 

In a section titled, "Clinical Benefits: Physical Function," the RAND Report states that 
"[ o ]verall, there is strong evidence suggesting that compared with NMPKs, MPKs are 

" (PX08004 (RAND Report) at 020). Dr. 
Kaufman explained that "these are some of the biomechanical factors that show 

knee." (Kaufman (Mayo) Tr. 867 

Elsewhere in the RAND Report, the authors conclude, "In summary, the existing 

incidences of osteoarthritis in the intact limb." (PX08004 (RAND Report) at 033; 
Kaufman (Mayo) Tr. 868 ("These are some of the short 

microprocessor knee.")). 

Maynard Carkhuff, Freedom's chairman, found the RAND Report's findings valuable. 
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compared with non-microprocessor-
Economic Value of Advanced Transfemoral Prosthetics, RAND Corporation (2017)) 

382. The RAND Report was initiated and funded by AOPA.  (Kannenberg (Ottobock) Tr. 
1861). 

383. Among those acknowledged for contributing to the RAND report were Dr. Kannenberg, 
executive medical director of Ottobock, Dr. Kenton Kaufman of the Mayo Clinic, 
Stephen Blatchford of Chas A. Blatchford and Sons, Ltd./Endolite, Kim De Roy of 
Össur, and Maynard Carkhuff, chairman of Freedom.  (PX08004 (RAND Report) at 008). 

384. None of the references cited in the RAND Report examines outcomes specifically related 
to the Freedom Plié.  (Kaufman (Mayo) Tr. 878).  Ninety-five percent of all the clinical 

(Kannenberg (Ottobock) Tr. 1862-63). 

385. 
MPKs are associated with meaningful improvement in physical function and reductions 

have improved safety by reduction in falls, and because of the improvement of gait, 
-

386. 

associated with improvements in walking speed, gait symmetry, and the ability 
negotiate obstacles in the environment . . . . 

to 

improvement when using a microprocessor knee compared to a non-microprocessor 
-68 (discussing PX08004 at 020)). 

387. 
published literature shows that among transfemoral amputees, MPKs are superior to 
NMPKs in improving parameters of physical function, such as walking speed, gait 
symmetry, and obstacle assessments.  Those improvements lead to fewer falls and lower 

using a microprocessor knee compared to a non-
-term and long-term benefits of 

388. 
For Mr. Carkhuff, the key findings of the RAND Report were that MPKs reduce stumbles 



Scott Schneider, Ottobock's vice president of government, medical aff 

Report's conclusions to the legislators to highlight that the funds provided by Congress 

discussion of the RAND Report, that "82% of patients receiving non 
compared to only 26% ofMPK users." (PX01380 (Ottobock) at 004). 

489 (2007)) ("Transfemoral amputees using a microprocessor 
significant improvements in gait and balance.")). "The overall findings are that 

microprocessor knee" rather than a mechanical knee. (Kaufman (Mayo) Tr. 858 

, 46 J. of Rehab. R&D 417) (2009) ("Hafner and 
Smith")) ("Active knee control [i.e., MPK] was associated with significant improvements 

and ability to multitask while walking for both cohorts.")). 

001 ("Results suggest that active knee control [i.e., MPKs] improves function 

omam, transition to a higher MFCL, and access additional prosthetic options.")). 
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and falls and provide greater stability for patients than mechanical knees.  Mr. Carkhuff 
agreed that the findings from the RAND Report are consistent with his experience in the 
industry.  (Carkhuff (Freedom) Tr. 364). 

389. airs, and future 
development, presented the results of the RAND Report to multiple members of 
Congress or their staffs in November 2017.  (Schneider (Ottobock) Tr. 4739-40, 4742-
44).  Mr. Schneider provided a document containing talking points regarding the RAND 

for prosthetics are helping beneficiaries, cost efficient, and effective.  (Schneider 
(Ottobock) Tr. 4739-40, 4742-44 (discussing PX01380); PX01380 (Ottobock) at 004; 
PX05139 (Schneider (Ottobock) Dep. at 61-65)).  This Ottobock document noted, in its 

-MPK limbs will fall 

(c) Other MPK studies 

390. Clinical research based on the Ottobock C-Leg has found that microprocessor knee users 
improve their gait mechanics and stability as compared to mechanical knee users.  
(PX08010 at 001 (Kaufman et al., Gait and Balance of Transfemoral Amputees Using 
Passive Mechanical and Microprocessor-controlled Prosthetic Knees, 26 Gait & Posture 

-controlled knee have 

[amputees] have improved function, both their gait and their balance, when using a 

(discussing PX08010)). 

391. Clinical research based on the Ottobock C-Leg has found that microprocessor knee users 
have increased ability to walk on difficult terrain as compared with mechanical knee 
users.  (PX08059 at 001 (Hafner and Smith, Differences in Function and Safety Between 
Medicare Functional Classification Level-2 and -3 Transfemoral Amputees and Influence 
of Prosthetic Knee Joint Control 

(p < 0.05) in hill and stair gait, speed (hills, obstacle course, and attentional demand task), 

392. Clinical research based on the Ottobock C-Leg has found that microprocessor knee users 
experience fewer falls as compared with mechanical knee users.  (PX08059 (Hafner and 
Smith) at 
and reduces the frequency of adverse events in a population that is at risk for falls.  Use 
of active knee control may allow persons with amputation to expand their functional 
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, 89 Arch Phys Med Rehab. 1380 (July 2008)) ("People 

quality of life.")). Dr. Kaufman, the principal investigator for the study, explained that, 
"[w]hat we showed is that people spontaneously became more active, that is, they burned 

ssor knee versus the mechanical knee." He noted 
that MPK users "burn more energy, which means that they're more active in their free 
living environment." (Kaufman (Mayo) Tr. 860 

Ford (POA) Tr. 945 (manufacturers charge "five to eight times" more for 

for MPKs, which is "significantly higher" than the 
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Medicare Functional Classification Levels (MFCLs) are effectively equivalent to K-
Levels.  (PX05150 (Kannenberg (Ottobock) Dep. at 36-37)). 

393. Clinical research based on the Ottobock C-Leg has found that microprocessor knee users 
engage in more physical activity than mechanical knee users and experience overall 
improvement in quality of life. (PX08011 at 001 (Kaufman et al., Energy Expenditure 
and Activity of Transfemoral Amputees Using Mechanical and Microprocessor-
Controlled Prosthetic Knees 
ambulating with a microprocessor-controlled knee significantly increased their physical 
activity during daily life, outside the laboratory setting, and expressed an increased 

more energy, when using a microproce 

-61 (discussing PX08011)). 

b. Price differences between MPKs and mechanical knees 

i. Prices 

394. Prosthetic clinics pay significantly more for microprocessor knees than for mechanical 
knees. (Blatchford (Endolite) Tr. 2123-24; De Roy (Össur) Tr. 3554-56; PX05109 
(Carkhuff (Freedom) Dep. at 112); Schneider (Ottobock) Tr. 4355-56; Senn (COPC) Tr. 
197-98); PX05141 (Bright (North Bay) Dep. at 74); PX05168 (Sprinkle (Sprinkle 
Prosthetics) Dep. at 57-58); PX05108 (Yates (Jonesboro P&O) Dep. at 55, 119-20); Ford 
(POA) Tr. 945; Asar (Hanger) Tr. 1374; PX05001 (Endrikat (Empire Medical) Dep. at 
17-18)). 

395. A microprocessor knee costs, on average, anywhere from four to eleven times more than 
a mechanical knee. (Blatchford (Endolite) Tr. 2123-24; De Roy (Össur) Tr. 3554-56; 
PX05168 (Sprinkle (Sprinkle Prosthetics) Dep. at 57-58), in camera (the average price 
for a microprocessor knee is and the average [price] for a mechanical knee is 

MPKs than mechanical knees); Senn (COPC) Tr. 197-98, in camera (COPC pays 
between and for an MPK and between and for a 
mechanical knee); PX05141 (Bright (North Bay) Dep. at 74), in camera (average price 
for an MPK is around while mechanical knees range from 
PX05108 (Yates (Jonesboro P&O) Dep. at 55, 119-20), in camera (Jonesboro P&O pays 
between and 
prices paid for mechanical knees), in camera; Asar (Hanger) Tr. 1374, in camera (Hanger 
pays between and approximately for MPKs and between and 

for mechanical knees); PX05001 (Endrikat (Empire Medical) Dep. at 17-18), in 



 

    

          
 

 

     
 

 

   
     

       
         

        
  

  

 

 

         
  

         
      

      

   
         

       
       

    
            

   
 

 

     
 

           
  

 

 
   

 
     

    
      

      
        

        
    

   

 
  

   

          
   

         
      

      

    
         

  

        
      

    
            

These prices are "[s]ignificantly lower" than the only MPK 

In Fillauer's expenence, "a mechanical knee could be anywhere under 

So it's a pretty significant price difference." (PX05105 

Complaint Counsel's expert witness, Dr. Fiona Scott 

Respondent's economic expert witness, Dr. David Argue, agreed that manufacturers 

Tr. 250; Ford (POA) Tr. 980 (POA is reimbursed "[f]our to five times" higher for fitting 

"significantly less" for a mechanical knee than they are for a microprocessor knee)). 

(Endolite) Tr. 2127 ("[R]eimbursement rates 

MPK part of a prosthesis which didn't have a microprocessor knee.")). 
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camera (Empire pays 
for mechanical knees)). 

on average for MPKs and between and 

396. The list price for the mechanical knees sold by Cascade, a prosthetics distributor, ranges 
from to 
that Cascade distributes (the Allux).  (Collins (Cascade) Tr. 3290, in camera). 

397. 
. . . whereas, a microprocessor knee might be 

close to 
(Fillauer (Fillauer) Dep. at 97-98), in camera). 

398. Morton, estimated that the average 
sales price of an MPK in 2017 was and ranged from to 

(PX06001 (Scott Morton Expert Report at 043-44 ¶ 50 & Table 3), 
in camera). Dr. Scott Morton estimated that the average sales price of a mechanical knee 
from manufacturers that sell both MPKs and mechanical knees was approximately 

and ranged from to (PX06001 (Scott 
Morton Expert Report at 044-46 ¶ 51 & Table 4), in camera). 

399. 
charge higher prices for MPKs than non-MPKs.  (PX05173 (Argue) Dep. at 134). 

ii. Clinic reimbursements 

400. Clinics submit requests for reimbursement to payers for the fitting of a prosthesis on a 
patient.  PX05135 (Weber (Prosthetic & Orthotic Care) Dep. at 37-40). 

401. Payers reimburse clinics more money for microprocessor knees than mechanical knees. 
(PX05109 (Carkhuff (Freedom) Dep. at 112); Kaufman (Mayo) Tr. 834; Senn (COPC) 

an MPK over a mechanical knee); Asar (Hanger) Tr. 1360 (Hanger clinics are reimbursed 

402. United Healthcare reimburses, on average, typically thousands of dollars more for an 
MPK than a mechanical knee, to account for the additional technology and the 
programming required to fit an MPK.  (Sanders (United) Tr. 5492-93). 

403. Prosthetic manufacturers agree that the reimbursement by both private payers and 
Medicare is substantially greater for MPKs than it is for mechanical knees. (PX05117 
(Choi (ST&G) Dep. at 51-52); Blatchford 
for just the MPK part of it are several times higher than the reimbursement rates for the 
non-



 

  
      

         
     

       

  

          
   

           

           

         
 

            
 

         
        

       
      
 

         
    

 
        

       
           

      

   

 

   
      

         
      

       
 

    

           
   

             

 

           
 

          
  

           
  

          
        

       
     
  

          
   

 
        

     
         

      

 

Dr. David Argue, Respondent's economic expert w 

- Freedom's Plie 3, Ossur's Rheo 3, 
and Endolite's Orion. (PX01524 (Ottobock) at 004, 007). 

Plie 3. Freedom is "trying to take share from all other microprocessor knees." Freedom 
therefore looks "at pricing of the Plie 3 versus those [microprocessor] knees." 

Orion 3 because "the pricing of non ect the pricing of MPKs." 

(Endrikat (Empire Medical) IHT at 18)). Mr. Endrikat uses "ballpark" pricing to play t 

because "[i]t's a different product category." (PX05116 (Endrikat (Empire Medical) 
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404. itness, concluded in his expert report 
that prosthetic clinics receive larger reimbursement amounts for MPKs than non-MPKs.  
(Argue, Tr. 6270; PX05173 (Argue Dep. at 134); see also RX1049 (Argue Expert Report 
at 0013 ¶¶ 18-19) (estimating that the Medicare reimbursement rate for MPKs ranged 
from approximately $26,000 to $35,000, while the Medicare reimbursement amount for 
non-MPKs ranged from approximately $5,000 to $8,000)). 

c. MPK prices not sensitive to mechanical knee prices 

405. In setting the price of its C-Leg 4, Ottobock looked at the prices and reimbursement rates 
of only three other products, all of which are MPKs 

406. Freedom does not look at the pricing of mechanical knees when setting the price of the 

(Testerman (Freedom) Tr. 1144). 

407. Össur does not look at the price of mechanical knees when setting the price of its MPKs. 
(PX05124 (De Roy (Össur) Dep. at 184-85)). 

408. Endolite does not consider the price of mechanical knees when setting the price of the 
-MPKs does not aff 

Endolite prices its Orion 3 against the C-Leg, the Rheo, and the Plié in particular. 
(Blatchford (Endolite) Tr. 2155). 

409. In the experience of Keith Senn, president of the Kentucky and Indiana operations at the 
Center for Orthotic & Prosthetic Care, prices of MPKs do not respond to changes in the 
prices of mechanical knees, and prices of mechanical knees do not respond to changes in 
the prices of MPKs. (PX05128 (Senn (COPC) Dep. at 150-51); PX05004 (Senn (COPC) 
IHT at 20)). 

410. In the experience of Jonathan Endrikat of Empire Medical, prices of mechanical knees do 
not respond to changes in the prices charged for microprocessor knees. (PX05001 

he 
microprocessor knee manufacturers off of each other during price negotiations and uses 
only MPK competitor pricing to negotiate extra discounts for MPKs. (PX05116 
(Endrikat (Empire) Dep. at 58-59)). Mr. Endrikat explained that he is unable to use 
pricing of mechanical knees when negotiating with manufacturers for the price of MPKs 

Dep. at 58-59)). 



Ottobock's recognition ofMPKs as a separate market 

On January 30, 2015, Ottobock estimated its own share (78%) and Freedom's Plie's 

Ottobock's estimated market size and share in the MPK 
market were Ossur's Rheo (10% share) and Endolite's Orion (1% share). (PX01382 

Ottobock's vice p 
estimates of shares and positioning in an "MPK market" to his launch team. The analysis 

Leg 4 "based on competitive analysis and coding 
strategy." The analysis considered the pricing of the Rheo 3, the Plie 3, and the Endolite 

In a November 18, 2015 presentation, Cali Solorio, Ottobock's semor prosthetics 

Freedom's Plie had a 10% share, Ossur's Rheo had an 8% share, and Endolite's Orion 

market share and Freedom's Plie had a 
designated as "Mechatronic knees." (PX1473 (Ottobock) at 010 (Roosevelt Due 

market share and Freedom's Plie had a 
knees." (PX14 

market share of "Mechatronic 

). Matt Swiggum, Otto bock' s CEO at the time 
of the Acquisition, explained that "mechatronic knees" means MPKs and that this chart 
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d. Industry recognition of MPKs as a distinct economic market 
from mechanical knees 

i. 

411. 
share (11%) in the United States MPK market.  (PX01382 (Ottobock) at 002).  The only 
other products included in 

(Ottobock) at 002). 

412. On February 20, 2015, when preparing for the launch of the C-Leg 4, Scott Schneider, 
resident of government, medical affairs and future development, sent 

did not mention any mechanical knees.  (PX01518 (Ottobock) at 001-02, 009). 

413. In April 2015, a team of Ottobock sales, marketing, and reimbursement employees 
recommended initial pricing for the C-

Orion.  (PX01524 (Ottobock) at 001, 004, 007; PX05162 (Ruhl (Ottobock) Dep. at 109-
10)). 

414. 
marketing manager, estimated market size and shares of an MPK market that did not 
include mechanical knees.  (PX01002 (Ottobock) at 006 (MPK Portfolio Alignment)).  In  
the presentation, Ms. Solorio estimated Ottobock had an 81% share of the MPK market, 

had a 1% share.  (PX01002 (Ottobock) at 005). 

415. In conducting due diligence in connection with the acquisition of Freedom, Ottobock 
estimated market shares on August 29, 2017.  (PX1473 (Ottobock) at 002, 010 
(Roosevelt Due Diligence Summary, Integration, Business Plan and Valuation), in 
camera).  Ottobock estimated that in 2016 based on United States sales, its C-Leg had a 

market share in a category 

Diligence Summary, Integration, Business Plan and Valuation), in camera).  Ottobock 
also estimated that, in 2016, based on units sold in the United States, its C-Leg had a 

73 (Ottobock) at 010 (Roosevelt Due Diligence Summary, Integration, 
Business Plan and Valuation), in camera 

only included microprocessor knees.  (PX05148 (Swiggum (Ottobock) Dep. at 110, 120-
23)). 



 

     
       

  

 
         
         

 

      
    

       
   

    
   

       

       

 
        
         

          

       
      

         
       

 

   
     

        
      

   

 

      
     

  
  

  
         
        

  

      
    

       
   

    
   

       
 

        

  
       
        

          
 

 
      

     
        
      

  

 

 

     
     

        
       

Ottobock's seruor 
depicted the "microprocessor knee market." (Solorio (Ottobock) Tr. 1602 

). In an Ottobock document titled, "Share Analysis: MPK," Ottobock 

-

Leg 4, a "C 
Global Launch Plan" was circulated in August 2015. (PX01057 (Ottobock) at 001, 012 

lobal Launch Plan)). The "Competitor Analysis" contained 

A draft document, referred to within Ottobock as a "battle card," was circulated within 

Ottobock "to show competitive natures and product features for sales representatives" 
and only those competitors were included because they are the "primary competitors" for 

In Ottobock's 2018 Prosthetics Roadmap to Success North America Marketing & Sales 
Plan, the "Competitive Landscape" included only MPKs from Freedom, Ossur, and 

's analyses of competition for its C 
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416. In its 2018 North America Marketing & Sales Plan, Ottobock included a share analysis 
within the MPK market. (PX00867 (Ottobock) at 002, 021). At trial, Ms. Solorio, 

prosthetics marketing manager, confirmed that this share analysis 
-06, in 

camera estimated it 
had a market share, Freedom had a market share, Össur had a 
market share, and Endolite had a market share. No mechanical knees were 
included in the analysis.  (PX00867 (Ottobock) at 021, in camera). 

417. Ottobock tracks sales of its MPKs separately from sales of its mechanical knees. 
(PX00829 (Ottobock) at 002 (tracking sales separately for MPKs, mechanical knees, and 
microprocessor feet); PX01326 (Ottobock) at 003 (breaking out MPK sales); PX01597 
(Ottobock) (total billings divided between mechanical and MPK sales in both revenue 
and units); PX01598 (Ottobock) (compilation of reimbursement coverage divided by 
MPKs and mechanical); PX01718 (Ottobock) at 004 (sales growth divided by MPK and 
mechanical); PX01730 (Ottobock) at 003 (performance to budget broken out by MPK 
and mechanical)). 

418. As Ottobock was preparing for the international launch of the C- -Leg 4 

(email forwarding C-Leg 4 G 
within the Global Launch Plan identified only other MPKs. (PX01057 (Ottobock) at 057 
(email forwarding C-Leg 4 Global Launch Plan)). A list of competitors to the C-Leg and 
a description of how to position the C-Leg against them includes only the Plié 3 and the 
Rheo 3.  (PX01057 (Ottobock) at 054 (email forwarding C-Leg 4 Global Launch Plan)). 

419. 
Ottobock in February 2015 to prepare for the launch of the C-Leg 4. (PX01518 
(Ottobock) at 001-03 (C-Leg 4 Core Launch Team invitation)). On it, Ottobock 
compares the C-Leg 4 to three other MPKs, the Plié 3, Rheo 3, and Orion 2. (PX01518 
(Ottobock) at 003 (C-Leg 4 Core Launch Team invitation)). Battle cards are used within 

the C-Leg 4 in the United States.  (Schneider (Ottobock) Tr. 4432-33). 

420. 

Endolite.  (PX00867 (Ottobock) at 002, 022). 

421. Ottobock -Leg analyzed only other MPKs and did not 
mention mechanical knees. (See PX01002 (Ottobock) at 001, 006 (2016 Marketing Plan 
Lower Limb Mechatronics); Solorio (Ottobock) Tr. 1593-95; PX00872 (Ottobock) at 
002, 010 (2016 Market Management Overview Prosthetics); PX01010 (Ottobock) at 014 



  
 

( chart depicting "Market Overview - Portfolio/Competitive Positioning" includes nine 

("Competitive Landscape" for C 

Freedom's recognition ofMPKs as a separate market 

An internal Freedom document included data on a "mechanical knee market," including a 

(Freedom) at 001, 005 (noting that "Freedom currently has no presence in Global $108M 
Mechanical Knee market"), 016, 024 

ntemal Freedom presentation addressing the "Competitive Landscape" 
showed market shares in a market consisting only of MPKs, including Freedom's Plie 

share), Ottobock's C share), Ossur's Rheo 3 and XC 1 

share), and Endolite's Orio -

When positioning the Plie against its compet1t10n, Freedom primarily targeted ''the 
segment for the Plie' s competition, which is other microprocessors." (PX05112 

As part of the Plie 3 Selling Guide, Freedom created what it referred to as a "Benefits 
Matrix," which compares the functionality, adaptability, safety, versatility, and other 

48); PX01182 (Freedom) at 026 ("Benefits Matrix")). The 

Freedom' 

11) ("We were designing a microprocessor knee. We 
r microprocessor knees."); PX01032 (Freedom) at 025 

("Direct Competitors" are only C 
004 ("Spec sheet comparing MPC knees"); PX01419 (Freedom) at 006 (comparison of 
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MPKs from four companies, but no mechanical knees); PX01463 (Ottobock) at 002, 023 
(2018 Marketing Plans and Calendar); PX01716 (Ottobock) at 003 (comparison of MPKs 
and mechanical knees in separate sections); PX01871 (Ottobock) at 013-18, 023 

-Leg 4 launch includes only Plié 3, Orion 2, and Rheo 3); 
PX01874 (Ottobock) at 005 (identifying Plié, Rheo 3, and Orion as similar products to C-
Leg 4); PX01875 (Ottobock) at 002 (identifying Plié 3, Rheo 3, and Orion 2 as 
competitors to C-Leg); PX01752 (Ottobock) at 005 (presentation on mechanical knee 
sales separates out MPK sales as not mechanical opportunities)). 

ii. 

422. 
market size estimate, a list of differences between microprocessor and mechanical knees, 
and a look at the competitive landscape a new mechanical knee would face.  (PX01164 

-28 (Mechanical Knee Market Data)). 

423. A May 16, 2017 i 

( -Leg 4 ( 
n 3 ( share).  (PX01155 (Freedom) at 091, in camera). 

424. 

(Ammouri (Freedom) Dep. at 118); see also PX01172 (Freedom) at 003-04 (Plié versus 
Competitors Positioning)). 

425. 

characteristics of the Plié to the MPKs of its competitors.  (PX05112 (Ammouri 
(Freedom) Dep. at 147-
Benefits Matrix lists only microprocessor knees.  (PX05112 (Ammouri (Freedom) Dep. 
at 148-49)). 

426. s analyses of competition evaluated only other MPKs and omitted any 
comparison to mechanical knees.  (See Testerman (Freedom) Tr. 1204-05; PX05111 
(Prince (Freedom) Dep. at 110-
want to compare against othe 

-Leg 4, Rheo 3 and Orion 2); PX01172 (Freedom) at 

features of MPC knees); PX01847 (Freedom) at 002 (Plié 3 selling guide notes that 



"Target Customer[ s ]" are "Clinics known to utilize primary competitors 
Leg, Genium, and X3, Rheo 3, Endolite Orion")). 

From the perspective of 6ssur's 
Kim Peter Vivianne De Roy, MPKs and mechanical knees "don't really compete for the 
same population." Mr. De Roy described the patient population for an MPK as "people 
with access to certain funds," and believes that "[i]f they have access to a microprocessor 
knee, they'll buy a microprocessor knee." In his view, patients who do not have access to 

6ssur' s "Competition Analysis Overview" for its MPK knees, the Rheo and the Power 

- Business Case Review)). The "Pricing Strategy" 
slide states, "Need to have a produc 
the current price level .... " (PX03245 (Ossur) at 023 (Gate 2 -

Endolite's sales and marketing materials for the Orion 3 differentiate its MPK from its 
highlights the clinical benefits of MPKs and the "technical 

features of the knee in terms of how it works, why it works, why it's safe." (Blatchford 

Endo lite "only look[ s] at other MPKs" and not mechanical knees when analyzing 
ition for the Orion 3. This is because "the price point is completely different" and 

"customers don't tend to think of [the two types of knees] in the same way." (Blatchford 

believes MPKs "play in a different segment." (De Roy (Ossur) Tr. 3603). 

that "if you were evaluating a microprocessor knee and felt that you could get payment 
for it, a prosthetist wouldn't order one of our hydraulic knees to compare in that 
category." (Carver (College Par 
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- Otto Bock C-

iii. Views of other MPK manufacturers 

427. executive vice president of research and development, 

an MPK will buy a mechanical knee.  (PX05124 (De Roy (Össur) Dep. at 184-85)). 

428. 
Knee, only included microprocessor knees made by Ottobock, Freedom, and Endolite.  
(PX03245 (Össur) at 010 (Gate 2 

t competing with the mainstream MPK products at 
Business Case Review)). 

429. 
mechanical knees.  Endolite 

(Endolite) Tr. 2118). 

430. 
compet 

(Endolite) Tr. 2143-44). 

431. 

iv. Views of mechanical knee suppliers 

Össur, a manufacturer of both mechanical and microprocessor knees, does not consider 
the prices of MPKs when setting the price for its K-3 mechanical knees because Össur 

432. College Park, a mechanical knee manufacturer, is currently developing an hydraulic 
mechanical knee for K-3 users.  (Carver (College Park) Tr. 2022-23, 2058).  William 
Carver, the president and COO of College Park, does not believe its hydraulic mechanical 
knee will compete for patients who qualify for reimbursement of an MPK.  He elaborated 

k) Tr. 2058). 



 

 
 

      
    

  

       
         
        

     
       
        

  

     

       
        

        
   

      
 

       

     
       

        
      

   
 

 

 
 

  

 

      
     

   

       
           
         

     
      
        

   

 
    

 

 

        
       

 

  

           
   

     
  

      
 

 

     
      

       
      

To College Park, mechanical knees are "not in the same category [as MPKs]. They're 
not smart. Again, these need manual adjustments within the office." 

College Park wrote in an internal "Domestic Sales Assessment" that its hydraulic 
mechanical knee in development "will be an attractive option to US practitioners for their 

cro Processor controlled knee (first choice)." 

-
knee in development because it does not "believe that they compete in the same market." 

Michael Fillauer, of Fillauer Companies, believes that Fillauer's mechanical knees do not 

ead, the company "always, from a marketing and sales standpoint, felt like we would 
compete with mechanical knees against other mechanical knees." (PX05105 (Fillauer 
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433. 
(PX05107 (Carver 

(College Park) Dep. at 87)). 

434. 

[above-the-knee] amputees that receive Medicare benefits, have limited private insurance 
or otherwise do not qualify for a Mi 
(PX03025 (College Park) at 002; PX05107 (Carver (College Park) Dep. at 96-97)). 

435. College Park is also developing a pneumatic mechanical knee for K-3 users. (Carver 
(College Park) Tr. 2022-23; PX03030 (College Park) at 003; see also PX05107 (Carver 
(College Park) Dep. at 87)). College Park is using mechanical knees 

as its competitive benchmark to beat on price, functionality or features. 
(PX05107 (Carver (College Park) Dep. at 105-06), in camera). College Park did not 
identify any microprocessor knee as a competitive target for its pneumatic mechanical 

(PX05107 (Carver (College Park) Dep. at 105-06), in camera). 

436. 
compete with microprocessor knees. (PX05105 (Fillauer (Fillauer) Dep. at 24-25)).  
Inst 

(Fillauer) Dep. at 24-25)). 

437. Jeffrey Collins, president of Cascade, a distributor of mechanical knees, believes that the 
microprocessor knee category is distinct from the mechanical knee category. (PX05120 
(Collins (Cascade) Dep. at 50). 

v. L-Codes for MPKs and mechanical knees 

438. In the United States, Medicare and private payers use the L-Code system (see section 
III.B.3.b above) to assign reimbursement amounts for microprocessor and non-
microprocessor knees. (Sanders (United) Tr. 5489-90; PX05165 (Sanders (United) Dep. 
at 22-23); PX05141 (Bright (North Bay) Dep. at 62-63)). 

439. L-Codes describe the function of specific prosthetic device components. 
(Eichler (Ottobock) Dep. at 54-56); PX05165 (Sanders (United) at 26-28)). 

(PX05133 

440. Some L-Codes apply only to MPKs (e.g., L-5856). Some L-Codes apply only to 
mechanical knees. Some L-Codes apply to features that may be found on either an MPK 
or mechanical knee. Based on the aggregated set of L-Codes that apply to MPKs and the 
aggregated set of L-Codes that apply to mechanical knees, reimbursement amounts from 



covers: "lower extremity prosthesis, endoskeletal knee 
control feature, swing and stance phase." (Carkhuff (Freedom) Tr. 714 

Code 5856, a knee must have "a micr 
controls both the swing and the stance." (PX05010 (Schneider (Ottobock) IHT at 91 

94). As Mark Ford of POA explained, "it's against Medicare supplier standards because 
it doesn't adequately describe what was actually provided, so [the clinic would] be 
trouble with CMS." (Ford (POA) Tr. 979 

Whether an MPK or a mechanical knee is selected for a patient is a "very patient 
specific" determination. (De Roy (Ossur) Tr. 3554; Kannenberg (Ottobock 
("[T]he decision of what prosthetic components are most appropriate for an individual 
patient is always a very individual one."); 
111) ("Each individual patient's needs are different, and that's the way they're treated, on 
an individual basis.")). 

knee that best meets the patient's medical needs. (PX05129 (Ell (Mid 
55) ("Q. So y 
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Medicare are significantly different for these two types of knees.  (PX05150 (Kannenberg 
(Ottobock) Dep. at 76-77); PX05105 (Fillauer (Fillauer) Dep. at 24); PX05129 (Ell (Mid-
Missouri O&P) Dep. at 64-65); PX05151 (Patton (Prosthetic Solutions) Dep. at 70-73); 
Senn (COPC) Tr. 250; De Roy (Össur) Tr. 3557-60; Sanders (United) Tr. 5491-93). 

441. The L-Codes commonly used for an MPK are L5858, L5856, L5828, L5845, and L5848.  
(PX01062 (Ottobock) at 004; see Ell (Mid-Missouri O&P) Tr. 1802-03). 

442. L5856 is the base L-Code for swing-and-stance microprocessor knees. L-Code 5856 
-shin system, microprocessor 

-15).  In order to 
qualify for reimbursement under L- oprocessor that 

-
92)). 

443. The C-Leg, Plié, Rheo, and Orion are reimbursed as swing and stance MPKs, under  L-
Code 5856.  F. 234, 259, 273, 287.  Nabtesco recommends using L-Code 5856 for the 
Allux and DAW recommends using L-Code 5856 for one of its MPKs.  F. 302, 308. 

444. Mechanical knees do not qualify for reimbursement under L-Code 5856.  (PX05129 (Ell 
(Mid-Missouri O&P) Dep. at 64-65); PX05150 (Kannenberg (Ottobock) Dep. at 76-77); 
PX05149 (Brandt (Ability P&O) Dep. at 54-55); PX05141 (Bright (North Bay) Dep. at 
168-69); PX05116 (Endrikat (Empire) Dep. at 40); PX05117 (Choi (ST&G) Dep. at 47-
48)). 

445. A clinic cannot use an L-Code for a mechanical knee to seek reimbursement for an MPK. 
(Ell (Mid-Missouri O&P) Tr. 1730; see also PX05130 (Governor (Ottobock) Dep. at 93-

-80). 
in 

e. Switching based on price 

446. -
) Tr. 1984-85 

see also PX05166 (Watson (Fourroux) Dep. at 

447. Prosthetists have an ethical and reputational obligation to fit a patient with a prosthetic 
-Missouri O&P) 

Dep. at 141, 154- our ethical duties with regard to maximizing patient 



A. Yes, sir."); PX05119 (Kahle (Prosthetic Design 
(Hanger) Tr. 1479) ("Q. And to act ethically and, in fact, that's [the clinicians'] ethical 
responsibility to recommend the knee that is best for the patient? A. Yes, sir."); PX05145 

96 ("Q. Is maximizing patient outcomes the biggest factor in 
at POA? A. Yes. Q. Do POA's clinicians have ethical guidelines that 

ethical guidelines that are part of that certification."). 

Fillauer) Dep. at 24) ("Q. When you were a clinician, did 

sion. Obviously, funding is a factor. If you can't get the device paid for, 
you can't fit it. But the goal was always for it to be a clinical decision."); PX0S 166 
(Watson (Fourroux) Dep. at 61) ("Q. If the price of these microprocessor knees increased 

So based on the way [you have] asked that question, I would have to say that it's not 
ician."). 

Prosthetic Care, believes that it "would be a disservice to the patients and poor patient 
care" to threaten to shift COPC's MPK volume to mechanical knees bee 
"a much better knee, and if a patient is [an] eligible candidate for one, that is the knee 
they would prefer and deserve." (Senn (COPC) Tr. 198). 

(Brandt (Ability P&O) Dep. at 68) ("Because clinically we make decisions at Ability 

MPK when they, in fact, needed the safety of an MPK.")). 
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outcomes really drives your decision of which knee to fit on a prosthetic patient, correct?  
& Research) Dep. at 66-67); Asar 

(Ford (POA) Dep. at 95-
fitting an MPK 
factor into their daily work?  A. All of our clinicians are certified by ABC, and there are 

448. From the perspective of prosthetists, the choice between fitting a patient with an MPK or 
a mechanical knee (if insurance coverage were available for both products) is a clinical 
decision and not based on the relative prices a clinic pays for MPKs and mechanical 
knees.  (PX05105 (Fillauer ( 
you decide whether to fit your patients in mechanical or microprocessor knees based on 
was that a clinical decision, or a price decision?  A. I would like to say that it was mostly 
a clinical deci 

fifteen hundred dollars, would Fourroux clinicians stop fitting patients with these 
microprocessor knees?  A. When I listed all the reasons that a clinician might go through 
and with a K-3 or K-4 ambulator to develop a plan of care, none of those factors are 
financial.  Clinicians are clinical.  They make clinical decisions based on clinical data.  

relevant to the clinical evaluation and clinical recommendations of a clin 

449. Keith Senn, president of Kentucky and Indiana operations at the Center for Orthotic and 

ause MPKs are 

450. Ability Prosthetics and Orthotics would not move its patients to mechanical knees if the 
cost of all of the MPKs the clinic currently purchases were to increase by 5%.  (PX05149 

about the patient, and so a 5 percent increase would not have me moving my patients to a 
non-

451. The Center for Orthotic and Prosthetic Care would not begin recommending more non-
microprocessor mechanical knees if the price charged by manufacturers for MPKs 
increased by 5 to 10%.  (PX05004 (Senn (COPC) IHT at 21)). 

452. Sprinkle Prosthetics typically would not switch a patient who would otherwise medically 
benefit from an MPK and whose insurance provided coverage for an MPK to a 



for the "base class" of MPKs that includes Freedom's Plie, 
Ottobock's C Leg, Endolite's Orion, and Ossur's Rheo. (PX05108 (Yates (Jonesboro 

MPK, Jonesboro "generally" would not stop fitting patients with the MPKs. Mr. Yates 
elaborated, "There could be specific circumstances that that 

of components across the patient spectrum." (PX05108 (Yates (Jonesboro P&O) 

Guidelines (2010) ("Merger Guidelines") provide a test, called the hypothetical 

geographic area 1s a relevant market. The Merger Guidelines provide that "[t]he 

firms." (PX080 

those products ('hypothetical monopolist') likely would 
transitory increase in price ('SSNIP') on at 

The Merger Guidelines provide that "[ w ]hen the necessary data are available, the 
Agencies also may consider a 'critical loss analysis."' The Merger Guidelines describe 
this analysis as "ask[ing] whether imposing at 
candidate market would raise or lower the hypothetical monopolist's profits." The 
Merger Guidelines explain, "A price increase raises profits on sales made at the higher 

candidate market." (PX08040 (Merger Guidelines at 015 § 4.1.3)). 

In the "critical loss analysis," the Merger Guidelines define a "critical loss" as "the 
nchanged." A "predicted loss" is 

defined as "the number of unit sales that the hypothetical monopolist is predicted to lose 
due to the price increase." Using these calculations, "[t]he price increase raises the 
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mechanical knee if the cost that Sprinkle Prosthetics pays for an MPK were to rise by 5 to 
10%.  (PX05168 (Sprinkle (Sprinkle Prosthetics) Dep. at 48-49) (explaining, because a 
microprocessor knee would be a better functional knee for a K-3/K-4 ambulator)). 

453. As of March 2018, Jonesboro Prosthetic & Orthotic Laboratory was paying between 

-
P&O) Dep. at 54-56), in camera).  According to Rob Yates, the president and CEO of 
Jonesboro P&O, if these manufacturers were to charge Jonesboro more for each 

would make the 
difference between that service being profitable or provided at a loss.  But generally 
speaking, I would not think that a change would dramatically shift our selection 

Dep. at 
56), in camera). 

f. Hypothetical Monopolist Test 

454. The U.S. Department of Justice & Federal Trade Commission Horizontal Merger 

monopolist test, for evaluating whether a product or group of products in a particular 

hypothetical monopolist test requires that a product market contain enough substitute 
products so that it could be subject to post-merger exercise of market power significantly 
exceeding that existing absent the merger.  Specifically, the test requires that a 
hypothetical profit-maximizing firm, not subject to price regulation, that was the only 
present and future seller of 
impose at least a small but significant and non-
least one product in the market, including at least one product sold by one of the merging 

40 (Merger Guidelines at 012 § 4.1.1)). 

455. 

least a SSNIP on one or more products in a 

price, but this will be offset to the extent customers substitute away from products in the 

456. 
number of lost unit sales that would leave profits u 



 

  
         

  
            

 

        

   
      

        
        

        
    

         
        

  

      

 

 
        

        
    

         
             

     
      

        
    

 

 

  
 

 

 

 
  

         

           
  

        

   
      

      
        

 

         
    

         
        

    

       

  

 
        

        
    

  

          
            

     
      

 

         
    

hypothetical monopolist's profits if the predicted loss is less than the critical loss." 

Complaint Counsel's economic expert witness, Dr. Fiona Scott Morton, used a critical 
loss analysis to "test if it would be profitable for a hypothetical monopolist 

States by Freedom and Otto Bock." (PX06001A (Scott Morton Expert Report at 075 

460) and of diversion (F. 461) derived from Ottobock's and Freedom's ordinary course of 

summary (F. 458) because "this is 

rect and accurate." (Scott Morton Tr. 3883 

- "the price less the marginal cost, which in the case of a prosthetic knee 
d only inputs." (Scott Morton Tr. 3876; 3893 (testifying, gross 

margins indicate how profitable a product is)). In her expert report, margin is "defined as 
- Variable Cost) I Price." Using this formula, and documents indicating that in 
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(PX08040 (Merger Guidelines at 015 § 4.1.3)). 

457. 
to impose a 

SSNIP on a candidate market limited to the microprocessor knees sold in the United 

¶ 93)). If it is profitable for the two firms to raise prices, then that candidate market is a 
relevant antitrust market.  (PX06001A (Scott Morton Expert Report at 075-76 ¶ 93)). 

458. To perform a critical loss test, Dr. Scott Morton used as inputs estimates of margin (F. 

business documents, including an August 2017 Ottobock due diligence summary 
prepared by the head of corporate strategy and mergers and acquisitions at Ottobock in 
connection with the purchase of Freedom. (Scott Morton Tr. 3882-84). See PX06001A 
(Scott Morton Expert Report at 077-78 ¶ 100 n.195); PX01473 (Ottobock) at 002, 023; 
(Swiggum (Ottobock) Tr. 3376-80). 

459. Dr. Scott Morton explained that she relied upon the August 2017 Ottobock due diligence 
the kind of document that I would rely on in . . . doing 

research in my expert witness work because [it is a] . . . board-level document, and I 
would expect that the people providing the information to this document took some pains 
to make sure it was cor -84). 

460. Dr. Scott Morton testified that margins in the context of the critical loss analysis means 
gross margins 

(Price 
2017, the Plié average sales price is equal to 

would be cost of goods sol 

and that in 2017, the Plié costs of 
goods sold are equal to the Plié percentage margin is equal to 

(PX06001A (Scott Morton Expert Report at 077-78 ¶ 100 
n.193), in camera). 

461. Dr. Scott Morton explained that diversion in the context of the critical loss analysis is the 
percentage of the departing customers that go to a particular place. In the example of 
diversion from Plié to C-Leg, if one were to raise the price of a Plié and 100 people leave, 
if 50 of those customers then buy a C-Leg, the diversion from Plié to C-Leg is 50%. 
(Scott Morton Tr. 3875-76). 

462. Dr. Scott Morton performed two separate critical loss tests on the candidate market of 
MPKs sold in the United States by Freedom and Ottobock an asymmetric critical loss 



An asymmetric critical loss test "assumes that each firm in the marke 
product, but allows the prices and margins of those products to differ" and "evaluates the 

than all products." (PX06001A (Scott Morton Expert Report 

Freedom's Plie. (PX06001A (Scott Morton Expert Report at 077 

Freedom's Plie and Ottobock's MPKs must be less than 9% 

that the candidate market consisting of both Ottobock's C Leg 4 and Freedom's Plie 3 is 

A symmetric critical loss test assumes "that each firm in the candidate market has a 
arginal cost" and "that the hypothetical 

candidate market." (PX06001A (Scott Morton Expert Report at 079 ,r 101)). 

assummg that Ottobock's margm 1s equal to the Plie margm of 

pondent's expert witness, Dr. David Argue, testified that he and Dr. Scott Morton used "very similar 
margins" in their critical loss analyses. (Argue, Tr. 6171). Dr. Argue used 
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test (F. 463) and a symmetric critical loss test (F. 467).  (PX06001A (Scott Morton 
Expert Report at 076-80 ¶¶  96-105)). 

463. t sells a single 

profitability of increasing the price of only one product in the candidate market, rather 
at 076 ¶ 96)). 

464. Dr. Scott Morton used a margin of 58 in her asymmetric critical loss analysis, using 
data from documents produced by Ottobock and Freedom calculating the margin on 

-78 ¶ 100 n.193), in 
camera; Scott Morton Tr. 3882-84, 3886-88, 3894, in camera). 

465. Dr. Scott Morton used a diversion rate of in her asymmetric critical loss analysis, 
using data projected by Ottobock of sales of the Plié that would be converted to the C-
Leg, should the Plié be discontinued.  (PX06001A (Scott Morton Expert Report at 077-78 
¶  100 n.195), in camera; Scott Morton Tr. 3885, 3889, in camera; see PX01473 
(Ottobock) at 023, in camera; Swiggum (Ottobock) Tr. 3376-80, in camera). 

466. In her asymmetric critical loss test, Dr. Scott Morton calculated that for a 10% price 
increase, the critical loss threshold is 9% and determined that diversion between 

to a make a 10% SSNIP 
unprofitable, but because the diversion of is greater than 9%, the 10% SSNIP 
would be profitable.  She thus concluded that the asymmetric critical loss test confirms 

-
a relevant antitrust market.  (PX06001A (Scott Morton Expert Report at 077-78 ¶  100), 
in camera; Scott Morton Tr. 3893-96, in camera). 

467. 
single product with the same price and m 
monopolist imposes a [small but significant price increase] on all products in the 

468. Dr. Scott Morton used a margin of in her symmetric critical loss analysis, 
(F. 464). 

(PX06001A (Scott Morton Expert Report at 080, 082 ¶ 104 & Table 5), in camera). 

58 Res 
margin for purposes of his 

critical loss analysis.  (RX1049 (Argue Expert Report at 0021-23 ¶¶ 37-39), in camera; Argue, Tr. 6284-85, 6292, in 
camera). 



 

    
     

  

         
       

    
     

         

            

       

  

        
           

          
 

 

        
   

      
      

 

       

        
         
          

   
 

 

     
    

   

          
       

    
     

         

           
  

       

  

        
           

          
  

   

  

  
        

   
     

       
  

        
 

         
         
         

 

 

Freedom's Plie and Ottobock's MPKs must be less than 12% 

confirms that the candidate market consisting of both Ottobock's C Leg 4 and Freedom's 

the narrow candidate market of Ottobock's C Leg 4 and Freedom's Plie 3 is a relevant 
antitrust market, then "a wider market consisting of all microprocessor 
United States is also a relevant antitrust market." (PX06001A (Scott Morton Expert 

mplaint Counsel's industry expert witness, Dr. Fiona Scott Morton, calculated market 

Dr. Scott Morton explained that, with differentiated products, "we want to account for the 
value that the firm is delivering to the market." She continued, "If the products are a 
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469. Dr. Scott Morton assumed that there was symmetry in diversion and used an aggregate 
diversion rate of in her symmetric critical loss analysis. (PX06001A (Scott 
Morton Expert Report at 80 ¶ 104), in camera). 

470. In her symmetric critical loss test, Dr. Scott Morton calculated that for a 10% price 
increase, the critical loss threshold is 12%. She determined that diversion between 

in order to a make a 10% 
SSNIP unprofitable, but because the diversion of is greater than 12%, the 10% 
SSNIP would be profitable. She thus concluded that the symmetrical critical loss test 

-
Plié 3 is a relevant antitrust market. (PX06001A (Scott Morton Expert Report at 080 ¶  
104), in camera). 

471. After reaching the conclusions in F. 466 and F. 470, Dr. Scott Morton concluded that if 
-

knees sold in the 

Report at 075-76, 082 ¶¶ 93, 109); Scott Morton Tr. 3895-96 (concluding that if it is 
profitable for a hypothetical monopolist to impose a SSNIP in the narrow market, then it 
is profitable for a hypothetical monopolist to impose a SSNIP in the wider market of 
MPKs manufactured by Össur, Endolite, Nabtesco, and DAW as well)). 

D. Reasonable Likelihood of Anticompetitive Effects 

1. Market shares and concentration 

472. Co 
shares in both dollars and unit sales for 2015, 2016, and 2017 for the six providers of 
microprocessor knees in the United States Ottobock, Freedom, Össur, Endolite, 
Nabtesco, and DAW using sales data provided by these companies. (PX06001A (Scott 
Morton Expert Report at 083-85 ¶¶ 111-14); see also PX06001A (Scott Morton Expert 
Report at 084, Tables 6 & 7)). 

473. Dr. Scott Morton annualized the sales data produced by the parties to reach her 2017 
estimated sales figures.  (PX06001A (Scott Morton Expert Report at 084, Table 6)). 

474. Dr. Scott Morton concluded that it is more appropriate to calculate market shares by 
revenue because the products in the market are not homogenous they have different 
features and price points. (PX06003 (Scott Morton Rebuttal Expert Report at 020-21 ¶ 
38)). 

475. 
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luxury car versus an inexpensive car or a ve1y expensive knee versus a less expensive 
knee, we imagine that market forces create quality and that that quality is what's causing 
the product to be expensive and therefore the value ... we want to account for the value 
that the fnm is delivering to the market. And the value the fnm is delivering to the 
market is reflected in dollars, not in units particularly if the products are differentiated." 
(Scott Molion, Tr. 4061 -62). 

476. Dr. Scott Morton explained that it is appropriate to calculate market share based on units 
sold if the products in the market are homogenous or nearly homogenous because "when 
you count units, you're implicitly valuing each product in a one-for-one way with all of 
the other products. So one unit from faimer A is the same as the one unit from faimer 
B." (Scott M01ion, Tr. 4061 -62). 

477. The federal antitmst agencies measure concentration using the Herfindahl-Hirschman 
Index ("HHI"). (PX08040 at 021 -22 (Merger Guidelines § 5.3)). The HHI is calculated 
by totaling the squares of the mai·ket shares of each firm in the relevant mai·ket. 
(PX08040 at 021-22 (Merger Guidelines§ 5.3)). 

478. Dr. Scott Molion provided mai·ket share and concentration estimates for a mai-ket of all 
MPKs sold in the United States ("all MPK mai·ket") that included all Ottobock MPKs, 
Freedom's Plie, Endolite 's Orion, all Ossur MPKs, all DAW MPKs and all Nabtesco 
MPKs. She also provided mai·ket share and concentration estimates for a narrower 
market that excluded Ottobock's lower-end Kenevo and Compact knees (F. 243-246), 
Ottobock's higher-end Genium and X3 knees (F. 247-254), and Ossur's higher-end XC 
and Power Knee (F. 277-281) ("naiTower mai·ket"). (PX06001A (Scott M011on Expe1i 
Repo1i at 084 and n.25, Tables 6 & 7, 180-81 , Tables Al & A2)). 

479. Dr. Scott M01ion's table calculating mai·ket sharns and HHis based on revenues in the 
United States in the "all MPK mai·ket" is reproduced below. 



 

         
      

        
 

  

 

   
 

 

 

 

 

          
      

        
  

   

 

 
  

Dr. Scott Morton's table calculating market shares and HHis based on units sold in the 
United States in the "all MPK market" is reproduced below. 

Dr. Scott Morton's "narrower market" 
Ottobock's C Leg, Freedom's Plie, Ossur's Rheo (not including sales of its Rheo XC or 
the Power Knee), Endolite's Orion, each of DA W's MPKs, and Nabtesco's Allux. 

Dr. Scott Morton's table calculating market shares and HHis based on revenues in the 
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(PX06001A (Scott Morton Expert Report at 084, Table 6), in camera). 

480. 

(PX06001A (Scott Morton Expert Report at 084, Table 7), in camera). 

481. The pre-Acquisition HHIs confirm that the market for all MPKs in the United States was 
already highly concentrated and that the change in HHIs post-Acquisition establishes a 
strong presumption that the Acquisition will likely enhance market power in the merged 
firm.  (PX06001A (Scott Morton Expert Report at 085 ¶ 113)). 

482. includes only sales in the United States of 
-

(PX06001A (Scott Morton Expert Report at 083 n.205)). 

483. 
United States in the narrower market is reproduced below. 
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(PX06001A (Scott Mo1ion Expert Repo1i at 180 Table Al), in camera). 

484. Dr. Scott M01ion's table calculating market shares and HHis based on units sold in the 
United States in the narrower market is reproduced below. 

(PX06001A (Scott Mo1ion Expert Repo1i at 181 , Table A2), in camera). 

485. The pre-Acquisition HHis confirm that the nairnwer MPK market in the United States is 
highly concentrated and the change in HHis post-Acquisition establishes a strong 
presumption that the Acquisition will likely enhance market power in the merged fum. 
(PX06001A (Scott Morton Expert Rep01i at 180-81 , Tables Al & A2)) . 

486. Respondent 's economic expe1i witness, Dr. David Argue opined that the relevant 
product market is prosthetic knees for K-3 and K-4 mobility levels. He included in his 
proposed product mai·ket hydraulic and pneumatic non-MPKs and excluded high-end and 
integrated MPKs (Genium X3, Rheo XC, Symbionic and Linx). Dr. Argue calculated 
shai·es of mai·ket paiiicipants using units of production not sales revenue from 2016. 



 

 
      

          
  

     
         

        
       

        
         

  

           
 

       

       

     
         

      
    

      

      
        

         
      

       

   
 

 

 
      

         
   

  

  

      
       

        
       

         
          

   

           
 

       
  

 
       

      
        

     
     

       

      
          

         
       

       

Under Dr. Argue's proposed market and market share calculations, post 

Prosthetic industry participants consider Ottobock's C 

because they were first, and "because it's a really good knee")). 

255), Ottobock's United States market share m the MPK market de 

Prior to the Acquisition, Ottobock was Freedom's biggest competitor in terms of revenue. 

(Going Concern Memo)). Freedom's CFO, Lee Kim, referred to Ottobock as Freedom's 
"main competitor." (Kim (Freedom) Tr. 2595; PX01319 (Freedom) at 001). 

ying that "primarily, it's the Ottobock C 
then an even more distant third, the Ossur.")). 

has a "low price strategy with prices below OB [Ottobock], Ossur and Endolite prices." 
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-Acquisition, 
Ottobock and Freedom have a combined market share of and the Acquisition 
would increase the HHI by 599 points, to 4,359. (RX1049 (Argue Expert Report at 0037, 
Table 3), in camera). 

2. Competition between Plié and C-Leg prior to the Acquisition 

a. Overview 

487. -Leg 4 to be the market leader in 
the industry. (Collins (Cascade) Tr. 3292; Ferris (Freedom) Tr. 2409; Oros (Scheck & 
Siress) Tr. 4794-95; Blatchford (Endolite) Tr. 2144-45; Ell (Mid-Missouri O&P) Tr.  
1797-98; De Roy (Össur) Tr. 3590-91 (testifying that the C-Leg is the market leader 

488. Ottobock introduced the first swing and stance MPK to the United States market in 1998 
and there was a period of time when Ottobock sold the only swing and stance MPK in the 
United States, the C-Leg.  (Carkhuff (Freedom) Tr. 616). 

489. Based on Ottobock estimates, after launches of the Plié in 2007 and the Plié 2 in 2010 (F. 
clined from 

approximately 98% in 2006 to approximately 80% in 2011. (PX01054 (Ottobock) at 
005, in camera). 

490. 
(Kim (Freedom) Tr. 2538; Carkhuff (Freedom) Tr. 621; PX01087 (Freedom) at 004 

491. For United Healthcare, the most common microprocessor knee pre-authorization requests 
are for the Ottobock C-Leg 4 and the Freedom Plié 3. United Healthcare would not 
include Össur in the category of most common MPKs submitted to United Healthcare. 
(Sanders (United) Tr. 5494-95; see also (PX05165 (Sanders (United) Dep. at 62) 
(testif -Leg and a distant second, the Plié, and 

492. Plié 3 pricing tends to be lower than the other manufacturers. (Blatchford (Endolite) Tr. 
2148; see also PX01004 (Ottobock) at 005 (Due Diligence Report) (noting that Freedom 

493. Customers generally pay less for the Plié 3 than they do for the C-Leg 4. (PX05141 
(Bright (North Bay) Dep. at 125), in camera (testifying that North Bay Prosthetics, pays 
approximately for the Plié and about more for the C-



 

    
       

 
   

   
  

       

            
        

         
  

 

     
   

          
 

       

     
     

      
      

         

   
       

           

      

   

 

      
       

  
    

   
    

     
 

 
            

        
         

    

   

  

       
  

          
   

        

      
    

       
      

         
 

    
      

            

      

Missouri O&P pays •■•• less" for the Plie 3 than the C 
(testifying that POA pays 

less" for the Pli Leg"); 

for Ottobock's C ■■■I for Freedom's Plie 3.) 

Respondent's expert witness, Dr. David Argue, performed an analysis of the average sale 

competitor's MPK prices to negotiate for lower prices. (Blatchford (Endolite) Tr. 2163; 

(Freedom) Tr. 404 (acknowledging that Hanger's ability to switch to another MPK 

36) (testifying that "[i]t has happened" that his Ottobock sales representative will cut him 

(testifying that having both Freedom and Ottobock allows him to "negotiate with both 

both alternatives, so it allows us to negotiate.")). 
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Leg); Senn (COPC) Tr. 222-23, in camera (testifying that COPC paid for the 
Plié 3 and for the C-Leg 4 in 2017); Ell (Mid-Missouri O&P) Tr. 1742, in 
camera (testifying that Mid-
Leg 4); Ford (POA) Tr. 947, in camera 

é than the C- PX05166 (Watson (Fourroux 
Prosthetics) Dep. at 48), in camera (testifying that Fourroux Prosthetics pays 

-Leg 4 and ). See also F. 502, 556, 
558. 

-

494. 
prices of the C-Leg 4 and the Plié 3 in 2016, based on actual sales data from Ottobock 
and Freedom. Dr. Argue calculated that the average sale price of the C-Leg 4 in 2016 
was and the average sale price of the Pliè 3 in 2016 was (Argue, 
Tr. 6300-01, in camera; RX0913 (Argue Expert Report, Table 2), in camera). 

b. Clinic perspective 

i. Overview 

495. A clinic has greater bargaining leverage in negotiations with an MPK supplier if it can 
credibly threaten to switch some portion of its purchases to another MPK. (PX05007 
(Carkhuff (Freedom) IHT at 121-22) (testifying that if the threat is credible, the clinic 
may use that to negotiate lower prices from Freedom for the Plié 3)). 

496. During price negotiations with MPK manufacturers, clinic customers will use a 

Ford (POA) Tr. 1004-05; PX05108 (Yates (Jonesboro P&O) Dep. at 115); PX05116 
(Endrikat (Empire Medical) Dep. at 34); Ell (Mid-Missouri) Tr. 1751). See also Carkhuff 

manufacturer gives Hanger bargaining leverage against Freedom to obtain lower prices); 
Carkhuff (Freedom) Tr. 383 (acknowledging that Freedom frequently provides lower 
prices to customers in response to competition from other microprocessor knee 
manufacturers). 

497. Customers use the presence of Freedom as a competitor to help them negotiate with MPK 
manufacturers. (Senn (COPC) Tr. 227; PX05001 (Endrikat (Empire Medical) IHT at 35-

a deal on the C-Leg if he says that he will buy Pliés instead); Ford (POA) Tr. 1004-05 

companies knowing there are alternatives, that our clinicians . . . are comfortable with 



Freedom's cha 

In 2017, Hanger, Inc.'s fittings of MPKs were as follows: Ottobock C -
and Freedom are Hanger's top two suppliers of MPKs in terms of money spent. 

Ottobock and Freedom are Hanger's top two suppliers of MPK's in terms of volume. 

"handful" of purchases each year 

Hanger's average acquisition price is currently in the range of 

The Plie 3 is Hanger's second highest volume purchase. Hanger's reasons for purchasing 

Vinit Asar, Hanger's president and CEO, believes that the C Leg and Plie are "pretty 
equivalent" in terms of functionality and patient satisfaction. In addition, as Mr. Asar 

"coded the same way," so Hanger receives the same 

In Mr. Asar's experience as president and CEO of Hanger, "there's always technology 

out, the other manufacturer is working on something to leapfrog it. . . . [T]hat' s the 
general nature of medical devices .... " (Asar (Hanger) Tr. 1408 

explained, "each competitor makes the other competitor stronger in a way, . 
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498. irman, Mr. Carkhuff, acknowledged that when a competing MPK 
manufacturer offers Freedom customers a lower price, customers often seek to 
renegotiate their contracts with Freedom.  Freedom has lowered the price of its MPK 
during these negotiations due to competitive pressures from other MPK manufacturers.  
(Carkhuff (Freedom) Tr. 382-83). 

ii. Hanger 

499. -Legs, 
Freedom Pliés, Össur Rheos, and Endolite Orions, roughly 
(PX03205 (Hanger) at 008, in camera; Asar (Hanger) Tr. 1439-43, in camera). 

500. Ottobock 
In 2016, Hanger spent on Ottobock MPKs and 
MPKs.  (Asar (Hanger) Tr. 1564-66, in camera). 

on Freedom 

501. 
The C-Leg 4 is the most widely used MPK at Hanger, followed by the Plié.  The next 
most purchased MPK is the Endolite MPK, followed by the Össur MPK.  There are also a 

from Nabtesco.  (Asar (Hanger) 
Tr. 1374, 1380-81, in camera). 

502. 
the C-Leg and in the range of 
1381-82, in camera). 

for 
for the Plié 3.  (Asar (Hanger) Tr. 

503. -
the Plié are that Freedom is based in the United States and that the Plié is a good product 
with good technology.  Hanger increased its purchases of the Plié after the Plié 3 was 
released.  (Asar (Hanger) Tr. 1389-90). 

504. -

explained, both knees are 
reimbursement for the C-Leg  as it does for the Plié.  (Asar (Hanger) Tr. 1393). 

505. 
leapfrogs happening . . . .  [E]very time a new generation from one manufacturer comes 

-09). 

506. As Mr. Asar 
.  . so if somebody comes out with a certain type of product one year, you know that 



nefit or one more service offering." (Asar (Hanger) Tr. 1458). 

("COPC") were purchased from Ottobock 

• COPC's MPK purchases were from Ottobock. (Senn (COPC) Tr. 190, 

d Ottobock knees over Ossur's 

from COPC prosthetists was that they "like both knees, ... [and are] happy with both." 

For COPC, "[i]f ... two knees are essentially clinically the same, [and] are go 
patient and one is substantially cheaper than the other one," it is beneficial for the clinic's 

The MPK preferred by COPC's practitioners for K 

COPC practitioners was that "they like the Plie 3" and it "works well with their patients." 
In addition, COPC has "a discount arrangement with Freedom based on number 
volume of knees" purchased. COPC tries "to drive volume towards ... that knee, if it's 
appropriate for the patient." (Senn (COPC) Tr. 180). 

COPC began purchasing more Plie 3 MPKs in 2015 because of "pricing and the clinical 
, advantages to the Plie the practitioners liked." After COPC 

and other COPC executives, Mr. Sickles wrote, "Last year we pushed hard for Freedom 

Leg 3 available to us." (PX03118 (COPC) at 001 ). 
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competitor, the other competitor, is likely working on adding one more feature or one 
more be 

507. Hanger believes that competition between Ottobock and Freedom has resulted in better 
technology and lower pricing.  Lower prices have resulted in expanded margins for 
Hanger, which allows Hanger to reinvest in its business, for example, by investing in an 
electronic medical records system.  (Asar (Hanger) Tr. 1411-12). 

iii. COPC 

508. In 2017, of the MPKs purchased by the Center for Orthotic and Prosthetic Care 
or Freedom.  COPC purchased 

its MPKs from Freedom Approximately of 
in camera). 

509. COPC prosthetists prefer the functionalities of Freedom an 
Rheo knee.  (Senn (COPC) Tr. 223). 

510. Comparing the Ottobock C-Leg and the Freedom Plié knees, for most uses, feedback 

(Senn (COPC) Tr. 208-09). 

511. od for a 

business to take the cost savings.  (PX05128 (Senn (COPC) Dep. at 24)). 

512. -3 amputees is the Plié 3.  Feedback 
received by Keith Senn, president of Kentucky and Indiana operations at COPC, from 

o[r] 

513. 
preferences of the Plié 
increased Plié purchases in 2015, Ottobock responded with greater price discounts on the 
C-Leg 3 and C-Leg 4.  (PX05128 (Senn (COPC) Dep. at 23-25)). 

514. In an August 2016 email from president and CEO of COPC, David Sickles, to Keith Senn 

to give us a good deal on their Plié knees.  They came through and we bought a large 
amount of knees from them.  [Ottobock] lost out and saw the effect on sales.  [Ottobock] 
lowered their price and made the C-



like the Plie 3 and COPC has "a very good discount agreement with them." (Senn 
(stating that Freedom's increased 

purchases in 2017 were due to "[t]he competitive pricing that we received from them")). 

negotiates with the vendors to "try to arrange the best pricing")). 

The COPC purchasing guideline is not mandatory, "so if another knee or foot would be 
appropriate for that patient, that is fine as well .. .. " (Senn ( 

than what is on the guideline does not affect a prosthetist's salary or job. (Senn (COPC) 

the need for a different knee. Such requests are "almost always approved." (Senn 
207 (COPC "want[s] to drive the volume as much as we 

can, but it's still about the patient care experience.")). 

Ottobock about increasing their pnce discounts "to try to move volume back" to 

2015, Ottobock responded with "increasingly more aggressive pricing on . .. their C 
Leg 4," meaning greater discounts, 
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515. COPC began shifting more volume to the Plié 3 in 2016, and increased its purchases of 
the Plié 3 in 2017.  These increased purchases were due to Freedom having increased its 
price discount to COPC substantially from 2016.  (Senn (COPC) Tr. 191, 221-22). 

516. COPC purchased its MPKs from Freedom in 2017 because prosthetists 

(COPC) Tr. 190, in camera; see also Tr. 191, in camera 

517. COPC provides a purchasing guideline for prosthetists, which seeks to drive volume to 
vendors with which COPC has contracted discounts.  (Senn (COPC) Tr. 179).  The 
COPC purchasing guideline is based upon practitioner preference and the cost that COPC 
is able to negotiate with the manufacturers.  (Senn (COPC) Tr. 208-09; see also Tr. 154-
55 (testifying that, in determining a purchasing guideline, COPC works with practitioners 
to determine their preferred products that they feel work well with their patients and then 

518. COPC currently designates the Plié 3 as its preferred knee for its purchasing guideline.  
(F. 517; Senn (COPC) Tr. 208).  COPC prefers the Plié for its purchasing guideline 
because COPC has a lower cost and obtains a higher margin on the Plié and because it 
works well for the majority of patients.  (Senn (COPC) Tr. 208-09). 

519. 
COPC) Tr. 179).  COPC 

prosthetists are not incentivized by the profits of the company, so choosing a knee other 

Tr. 206-07). 

520. If a prosthetist selects a knee for a patient other than the preferred knee in the guideline, 
the prosthetist must send a request for approval to the general manager, which explains 

(COPC) Tr. 209-10; see also Tr. 

521. Since COPC began shifting more volume to Freedom, COPC has had discussions with 

Ottobock.  COPC was able to obtain a larger discount from Ottobock for the C-Leg 4 in 
2017 than COPC had in 2016.  (Senn (COPC) Tr. 221-22; see also PX05128 (Senn 
(COPC) Dep. at 24-25) (testifying that after COPC increased its purchases of Plié 3 in 

-Leg 
3 and C- in order to encourage volume)). 



 

         
       

  
 

 
      

       

       

    
  

         
             

   

         

         
    

        

    
    

   

         
    

   

 

         
      

  
 

   

  
     

      
 

        

 

  

 

   
    

          
             

    

         

         
    

        

 

      
   

 

    

         
    

MPK. COPC's price for the Orion 3 in 2017 was 

have on COPC's ability to negotiate discounts and on continued innovation for MPKs. 

of MPK purchases by Scheck & Siress ("S&S") are 
approximately evenly split between Ottobock and Ossur. Most of S&S' Ottobock MPK 

"think[s] of the Plie as a knee that's for someone that's on the higher end of that K3 

Leg] 3 or 4." S&S believes that the Plie is better for 
more active patients because "patients that have better voluntary control, meaning longer 

want to be able to control their gait or how they move." (Oros (Scheck & Siress) Tr. 

S&S 'current average price for a C 
S&S' price for a Plie 3 is less 

Leg than a Plie on a "high K2/low K3, although 
we're all calling them K3s," because those patients "don't have the ability necessarily 

controlled knee." Patients with longer residual 
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522. In 2016, COPC paid Freedom for each Plié 3. As a result of 
COPC currently pays for the Plié 3. COPC pays 

for the C-Leg 4 and for the Össur Rheo 
(Senn (COPC) Tr. 220, 

222-23, 236-37, in camera). 

523. Mr. Senn believes that competition between Ottobock and Freedom has resulted in COPC 
receiving a higher price discount from Freedom. This benefits COPC and supports 
hiring, facilities, and various programs that support patient care, such as compliance. 
(PX05128 (Senn (COPC) Dep. at 34)). 

524. Mr. Senn is concerned about the effect that the acquisition of Freedom by Ottobock could 

(Senn (COPC) Tr. 227-28). 

iv. Scheck & Siress 

525. 

purchases are C-Legs. The remaining of MPK purchases are of the Plié, the 
Orion, and the Allux.  (Oros (Scheck & Siress) Tr. 4815-16, in camera). 

526. Michael Oros, a certified prosthetist and orthotist and president and CEO of S&S, does 
not believe that the Plié 3 provides the same amount of stability or the same stumble 
recovery benefits as the C-Leg and the Rheo.  (Oros (Scheck & Siress) Tr. 4821). 

527. S&S fits the Plié 3 on a different patient population than the C-Leg 4 and Rheo. S&S 

towards K4 status. So an individual that enjoys more . . . voluntary control . . . [is] a 
better candidate for a Plié than a C[-

residual limbs, more muscular strength, they want to be able to control - often times they 

4817-18). 

528. and its average price for a Rheo is 
than that for a C-Leg or a Rheo. (Oros (Scheck 

& Siress) Tr. 4821, in camera). 

-Leg 4 is 

529. S&S would more likely fit a Rheo or a C-

with their muscular strength and coordination to be able to keep themselves from falling; 
hence that benefit of that microprocessor-



 

          

   
 

    
        

             

      

    

          
           

  

    

   

  
      

   
     

       
            

   
 

 

         
 

  

 
    

   

     
      

 

             
 

 

     
 

 

           
          

   

     

   

 

  

    
     

  
     

      
          

 

The "main three [MPKs] that are used in the United States" by Scott Sabolich Prosthetic 
("SSPR"), with Medicare reimbursement, are the Ottobock C 

Leg or a Rheo for a patient, Mr. Sabolich would "maybe look 
at ... the [Endolite] Orion knee," although "it would be tough" because SSPR has not 

-
information from the Internet. If what the patient wants is the clinic's least profitable 
component, the clinic will consider whether the component is "rea 
the patient or [if] there [is] an alternative, effective alternative device" for the patient that 
the clinic could "bill out reasonabl[y ]." (Sabolich (SSPR) Tr. 5873 

("Mid Missouri O&P") generally purchases its 

m because "[t]hey have 

efficiency." (Ell (Mid 
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limbs and strength are better able to control the stumbling sensation. (Oros (Scheck & 
Siress) Tr. 4818-19). 

v. Scott Sabolich Prosthetic & Research 

530. 
& Research -Leg, the Össur 
Rheo, and the Freedom Plié.  (PX05132 (Sabolich (SSPR) Dep. at 69)). 

531. From 2015 through March 2018, the of MPKs purchased by SSPR were 
C-Legs. Össur Rheo followed next, and then Freedom Plié. (Sabolich (SSPR) Tr. 5857, 
in camera). 

532. SSPR considers the Rheo 3 to be the closest substitute for a C-Leg 4. (Sabolich (SSPR) 
Tr. 5858). 

533. If SSPR could not have a C-

had very good luck with the Orion MPKs that they have tried. (Sabolich (SSPR) Tr. 
5858-59). 

534. 

535. SSPR fits more C-Legs because the C-Leg has been around the longest and has been the 
most tested. Scott Sabolich, a prosthetist and the owner of SSPR, considers the C-Leg to 
be a better product and typically better for the patient.  (Sabolich (SSPR) Tr. 5857-58). 

536. At SSPR, many people request particular componentry, based on advertising or 

lly the best thing for 

-74). 

vi. Mid-Missouri O&P 

537. Mid-Missouri Orthotics and Prosthetics -
MPKs from Ottobock and Freedom. From Ottobock, Mid-Missouri O&P purchases C-
Leg 4s, Compacts, Geniums, and X3s. From Freedom, Mid-Missouri O&P purchases 
Plié 3s. Mid-Missouri O&P buys from Ottobock and Freedo 
clearly defined themselves as providing and servicing a better product for [its] patients. 
The inherent stabilities are far greater in those knees, . .  . as well as generalized gait and 

-Missouri O&P) Tr. 1731-32). 



Missouri O&P's business. Both companies 
Missouri O&P discounts and Ottobock has at times matched Freedom's 

Missouri O&P, believes Freedom and Ottobock MPKs present "similar 
componentry." (Ell (Mid 

Missouri O&P's owner and chief prosthetist, believes competition 

79 (referring to "the continued evolution of technology in microprocessor 
control knee field, [which] then benefits my business as well as the patients"). 

Missouri O&P explained, "Generally, 

characteristic, then it's only common nature to evolve your product, as in the C 
through 4 and the Plie 1, 2 and 3." (Ell (Mid 

tic and Orthotic Associates ("POA") clinicians prefer C 

training he has attended, and feedback from his prosthetists, that Otto bock' s C 
edom's Plie 3 "have a lot of similarities in terms of the base function that they work 

off of using hydraulic cylinders, the microprocessor." (Ford (POA) Tr. 937, 948 

Ford of POA sees Freedom and Ottobock MPKs as based on "on similar ideas and 
imilar platforms," resulting in "an inherent stronger competition between those two 

companies .... " (Ford (POA) Tr. 1015 

POA's price for the Plie 3 is 

water resistance. POA' s prosthetists believe that the C 
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538. Ottobock and Freedom compete for Mid-
have offered Mid-
prices to Mid-Missouri O&P for MPKs.  Tracy Ell, the owner and chief prosthetist at 
Mid-

-Missouri O&P) Tr. 1750-51). 

539. Mid-Missouri O&P pays approximately for the C-Leg 4 and about 
for the Plié 3.  (Ell (Mid-Missouri O&P) Tr. 1744), in camera). 

540. Tracy Ell, Mid-
between Ottobock and Freedom has reduced pricing and helped the general progression 
of technology.  (Ell (Mid-Missouri O&P) Tr. 1750-51; PX05129 (Ell (Mid-Missouri) 
Dep. at 78-

541. With respect to product innovation, Mr. Ell of Mid-
if you have a design of a component and their competitor exceeds the design by some 

-Leg 1 
-Missouri O&P) Tr. 1750-51). 

vii. POA 

542. Prosthe -Legs and Pliés.  Mark 
Ford, president and managing partner at POA, believes, based on marketing materials, 

-Leg 4 and 
Fre 

-49). 

543. Mark 
s 

-16). 

544. and its price for the C-Leg 4 is between 
(Ford (POA) Tr. 1024, in camera). 

545. POA has not purchased a Plié since June 2015, except for one unit it purchased in 2018 
as part of a bundled offering by Freedom for a patient that lacked insurance and needed 

-Leg is a better product and that 
Ottobock provides better service.  (Ford (POA) Tr. 1030-31, 1034-35, 1044). 

546. POA has not purchased any MPKs from Össur, Endolite, Nabtesco, or DAW since 2015.  
(Ford (POA) Tr. 1024). 



Ottobock and Freedom compete for POA's business. Because POA's "clinicians are ... 
comfortable with both alternatives," competition has allowed POA "to negotiate with 
both companies," on such terms as "cooperative marketing, credit terms, shipping terms, 
[and] price discounts." (Ford 

Ottobock "to get better pricing for the C Leg 4." (Ford (POA) Tr. 1005). 

Mark Ford has observed Freedom and Ottobock compete "in a back forth manner" 

resistant features and processor speeds, which make the products better and "grab 
attention" from POA's clinicians. (PX5145 (Ford (POA) Dep. at 64 

reimbursement levels are largely fixed, POA's margins will go down. Mr. Ford is also 

Freedom and Ottobock have used to "one up" each other and keep the attention of 

Laboratory ("Jonesboro P&O"), as a clinician and in overseeing purchases for Jonesboro 

on product features, clinical research, support, customer service, and "certain 
compete on price." (PX05108 (Yates (Jonesboro P&O) Dep. at 72 

obtain "relatively competitive pricing structures from both manufacturers" and to use the 

Freedom has provided Jonesboro P&O with "more competitive pricing" for the Plie, 
which results in a "significantly less acquisition cost" for Jonesboro P&O on the Plie than 

Leg, or any other product. While Ottobock has "certainly not sought to try to 
match" Jonesboro P&O's Plie pricing, it has obtained "a healthy," "pretty aggressive 
discount structure" from Ottobock. Jonesboro P&O recognizes that "it's not Otto Bock's 

cost provider" to purchasers like Jonesboro P&O, as opposed to 
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547. 

(POA) Tr. 1004-05). 

548. POA has used the presence of the option of purchasing the Plié 3 in negotiations with 
-

549. POA uses the profit it earns from the difference between its cost for an MPK and the 
reimbursement it receives to reinvest in POA, including training, new technology 
systems, and expansion into more offices.  (Ford (POA) Tr. 1005). 

550. -and-
over the years on the basis of product innovation in MPK features, including water 

-69)). 

551. Mr. Ford of POA is concerned that, with Ottobock owning Freedom, POA will lose 
leverage in negotiations with Ottobock for MPKs, prices will increase, and, because 

concerned that if there is less competition, this will slow product improvements, which 
-

clinicians.  (Ford (POA) Tr. 1014-16). 

viii. Jonesboro P&O 

552. In the experience of Rob Yates, president and CEO of Jonesboro Prosthetic & Orthotic 

P&O, Ottobock competes with Freedom for sales of MPKs to Jonesboro P&O, including 
ly they 

-73)).  This 
competition has benefitted Jonesboro P&O, including by enabling Jonesboro P&O to 

increased margins for investing in facilities and technology, hiring staff, and providing 
patient support services that are not reimbursable, such as peer counseling.  (PX05108 
(Yates (Jonesboro P&O) Dep. at 74-77)). 

553. 

on the C-

practice to be a low-



In Mr. Yates' experience, for most users, the C 

Mr. Yates has observed that "over time the [C 
better," to the benefit of Jonesboro P&O's patients. The products "have become more 

rich .... " (PX05108 (Yates (Jonesboro P&O) Dep. at 77 

m's Plie 3 and "in the range of 
for Ottobock's C 

Jeffrey Brandt, CEO of Ability Prosthetics & Orthotics ("Ability P&O"), has observed 

Brandt attributes in part to competition from the Plie. To Mr. Brandt, it is "common 
knowledge" among providers and manufacturers that Freedom and Ottobock have been 
"one 
less." (PX05149 (Brandt (Ability P&O) Dep. at 71 

The Plie 3 was the successor to Freedom's prior generation MPK, the Plie 2. To 

"stronger, smarter, submersible," as compared to the Plie 2. "Stronger" referred to 
improvements to reliability; "smarter" referred to consistency of performance with 
improved software; and "submersible" referred to the ability to "be safely submer[g]ed in 
fresh shallow water for up to 30 minutes at a time." These were the three major 
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purchasers with greater volume such as Hanger.  (PX05108 (Yates (Jonesboro P&O) 
Dep. at 73-74)). 

554. -Leg is functionally similar to the Plié.  
(PX05108 (Yates (Jonesboro P&O) Dep. at 64-65)). 

555. -Leg and Plié] products have become 

reliable [and] more feature-
78)). 

-

556. Jonesboro P&O pays approximately 

at 29), in camera). 

for Freedo 
-Leg 4.  (PX05108 (Yates (Jonesboro P&O) Dep. 

ix. Ability Prosthetics & Orthotics 

557. 
the price of the C-Leg go down significantly in the past six or seven years, which Mr. 

-upping each other and trying to . . . pack more into a knee for the same price or 
-72)). 

558. Ability P&O currently pays for the Ottobock C-Leg and 
3.  (Brandt (Ability P&O) Tr. 770-71, in camera). 

for the Plié 

c. Launch of Plié 3 in 2014 

559. Freedom launched the Plié in 2007 and the Plié 2 in 2010. 
(Freedom) IHT at 155-56)). 

 (PX05007 (Carkhuff 

560. 
differentiate the Plié 3 as improved over the Plié 2, Freedom marketed the Plié 3 as 

improvements to the Plié 3 compared to the Plié 2.  (Carkhuff (Freedom) Tr. 331-33; 
PX08008 (Freedom) at 002). 



 

    

        

           
          

          
         

          
      

 

           
       

          

           

 

         
   

            

 

   
 

 

 

     

        
 

            
          

 

          
         

         
      

  

           
       

          
 

            
 

  
 

          
    

 

             

 

 

 

 

a 2012 "product pipeline" presentation, Freedom described its planned "next 
generation MPC knee" as providing "superior swing and stance phase performance," over 
the prior Plie, and "designed to be a C Leg killer." The presentation identified its 

ors for the new knee as "C 
from Endolite. Not intended to compete directly against Genium." (PX0l 165 (Freedom) 
at 005 (Freedom's product pipeline presentation, Nov. 15, 2012). 

Clinicians at POA noted as improvements in the Plie 3, as compared to Ottobock's C 

Plie 3 was "very competitive ... a good product." (Asar (Hanger) Tr. 1389 

Freedom adopted a "penetration pricing" strategy for the Plie 3, pricing it lower th 
Leg 3, Ottobock's MPK at the time of the Plie 3 launch. (Carkhuff (Freedom) Tr. 388; 

710 FEDERAL TRADE COMMISSION DECISIONS 
VOLUME 167 

Initial Decision 

561. In 

-
competit -Leg from Ottobock, Rheo from Össur [and] Orion 

562. Freedom launched its current generation MPK, the Plié 3, in September 2014. (PX07049 
at 004 (Ottobock Amended Answer); PX05112 (Ammouri (Freedom) Dep. at 107)). 

563. Freedom marketed as features of the Plié 3 that the Plié 3 enables patients to walk more 
effectively with a variable gait and helps reduce patient falls. (Carkhuff (Freedom) Tr. 
333-35). 

564. In marketing the Plié 3, Freedom emphasized water resistance heavily. The Plié 3 is 
waterproof, which refers to it being submersible in up to a meter of fresh water for as 
long as 30 minutes. This is a feature the C-Leg 3 did not have. (Carkhuff (Freedom) Tr.  
331-32; Ford (POA) Tr. 1007; De Roy (Össur) Tr. 3598-99; PX05010 (Schneider 
(Ottobock) IHT at 115-16)). 

565. The water resistance feature of the Plié 3 was particularly attractive to MPK customers. 
(Testerman (Freedom) Tr. 1174; PX05162 (Ruhl (Ottobock) Dep. at 93-94); PX05112 
(Ammouri (Freedom) Dep. at 96-97); PX05001 (Endrikat (Empire) IHT at 21); PX05140 
(Weott (Orthotic & Prosthetic Centers) Dep. at 34)). 

566. Freedom used the technological advancements of the Plié 3 to sell the product to 
customers.  (Testerman (Freedom) Tr. 1180-81). 

567. -Leg 
3, better battery life and a full waterproof warranty.  (Ford (POA) Tr. 1007-08). 

568. Hanger believes that the Plié 3 included features that were better than the previous 
versions of the Plié, such as water resistance and higher weight limits. (Asar (Hanger) 
Tr. 1414-15). 

569. The feedback received by Vinit Asar of Hanger after the launch of the Plié 3 was that the 

570. 

-90). 

an the 
C-
PX01023 (Freedom) at 003-04). 



The launch of the Plie 3 in September 2014 increased Freedom's MPK sales and share of 

PX02025 (HEP) at 003). Freedom's largest customer, Hanger, increased its volume of 
purchases of Freedom's MPK following the launch of the Plie 3. (Asar (Hanger) Tr. 

After the September 2014 launch of the Plie 3, Ottobock's MPK sales decreased. 
Ottobock attributed its sales decline to the launch of Freedom's Plie 3 

93 ( explaining that improvements to the Plie allowed it to "gain 
market share" at the same time Otto bock was "steadily losing market share"); PX0 1506 

02 (March 2015 email noting Freedom made "inroads" with the Plie 

Ottobock monitored Freedom's marketing claims for the Plie 3 because it saw Freedom 
"as one of [Ottobock's] two most viable competitors, next to 6ssur [and because] 

high discounts and giveaways of additional products." (PX05150 (Kannenberg 

"Responding to Marketing Claims Freedom Innovation Plie," in order to assist its sales 

identified and provided responses to Freedom's claims, among others, that the Plie 3's 

by Ottobock included that the Plie is "basically a mec 
switch" that does not control resistance through the entire gait cycle and that there is a 
risk of overbilling "since the payer is billed for functionality the patient doesn't get!" 
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571. 
the MPK market in the United States and worldwide.  (Carkhuff (Freedom) Tr. 491-92; 

1389-90). 

d. Pricing and promotions for C-Leg 3 

572. In the years prior to the September 2014 launch of the Plié 3, Ottobock estimated that it 
had a United States market share of at least 90% in each year from 2006 through 2009.  
Ottobock estimated that, during the years 2010 through 2013, its market share was at 
least 80% in the United States.  (PX05162 (Ruhl (Ottobock) Dep. at 92-93); PX01054 
(Ottobock) at 005). 

573. 
.  (PX05162 (Ruhl 

(Ottobock) Dep. at 92-

(Ottobock) at 001-
3)). 

574. 

Freedom was driving a very aggressive marketing and promotional campaign with pretty 

(Ottobock) Dep. at 126-27)). 

575. In February 2015, Ottobock provided its sales force with a presentation titled 

force.  (PX01499 (Ottobock); Schneider (Ottobock) Tr. 4728-31).  The presentation 

microprocessor was faster, that Plié 3 had been clinically validated, and that Plié 3 was 
properly eligible for reimbursement as a swing and stance microprocessor-controlled 
knee under L-Code 5856.  (PX01499 (Ottobock) at 009-10, 019-23, 026-30).  Responses 

hanical knee with a microprocessor 

(PX01499 (Ottobock) at 013, 026). 

576. In the first quarter of 2015, Ottobock sold 44 C-Leg 3 MPKs, based on a promotion, to 
customers that had not purchased any MPK from Ottobock in 2014.  Twenty-one of those 
sales included a $2,500 discount.  Ottobock executives viewed these results as a positive 



 

   
         

    
        

          
        

          
 

        

      
 

      
  

      
  

      
        

           
       

     

          

      

   
 

 

 

    
        

 

     
        

         
       

 

 
          

  

  

         
 

       
 

 

       
  

     
  

    
        

          
        

       
 

 
         

      

development, referring to the increased sales as "momentum." (PX01519 (Ottobock at 

One customer saw the price of Ottobock's C 

In August 2015, Ottobock determined that Ottobock's 

Ottobock provided its sales and marketing team with "arguments to convince customers 

d of Plies." (PX05150 (Kannenberg (Ottobock) Dep. at 128 
(Ottobock) (February 2015 presentation titled, "Responding to Marketing Claims 
Freedom Innovation Plie")). 

Leg 4's 

president of Ottobock's North American prosthetics business unit, led 

in F. 582 was "to prepare our employees, our sales team, our professional and clinical 
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001)). 

577. -Leg 3 decrease from 
after the September 2014 launch of the Plié 3. (PX05140 (Weott (Orthotic & Prosthetic 
Centers) Dep. at 40), in camera). 

578. C-Leg 3 year-over-year unit sales 
had been going down in part because the Plié 3 was taking units from the C-Leg 3, 
through effective and aggressive promotion and selling. In addition, the Plié 3 had a 
better water resistance than the C-Leg 3. (Schneider (Ottobock) Tr. 4556-58; PX05010 
(Schneider (Ottobock) IHT at 121-22)). 

579. 
to not walk away from the C-Leg and continue to buy C-Legs and fit C-Legs on their 
patients instea -29); PX01499 

e. Launch of C-Leg 4 

580. Ottobock began a project for developing the C-Leg 4 in December 2012 and finalized its 
requirements in April 2013.  (PX1057 (Ottobock) at 016, 020 (Global Launch Plan)). 

581. On April 27, 2015, Ottobock announced it was launching the C-Leg 4 in North America.  
The C-Leg 4 was released in the United States in July 2015. (PX08077 (Ottobock) at 001 
(Press release); Carkhuff (Freedom) Tr. 468). 

582. In February 2015, prior to the launch of the C-Leg 4, a cross-functional team consisting 
of Ottobock sales, marketing, clinical, and service employees created various launch 
materials for the C-Leg 4. These materials contained information on the C-
benefits, features, functions, reimbursement opportunities, launch tasks and timeline, and 
marketing materials. (PX01518 (Ottobock)). These materials also contained a chart 
comparing the features of the C-Leg 4 to those of the Plié 3, the Össur Rheo 3, and the 
Endolite Orion 3. The comparison chart represented that the C-Leg 4 had a greater knee 
flexion angle than the Plié 3, had a greater battery capacity than the Plié 3, and had 
Bluetooth compatibility and a protective cover, which the Plié 3 did not. (PX01518 
(Ottobock at 003)). 

583. Bradley Ruhl, then-
the C-Leg 4 launch in the United States. The purpose of the launch materials referenced 

service team, marketing teams, to ultimately be in a position to launch product in the 



Ottobock's February 2015 C 
including "C 

. about the product." 

Leg's reliability .... The development of the 

roving users' ability to handle their daily activities." (PX01518 (Ottobock) at 024). 

Leg 4's new features included a lower system height, new carbon frame 

Ottobock's February 2015 C 
share of what it described as the "MPK" market and identified Freedom as the next 

"C Brad wasn't excited 

water." (PX01570 (Ottobock) at 001). 

A June 2015 memo from Freedom's marketing and clinical services department to 
Freedom's sales team acknowledged, "With the introduction of the C 

Leg's] major shortcomings were addressed 
weather proofing." (PX01213 (Freedom) at 001; Testerman (Freedom) Tr. 1175 

Ottobock's 
"[r]egain market share from competitors especially from Plie in the US and expand the 
market penetration in the MPK segment" and to "counteract competitors like Plie 3, Rheo 

2. Aggressive competitor strategy." (PX01057 (Ottobock) at 023; PX05157 

"did a very effective job promoting their product and selling the 
Leg 3." (PX05010 (Schneider (Ottobock) IHT at 121); 
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market and help customers learn and become educated 
(PX05162 (Ruhl (Ottobock) Dep. at 8-11, 51-52)). 

. . 

584. -Leg 4 launch materials described messaging for the C-Leg, 
-Leg is the best selling and most-proven MPK in the world.  Research 

studies have repeatedly substantiated the C-
C-Leg 4 marks the next stage of evolution, ringing in the fourth generation of a new 
technological era.  The C-Leg 4 is quite simply the best C-Leg of all time, significantly 
imp 

585. The C-
construction, integration of all sensors, Bluetooth compatibility, and a knee-bending 
angle of 130 degrees.  The C-Leg 4 also added a weatherproof feature.  (PX01518 
(Ottobock) at 027; PX05162 (Ruhl (Ottobock) Dep. at 42)). 

586. Ottobock incorporated waterproof functionality into the C-Leg 4 in response to the 
launch of the Plié 3.  (Solorio (Ottobock) Tr. 1641-43 (referencing IP67 rating and 
waterproof marketing claims of Plié)). 

587. -Leg 4 launch materials estimated that Ottobock had a 78% 
-

largest competitor with an 11% share.  (PX01518 (Ottobock) at 009, 050). 

588. Written notes of an April 2015 internal Ottobock conference call included the comment, 
-Leg 4 is going to blow the Plié out of the water - no comparison -

before - but is very excited about this MPK - your customers will be blown out of the 

589. 

[prior C-
-Leg 4, two of the 

- the ability to walk backwards and 
-77). 

590. August 2015 C-Leg 4 launch plan included as sales and marketing goals to 

3, Orion 
(Pfuhl (Ottobock) Dep. at 70)). 

591. Ottobock was trying to regain market share especially from the Plié because Freedom 
ir product, and we had 

seen a decline in sales of the C-
Schneider (Ottobock) Tr. 4556-57). 



After the July 2015 launch of Ottobck's C g 4 in the United States, Freedom's sales of 

Freedom's Plie 3 sales took a "big hit" following the C 

Leg 4, the Plie 3 lost two important selling advantages. "The 

months." (PX01213 (Freedom) at 001; Testerman (Freedom) Tr. 1175 

In August 2015, Lee Kim, Freedom's CFO, sent a report to the Freedom board of 

"[t]he new Otto 
sales promotion to regain Plie units (the 'Ideal Combination' of Plie and Kinterra[ 
which will launch in August." (PX01158 (Ottobock) at 001; Kim (Freedom) Tr. 2552; 

to Freedom's creditor that stated, "Plie sales in the U.S. were impacted by the 
introduction of the updated Otto Bock MPC knee." (PX02016 (HEP) at 006 

Ottobock's July 2015 launch of the C Leg 4 contributed to reduced sales of Freedom's 

A December 2015 email from a Hanger executive to Brad Ruhl, Ottobock's then 

eg 3 in October 2015 resulted in stopping "practitioner 
migration to competitor knees." (PX01520 (Ottobock) at 001). 

In March 2016, Ned Brown, a member of Freedom's board of directors, wrote to Thomas 
Chung, vice president of Health Evolution Partners ("HEP"), and others at HEP, that he 
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f. Plié 3 sales and marketing after launch of C-Leg 4 

i. Sales of Plié 3 

592. -Le 
the Plié 3 in the United States significantly declined.  Prior to the release of the C-Leg 4, 
Plié 3 direct sales in the United States had been increasing.  (Carkhuff (Freedom) Tr. 484, 
492; PX02025 (HEP) at 003) (sales chart); PX05007 (Carkhuff (Freedom) IHT at 160-
61)). 

593. -Leg 4 launch.  (Carkhuff 
(Freedom) Tr. 478). 

594. Freedom recognized that, with the introduction of the ability to walk backwards and 
weather proofing in the C-
absence of these two features [had] allowed [Freedom] to highlight the function and 
features of the Plié 3 when compared to a C-Leg and gain market share over the past 
several -77). 

595. 
directors, called a monthly flash report, for July 2015.  Mr. Kim wrote in his cover email 

Bock C-Leg 4 is adversely impacting Plié sales.  We have developed a 
59]) 

Carkhuff (Freedom) Tr. 408).  Also in August 2015, Mr. Kim sent a management report 

(Management Report for July 31, 2015); Carkhuff (Freedom) Tr. 467-68). 

596. -
Plié 3 to Hanger from 2014 to 2015, although Hanger sales had been declining prior to 
that launch.  (PX01013 at 021 (January 2016 board of directors presentation); Carkhuff 
(Freedom) Tr. 493, 504-05). 

597. -
president of its North America prosthetics business noted that the launch of the C-Leg 4 
and replacement of the C-L 

598. 

59 The Kinterra is a hydraulic ankle and foot manufactured by Freedom.  (Carkhuff (Freedom) Tr. 419). 



would emphasize additional points in a draft presentation, including that the "softness" of 
sales to Hanger "is related primarily to knees . . . I would be more specific, and I would 
highlight the impact of [Ottobock]'s ne 
decline in [Freedom's] Hanger knee business. We didn't respond fast enough to their 

business into 2016." (PX02071 (HEP) 

Leg 4 was largely responsible for the decline in Freedom's 

One of Freedom's lenders, Madison Capital Funding (F. 743), attributed a decline in Plie 
3 unit sales from September 2015 to April 2016 to Ottobock's release of the C 
which it called a "direct competitive product to Freedom's Plie 3." (PX03008 (Madison 

("Otto Bock released its 'C Leg 4' in [fourth quarter] 
2015, a direct competitive product to Freedom's Plie 3 MPC knee product (released in 

the Company's Plie 3, the introduction of the new C 
in Freedom's knee unit sales from September 2015 to April 2016 compared to the same 
period for the prior year.")) 

Leg 4, Freedom's marketing team brainstormed 
various ideas as to "how to best combat the launch of the C Leg 4." These included: 
"Initiate a value Leg 4," "Re 
overall terms," and "Launch a P[lie] 3 demo program with our top Key Accounts." 

Freedom employees "spent a lot of time discussing" the C 
2015 sales meeting, which was attended by members of Freedom's sales, marketing, and 
executive teams. Meeting attendees reviewed a document titled "Competitor Info," 

and Freedom's responses. This document was created to help Freedom's sales and 
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w C-Leg launch which correlates exactly with the 

competitive attack, and we are seeing a broadening competitive impact across our knee 
at 001; see also Carkhuff (Freedom) Tr. 497-98; 

PX02025 (HEP) at 004). 

599. The July 2015 launch of the C-
Plié sales.  Other competitive factors contributing to the decline in Plié 3 sales identified 
by Freedom included the fiberglass RUSH Foot by Ability Dynamics.  The C-Leg 4 
launch also coincided with some quality issues experienced by customers with the Plié 3 
(see F. 639).  (Kim (Freedom) Tr. 2511-13; PX1087 (Freedom) at 002 (March 2017 
going concern memo); Carkhuff (Freedom) Tr. 485-86). 

600. 
-Leg  4, 

Capital Funding) at 005, in camera -

[third quarter] 2014).  While the product does not have any distinctive advantages over 
-Leg 4 resulted in a decline 

. 

ii. Plié 3 marketing versus C-Leg 4 

601. After the July 2015 launch of the C-

-added selling model vs. C-
-

visit P[lié] 3 pricing structure and 

(PX01247 (Freedom) at 001; Testerman (Freedom) Tr. 1190-94). 

602. -Leg 4 versus the Plié 3 at a fall 

which highlighted various features of the Plié 3 and described C-Leg 4 marketing claims 

marketing teams convince customers to buy the Plié 3 rather than the C-Leg 4. 
(PX01168 (Freedom) at 002; PX05112 (Ammouri (Freedom) Dep. at 107-08, 114)). 

603. Freedom developed promotions and other sales materials in order to regain momentum in 
Plié sales, which had been adversely impacted by the launch of the C-Leg 4.  (PX02016 



 

       

       
          

        

     
   

      
     

  
    

 
       

 

      
     

    
       

 

        
   

     
  

          
 

     
  

   
 

 

       
 

        
          

       
 

      
  

      
     

  
    

 

  
       

 

  

 

       
     

    
       

  

         
   

      
   

           
  

      
  

"feature/benefit" comparison of the Plie 3 against the C 

selling the Plie 3, "the Plie 3 still offers meaningful advantages both for patients and 
competitive price point." The memo further noted that "[t]he presence of 

- now go defend it!" (PX01213 

A July 15, 2015 management report to Freedom's creditors stated that, in light 
Leg 4 launch, Freedom has "developed 

promotions and other sales materials to regain momentum in knee sales." (PX02016 

In 2015, Freedom published on its website a document titled "Plie 3 Mic 
Knee Fact Sheet" that compares the Plie 3's functions directly to the functions of 
Ottobock's C 

verified, and that the Plie 3 is not, by asserting that "PDAC is not required f 
reimbursement." (PX08008 (Freedom) at 001). 

Code recommendations ("PDAC verification"). (Solorio 
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at 006-07 (Freedom) (July 2015 management report); Carkhuff (Freedom) Tr. 468-69, 
485-86; Testerman (Freedom) Tr. 1187). 

604. After the July 2015 launch of the C-Leg 4, Freedom marketing and clinical teams created 
presentations comparing the features of the Plié 3 to the C-Leg 4 to make sure the sales 
team understood how to compete against the C-Leg 4. (Testerman (Freedom) Tr. 1178-
79) (discussing PX01213 (Freedom)). 

605. In June 2015, Freedom provided its sales team with marketing materials listing a 
-Leg 4. (PX01213 (Freedom)).  

The accompanying memo asserted that even with the addition to the C-Leg 4 of the 
ability to walk backwards and waterproofing, the absence of which was advantageous to 

prosthetists at a 
new competition means we/you have made an impact 
(Freedom) at 001, 003). 

606. of the 
decline in Plié sales as a result of the C-

(HEP) at 006). 

607. roprocessor 

-Leg 4.  (PX08008 at 001 (Freedom); Carkhuff (Freedom) Tr. 348-50). 

608. The Plié 3 fact sheet (F. 607) markets the Plié 3 as having comparable functions to the C-
Leg 4, including real-time swing and stance control, reliable stance release on 
challenging surfaces, clinically proven stumble recovery, weatherproof with IP67 rating 
(submersible up to 3 feet for up to 30 minutes), adjustable modes for special activities, 
and no-charge reimbursement support.  (PX08008 (Freedom)). 

609. The Plié 3 fact sheet (F. 607) markets the Plié 3 as having features not possessed by the 
C-Leg 4, including a faster microprocessor, customized stumble recovery, variable 
speeds, full submersibility, the ability to make manual adjustments, interchangeable 
batteries, and remote access.  (PX08008 at 001; Carkhuff (Freedom) Tr. 348-49). 

610. The Plié 3 fact sheet (F. 607) responds to an Ottobock marketing claim that the C-Leg is 
PDAC60 or 

60 A prosthetic manufacturer may submit a prosthetic device to the Medicare Pricing Data Analysis and Coding 
(PDAC) organization for review and confirmation of its L-



Otto bock executives recognized that "[p ]ressure from the C Leg 4" drove Freedom to 
lower prices and "bundle promotions with feet." (Solorio (Ottobock) Tr. 1596; PX01002 

(Ottobock) Dep. at 116) ("Freedom seemed to be dropping their pricing most 

One of Freedom's responses to the July 2015 C 
the "ideal combo," which bund 

end feet.")). 

PX00833 (Freedom) at 007 (advertisement for "The Ideal Combo at 
the Ideal Price"). 

Ottobock's Scott Schneider, vice president of government, medical affairs, and future 
ent, believes that the bundling promotions of Freedom were one of Freedom's 

One version of the ideal combo promotion involved offering a discount off of Freedom's 

One version of Freedom's ideal combo promotion involved offering any Freedom 

omotion sought to regain Plie' s lost sales from the C 
(PX0l 158 (Freedom) at 001 (email regarding July 2015 flash report) ("The new Otto 

regain Plie units (the 'Ideal Combination' of Plie and Kinterra) which will launch in 
August.")). 
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iii. Pricing and promotions for Plié 3 

611. -

(Ottobock) at 006; PX5010 (Schneider (Ottobock) IHT at 123); PX05123 (Solorio 

aggressively post C-Leg 4 launch, and they were the ones that were the most active in 
dropping price and having some sort of additional element to their promotion, whether 
that be a free foot or an additional discount on their higher-

612. -Leg 4 launch was a promotion it called 
led a discounted or free prosthetic foot with the purchase 

of a Plié 3.  (Testerman (Freedom) Tr. 1145-46, 1201; Ferris (Freedom) Tr. 2395; Solorio 
(Ottobock) Tr. 1588, 1607; PX01158 (Freedom) at 001 (Freedom July 2015 Flash 
Report, reporting on the introduction of the ideal combination in response to the C-Leg 4 
launch)). See also 

613. 
developm 
responses to competition from the C-Leg 4.  (PX05010 (Schneider) IHT at 123-24). 

614. 
Kinterra prosthetic ankle/foot system with the purchase of a Plié 3.  (PX01181 (Freedom) 
at 005; Testerman (Freedom) Tr. 1145-46; PX01158 (Freedom) at 001).  The discount off 
of the Kinterra has at times been as high as $1,000.  (PX00824 (Freedom) at 002). 

615. 
graphite prosthetic foot for free with the purchase of a Plié 3.  (PX00824 (Freedom) at 
002). 

616. The ideal combo pr -Leg 4.  

Bock C-Leg 4 is adversely impacting Plié sales.  We have developed a sales promotion to 

(Ottobock) Tr. 1623; PX05139 (Schneider (Ottobock) Dep. at 27-28); PX05165 (Sanders (United) Dep. at 75-76); 
De Roy (Össur) Tr. 3609; Schneider (Ottobock) 4587).  PDAC verification is only directly applicable to 
reimbursement under Medicare and is not required for prosthetic devices, including MPKs.  (PX05114 (Ferris 
(Freedom) Dep. at 161-62); Sanders (United) Tr. 5495-96; Carkhuff (Freedom) Tr. 352-53; Solorio (Ottobock) Tr. 
1623; Kannenberg (Ottobock) Tr. 1970; Schneider (Ottobock) Tr. 4747-48; Oros (Scheck & Siress) Tr. 4877; 
PX05166 (Watson (Fourroux Prosthetics) Dep. at 182-83)). 



 

         
       

     
 

        
            

    

   
     

       
    

     
 

      
          
           

    

          
 

        

        
         

          
     

 
     

   
 

 

          
      

       
  

         
           

    

   
     

 

        
   

 

 
   

  
 

       
          
          

    
 

           
  

         

        
        

          
     

 

  
    

(stating that, "free foot or $1000 off their higher end feet [with purchase of a Plie] is 
pretty much a continuous promo for" Freedom); 

The combination of the Kinterra and the Plie 3 accounts for the majority of Freedom's 

American Orthotic and Prosthetic Association. Freedom's "show book" for this 
conference stated, "Discover why the 'ideal combo' of pairing the Kinterra foot/ankle 

Plie 3 MPC Knee programming." (PX00803 (Freedom) at 003; Testerman (Freedom) Tr. 

Freedom's vice president of marketing and product development, believes 

have responded favorably to the ideal combo, and Freedom's sales force has informed 
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617. The ideal combo promotion was implemented by Freedom in order to take market share 
and stay competitive. The ideal combo promotion has been helpful in increasing Plié 
sales and has been successful in converting multiple customer accounts to the Plié from 
other MPKs. (Testerman (Freedom) Tr. 1147-48). 

618. Freedom created the ideal combo promotion in the summer of 2015, and continued it 
until at least the time of the Acquisition. (Carkhuff (Freedom) Tr. 408, 417; PX01680 
(Freedom) (summarizing 2017 1st quarter promotions); PX01256 (Ottobock) at 001 

PX05010 (Schneider) IHT at 123-24 
(testifying that Ottobock saw knee/foot bundling promotions being offered by Freedom 
through September 2017)). 

619. The Agilix, DynAdapt, Highlander, and Kinterra are the top selling Freedom foot 
products in the ideal combo promotion. (Carkhuff (Freedom) Tr. 712-13 (discussing 
RX0439 (Freedom) at 0004, 0005, 0007)). 

620. 
ideal combo sales. (PX01681 (Freedom) at 
Presentation dated February 2016), in camera). 

011 (Operating Committee Meeting 

621. After Freedom released its Maverick foot in 2017, Freedom added the Maverick foot to 
the ideal combo promotion, providing it for half off the price with the purchase of the 
Plié 3. Freedom planned to offer the Maverick for free as part of the ideal combo 
promotion beginning in April 2018. (PX05137 (Matthews (Freedom) Dep. at 168-69); 
PX02034 (HEP) at 50). 

622. Freedom offered the ideal combo promotion nationwide and made it available to all of its 
customers.  (Solorio (Ottobock) Tr. 1611; PX05116 (Endrikat (Empire) Dep. at 61)). 

623. Freedom advertised and promoted its ideal combo at the October 2015 conference of the 

system with a Plié 3 MPC Knee provides AK users [above-the-knee amputees] with rock 
solid stability and safety, while maintaining a gait that is fluid and natural on all terrains. 
The features and benefits of the Kinterra and the Plié 3 will be closely examined in an 
interactive hands-on setting with patient models along with a live demonstration of the 

1119). 

624. Eric Ferris, 
that the ideal combo promotion drives value and utilization for Freedom. Prosthetists 



In the fourth quarter of 2015, Freedom's MPK sales from its ideal combo promotion 

). Freedom's total 

(Freedom) at 023 (providing Freedom's total revenue for fourth quarter 2015 

for the clinic's bottom line. (Solorio (Ottobock) Tr. 1613 

ion provides "more margin for [the prosthetic] practice" than a 

Respondent's expert witness, Dr. David Argue, concluded, based on th 
bundling Freedom's feet with its Plie positively impacts sales of the Plie. (Argue, Tr. 

Writing to her sales team in September 2015, Cali Solorio, Ottobock's senior prosthetics 
motion, "Buy a Plie 3 and 50% off a 

Kinterra," as a result of competitive pressure from C 
Ms. Solario wrote: "C 

- just look at the unique promos they've been running." (PX01272 

"Countering Freedom's Latest Promo" of "Buy a Plie 3 and get 50% off a Kinterra" foot. 
Setting out a comparison chart oflikely customer margins, Ms. Solario wrote, "You'll see 
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Mr. Ferris that the ideal combo has been a well-received promotion.  (Ferris (Freedom) 
Tr. 2395-96). 

625. 
totaled (PX01681 (Freedom) at 011 (providing sales in units and dollars of 
Plié knees sold as part of a promotion with prosthetic feet), in camera 
MPK sales in the fourth quarter of 2015 totaled approximately (PX01160 

), in 
camera). 

626. The ideal combo promotion is an effective marketing tool for Freedom that incentivizes 
customers to buy more Freedom MPKs and feet.  (Swiggum (Ottobock) Tr. 3340; 
Carkhuff (Freedom) Tr. 408; Solorio (Ottobock) Tr. 1648). 

627. Bundling feet together with prosthetic knees provides value to clinics because clinics 
receive reimbursement for both the Plié 3 and the free foot that they receive.  (Solorio 
(Ottobock) Tr. 1648; Ferris (Freedom) Tr. 2395-96; Swiggum (Ottobock) Tr. 3340-41, 
3343). 

628. The prosthetic clinic does not need to inform the insurance company that a prosthetic foot 
was provided for free, so the clinic receives the entire reimbursement, which can be used 

-14). 

629. The free foot promot 
promotion offering another free item, such as a Yeti cooler, with the purchase of the Plié.  
(Solorio (Ottobock) Tr. 1614). 

630. e case record, that 

6387-88). 

631. 
marketing manager, characterized the Freedom pro 

-Leg 4.  Referencing this promotion, 
-Leg 4 has undoubtedly put considerable pressure on the 

competition 
(Ottobock) at 001; Solorio (Ottobock) Tr. 1589-91). 

632. In September 2015, Ms. Solario provided advice for the Ottobock sales team for 

that even with a hefty 50% discount on Kinterra, C-Leg 4 combined with Triton Smart 



Ankle or Triton Harmony still offers a better margin for your customer!" (PX01272 

Hanger "to be on par with" the C 

Ottobock saw Freedom's pricing reduction of the Plie 3 as a reaction to competition from 

email stating that Freedom is "surely feeling the pressure and as a result, dropping 
prices"); PX05010 (Schneider) IHT at 123 

rom Ottobock's C Leg 4 with "reduced price or aggressive pricing" as well 

A November 2015 Ottobock marketing plan noted that "[p]ressure from C 

" 

marketing plan for 2018 noted that Freedom is "[p ]laying on price" 

Freedom's price discounting and promotions "definitely" impacted Otto bock' s sales. 
(PX01278 (Ottobock) at 001 ("Freedom's price erosion is definitely impacting sales. 
They almost always have a knee+foot promo running now."); 

Eric Ferris of Freedom wrote in April 2017, "Plie is 

know [Ottobock] will be responding in kind." Mr. Ferris was concerned that if Ottobock 

In September 2016, Mark Testerman, Freedom's vice president of national and key 

United States, including "some out box failures," which were costing Freedom 
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(Ottobock) at 001). 

633. Freedom lowered the price of the Plié 3 in response to the July 2015 launch of the  C-Leg  
4.  Freedom sold the Plié 3 at a price that was significantly lower than the C-Leg 4.  
(PX05114 (Ferris (Freedom) Dep. at 174-76); Solorio (Ottobock) Tr. 1588; Carkhuff 
(Freedom) Tr. 485; Swiggum (Ottobock) Tr. 3344; PX01173 (Freedom) at 004, in 
camera; PX05153B (Asar (Hanger) Dep. at 103-04)). See also PX00859 (Freedom) at 
003; Testerman (Freedom) Tr. 1203-04 (discussing plan to reduce pricing of the Plié for 

-Leg 4). 

634. 
the C-Leg 4.  (Solorio (Ottobock) Tr. 1588; PX01269 (Ottobock) at 001 (August 2015 

competition f -
as an increased discount structure). 

-24 (testifying that Freedom responded to 

635. -Leg 4 has 
driven lower [Plié 3] prices and bundle[d] promotions with feet (50% off a Kinterra); 
consistently seeing prices as low as (PX01002 (Ottobock) at 006, in 
camera). 

636. An internal Ottobock 
with an average sales price of (PX00867 (Ottobock) at 002, 022 (2018 North 
America Marketing & Sales Plan), in camera). 

637. 

1616-18). 
Solorio (Ottobock) Tr. 

638. 
largely to the pricing changes 

significantly ahead of plan thanks 
but the continuation of that momentum is at risk, as we 

lowered its price on the C-Leg, Plié sales would decrease.  (PX01184 (Freedom) at 001; 
Ferris (Freedom) Tr. 2411-12; PX05114 (Ferris (Freedom) Dep. at 164-66)). 

g. Plié 3 quality issues 

639. 
accounts, identified some quality issues that contributed to a decline in Plié 3 sales in the 

-of-the-



"some crediblity in the marketplace." In addition, there were issues regarding the time it 

with "the battery lid, that was breaking or it may not have been waterproof." In addition, 
the battery itself was "too thick" which resulted in the battery getting stuck inside the 

49 (stating "Enhancement of Plie 3 product quality and service" as an action 

Freedom "redesigned that battery lid to eliminate the failures" seen in the field. Freedom 
also "found a new battery [for the Plie 3] that was thinner 
thinner during subsequent discharge cycles" so that batteries would not get stuck inside 

Dr. Stephen Prince, a Freedom project manager, worked on "sustaining engineering" for 
the Plie 3 after its release, including assisting with "the diaphragm material 
improvements" and improving the battery lid, and helped guide "some new engineers 
working on the electrical system" for the Plie 3. (Prince (Freedom) Tr. 2 

reedom's most recent improvement to the Plie 3 is the unibody frame design. The 
design "went from a frame design that had ... a lower attachment that was screwed in, an 
end cap[,] . . . to a single unibody frame that doesn't require that separate mec 

field." (PX05115 (Robertson (Freedom) Dep. at 103)). 

Freedom's revenues during the first six months of 2017 increased 
year, which was driven significantly by sales of the Plie 3. David Smith, Freedom's CEO 
from April 2016 until the Acquisition, attributed these increased sales to "huge 
improvements" in the Plie 3 and having "fixed the product." (Smith (H 

Lee Kim commenting that "Plie quality improvements are driving new growth, as 
opposed to declining.")). 
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took for a loaner knee to get to a practitioner when the knee needed repair, and the time 
to return the repaired knee to the patient.  (Testerman (Freedom) Tr. 1296-97, in camera). 

640. After the September 2014 launch of the Plié 3, some users were experiencing problems 

battery compartment.  (PX05115 (Robertson (Freedom) Dep. at 102-03). 

641. In 2016, Freedom undertook to improve the quality of the Plié 3.  Actions taken included 
addressing the length of time it took to program the Plié 3 and making the Plié 3 more 
durable.  (Kim (Freedom) Tr. 2515; PX05114 (Ferris) Dep. at 175-76) see also PX02034 
(HEP) at 0 
that Freedom took in 2016). 

642. 
to begin with and remained 

the battery compartment.  (PX05115 (Robertson (Freedom) Dep. at 102-03)). 

643. 

674-75; 
PX05111 (Prince (Freedom) Dep. at 12); see also PX05115 (Roberts (Freedom) Dep. at 
101-02) (testifying that most notable improvements to improve the quality of the Plié 3 
were improving the battery, the battery compartment, and the battery lid)). 

644. F 

hanical 
attachment end cap.  That was made to address a very limited number of failures in the 

645. over the prior 

EP) Tr. 6537, 
6543, 6545-46, in camera; see also PX01842 (Freedom) at 002 (August 2017 email from 



Jeremy Mathews, Freedom's senior vice president of sa 
Freedom's fixing of service and quality issues contributed to increased sales beginning in 

For many clinicians and patients, 6ssur's Rheo 3 is an unattractive alternative to the C 

COPC "practitioners do not like the Rheo knee" and believe that "the functions or the 
ity of that knee" do not "compare to the Freedom and Ottobock knees at this 

time." (PX05128 (Senn (COPC) Dep. at 44). 

practice's experience with the demonstration models and personal preferences, Tracy Ell 
Missouri O&P, believes that Ossur's MPK is "not as inherently safe throughout 

all its usage." (Ell (Mid 

than preferred by POA's prosthetists and the Rheo's software works differently than what 
is preferred by POA's prosthetists. (Ford (POA) Tr. 950 

In the view of Mark Ford of POA, while 6ssur's Rheo MPK is used by "a lot of 
practices" and provides com Leg, "for many clinicians," the Rheo MPK 
is "viewed as a different product than the C 
the functional platform that it's built on." (Ford (POA) Tr. 1015 

■- ■- - -■ ■ 

722 FEDERAL TRADE COMMISSION DECISIONS 
VOLUME 167 

Initial Decision 

646. les and marketing, believes that 

late 2016.  (PX05137 (Mathews (Freedom) Dep. at 196)). 

E. Rebuttal and Defenses 

1. Expansion 

a. Össur 

647. 
Leg 4 and the Plié 3.  (F. 648-653. See also F. 500-501, 508, 537, 542). 

-

648. 
capabil 

649. COPC prosthetists find the Rheo to be heavier and not as good at stumble recovery, 
which are disadvantages compared to the Plié and the C-Leg.  (Senn (COPC) Tr. 223-24). 

650. COPC is not presently willing to move volume to Rheo because of the preference for the 
functionality of the Freedom and Ottobock knees over the Rheo knee.  (Senn (COPC) Tr. 
223). 

651. Mid-Missouri O&P has not purchased any MPKs from Össur because, based on the 

of Mid-
-Missouri O&P) Tr. 1732). 

652. Mark Ford of POA has found that there are fundamental differences in design between 
the C-Leg 4 and the Rheo MPK.  The Rheo uses magnetic fluids, versus using a hydraulic 
fluid system, which changes the way the knee operates.  The Rheo MPK is also larger 

-51). 

653. 
petition for the C-

-Leg or the Plié knee because of the platform, 
-16). 

654.  

camera). 

            
(De Roy (Össur) Tr. 3626, in 



 

    
        

 

       
 

       
    

       
        

 

   

 
           

    
          

    
  

          

        

     
 

   

 

     
        

   

  

    
  

   

       
    

 

  
 

        
       

  

     

 

  
          

 

      
          

     
  

         
 

         

     
   

If demand for Ossur' s Rheo -expansion would require "more than some investment" and "a year [ would be] a tight 
time frame" for such an expa 

- -- -
(Freedom presentation detailing issues with Endolite's Orion); Blatchford (Endolite) Tr. 

her 2016, Endolite "suffered" from having a 
reputation of "having a product that isn't very reliable, British engineering at its worst." 

Endolite has "suffered from a legacy of launching our first microproces 

overcome that, and prosthetists do seem to have quite long memories." (Blatchford 

n at this time because, to COPC, "the two 

so there's no reason today to try to move patients to their knee." (Senn (COPC) Tr. 225). 

Endolite is a "smaller company," 

part due to Endolite's lack of presence in the United States. Hanger sees Endolite sales 
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655. Knee increased in the United States, Kim De Roy believes 
that Össur would be able to expand to produce an additional Rheos; however, such 

nsion.  (De Roy (Össur) Tr. 3691-92, in camera). 

b. Endolite 

656. Endolite has been selling MPKs 
(Endolite) Decl. at 002 ¶  8)). 

for more than 20 years. (PX04001 (Blatchford 

657. In 2016, Endolite sold MPKs in the United States, while Freedom sold 
2017, Endolite sold MPKs in the United States, while Freedom sold 
(PX06001A (Scott Morton Expert Report at 084, Table 7), in camera). 

. In 
. 

658. Prior to the release of the Orion 3 in September 2016, Endolite had technical and service 
issues that suppressed interest in its MPK products. (PX01075 (Freedom) at 109 

2170-71; Senn (COPC) Tr. 194; PX05128 (Senn (COPC) Dep. at 44)). 

659. Prior to the release of Orion 3 in Septem 

(PX05144 (Blatchford (Endolite) Dep. at 237)). 

660. sor-controlled 
swing and stance knee . . . . [R]eliability was atrocious, so it has taken us awhile to 

(Endolite) Tr. 2170-71). 

661. COPC has no plans to move volume to the Orio 
primary knees that we use [the C-Leg and the Plié] are better than their [Orion] knee, and 

662. with a small sales force and few clinicians which makes 
it more challenging for POA to get support from Endolite in a timely manner and with the 
level of support that POA gets from Ottobock, Freedom, and Össur. (Ford (POA) Tr. 
946, 956-57). 

663. Hanger makes fewer MPK purchases from Endolite than from Ottobock and Freedom in 

representatives less frequently, and has found that Endolite offers less support in the 
United States for its products. (Asar (Hanger) Tr. 1390-91). 



 

    
     

 

  

     
    

   
      

        

       
       

          

   

         

   
 

 

        
     

 
 

 

  

      
     

 

  
 

     
      

        
 

        
       

         
 

  

 

 
   

 

          

 

- -- -

tics "tried to do a trial fit one time" on the Nabtesco Allux "and it 
didn't work, like the electronics didn't function, so we weren't even able to begin the trial 
because it didn't work, and that was our last attempt at it. It was something we did not -
it's a lot cheaper, I believe, but it wasn't worth the risk of outcomes for us." (PX05141 

POA has not purchased an MPK from Nabtesco. For POA, Nabtesco's level of service 
and technical support is "not nearly to the de 
have." (Ford (POA) Tr. 958 

Mr. Sabolich characterized it as a "very janky knee." (Sabolich (SSPR) Tr. 5861, 5889 
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664. Stephen Blatchford, executive chairman of Blatchford, explained that in 2014, Endolite 
developed a strategic plan to double its revenues over a five-year period by 2020, and to 
double it again by 2025, but he did not specifically attribute the planned growth to growth 
in sales of MPKs in the United States.  (Blatchford (Endolite) Tr. 2209). 

665. 

c. Nabtesco 

666. In 2016, Nabtesco sold MPKs in the United States, while Freedom sold 
2017, Nabtesco sold MPKs in the United States, while Freedom sold 
(PX06001A (Scott Morton Expert Report at 084, Table 7), in camera). 

. In 
. 

667. Some clinic customers are not familiar with MPKs manufactured by Nabtesco.  (See Senn 
(COPC) Tr. 194; PX05168 (Sprinkle (Sprinkle Prosthetics) Dep. at 61); PX05151 (Patton 
(Prosthetic Solutions), Dep. at 32); PX05149 (Brandt (Ability P&O), Dep. at 241-42); 
PX05167 (Filippis (Wright & Filippis) Dep. at 115)). 

668. Some clinic customers who had heard of MPKs manufactured by Nabtesco would not fit 
a Nabtesco MPK on a patient because of difficulties with customer service or concerns 
about the reliability of the MPK. (Ford (POA) Tr. 959; PX05141 (Bright (North Bay) 
Dep. at 87-88)). 

669. North Bay Prosthe 

(Bright (North Bay) Dep. at 87-88)). 

670. 
gree that Össur or Ottobock and Freedom 

-59)). 

671. Scott Sabolich Prosthetics and Research has not fit an Allux MPK on any patients and 
-

90). 



 

     
     

   
 

      
         

 
         

    
            

 

       
  

 

          
        

      
 

         
  

         
 

   

 

       
     

 

     
  

        
         

         

    
          

 
 

  

 

  

       
   

  

           
        

      
  

          
  

          
  

-
Cascade made a conservative projection for Allux sales because of "the relative 

product to the marketplace." Mr. Collins further explained, "There are very well 

product at a price point that's similar to those existing products in the market and e 
significant sales increases." (Collins (Cascade) Tr. 3290 

Mattear of Proteor described Nabtesco as a "tadpole in the ocean" and "[i]n the 
grand scheme of things," nobody knew who they were. (Mattear (Nabtesco) Tr. 5744 

DAW's M - - -
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672. COPC had not purchased any MPKs from Nabtesco in 2017 and does not have any plans 
to shift purchases of MPKs from Freedom to Nabtesco because Keith Senn of COPC is 
not familiar with their knee.  (Senn (COPC) Tr. 194). 

673. Nabtesco can manufacture approximately 
(Mattear (Nabtesco) Tr. 5753, in camera). 

Allux MPKs worldwide each year.  

674. Jeffrey Collins, the president of Cascade, a distributor of prosthetic devices, had 
estimated its projected sales of the Allux in 2018 to be the same number as it sold in 
2017. 
newness of the product and the amount of time that it takes to bring awareness to a new 

-
established brands and commonly used microprocessor knees that are available in the 
market today . . . available at a competitive price, so it is difficult to bring in a new 

xpect 
-91). 

675. Bradley 
-

45). 

d. DAW 

676. PK sales have been decreasing since 2015. DAW sold MPKs in 2015, 
MPKs in 2016, and MPKs as of December 15, 2017. (PX04002 (Marquette 

(DAW) Decl. at 001-02 ¶  5), in camera). 

677. Many clinic customers have never fit a DAW MPK. (See Ford (POA) Tr. 958; Ell (Mid-
Missouri O&P) Tr. 1736; Oros (Scheck & Siress) Tr. 4811; Sabolich (SSPR) Tr. 5891; 
PX05108 (Yates (Jonesboro P&O) Dep. at 57-58, 64); PX05149 (Brandt (Ability P&O) 
Dep. at 243-44); PX05140 (Weott (Orthotic & Prosthetic Centers) Dep. at 35-36)). 

678. Many clinic customers would not fit a DAW MPK on a patient because of difficulties 
with customer service, interactions with sales representatives, or concerns about the 
reliability of the MPK. (See Ford (POA) Tr. 957-58; Ell (Mid-Missouri O&P) Tr. 1736; 
PX05140 (Weott (Orthotic & Prosthetic Centers) Dep. at 35-36)). 



 

  

   
 

 
       

     

      
        

        
         

      
       

     
       

      

  

     
       

       

   
 

 

  

  

 

 

 

   

 
 

     

    
 

       
       

 

         
         

      
      

     
       

     
 

 

      
      

       
 

(International) AG ("A.T. Kearney") to assist in pos 

A.T. Kearney's responsibilities included establishing a program for the integration of 

("Integration Team") was formed, consisting of personnel from Ottobock, Freedom, and 
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2. Efficiencies 

a. Ottobock synergies evaluation 

679. 

680. On September 29, 2017, 

(Ottobock)). 

Ottobock engaged an outside consultant, A.T. Kearney 
t-acquisition planning. (RX0616 

681. 
Freedom, defining synergy targets, identifying synergy opportunities, and developing 
synergy capture plans. (RX0616 (Ottobock) at 00004). An integration team 

A.T. Kearney. (PX05127 (Röessing (Ottobock) Dep. at 50-51); PX05154 (Baggenstoss 
(A.T. Kearney), Dep. at 27, 33)). 

682. Dr. Juerg Baggenstoss, an external consultant from A.T. Kearney, was the Integration 
Team leader. (PX01310 (Ottobock) at 005; PX05127 (Röessing (Ottobock) Dep. at 34, 
50-51)). 

683. For Ottobock, a dual brand strategy is when a single company has two different brands in 
the same market. With respect to the Acquisition, the dual brand strategy refers to 
positioning Freedom in the market as a company with advanced products and positioning 
Ottobock as a company with premier products. Under a dual brand strategy, the two 
companies would operate independently with common ownership but would have 
different value propositions and price points in the same market, with the goal of gaining 
increased usage of both products. (Schneider (Ottobock) Tr. 4414; Carkhuff (Freedom) 
Tr. 650-51). 

684. 

685. In mid-December 2017, the Integration Team stopped all work on evaluating any 
potential efficiencies or cost savings from the Acquisition. (PX05127 (Röessing 
(Ottobock) Dep. at 36-37); PX05154 (Baggenstoss (A.T. Kearney) Dep. at 26); PX05170 
(Schneider (Ottobock) Dep. at 22-23)). 



 

        

   

          

           

  

 

  

  

   
              

   
   

   

 

         
 

   
 

 

 

 

  

  

 

     
              

  
  

fying synergies opportunities was at an "early stage" and "incomplete." 

David Reissfelder, Freedom's CEO, does not believe that "any decisions" were made 
"at any point about ... any aspect of the integration" in the United States. (PX05138 

eedom's current CEO. He became CEO on September 27, 2017. Prior to joining 

Massachusetts ("Bionics"), which was acquired by Ottobock in March 
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686. At the time the Integration Team stopped all work in mid-December 2017, the work 
relating to identi 
The work regarding integration planning was either not started or in an early stage.  
(PX05154 (Baggenstoss (A.T. Kearney) Dep. at 27-28, 33)). 

687. 

688. 

689. 

690. 61 

(Reissfelder (Freedom) Dep. at 125)). 

691. 

61 David Reissfelder is Fr 
Freedom, Mr. Reissfelder was the vice president and general manager for Bionics Medical Technologies in Bedford, 

2007. (PX05138 (Reissfelder (Freedom) 
Dep. at 4, 8)). 



 

         
      

       

  

    

          
       

        
 

     
     

       

      
     

        
 

   
 

 

 

 

 

 

           
       

       
   

       
    

        
 

        
    

        
  

James Peterson's efficiencies estimates 

■ -- ■-• 

■■--
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b. 

692. 

693. 

694. 

695. Mr. Peterson presents in Table 9 of his expert report the value of the potential merger-
specific efficiencies that Ottobock could achieve if it realized 30% or 50% of the 
synergies estimates contained in the Financial Model. (RX1048 (Peterson Expert Report 
at 0053-54 ¶  133 & Table 9); Peterson, Tr. 6727-28). 

696. Mr. Peterson estimated approximately as an upper limit of the potential 
merger-specific efficiencies that Ottobock could achieve by 2022. (RX1048 (Peterson 
Expert Report at 0049, Table 8), in camera; Peterson, Tr. 6671-72, in camera; PX05174 
(Peterson Dep. at 49-50, 53), in camera). 

697. Mr. Peterson estimated approximately as a lower limit of the potential 
merger-specific efficiencies that Ottobock could achieve by 2022. (RX1048 (Peterson 
Expert Report at 0054, Table 9), in camera; Peterson, Tr. 6728, in camera; PX05174 
(Peterson, Dep. at 53), in camera). 



 

  
      

 

 
   

 

     
   

  

      
     

 

      

     
      

        
  
 

        
         
        

     
 

      
  

      
          

   

 

   
 

  

   
   

  

      
    

   
  

 

       
    

 
  

       

 

       
     

      
 
 

        
         
        

 
    

 

 

       

      
         

- a "dis synergy" -

"result in overall enhancements to gross margin." (Peterson, Tr. 6729 

70) (referring to Financial Model's "running list of certain ... assumptions"); 

evaluation of the reasonableness of the parties' assumptions and their analysis. (Peterson, 

example, with respect to the Integration Team's assumptions about gross margins, 
Peterson explained that he "relied upon the fact that [Ottobock] hired a third 

efficiencies." (PX05174 (Peterson, Dep. at 271 

Mr. Peterson described what he referred to as his "sensitizing" of the Financial Model, 

75; PX05174 (Peterson, Dep. at 276) (stating that he "relied more on 
just giving the overall efficiencies a haircut")). 

specific, Mr. Peterson's expert report states: 
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698. Mr. Peterson estimated that would yield 
between in cost savings by 2022. (RX1048 
(Peterson Expert Report at 0054, Table 9), in camera; Peterson, Tr. 6673-76, in camera). 

699. Mr. Peterson estimated that would 
yield between in cost savings by 2022. (RX1048 
(Peterson Expert Report at 0054, Table 9), in camera; Peterson, Tr. 6673-76, in camera). 

700. Mr. Peterson concluded based on the financial model that 
would produce cost increases - ranging from 

by 2022, but also concluded that would 
-30, in camera; 

RX1048 (Peterson Expert Report at 0054, Table 9), in camera). 

701. The Financial Model prepared by the Integration Team and relied upon by Mr. Peterson, 
relies upon numerous assumptions. (Peterson, Tr. 6669; PX05174 (Peterson, Dep. at 
269- see 
also PX03185 (Ottobock) at 004 (Financial Model listing assumptions)). 

702. Mr. Peterson acknowledged that verification of efficiencies claims usually includes an 

Tr. 6736). 

703. Mr. Peterson evaluated the Financial Model by altering various assumptions to see how 
the alterations impacted the model. Mr. Peterson then discounted the synergies amounts 
in the model to arrive at his efficiencies estimate. (Peterson, Tr. 6736-37). As an 

Mr. 
-party 

consultant [A.T. Kearney] who had done significant work over a significant period of 
time in connection with direction and input from management over an extended period of 
time, then buil[t] a model, and then . . . I also took a significant discount on those implied 

-72)). 

704. 
which consisted of discounting the assumed efficiency benefits by various percentages. 
(Peterson, Tr. 6673-

705. As support for the opinion that asserted efficiencies are 
merger-

projected at New Freedom are driven by the existing manufacturing 
infrastructure and expertise resident at Ottobock. Absent this specific capability, it is 



 

   

     

   
   

  

    

  

    

     
        

     
     

      
   

          
     

        

   
 

 

 

 
  
 

      

   
   

   

 
   

 

 

 
   

 

      
        

     
    

   

        
   

  

  

  

          
    

        

unknown if another strategic buyer could achieve such synergies." (RX1048 (Peterson 

Mr. Peterson's expert report does not assess whether Freedom could have achieved 

specific, Mr. Peterson's expert report states: "In order to execute on some of the 

Mr. Peterson's expert report does not assess whether Freedom could have achieved 

Mr. Peterson's expert report does not explain why Freedom could not have achieved 

flexible when it comes to pricing." Mr. Peterson did 
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Expert Report at 0052-53 ¶ 132), in camera). 

706. 
efficiencies through independent cost-savings initiatives. 

(RX1048 (Peterson Expert Report at 0052-53 ¶ 132), in camera). 

707. As support for the opinion that asserted efficiencies are merger-

summarized above, New Freedom planned to invest in its existing 
This was anticipated to result in overall enhancements to 

(RX1048 (Peterson Expert Report at 0052-53 ¶ 132), in camera). 

708. 
efficiencies through independent cost-savings initiatives. 

(RX1048 (Peterson Expert Report at 0052-53 ¶ 132), in camera). 

709. 

710. 
efficiencies through another type of transaction. (RX1048 

(Peterson Expert Report at 0052-53 ¶ 132)). 

711. Mr. Peterson assumed that the asserted efficiencies would be passed on to consumers 
based on the concept that . . . enable[] a company to be more 

not attempt to calculate an estimate 
of the efficiencies that would be realized by consumers. (PX05174 (Peterson, Dep. at 
284, in camera); Peterson, Tr. 6746-49, in camera). 

712. Mr. Peterson did not evaluate whether the claimed efficiencies with respect to the 
would be realized in the United States.  

(Peterson, Tr. 6746-49; PX05174 (Peterson, Dep. at 281-82)). 

3. Market constraints 

a. Power buyers 

713. Hanger represents a large portion of the prosthetic clinics in the United States. Hanger 
has 800 clinics across the country and employs about 1,500 clinicians. By comparison, 
there are about 3,400 total clinics in the United States and about 6,500 total clinicians in 



 

      
    

      
        
 

   
        

   

   

   

     
 

      
    

    
         

 

      
        

   

 

      
     

      
        
  

    
        

   
 

 
 

 

 

 

 

   
  

      
  

       
    

    
         

   

       
       

 

Carkhuff (Freedom) Tr. 298 (testifying that Hanger is virtually every manufacturer's 

Hanger is Ottobock's largest United States customer for MPKs. (Schneider (Ottobock) 

A little over half of Freedom's sales in the United States are to Hanger or to Southern 
Prosthetic Supply ("SPS"), which is owned by Hanger (F. 43). (Carkhuff (Freedom) Tr. 

Hanger is Ossur' s largest lower 

lists as "competitive strengths" on its SEC form 10 

e Hanger's profit margins. (Asar (Hanger) Tr. 1554 

bruary 2018 and titled, "Supplier Consolidation - The Path Forward" ("Supplier 
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the United States. (Asar (Hangar) Tr. 1312-13, 1316-17, 1379-80; see also Blatchford, 
Tr. 2273 (testifying that Hanger controls between 25 to 30% of U.S. prosthetic clinics); 

biggest customer in the United States); Sanders (United) Tr. 5379 (testifying that Hanger 
is the largest orthotics and prosthetics network that has a contract with United Healthcare 
in the United States)). 

714. In 2017, Hanger purchased approximately of its MPKs from Ottobock and 
approximately of its MPKs from Freedom, for a total of (Asar (Hanger) 
Tr. 1444, in camera; PX03205 (Hanger) at 008-09 (Supplier Consolidation Presentation), 
in camera). 

715. 
Tr. 4401). 

716. 

717. 

695). 

718. 

719. -limb prosthetics customer in the United States. (De Roy 
(Ossür) Tr. 3667). 

720. Hanger is a very important customer to Endolite, and Endolite gives Hanger its highest 
discount for MPKs.  (Blatchford (Blatchford) Tr. 2273). 

721. Hanger is aware that the volume of its purchases improves its negotiating ability with 
suppliers. Hanger -K that Hanger has 
purchasing power for orthotics and prosthetic components and that its purchasing power 
promotes the usage by its patient care clinics of clinically appropriate products that also 
enhanc -56; RX0341 at 00008-09). 

722. After learning about the Acquisition, Hanger undertook an assessment of the potential 
impact of the Acquisition on Hanger. A presentation regarding the assessment was given 
in Fe 



Consolidation Presentation"). (Asar (Hanger) Tr. 1432 

The Supplier Consolidation Presentation outlined "a couple of 
staff] modeled out for us in terms of what the impact would be." (Asar (Hanger) Tr. 

of Hanger's total MPK purchases to 

reduce Ottobock's and Freedom's combined share of Hanger MPKs to -- ock's pricing. (PX03205 

Mr. Asar, Hanger's CEO, described the assessment 
as "a small survey of a bunch of clinicians to figure out just why are you picking 

Ottobock" MPKs. (Asar (Hanger) Tr. 1446 

ians "are fully aware of the 
features, the benefits, and the economics" of other MPKs)). 

continue offering both products to patients because "both these products are go 

offer them." (Asar (Hanger) Tr. 1457 

Approximately 60% of Otto bock' s United States sales are to customers other than 

Approximately 50% of Freedom's United States sales are to customers other than 
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Consolidation Presentation)). 
-34; PX03205 (Hanger) (Supplier 

723. scenarios that [Hanger 

1433; PX03205 (Hanger) at 009-10 (Supplier Consolidation Presentation)). 

724. In one scenario from the Supplier Consolidation Presentation, Hanger modeled reducing 
its Ottobock MPK purchases from 
(Asar (Hanger) Tr. 1433-34, in camera; PX03205 (Hanger) at 009 (Supplier 
Consolidation Presentation), in camera). 

725. Under one scenario modeled in the Supplier Consolidation Presentation, if Hanger were 
able to 

reduce volume by units, and shift that volume to Össur and Endolite, 
Hanger would save per year, based on Ottob 
(Hanger) at 011 (Supplier Consolidation Presentation), in camera; Asar (Hanger) Tr. 
1506, in camera). 

726. Hanger did not assess the feasibility or likelihood of any of the scenarios described in the 
Supplier Consolidation Presentation. 

-47, 1453; PX05153B (Asar (Hanger) Dep. at 
147-48) (stating that Hanger has not done any assessment of the likelihood of any of the 
scenarios in the Supplier Consolidation Presentation and does not have a plan to achieve 
the Ottobock share decreases aside from ensuring that clinic 

727. Even if the prices of the C-Leg and the Plié increase post-Acquisition, Hanger plans to 
od 

products, our clinicians like them, our patients use them.  We would see no reason not to 
-58). 

728. 
Hanger.  (Solorio (Ottobock) Tr. 1626-27). 

729. 
Hanger.  (Carkhuff (Freedom) Tr. 695). 

730. Different clinic customers have different bargaining leverage in negotiations with MPK 
suppliers, and different abilities to negotiate lower prices.  (Carkhuff (Freedom) Tr. 402; 
PX05007 (Carkhuff (Freedom) IHT at 122); Testerman (Freedom) Tr. 1280-81; PX01023 
(Freedom) at 004). 



 

 

   
       

           

       
       

      
        

 

            
       

      
 

       
     

       
      

         

  
           

   
      

      

  
       

 

     

   

 

   

    
       

           
 

        
       

     
        

  

             
     

      
  

        
     

      
      

 

         
 

   
          

   
      

      
  

   
       

   

 
 

 
      

A clinic's profit for fitting an MPK takes into account 

With Hanger's current acquisition price of the Plie of 

Leg were to increase by a thousand dollars from Hanger's current 

Leg, although the margins would be "getting 
tighter" with the increase. (Asar (Hanger) Tr. 1382 

For COPC, based on the Plie 3's current price of 

Respondent's expert witness, Dr. David Argue, estimated that the average price of a Plie 
r Ottobock's C 
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b. Insurance reimbursement 

731. the reimbursement on all 
components of the lower-limb prosthetic, not solely the reimbursement on the MPK. 
(Brandt (Ability P&O) Tr. 3771-73; PX05141 (Bright (North Bay) Dep. at 178-79); Ell 
(Mid-Missouri O&P) Tr. 1815). 

732. The components of the overall lower-limb prosthetic have additional L-Codes that 
provide reimbursement to clinics and allow some amount of margin for the clinic, such as 
the foot, socket, suspension mechanism, adapters, hardware, and liners. (Senn (COPC) 
Tr. 275-76; Brandt (Ability P&O) Tr. 3772-73; PX05140 (Weott (Orthotic & Prosthetic 
Centers) Dep. at 44-45); RX0863 (SSPR); PX03282 (Ability P&O)). 

733. The reimbursement on a prosthetic knee is a significant percentage of the reimbursement 
for the overall lower-limb prosthetic. (Senn (COPC) Tr. 275). For example, for COPC, 
roughly half of the overall reimbursement for a lower-limb prosthesis comes from 
reimbursement for the MPK.  (Senn (COPC) Tr. 200). 

734. The total allowable Medicare reimbursement for an entire lower-limb prosthetic, 
including an MPK, is approximately $45,000. As of 2018, the Medicare reimbursement 
rate for MPKs under L-Code 5856 ranges from $20,657 to $27,543. (Senn (COPC) Tr. 
200; PX05132 (Sabolich (SSPR) Dep. at 190); Additional Joint Stipulations of Fact, 
JX003 at 2 ¶ 9). 

735. For Hanger and COPC, it is currently profitable to fit a C-Leg 4. (Senn (COPC) Tr. 275; 
Asar (Hanger) Tr. 1382. 

736. it would still 
be profitable for Hanger to prescribe the Plié if the price increased by a thousand dollars. 
If the price for the C-
acquisition price of Vinit Asar of Hanger believes it would 
still be profitable for Hanger to fit a C-

-83, in camera). 

737. if the price 
of the Plié increased by almost 10%, or it would still be profitable 
for COPC to fit the Plié 3 on its patients.  (Senn (COPC) Tr. 276-77), in camera). 

738. 
3 in 2016 was 

(F. 242, 270). 
and the average price fo -Leg 4 in 2016 was 



 

               
            

        
   

    

   

    
     

        

    
     

   
  

      

  

 

 
    

          
   

        

   
 

 

                
             

   

  

 

 

       
    

   

    
 

     
        

 

         

   
    

 

     
 

    

  
  

 
  

   
    

          
     

        
 

Freedom's financial situation 

Freedom's debt 

Tailwind Capital Partners and Telegraph Hill, "bought 80 percent of the company ... 
its growth plans." 

In 2012, Health Evolution Partners ("HEP") 

Hannifin Corporation ("Parker Hannifin") was a minority shareholder. (Carkhuff 

y 16, 2012 (the "Credit 
Agreement"), that provided Freedom with a 

Bank of Montreal ("BMO") and Madison Capital Funding, LLC ("Madison Capital") 
(collectively, the "Lenders"). (Kim (Freedom) Tr. 2602, 

BMO and Madison Capital each held 50% of Freedom's outstanding debt under the 

it Agreement contained a "Term Loan Maturity Date," which is the date by 
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739. Dr. David Argue agrees that it is possible that a clinic may earn a profit on the prosthetic 
leg as a whole even if the clinic does not make a profit on the MPK component. (Argue 
Tr. 6315-16, in camera). 

4. Failing company defense 

a. 

i. 

740. Freedom was founded in 2002. (Carkhuff (Freedom) Tr. 293). Since its founding, 
Freedom has recapitalized twice, in 2008 and in 2012. (PX05007 (Carkhuff (Freedom) 
IHT at 25); PX05103 (Kim (Freedom) Dep. at 17-18)). In 2008, two private equity firms, 

and, basically, provided additional capital for the company to achieve 
(PX05103 (Kim (Freedom) Dep. at 17-18); Carkhuff (Freedom) Tr. 304). 

741. , a private equity firm, purchased about a 
95% interest in Freedom for (PX05103 (Kim (Freedom) Dep. at 18-19), 
in camera; Carkhuff (Freedom) Tr. 310, 631, in camera). 

742. At the time of the Acquisition, HEP was the majority shareholder of Freedom and Parker 

(Freedom) Tr. 311). Parker Hannifin employee Achilleas Dorotheou was on the board of 
directors of Freedom from 2014 through October 2017. (PX05125 (Dorotheou (Parker 
Hannifin) Dep. at 10); PX05103 (Kim (Freedom) Dep. at 113-14)). 

743. Freedom entered into a Credit Agreement, dated Februar 
term loan. (RX0826 

(Freedom) at 00001, 00028, in camera). The term loan was provided by two lenders: 

in camera; RX0826 (Freedom) 
at 00001 &  00095-96, in camera). 

744. 
Credit Agreement.  (Kim (Freedom) Tr. 2602). 

745. The Cred 
which any outstanding amounts under the term loan were due and payable to the Lenders.  
At the time the Credit Agreement was executed in 2012, the Term Loan Maturity Date 
was February 16, 2017.  (RX0826 (Freedom) at 00028; Kim (Freedom) Tr. 2602). 

746. The Credit Agreement was ultimately amended eight times. (Kim (Freedom) Tr. 2602-
03). 
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747. The first through sixth amendments to the Credit Agreement were executed on March 31, 
2013, June 7, 2013, November 24, 2014, June 30, 2016, August 15, 2016, and August 22, 
2016. (RX0831 (First Amendment); RX0832 (Second Amendment); RX0829 (Third 
Amendment); RX0827 (Fourth Amendment); RX0830 (Fifth Amendment); RX0828 
(Sixth Amendment)). None of the first six amendments changed the Term Loan Maturity 
date of February 16, 2017.  (Kim (Freedom) Tr. 2603). 

748. By the end of 2016, Freedom owed the Lenders approximately (Kim 
(Freedom) Tr. 2604, in camera). 

749. 

750. 

751. 

752. 

753. 

754. HEP invested an additional in Freedom and Freedom formally engaged 

Amendment. (Smith (HEP) Tr. 6446-47, in camera; Kim (Freedom) Tr. 2605-08, in 
camera). 

755. 

756. 



 

  

   

    

   

       
      

     

   
        

 

    
    

      
  

  

   
      

  

                
  

   
 

 

 

     
  

 

 
   

 

       
     

     

    
        

  

     
    

       
  

   

    
     

 

     

                 
   

-
Otto bock satisfied Freedom's 

Freedom's financial metrics 

Respondent's expert witness, James Peterson, calculated Freedom's revenues, gross 

the first six months of 2017 using Freedom's audited consolidated income statements for 

and PX1292)). These calculations are reflected in his expert report as "Table 1 
Freedom's Historical Income Statement." (RX1048 (Peterson Expert Report at 0008)). 

Freedom's EBITDA, operating income, and gross profit perce 

(Freedom's Historical Income Statement)). 

Freedom's EBITDA was $6,347,000 in 2012; $4,180,000 in 2013; $3,414,000 in 2014; 

(RX1048 (Peterson Expert Report at 0008, Table 1) (Freedom's 
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757. 

758. 

759. debt obligation to the Lenders at the closing 
of the Acquisition.  (Kim (Freedom) Tr. 2668-69, in camera). 

760. 
profits, operating expenses, EBITDA (F. 761), and operating income for 2012 through 

ii. 

2012 through 2016 and an unaudited consolidated income statement the first six months 
of 2017 from which he calculated annualized year-to-date figures for 2017. (RX1048 
(Peterson Expert Report at 0007 ¶ 15 & n.25-27) (relying on RX0822, RX0823, RX0824, 

761. EBITDA, which stands for earnings before interest, (income) taxes, depreciation, and 
amortization, is an acronym used by analysts to focus on a particular measure of cash 
flow used in valuation.  (RX1048 (Peterson Expert Report at 0007 n.27)). 

762. EBITDA is an important metric in measuring the financial health of a company because it 
is an approximation of the operating cash flow generated by the business of the company.  
EBITDA needs to be high enough to cover debt service and capital expenditures, which 
are cash outflows, as well as providing positive net cash flow, which is an indicator of the 
value of the business.  (Kim (Freedom) Tr. 2622). 

763. 
2012 to 2016. 

ntage fell every year from 
(F. 764-766; RX1048 (Peterson Expert Report at 0008, Table 1) 

764. 

Historical Income Statement), in camera; Kim (Freedom) Tr. 2622-23, in camera). 

62 The use of parentheses around certain numbers in F. 764-765 means that the number inside the parenthesis is a 
negative number. See Kim (Freedom) Tr. 2623. 



Freedom's operating income was ($836,000) in 

(Freedom's Historical Income Statement), 

Freedom's gross profit percentage was 69.2% in 2012; 66.1 % in 2013; 65.9% in 2014; 

(RX1048 (Peterson Expert Report at 0008, Table 1) (Freedom's Historical Income 

From 2012 through the first six months of 2017, Freedom's gross profit percentage fell 

Respondent's expert witness, James Peterson, calculated Freedom's cash flow statements 
for 2012 through 2016 using Freedom's audited consolidated income statements for 2012 

tions are reflected in his expert report as "Table 3 
Freedom's Audited Historical Cash Flow Statement." (RX1048 (Peterson Expert Report 

0017, Table 3) (Freedom's Audited Historical Cash Flow Statement), 

Freedom's net cash provided (used) by operating activities was 

RX1048 (Peterson Expert Report at 0017, Table 3) (Freedom's Audited 

Changes in Freedom's financial situation 

"[ A ]number of internal 
and early 2016" led to lower sales and a decreasing EBITDA and free cash flow for 

efforts by Freedom's competitors and Ottobock's release of the C 
decline in Freedom's knee unit sales from 

led to keep "headcount and expenses in 
revenue growth." PX03008 (Madison Capital) at 001, 004 
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765. 2012; ($4,061,000) in 2013; ($4,815,000) 
in 2014; 

(RX1048 (Peterson Expert Report at 0008, Table 1) 
in camera). 

766. 
. 

Statement), in camera). 

767. 
by approximately (F. 766; Kim (Freedom) Tr. 2621, in camera; Carkhuff 
(Freedom) Tr. 643, in camera). 

768. 

through 2016.  (RX1048 (Peterson Expert Report at 0016-17 n.83) (relying on RX0822, 
RX0823, and RX0824)).  These calcula 

at 0016)). 

769. Freedom experienced a net loss of in 2015 and 
2016, respectively, from a cash flow perspective.  (RX1048 (Peterson Expert Report at 

in camera). 

770. 

( 
Historical Cash Flow Statement), in camera). 

iii. 

(a) 2015 and early 2016 

771. operational missteps and increased market competition in 2015 

Freedom. Such increased market competition included increased sales and marketing 
-Leg 4 in the fourth 

quarter of 2015, which resulted in a 
September 2015 through April 2016 compared to the same time period for the prior year.  
In addition, Freedom fai -line with forecasted 

-06 (June 29, 2016 Fourth 
Amendment Memo), in camera). 



the third quarter of 2016, which "resulted in significant project cost overruns as well as 

operations 12 months prematurely." (P 

Freedom identified the following "2015 and 2016 Events Affecting Performance: 

ankle product." 

Due to "a number of [Freedom's] failures over the past 18 months," on April 1, 2016, 
HEP and Freedom's board of directors replaced Freedom's then 
with David Smith, "an HEP operating partner with significant operating experience." 

On April 1, 2016, David Smith became Freedom's chairman and CEO and Maynard 
Carkhuff s role changed from CEO to vice chairman and chief innovation officer. (Smith 

92). David Smith made "[k ]ey sales 

compensation." (PX02034 (HEP) at 049 ( 

David Smith's initial objectives as CEO were to try to "improve product portfolio, 
improve ... customer satisfaction, improve profitability, [and] improve innovation." 

Freedom identified the following "2016 Actions: Added David A. Smith as Chairman 

marketing structure and compensation; Significant enhancement of R&D pipeline." 

eedom's CEO, David Smith, presented a 2017 Strategic Plan to 
Freedom's board of directors ("2017 Strategic Plan"). This plan detailed Freedom's 
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772. Freedom delayed the launch of its Kinnex microprocessor ankle from the end of 2015 to 

unabsorbed FTE[63] costs as the Company had begun to ramp [up its] manufacturing 
X03008 (Madison Capital) at 005, in camera 

(June 29, 2016 Fourth Amendment Memo)). 

773. 
Missteps by operational leadership, particularly with service policy; Impact on K-3 
revenues of U.S. regulatory audits, which affected all industry players; Product launches 
by competitors; Issues with durability and service on Plié 3; Settlement of IP litigation on 

(PX02034 (HEP) at 048, in camera (March 2017 Freedom presentation 
to Ottobock)). 

774. -
-CEO, Maynard Carkhuff 

(PX03008 (Madison Capital) at 005-06). 

775. 

(HEP) Tr. 6408; Carkhuff (Freedom) Tr. 291-
leadership additions with restructure of sales, clinical and marketing structure and 

in camera)). 

776. 

(Smith (HEP) Tr. 6422). 

(b) Late 2016 and 2017 

777. 
and CEO; Replacement of COO and Head of Sales; Reversal of service policy errors; 
Enhancement of Plié 3 product quality and service; Service model improvements and 
investment; Key sales leadership additions with restructure of sales, clinical and 

(PX02034 (HEP) at 049, in camera (March 2017 Freedom presentation to Ottobock)). 

778. In September 2016, Fr 

shortcomings and plans for improvement through 2017.  (PX01014 (Freedom).  

63 Full-time equivalent indicates the workload of an employee. 



Freedom's financial performance in 2 

"of incremental equity support from shareholders to provide [Fre 
operating flexibility, and growth capital[.]" (PX03009 (Madison Capital) at 002, 

upon Madison Capital's demands to extend the Term Loan Maturity Date in connection 

Freedom identified the following "2017 Momentum & 

In early 2017, Freedom's "January and February revenues were ahead of plan"; 
"EBIT[A was] 
pipeline"; and Freedom expected "[ m ]omentum" from "Plie 3 product quality 

volume increase over last year)." (PX02034 

"a big reason why the company started to turn")). 

In February 2017, Freedom's "[c]ash was well above plan based on strong sales" during 
the previous three months and "lower than planned" capital expenditures and operating 

Freedom's CFO, Lee Kim, drafted "flash reports" updating Freedom's board of directors and executives about 
the company's performance. Mr. Carkhuff would occasionally review and provide input 
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016 was a significant factor that Freedom used in 
setting its plan for 2017.  (Kim (Freedom) Tr. 2623-25). 

779. To implement the 2017 Strategic Plan, David Smith requested 
edom] with liquidity, 

in 
camera). 

780. In January 2017, HEP committed to provide Freedom with of capital 
support.  (PX03009 (Madison Capital) at 002, in camera).  This commitment was based 

with the Seventh Amendment.  (PX03009 (Madison Capital) at 002, in camera; Smith, 
(HEP) Tr. 6463). 

781. Results:  Release of improved Plié 
3 and Kinterra; Release of Maverick foot line; Release of Kinnex MPC Ankle; Alpha 
testing and fitting of Quattro; Significant revenue turnaround and growth started in 
September [2016] with the last few months results: 

(PX02034 (HEP) at 050 (March 2017 Freedom 
presentation to Ottobock), in camera). 

782. 
ahead of plan year-to-date, despite accelerated product 

improvements (already resulting in 
(HEP) at 024 (March 2017 Freedom presentation to Ottobock), in camera). 

783. Freedom experienced a year-over-year growth in sales of the Plié from 2016 to 
2017.  (PX02032 (Freedom) at 038, in camera; see also Carkhuff (Freedom) Tr. 570-71; 
Smith (HEP) Tr. 6532, 6496-97, in camera (testifying that the Plié volume increase was 

784. 

expenses.  (PX01107 (Freedom) at 002 (Freedom Financial Flash Report64)). 

to the flash reports before 
they were circulated.  (Carkhuff (Freedom) Tr. 406-07). 

64 
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785. In the first quarter of 2017, Freedom had a positive EBITDA of •••■ exceeding its 
forecasted EBITDA and a negative cash flow of- (PX0l 105 at 005 (March 
2017 Financial Statements), in camera). 

786. Freedom's "[s]ales perf01mance had improved significantly" by March 2017. 
(Freedom) Tr. 2532). 

(Kim 

787. For the first quaiier of 2017, Freedom's year-to-date total actual revenue was 
planned revenue was - and previous yeai· first quaiier 
■■■■11 (PX02032 (Freedom) at 005 (Freedom's board of directors 

meeting presentation, April 19, 2017), in camera). Actual revenue for first quaiier of 

2017 was about ■■■■- ahead of plan and about ■■■■- ahead of revenue 
for the first qua1ier of the previous yeai·. (Smith (HEP) Tr. 6514, in camera). 

788. In May 2017, " [c]ash before series B equity contribution of l I [was] ahead of 
plan due to operating results better than plan and control of cap ex." (PX01293 
(Freedom) at 001 , in camera· see also Kim (Freedom) Tr. 2557-58, in camera (testifying 
that Freedom's cash balance was above where it was expected to be when the annual plan 
was developed in late 2016 and that "operating results better than plan" means that 
Freedom's profit was above plan)). 

789. May 2017 revenues were ■■■ of plan and ■■I over the prior year yeai·-to-date 
revenues were of plan and over the prior yeai·; and yeai·-to-date EBITDA 
was ■■■■- ahead ofplan. (PXOl 103 (Freedom) at 001 in camera) . 

790. June 2017 revenues were - of plan and - over the prior yeai·. "June 2017 
was the highest revenue month in Freedom's histo1y." Yeai·-to-date revenues were 

of plan and ■■I over the prior year. (PX0 1292 (Freedom) at 001 , in camera; 
see also Kim (Freedom) Tr. 2566, ;n camera). 

791. In June 2017, yeai·-to-date EBITDA was ahead of plan. Yeai·-to-date 
adjusted EBITDA was ··••■ ahead of plan. (PX01292 (Freedom) at 001 , in 
camera; see also Kim (Freedom) Tr. 2566-67, in camera). 

792. In June 2017, cash before year-to-date equity contribution was approximately -
ahead of plan "primai·ily due to favorable operating results and cap ex below 

plan." (PX01292 (Freedom) at 001 , in camera; see also Kim (Freedom) Tr. 2567, in 
camera). 

793. In July 201 7 "[ c ]ash before yeai· to date series B equity contribution of 
ahead of plan due to 

operating results better than plan and control of cap ex." (PX0 1312 (Freedom) at 001 , in 
camera; see also Kim (Freedom) Tr. 2569 in camera). 



In August 2017, "[c]ash before [year -
control of cap ex." ( 

-
Freedom's consolidated mcome statements for the month ending August 31, 2017 

Independent auditor's report 

Prior to the Acquisition, it was Freedom's regular practice to retain independent auditors 
to conduct an annual audit of Freedom's financial statements. (Kim (Freedom) Tr. 2494 

audit Freedom's financial statements in mid 
March of each year and would provide a report on Freedom's financial 

The independent auditor's report would 

Accepted Accounting Principles ("GAAP"). (Kim (Freedom) Tr. 2500 

Under GAAP, "[i]n connection with preparing financi 
interim reporting period, an entity's management shall evaluate whether there are 

entity's ability to continue as a going concern wi 

statements are available to be issued when applicable)." (PX06002 (Hammer Expert 

Under GAAP, "[o]rdinarily, 
entity's ability to continue as a going concern relate to the entity's ability to meet its 
obligations as they become due. Accordingly, management's evaluation of an entity's 
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794. 

camera). 

-to-date] series B equity contribution of 
ahead of plan due to operating results better than plan and 

PX01313 (Freedom) at 002, in camera; Kim (Freedom) Tr. 2571, in 

795. August 2017 revenues were of plan and over the prior year; year-to-date 
revenues were of plan and over the prior year; year-to-date EBITDA was 

ahead of plan; and year-to-date cash balance was approximately 
higher than anticipated by August 31, 2017.  (PX02028 (HEP) at 001, in 

camera). 

796. 
reflected positive EBITDA of . (PX02028 (HEP) at 003, in camera). 

797. Over the first eight months of 2017, Freedom saw a increase in revenue 
and a increase in EBITDA over the same time period in 2016.  (PX02028 
(HEP) at 003, in camera). 

iv. 

798. 
-

95). 

799. Independent auditors typically would 
February or mid-
statements at the end of the audit process.  (Kim (Freedom) Tr. 2496-97, 2500-01). 

-

800. include an opinion on whether the financial 
statements fairly present the financial position of Freedom, in accordance with Generally 

-01). 

801. al statements for each annual and 

conditions and events, considered in the aggregate, that raise substantial doubt about an 
thin one year after the date that the 

financial statements are issued (or within one year after the date that the financial 

Report at 024 ¶ 60)). 

802. conditions or events that raise substantial doubt about an 



are relevant to an entity's ability to meet its obligations as they become due within one 
year after the date that the financial statements are issued." (PX06002 (Hammer Expert 

about a company's ability to continue for at least one year after the auditor signs the audit 

Lee Kim, Freedom's CFO, 

dit of Freedom's financial statements prior to the Acquisition was 
an audit of Freedom's 2016 financial statements conducted by Squire & Company 
("Squire"), which was completed in March 2017 and signed by Squire on April 6, 2017. 

During the course of the independent audit of Freedom's 2016 financial statements, Lee 
Kim, Freedom's CFO, provided Squire with information regarding the financial state of 

During the course of the independent audit of Freedom's 2016 financial statements, 

reedom's ability to continue as a 

reedom's ability to meet its financial obligations, and documents the plan to mitigate the 
problem. Mr. Edwards wrote to Mr. Kim: "If you can alleviate the conditions or events 
that raise substantial doubt about the entity's ability to continue as a goin 
we can remove the going concern paragraph from the audit opinion." (PX01294 at 002; 

On March 23, 2017, Lee Kim, Freedom's CFO, provided Squire with the memorandum 
that Squire requested (F. 809) ("Going Concern Memo"). Mr. Kim drafted the Going 
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ability to continue as a going concern ordinarily is based on conditions and events that 

Report at 024-25 ¶  61)). 

803. A going concern qualification is a qualification that an auditor has substantial doubt 

report.  (Hammer, Tr. 2942, 2946). 

804. was responsible for managing the independent audit process, 
interacting with the financial auditors that were retained by Freedom for its annual audits, 
and providing requested financial information to the independent auditors.  (Kim 
(Freedom) Tr. 2495, 2497). 

805. Lee Kim is a licensed certified public accountant who, prior to joining Freedom, had 
worked at the Deloitte auditing firm for six years, and had also worked at seven to eight 
other companies.  (Kim (Freedom) Tr. 2495-96, 2646). 

806. The last independent au 

(Kim (Freedom) Tr. 2501; PX02023 (HEP) at 016). 

807. 

Freedom and strived to be truthful in his communications with Squire.  (Kim (Freedom) 
Tr. 2502). 

808. 
Shane Edwards of Squire informed Mr. Kim that Squire was considering including a 
paragraph in its audit opinion expressing doubt about F 
going concern.  (Kim (Freedom) Tr. 2502-03). 

809. On March 22, 2017, Mr. Edwards of Squire requested that Mr. Kim draft a memorandum 
that addresses the conditions/events that raise substantial doubt, provides an evaluation of 
F 

g concern, . . . 

Kim (Freedom) Tr. 2503). 

810. 



with input from Freedom's sales and marketing team, but without input 
from Freedom's CEO, David Smith. (PX05126 (Kim (Freedom) Dep. at 48 

g Concern Memo to Maynard Carkhuff, Freedom's vice chairman, 

Freedom's CEO, David Smith, 

doubt about the company's ability to continue as a going concern. (Kim (Freedom) Tr. 

On March 23, 2017, Shane Edwards of Squire replied to Mr. Kim as follows: " 

will keep the footnote that talks about the issues." 

including in its opinion, meaning that Squire's report did not include information about 
to Freedom's ability to continue as a going concern. (Kim (Freedom) Tr. 

Freedom's CFO, attaching compliance and financial documents)). 

Lee Kim, Freedom's CFO, certified that Freedom's 2016 annual audited report fairly 

Note 1 of Freedom's 2016 Consolidated Financial Statements for Years Ended December 
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Concern Memo 
-50, 52-55; 

Kim (Freedom) Tr. 2504, 2510, 2647-48). 

811. Mr. Kim sent the Goin 
on March 23, 2017.  (PX01087 (Freedom) (email attaching Going Concern Memo); Kim 
(Freedom) Tr. 2505-06).  Mr. Kim could not recall if he sent the Going Concern Memo to 

who testified that he had not received or reviewed it.  
(Kim (Freedom) Tr. 2647; Smith (HEP) Tr. 6451-52). 

812. At the time he wrote the Going Concern Memo, Mr. Kim believed that the plan that 
Freedom management had in place could alleviate the conditions raising substantial 

2540). 

813. Great 
memo Lee . . . and indeed could well be the mother of all going concern memos.  We will 
remove the going concern modification in the audit opinion.  However, as required, we 

(PX01294 (Freedom) at 001 (email 
chain attaching draft consolidated financial statements)). 

814. Squire ultimately removed the going concern modification it had been considering 

issues relating 
2508). 

815. On April 20, 2017, Freedom issued its 2016 Consolidated Financial Statements for the 
Years Ended December 31, 2016 and 2015.  (PX02023 (HEP) at 001, 013-40 (email from 
Lee Kim, 

816. 
presents in all material respects the financial condition and results of operations for 
Freedom and signed the annual Compliance Certificate for 2016 on behalf of Freedom.  
(Kim (Freedom) Tr. 2591). 

817. 
31, 2016 and 2015 was based on the Going Concern Memo that Mr. Kim provided to 
Squire.  Mr. Kim helped Mr. Edwards draft Note 1.  (Kim (Freedom) Tr. 2592). 

818. 
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On April 6, 2017, Squire signed its Independent Auditor's Report of Freedom's 

16 (email from Lee Kim, Freedom's CFO, attaching compliance 
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(PX02023 (HEP) at 021-22, in camera). 

819. 
Consolidated Financial Statements for Years Ended December 31, 2016 and 2015. 
(PX02023 (HEP) at 015-
and financial documents)). 



 

 
      

       
  

 

 

    
     

        
     

       
       

 

    
    

      
     

   

 

 
  

     
       
   

  

 
 

  

  

     
        

 

         
     

 

        
       

  

     
    

 

       
       

 

 

Squire's Independent Auditor's Report of Freedom's Consolidated Financial Statements 
and 2015 states that Squire "conducted our audits in 

ted financial statements are free from material misstatement." 
(PX02023 (HEP) at 015 (email from Lee Kim, Freedom's CFO, attaching compliance 

David Smith, Freedom's chairman and CEO at the time, received Squire's Independent 
itor's Report of Freedom's 2016 Consolidated Financial Statements for Years Ended 

Freedom's August 31, 201 7 monthl 
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820. 
for Years Ended December 31, 2016 
accordance with auditing standards generally accepted in the United States of America. 
Those standards require that we plan and perform audits to obtain reasonable assurance 
about whether the consolida 

and financial documents)). 

821. 
Aud 
December 31, 2016 and 2015 on April 20, 2017.  (PX02023 (HEP) at 001). 

v. Liquidation 

822. In late September 2017, Freedom had approximately 
(PX05005 (Smith (HEP) IHT at 13-14, in camera); see also PX02028 (HEP) at 007, in 
camera). 

823. Freedom never calculated the liquidation value of the company.  (Carkhuff (Freedom) Tr. 
552; Smith (HEP) Tr. 6551; PX07028 (HEP) at 002 (Response to CID Specification No. 
1)). 

824. Neither Freedom nor HEP asked Moelis, the investment banker hired by Freedom to help 
find a refinancing partner or to sell the company (F. 843), to assist in calculating a 
liquidation value of Freedom.  (PX05110 (Hammack (Moelis) Dep. at 200)). 

825. Freedom never employed a liquidation method of accounting and never undertook any 
efforts to value what its various assets could be sold for through liquidation because 
Freedom was not going to be liquidated.  (Kim (Freedom) Tr. 2548). 

826. y balance sheet reflected a book value of tangible 
assets in the amount of (PX02028 (Freedom) at 006, in camera; see also 
PX06002 at 051 (Table 2) (Hammer Expert Report), in camera). 

827. 



 

       
    

         
      

        

         
          

    

        
        

      

       
   

     
   

    

  

 

         
  

      

   
 

 

        
    

         
      

 

         

  

          
          

    
  

         
         

       
 

        
    

      
    

     
 

 

  

          
   

       
  

Freedom's forecasted 

would participate in someone else's transaction. (PX02093 (HEP) at 001). 

-

On July 15, 2017, David Smith, Freedom's chairman and CEO at the ti 
Freedom's "pipeline is the best it's ever been in the history of the company. That 
investment will be harvested over the next several years." (PX02010 (HEP) at 001). 
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828. When entering into the Seventh Amendment (F. 750), Madison Capital believed that 
of liquidity should be sufficient for Freedom to 

continue its operations through a prolonged sale process in the second half of 2017 
without the need for additional outside capital. (PX03009 (Madison Capital) (Seventh 
Amendment), in camera). 

829. In July 2017, Madison Capital advised Freedom that it could not lead refinancing, but 

vi. Forward looking actions 

830. Freedom spent more money on sales and marketing in the first eight months of 2017 than 
it had spent in the first eight months of 2016. (PX02028 (HEP) at 003, in camera 
(showing sales and marketing spend year-to-date through August 31 of in 
2017 and in 2016)). 

831. Freedom spent more money on research and development in the first eight months of 
2017 than it had spent in the first eight months of 2016. (PX02028 (HEP) at 003, in 
camera (showing research and development spend year-to-date through August 31 of 

in 2017 and in 2016)). 

832. In March 2017, Freedom expected to earn net sales of in 2018, 
in 2019, and in 2020; and expected EBITDA of in 

2018, in 2019, and in 2020. (PX02034 (HEP) at 021 
(Freedom presentation to Ottobock), in camera; Carkhuff (Freedom) Tr. 544, in camera). 

833. As of April 19, 2017, Freedom had hired fives sales representatives for its European 
operations.  (PX02032 (HEP) at 016). 

834. 

835. me, conveyed that 

836. In 2017, Freedom extended the leases for its Irvine, California and Gunnison, Utah 
facilities for three years each.  (PX05005 (Smith (HEP) IHT at 214-15)). 

837. Freedom never missed a payroll and Freedom paid out discretionary bonuses to its 
executives in 2017. (Kim (Freedom) Tr. 2588; PX05126 (Kim (Freedom) Dep. at 160)). 



 

     

   

        
 

    
  

   
 

      

      

       
 

      
   

      
 

   
     

  
 

     
     

   

 

 

  

      
 

 
  

        
 

 

      
  

   
    

        

 

       

      
  

 
      

    

       
 

     
    

 
  

      
    

Freedom's options 

David Smith believed that "refinancing would have been perfect." (Smith (HEP) Tr. 

Freedom, "could have had a longer run of recovery in the business, we could have had 

in order to do due diligence in a sale process." (Smith (HEP) Tr. 

was, "New investor, if contributing equity will be very painful to both HEP and Parker 
[Hannifin] [the owners of Freedom] in terms of the dilution impact." (PX03092 (Parker 

Freedom and Freedom's board of directors regarding a valuation of Freedom, Moelis had 

To fullfill the condition imposed by Freedom's lender Madison Capital in the Seventh 

"both were high quality calls and fully engaged." Madison Capital reportedly 
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b. 

i. Refinancing 

838. Shortly after David Smith became CEO of Freedom in April 2016, he began looking for 
refinancing sources.  (Smith (HEP) Tr. 6472). 

839. 
6463). Mr. Smith explained that with refinancing, as opposed to selling the company, 

more revenue growth, we could have rolled out more products, and we would have 
looked much better 
6463-64). 

840. Any refinancing would need to provide Freedom with between to 
pay its debt obligations, plus an additional to fund operations and growth 
initiatives, for a grand total of approximately (Hammack (Moelis) Tr. 
6072, in camera; Smith (HEP) Tr. 6425, 6464-65, in camera). 

841. In an October 7, 2016 Freedom board meeting, one key point the participants discussed 

Hannifin) at 001). 

842. In October 2016, although Moelis had a number of meetings and discussions with 

not been asked to contact any possible refinance partners. (PX05110 (Hammack 
(Moelis) Dep. at 19-20); Hammack (Moelis) Tr. 6063-65, 6081-82). 

843. 
Amendment, in May 2017, Moelis was formally engaged as an investment banker to help 
the company find a refinancing partner or to sell the company.  (F.  753-754). 

844. Moelis maintained a contact log that listed six refinancing sources contacted by Freedom 
representatives: 

(PX03264 (Moelis) at 001, in camera; Hammack (Moelis) 
Tr. 6071, in camera). In addition to these entities, Moelis or Freedom contacted three 
other refinancing sources: 

(Hammack (Moelis) Tr. 6071, in camera). 

845. In July 2017, Moelis continued to be engaged with four potential refinancing parties 
. David Smith felt that 



"can't lead refinancing, but happy to participate m someone else's transaction." 

willingness to replace half of Freedom's debt with equity, with a 
as compared to an "offer of■•••••• by the strategic players." (PX05125 

"A few players were approached," by Freedom to refinance Freedom's debt, "but the 
terms of valuation were very unfavorable compared to the strategic bidders." It was 
evident to Freedom's board that "one of the strategic players and notably Ottobock would 

r." (PX05125 (Dorotheou (Parker Hannifin) Dep. at 111)). 

In early October 2016, Maynard Carkhuff, Freedom's vice chairman and chief innovation 
officer at the time, and David Smith, Freedom's CEO at the tim 

Germany to gauge Ottobock's interest in acquiring Freedom. (Carkhuff (Freedom) Tr. 

Professor Nader discussed Freedom's business, products, and plans, as well as "what the 
combined entity might be able to do together[.]" (PX05122 (Smith (HEP) Dep. at 24 

Jon Hammack, managing director at Moelis, knew about Freedom's discussions with 
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(PX02093 (HEP), in camera). 

846. As of August 1, 2017, 

(PX03087 (Parker Hannifin) at 001, in camera). 

847. Achilleas Dorotheou, a Freedom board member, viewed as unfavorable 
valuation, 

(Dorotheou (Parker Hannifin) Dep. at 112-13), in camera). 

848. 

have the highest offe 

ii. Sale of the company 

(a) Timeline for eliciting offers 

849. 

and primary owner 
e, met with the chairman 

of Ottobock Germany, Professor Hans Georg Näder, in Berlin, 

648-49). 

850. Later in October 2016 (after the earlier meeting (F. 849)), Mr. Carkhuff and Mr. Smith 
had another meeting with Professor Näder in New York, New York.  (Carkhuff 
(Freedom) Tr. 519, 649).  At that meeting, Mr. Carkhuff made a presentation to Professor 
Näder, which provided an overview of the Freedom business in order to try to persuade 
Ottobock to acquire Freedom.  (PX05109 (Carkhuff (Freedom) Dep. at 46); Carkhuff 
(Freedom) Tr. 522, 525-26, 649, in camera). 

851. At the New York, New York meeting in October 2016 (F. 850), David Smith and 

27)). 
-

852. 
Ottobock in the fall of 2016, but did not play a role in them.  (PX05110 (Hammack 
(Moelis) Dep. at 14)). 



 

       
     

 

      
        
    

         
       

      
    

     
       

      
  

      

       
      

 

     

   
    

        
        

       

   

 

        
    

  

       
        
   

 

 
         
      

     
    

    
       

 

  

     
   

     
 

        
      

 

      

     
    

 

         
       

       
 

In the fourth quarter of 2016, Freedom "initiated a conversation with Ottobock, one of 

2016." (PX03009 (Madison Capital Funding) at 003, 

uary 2017 by Moelis, Freedom's investment bank, stated 
that Moelis "presented a preliminary, illustrative valuation to the [b ]oard of Freedom 

Ottobock[.]" This presentation did not reference any 

Freedom agreed to send Ottobock some financial items. Ottobock indicated that "they 
would in turn send [Freedom] an offer after review." (PX02034 (HEP) at 001). 

m's valuation to 

749 OTTO BOCK HEALTHCARE NORTH AMERICA, INC. 

Initial Decision 

853. In October 2016, Moelis was not asked to provide any assistance with selling the 
Freedom business or to conduct any outreach to potential acquirers. (PX05110 
(Hammack (Moelis) Dep. at 19-20); Hammack (Moelis) Tr. 6081-82). 

854. On or about November 27, 2016, Mr. Carkhuff received a note from Professor Näder 
advising Mr. Carkhuff that Freedom continues to be a top priority, but that Ottobock was 
focusing on wrapping up two prosthetic acquisitions before year-end. (PX01111 
(Freedom) at 001). 

855. 
two major competitors, to discuss the potential strategic sale of Freedom to Ottobock in 
2017. Per management, Ottobock is very interested in the Freedom platform and is 
expected to begin formal diligence in [first quarter] 2017. Per Management, Ottobock 
has been guided to a purchase multiple of 

and remains interested in the potential transaction. This potential purchase 
multiple is consistent with the valuation report lenders received from Moelis in October 

in camera). 

856. A presentation created in Febr 

Innovations on October 20, 2016[.] Freedom Innovations subsequently entered into 
bilateral sale negotiations with 
other potential acquirers of Freedom or any refinancing alternatives. (PX03002 (Moelis) 
at 002). 

857. In March 2017, Maynard Carkhuff, David Smith, and Freedom board member Rolf 
Classon met with Professor Näder and the director of strategy and mergers and 
acquisitions for Ottobock Germany, Alexander Gück, in Berlin, Germany. (Carkhuff 
(Freedom) Tr. 541-42; Smith (HEP) Tr. 6491-92; PX02034 (HEP) at 001). 

858. At the March 2017 meeting in Berlin, Germany (F. 857), Ottobock requested and 

859. In April 2017, Ottobock informed Freedom that Ottobock viewed Freedo 
be (PX02088 (HEP) at 001, in camera; PX03084 (Parker 
Hannifin) at 001, in camera). 

860. From October 2016 to April 2017, neither Freedom nor Moelis contacted any potential 
alternative strategic buyers of Freedom besides Ottobock. (PX05110 (Hammack 
(Moelis) Dep. at 47); PX02089 (HEP) at 001; PX05125 (Dorotheou (Parker Hannifin) at 
67)). 



 

       
      

 

        

     
           

     
        

          
      

         

    
 

       
      

 

     

 

    
       

      

        

    
 

  

   
 

 

        
      

  

         
 

      
          

    
        

         
      

        
 

 
   

  

        
     

  

       

   

      
       

  

      
 

        
 

       
 

   

  

In June 2017, Moelis sent process letters to Ossur and to Ottobock seeking "a written, 
binding indication of interest" to acqu 

). Ottobock's August 31, 2017 final offer letter 
stated that Ottobock "is pleased to submit this non binding bid package" to acquire 

stated that "[t]he proposal set forth in this letter is not intended to 

Ossur's offer to acquire Freedom is discussed in more detail in F. 889 
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861. In late April 2017, Moelis contacted Össur and Permobil, a company largely focused on 
patient lifts, wheelchairs, and mobility aids, as potential acquirers of the Freedom 
business.  (PX03264 (Moelis) at 001-03; PX05110 (Hammack (Moelis) Dep. at 41)). 

862. In May 2017, Permobil informed Moelis that they were not interested in acquiring the 
Freedom business.  (PX03264 (Moelis) at 003). 

863. In May 2017, Moelis expanded its outreach to five potential strategic buyers in addition 
to Össur and Permobil. None of the five additional potential strategic buyers was in the 
business of selling prosthetics. Moelis told those five potential buyers that an unnamed 
company in the prosthetics sector was potentially up for sale and provided those potential 
buyers with a high-level view of the financial profile of the company. Össur, Permobil, 
and one financial buyer were the only potential buyers contacted by Moelis that were told 
that Freedom was the acquisition target. (Hammack (Moelis) Tr. 6086-88; PX03264 
(Moelis) at 001). 

864. 
non- ire Freedom. (PX03056 (Moelis) at 003; 
PX05110 (Hammack (Moelis) Dep. at 79)). 

865. Össur and Ottobock were the only companies to which Moelis sent a letter requesting 
submittal of an indication of interest in acquiring Freedom. Moelis did not send such a 
letter to any other companies.  (PX05110 (Hammack (Moelis) Dep. at 79)). 

866. In late July 2017, Ottobock made an initial offer for Freedom of 

(Carkhuff (Freedom) Tr. 660-61, in camera). 

867. In July 2017, Össur submitted an initial offer of for Freedom.65 (PX03102 
(Össur) (Project Roosevelt Non-Binding Proposal), in camera; De Roy (Össur) Tr. 
3606-07, in camera). 

868. In August 2017, Moelis requested that Ottobock and Össur submit their final offer bids. 
(PX03239 (Moelis) at 007-10; PX03238 (Moelis) at 008-11). 

869. On August 31, 2017, Össur submitted its final offer of to acquire Freedom. 
(RX0531 (Össur), in camera; F. 895-900). 

870. On August 31, 2017, Ottobock submitted a final offer of to acquire 
Freedom. (PX02115 (HEP), in camera 

-
Freedom and further 

65 -910. 

https://Freedom.65


 

      
         

     
 

  

   
 

 

 
         

 
   

        

      
       

     
      

 

      
  

         
         

          

  
 

   

 

     
         

 

      
 

   
  

   
  

   

   
         

 
   

 

 
      

 
  

       
      

 

      
      

  

       
   

         
         

         

 

   
  

thereto." (PX 

and stated, "[n]othing in this letter shall be 
tion on any party." (PX02054 (HEP) at 

or at Moelis and the person leading Freedom's sales 

It was David Smith's objective when he was Freedom's CEO to get bids as high as 

Freedom's investors. (PX05005 (Smith (HEP) IHT at 188 

esco's interest in acquiring Freedom. Mr. Smith replied 

board member that Freedom could validate Nabtesco's interest if the current "process 
falls apart." (PX01288 (Freedom) at 001 

Maynard Carkhuff responded to Nabtesco's inquiry (F. 877) that Free 
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create any legally binding obligation on any party. Any such binding obligation shall 
arise only upon the execution and delivery of a Purchase Agreement by the parties 

02115 (HEP) at 001, 005, in camera). 

871. On September 5, 2017, Ottobock submitted an amendment to its August 31 offer letter, 
which increased its bid to 
construed as creating any binding legal obliga 
001-03, in camera). 

872. On September 22, 2017, Ottobock acquired Freedom. (PX07049 (Ottobock Amended 
Answer at 003 ¶ 1); Joint Stipulations of Law and Fact, JX001 at 001 ¶ 4). 

(b) Other companies 

873. Jon Hammack, managing direct 
process (F. 67), believed that a company would need at least 

and therefore Moelis did 
not contact companies about acquiring Freedom unless the company had access to at least 

(Hammack (Moelis) Tr. 6091, in camera). 

874. 
possible to pay the banks and creditors and give as much money 

-89)). 
as possible to 

875. Moelis did not contact the following companies to determine whether they were 
interested in purchasing Freedom: Hanger, College Park, True Life, Ability Dynamics, 
ST&G, Fillauer, and WillowWood.  (PX05110 (Hammack (Moelis) Dep. at 61-63)). 

876. Nabtesco was not contacted by Moelis or Freedom before September 2017 regarding any 
interest Nabtesco might have in acquiring Freedom. (Smith (HEP) Tr. 6551, 6559; 
PX02033 (HEP) at 021; Hammack (Moelis) Tr. 6093; Carkhuff (Freedom) Tr. 727-28). 

877. In a September 7, 2017 email, Mr. Carkhuff wrote to David Smith that Nabtesco had 
approached him regarding Nabt 
to Mr. Carkhuff that he believed that Freedom had several good offers in hand through 
the process that the board started many months ago and that there likely would not be 
enough time to integrate Nabtesco in the process. Mr. Smith then informed a Freedom 

-02). 

878. dom was not 
interested in Nabtesco buying Freedom.  (Carkhuff (Freedom) Tr. 450-51). 



 

   
 

       
       

 

     

       
      

      
        

       

      
        

      

      
        

        
 

  
  

          

   
 

 

    
   

        
      

  

      

  

        
     

 

 
     

        
 

        

 
 

       
       

      
 

       
        

        
  

 

 

William Carver, College Park's president and COO, was "unaware" that Freedom was for 

would be "the worst thing to do" because it "would have alerted a small competitor that 
Freedom] was being sold" and would waste time with "a partner that couldn't buy us." 

■ ■■ 
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879. Mr. Carkhuff believes that (Carkhuff 
(Freedom) Tr. 451, in camera). 

880. Proteor was not contacted by Moelis or Freedom before September 2017 regarding any 
interest Proteor might have in acquiring Freedom. (Smith (HEP) Tr. 6551, 6559; 
PX02033 (HEP) at 021; Hammack (Moelis) Tr. 6093-94). 

881. According to Bradley Mattear, managing director of orthotics and prosthetics at Proteor, 

(Mattear (Proteor) Tr. 5761-62, in camera). 

882. College Park was not contacted by Moelis or Freedom before September 2017 regarding 
any interest College Park might have in acquiring Freedom. (Hammack (Moelis) Tr. 
6093; PX02033 (HEP) at 021). 

883. 
sale in 2017. According to Mr. Carver, no one from Freedom ever approached College 
Park about submitting a bid for the Freedom business. (PX05107 (Carver (College Park) 
Dep. at 118-19)). 

884. David Smith believed that reaching out to College Park, or another small competitor, 

[ 
(PX05122 (Smith (HEP) Dep. at 174-75)). 

885. Fillauer was not contacted by Freedom or Moelis before September 2017 regarding any 
interest Fillauer might have in acquiring Freedom. (Smith (HEP) Tr. 6551, 6556; 
PX02033 (HEP) at 021; Hammack (Moelis) Tr. 6094; PX05105 (Fillauer (Fillauer) Dep. 
at 45)). 

886. WillowWood was not contacted by Freedom or Moelis before September 2017 regarding 
any interest WillowWood might have in acquiring Freedom. (Smith (HEP) Tr. 6551, 
6557; PX02033 (HEP) at 001-21; Hammack (Moelis) Tr. 6094; Carkhuff (Freedom) Tr. 
728; Arbogast (WillowWood) Tr. 5087). 

887. 

888. 



Ossur's offer 

potential acquisition of Freedom, including looking at "high level sales information" and 
the "overall cost structure of the company." (De Roy (Ossur) Tr. 3607, 

as interested in acquiring Freedom because part of Ossur' s "strategy [is] to grow 
through acquisition and through organic growth." (De Roy (Ossur) Tr. 3606). 

Ossur "requested the opportunity to test the Quattro" MPK being developed by Freedom 
reedom "did not feel comfortable" allowing them to do so. (De Roy (Ossur) 

09). Ossur was able to inspect a video of the Quattro's performance. (RX0526 

Moelis' August 1, 2017 letter (F. 892) directed that the final offers for the Freedom 

Based on its due diligence, Ossur estimated that Freedom's valuation was "most likely in 
the range" of 

-
Ossur' s August 31, 2017 

Ossur' s August 31, 2017 final offer letter stated, "Ossur has rec 
submit this Proposal and to consummate the transaction on consistent terms." (RX0531 

Ossur' s August 31, 201 7 final offer letter stated, "In order to provide a quick and 

753 OTTO BOCK HEALTHCARE NORTH AMERICA, INC. 

Initial Decision 

(c) 

889. In July 2017, Össur submitted an initial offer of for Freedom.  (PX03102 
(Össur) (Project Roosevelt Non-Binding Proposal), in camera; De Roy (Össur) Tr. 
3606-07, in camera).  Prior to its initial bid, Össur conducted limited due diligence into a 

-
in camera). 

890. Össur w 

891. 
(F. 9) but F 
Tr. 3608-
at 00001). 

892. On August 1, 2017, Moelis sent identical letters to Ottobock and Össur, seeking their 
final offers to acquire Freedom.  (PX03239 (Moelis) at 007-10; PX03238 (Moelis) at 
008-11). 

893. 
business should include the following terms:  valuation, financing, management, due 
diligence, approvals and conditions, and agreement.  (PX03239 (Moelis) at 007-10; 
PX03238 (Moelis) at 008-11). 

894. 
(PX03012 (Össur) at 023, in camera). 

895. On August 31, 2017, Össur sent Moelis a final offer to acquire Freedom for 
(RX0531 (Össur) at 00001-02, in camera).  Össur did not increase the amount 

in its final offer from the amount it had proposed in its initial offer.  (See F.  889). 

896. final offer letter accompanying its final offer to acquire freedom 
addressed each of the terms Moelis had requested in its August 1, 2017 letter (F. 892-
893).  (RX0531 (Össur) at 00001-03). 

897. eived board approval to 

(Össur) at 00002). 

898. 
streamlined path to closing, we have proposed a simultaneous signing and closing as 



opposed to signing an agreement providing for a waiting period and a deferred closing." 

Ossur' s August 31, 2017 final offer letter stated, "Ossur has provided a mark 
reement concurrently herewith" and clarified that the final offer letter "does 

transaction .... " (RX0531 (Ossur) at 00002 

Ossur's 
acquisition "within two weeks." Ossur specifically noted that "Ossur understands 
[Freedom's] financial circumstances and lending timeline and is committed and prepared 

rate with [Freedom's] efforts to manage lender requirements." 

Ossur's vice president of corporate and strategy development wrote on September 8, 
2017 to Jon Hammack, managing director of Moelis, "We think that our offer i 

eeks." (RX0536 

David Smith, Freedom's CEO at the time, described Freedom as having "several good 
offers in hand" on September 8, 2017. (PX01288 (Freedom) at 001). 

Freedom's tangible and intangible assets combined would have a liquidation value of at 

Respondent's expert witness, James Peterson 
Freedom's business and did not offer an opinion on whether 6ssur's offer exceeded the 

Respondent's expert witness, James Peterson, is not aware of testimony or documents in 
the record that indicate that 6ssur intended to discontinue selling Freedom's 
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(RX0531 (Össur) at 00002). 

899. -up of the 
proposed ag 
not constitute a binding commitment on our part to enter into a definitive agreement for a 

-03). 

900. August 31, 2017 final offer letter stated that it was prepared to close the 

to close quickly and coope 
(RX0531 (Össur) at 00001, 00003). 

901. 
s a good 

one based on the information shared by the target to date.  Össur management agreed to 
the most favorable deal structure for the sellers, and in the interest of all parties, was 
ready to move extremely fast to conclude the transaction within two w 
(Össur)). 

902. 

903. 

904. 
most 

(PX06002 
(Hammer Expert Report at 049, 056 ¶¶ 124, 142), in camera; Hammer Tr. 2979-80, in 
camera). 

905. , did not perform a liquidation analysis of 

liquidation value of Freedom.  (PX05174 (Peterson, Dep. at 126-27); RX1048 (Peterson 
Expert Report at 0045 ¶  115); Peterson, Tr. 6691). 

906. 

microprocessor knee products in the United States.  (PX05174 (Peterson, Dep. at 133)). 



 

        
    

 

       
      

       
 

         
       

           

     
          

             
         

      
     
   

             

  

  

   

 

         
   

  

        
      

      
  

  
         
       

          
 

       
        

            
         

      
     
    

  

 

 

 

 

 

ent's expert witness, Dr. David Argue, did not perform any analysis to determine 

■- - I ■-
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907. Market shares based on all revenues from MPKs sold in the United States in 2017 were 
as follows: Ottobock Freedom Össur Endolite 
DAW and Nabtesco (F. 479). 

908. Using the market shares in F. 479 and F. 907, the acquisition of Freedom by Ottobock 
would increase the HHI by 1,522 points, to 6,767 points (F. 479) and an acquisition of 
Freedom by Össur would increase the HHI by 339 points, to 5,584 points. (RX1049 
(Argue Expert Report at 0078-79)). 

909. Respond 
potential anticompetitive harm in the United States MPK market from an acquisition of 
Freedom by Össur, beyond finding a presumption of harm under the Merger Guidelines 
based on levels and changes in the HHI. (RX1049 (Argue Expert Report at 0078-79); 
Argue, Tr. 6381). 

910. Dr. Argue analyzed an acquisition of Freedom by Össur in a purported market consisting 
of all K-3 and K-4 feet. (Argue, Tr. 6374; RX1049 (Argue Expert Report at 0081-82 ¶¶ 
174-75)). Dr. Argue did not include a hypothetical monopolist test to assess whether a 
monopolist of K-3/K-4 feet could profitably impose a SSNIP, any critical loss 
calculation, a full evaluation of likely predicted loss, an analysis on the constraints on the 
ability of existing K-3/K-4 foot suppliers to expand, or an analysis of conditions of entry 
into the K-3/K-4 prosthetic foot market.  (Argue, Tr. 6374-79). 

5. Divestiture 

a. 

911. 

912. 

913. 

914. 
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915. 

i. 

916. 

917. 

918. 

919. 

920. 

921. 

922. 

923. 
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924. 

925. 

926. 

927. 

928. 

929. 

ii. 

930. 

931. 
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932. 

933. 

934. 

iii. 

935. 

936. 

iv. 

937. 

938. 
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939. 

940. 

941. 

942. 

943. 

944. 

945. 

946. 
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947. 

948. 

949. 

v. 

950. 

951. 

952. 

953. 

954. 

vi. 

955. 



- -

761 OTTO BOCK HEALTHCARE NORTH AMERICA, INC. 

Initial Decision 

956. 

957. -■------- • 
vii. 

958. 

(a) ■ ■ 

(b) 

■----■ 
-■-■-



 

       

   

   
 

 

 

 

 

 

 

 

■ -- ■-

-■ 

762 FEDERAL TRADE COMMISSION DECISIONS 
VOLUME 167 

Initial Decision 

959. 

960. 

b. 

961. 

962. 

963. 



 

  

  

   

  

   

 

  

 

 

 

 

 

 

 

 

 

-■---·--

■ --■ • 

763 OTTO BOCK HEALTHCARE NORTH AMERICA, INC. 

Initial Decision 

F. Remedy 

964. 

965. 

966. 

967. 

968. 

969. 

970. 

971. 

972. 



 

      

       

  

        
        

 

 

 

        
    

    

          
          

      

        
     

 

        
     

   
 

 

       
 

      
 

 

         
      

 

   

  

 
  

  

         
   

 

     

 

           
          

      
 

          
     

  

          
     

 

for the Kinterra ankle, at Freedom's facilities in Gunnison, 

ged that Freedom "leveraged [its] very popular foot 
portfolio in combination with their microprocessor knee" to compete with Ottobock's C 

The ideal combo promotion "has been successful" in increasing Freedom' s Plie 3 sales. 

Section 7 of the Clayton Act prohibits mergers or acquisitions "t 
be substantially to lessen competition, or to tend to create a monopoly" in "any line of 
commerce or . . . activity affecting commerce in any section of the country." 15 U.S.C. § 
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973. Freedom manufactures the Plié 3 and its carbon fiber foot products, and also assembles 
the 
Utah. (Carkhuff (Freedom) Tr. 598; PX05138 (Reissfelder (Freedom) Dep. at 28, 34), in 
camera). 

974. 

975. Freedom uses promotions with its prosthetic feet to stimulate sales of its Plié 3 MPK.  
(PX05138 (Reissfelder (Freedom) Dep. at 77-79); PX01391 (Freedom) at 002. See F. 
612-626). 

976. Mr. Schneider of Ottobock acknowled 
-

Leg.  (PX05010 (Schneider (Ottobock) IHT at 115-16). 

977. 
(Testerman (Freedom) Tr. 1147-48; F. 612, 614-626). 

IV. SUMMARY OF CONCLUSIONS OF LAW 

1. The Commission has jurisdiction over Respondent and the Acquisition pursuant to 
Section 5 of the FTC Act, 15 U.S.C. § 45, and Sections 7 and 11 of the Clayton Act. 15 
U.S.C. §§ 18, 21(b). 

2. he effect of [which] may 

18. 

3. It is not necessary to demonstrate certainty that a proposed merger will produce 
anticompetitive effects, or even that such effects are highly probable, but only that the 
loss of competition is a sufficiently probable and imminent result of the merger or 
acquisition. 

4. To establish a prima facie case of a violation of Section 7, the plaintiff may rely on a 
presumption of anticompetitive effects, by defining a relevant market and showing that 
the transaction will lead to undue concentration in that market. 

5. A plaintiff may bolster a prima facie case based on a market concentration presumption 
by adducing evidence showing that anticompetitive unilateral or coordinated effects are 
likely. 



 

        
         

        
 

             
            

  

      
      

     

           
 

      
  

       
     

 

      
            

       
  

         
           

        
     

 

       
        

          
      

   

 

         
         

        
  

              
            

   

       
      

     
 

            
  

       
   

        
     

   

       
           

       
   

          
           

        
     

  

        
        

          
       

 

not an accurate indicator of the merger's probable effect on competition in the relevant 
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6. If the plaintiff establishes a prima facie case, the burden shifts to the defendant to show 
that traditional economic theories of the competitive effects of market concentration are 

market or that the procompetitive effects of the merger are likely to outweigh any 
potential anticompetitive effects. 

7. Although the courts have not defined a precise standard that must be met to rebut a prima 
facie case, the courts advise that the more compelling the prima facie case, the more 
evidence the defendant must present to rebut the presumption successfully. 

8. If the defendant successfully rebuts the presumption of a violation of Section 7, the 
burden of producing additional evidence of anticompetitive effects shifts to the plaintiff, 
and merges with the ultimate burden of persuasion, which remains with the plaintiff at all 
times. 

9. The relevant market in which to assess the likely effects of the Acquisition is the sale of 
MPKs to prosthetic clinics in the United States. 

10. Complaint Counsel established a presumption of liability, by showing that the 
Acquisition will lead to undue concentration in the relevant market. 

11. Under the unilateral effects theory, a merger between firms selling differentiated products 
may diminish competition by enabling the merged firm to profit by unilaterally raising 
the price of one or both products above the pre-merger level. 

12. The extent of direct competition between the products sold by the merging parties is 
central to the evaluation of unilateral price effects. Unilateral price effects are greater, 
the more the buyers of products sold by one merging firm consider products sold by the 
other merging firm to be their next choice. 

13. For a merger to raise concerns about unilateral effects, not every consumer in the relevant 
market must regard the products of the merging firms as his or her top two choices. It is 
sufficient that a significant fraction of the customers purchasing that product view 
products formerly sold by the other merging firm as their next-best choice, and the 
significant fraction need not approach a majority. 

14. Complaint Counsel bolstered the presumption of anticompetitive effects by 
demonstrating that, for a significant fraction of clinic customers, the Ottobock C-Leg and 
the Freedom Plié are the two top choices for MPKs; that Ottobock and Freedom are 
direct competitors in the MPK market; and that such competition has helped clinic 
customers negotiate lower prices and has spurred MPK innovation. 



 

          
       

 

         
           
          

       

          
       

  

     
  

          
       

  

        
         
          
       

            
       

  

      
  

        
 

           
      

        
        

   
 

 

           
      

  

            
          
          

       
 

           
       

    

     
      

   

            
         

      

         
         
          
       

           
       

   

       
  

        
  

            
       

 

         
        

A" " defense is grounded in the theory that large, sophisticated 

showing that the acquired firm's weakness, which cannot be resolved by any 
competitive means, would cause that firm's market share to reduce to a level that would 
undermine the government's prima facie case. Financial weakness, while perhaps 
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15. In some cases, non-merging firms may be able to reposition their products to offer close 
substitutes for the products offered by the merging firms. Repositioning is evaluated 
much like entry, with consideration given to timeliness, likelihood, and sufficiency. 

16. Respondent bears the burden of demonstrating that other competitors have the ability to 
fill the competitive void that will result from the Acquisition. Existing competitors must 
be poised to expand in a way that is timely, likely, and sufficient in its magnitude, 
character, and scope to deter or counteract any potential anticompetitive effects resulting 
from the merger. 

17. The evidence fails to justify a conclusion that MPK competitors are poised to expand in a 
way that is timely, likely, and sufficient in its magnitude, character, and scope to deter or 
counteract any potential anticompetitive effects resulting from the Acquisition. 

18. power buyer buyers may 
have the bargaining power to resist anticompetitive price increases and thereby counter 
any anticompetitive effects of a merger. 

19. Courts do not consider proof of the existence of power buyers as itself independently 
adequate to rebut a prima facie case. Courts have credited the existence of power buyers 
as a defense only where there is also proof of ease of entry and likely efficiencies. 

20. To establish a failing company defense, the defendant must demonstrate that the 
resources of the acquired company were so depleted as to be in imminent danger of 
business failure and the prospect of rehabilitation so remote that it faced the grave 
probability of a business failure, and that the acquired company made unsuccessful good 
faith efforts to merge with a company other than the acquiring one. Some courts and the 
Merger Guidelines also require proof that the allegedly failing company would not be 
able to reorganize successfully in bankruptcy. 

21. A weakened competitor defense is credited only in rare cases, when the defendant makes 
a substantial 

relevant in some cases, is probably the weakest ground of all for justifying a merger, and 
certainly cannot be the primary justification for permitting one. 

22. A defendant may introduce evidence in rebuttal that a proposed divestiture would restore 
the competition lost by the merger, and thereby counteract the anticompetitive effects of 
the merger. 

23. The standard for evaluating a proposed divestiture, in the context of rebuttal, is the same 
as that for evaluating a remedy, i.e., it must appear that the proposed divestiture will 



 

        
  

   
 

           
          

 

       
       

       
      

     
 

      
    

     

       
   

     
   

  

         
         

  

        
        

   

 

       
   

     
  

            
          

  

        
       

 

        
      

 

      
  

       
    

      

 

        
   

 

       
    

   

          
        

   

         
       

would enhance the merged firm's ability and incentive to compete, and why each would 

proof of efficiencies to sustain rebuttal of the government's case. 

Respondent failed to successfully rebut Complaint Counsel's prima facie case. 
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effectively preserve competition in the relevant market. In other words, the divestiture 
must replace the competitive intensity lost as a result of the merger. 

24. Cognizable efficiencies are defined as merger-specific efficiencies that have been verified 
and do not arise from anticompetitive reductions in output or service. 

25. To be cognizable, an asserted efficiency must represent a type of cost saving that could 
not be achieved without the merger and the estimate of the predicted cost saving must be 
reasonably verifiable by an independent party. 

26. To be verifiable, any asserted efficiencies require clear evidence showing that the merger 
will result in efficiencies that will offset the anticompetitive effects and ultimately benefit 
consumers. 

27. The law requires a rigorous analysis of the kinds of efficiencies being urged by the 
parties in order to ensure that those efficiencies represent more than mere speculation and 
promises about post-merger behavior. 

28. An anticompetitive merger cannot be justified on the basis of asserted efficiencies outside 
the relevant market. 

29. It is incumbent upon the merging firms to substantiate efficiency claims, so that it is 
possible to verify by reasonable means the likelihood and magnitude of each asserted 
efficiency, how and when each would be achieved (and any costs of doing so), how each 

be merger-specific. 

30. High market concentration levels require proof of extraordinary efficiencies to rebut the 
presumption of likely anticompetitive effects, and courts generally have found inadequate 

31. 

32. The evidence proves that the Acquisition may substantially lessen competition in the 
relevant market for the sale of MPKs to prosthetic clinics in the United States in violation 
of Section 7 of the Clayton Act and Section 5 of the FTC Act. 

33. The purpose of relief in a Section 7 case is to restore competition lost through the 
unlawful acquisition. Complete divestiture is generally the most appropriate way to 
restore competition lost through an unlawful acquisition. 

34. Absent unusual circumstances, it is presumed that total divestiture of the acquired assets 
is the best means of restoring competition. Exceptions to the general rule of full 



 

     
 

        
  

           

       

 
  

 

         
 

 

  
    

       

     
        

    

   
 

 

     
  

 
        

   

            
 

        
 

  
   

  

          
  

 

 

  

 
  

    
       

  

   

 
     

         
 

 
    

  

demonstrate that a partial divestiture limited to Freedom's MPK 

"Ottobock" or "Respondent" means Otto Bock Healthcare North America, Inc., 

"Commission" means the Fede 

"Acquirer" means the Person that acqmres, with the pnor approval of the 

"Acquisition" means the acquisition of the Freedom Assets and Business by 
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divestiture can be reasonably invoked only when the proof of their probable efficacy is 
clear and convincing. 

35. It is well settled that the Commission may order full divestiture in a consummated merger 
case when a violation of the Clayton Act has been found, even when products outside the 
relevant product market are implicated. 

36. The burden is on the defendant to demonstrate that a remedy other than full divestiture 
would adequately redress any violation which is found. 

37. Respondent failed to demonstrate that complete divestiture is an inappropriate remedy in 
this case. 

38. Respondent failed to 
Assets would be sufficient to restore competition in the MPK market, and thereby remedy 
the unlawful Acquisition. 

39. The Order accomplishes the remedial objectives of the Clayton Act and the FTC Act, and 
is supported by the record and applicable case law. 

ORDER 

I. 

IT IS ORDERED that, as used in the Order, the following definitions apply: 

A. 
its directors, officers, employees, agents, representatives, successors, and assigns; 
and its joint ventures, subsidiaries, divisions, groups, and affiliates controlled by 
Otto Bock Healthcare North America, Inc., and the respective directors, officers, 
employees, agents, representatives, successors, and assigns of each. 

B. ral Trade Commission. 

C. 
Commission, the Freedom Assets and Business from Ottobock pursuant to 
Paragraph II, or from the Divestiture Trustee pursuant to Paragraph VII of this 
Order. 

D. 
Respondent Ottobock pursuant to the Agreement and Plan of Merger dated 
September 22, 2017 and subsequent amendments and schedules. 



 

 

 
       

    
    

   

 

       
   

      

   

      
     

 

 
      

        

 

   

 

  
  

  
        

    
    

  

   

     
 

  

        
   

  

  

        
 

    
  

       
      

 

 
   

 
  

      
        

  

 
    

"Acquisition Date" means September 22, 2017, the d 

"Confidential Business Information" means any non 

of performing Ottobock's obligations under any Divestiture 

"Direct Cost" means the cost of direct material and direct labor used to provide 

"Divestiture Agreement" means any agreement, including all exhibits, 

"Divestiture Products Group A" means all Freedom Assets and Business related 
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E. ate on which Ottobock 
acquired the Freedom Assets and Business. 

F. -public information relating 
to the Freedom Assets and Business either prior to or after the Effective Date of 
Divestiture, including, but not limited to, all customer lists, price lists, distribution 
or marketing methods, or Intellectual Property relating to Freedom Assets and 
Business and: 

1. Obtained by Ottobock prior to the Effective Date of Divestiture; or, 

2. Obtained by Ottobock after the Effective Date of Divestiture, in the course 
Agreement. 

Provided, however, that Confidential Business Information shall not include: 

1. Information that Ottobock can demonstrate it obtained prior to the 
Acquisition Date, other than information it obtained during due diligence 
pursuant to any confidentiality or non-disclosure agreement; 

2. Information that is in the public domain when received by Ottobock; 

3. Information that is not in the public domain when received by Ottobock 
and thereafter becomes public through no act or failure to act by Ottobock; 

4. Information that Ottobock develops or obtains independently, without 
violating any applicable law or this Order; and 

5. Information that becomes known to Ottobock from a third party not in 
breach of applicable law or a confidentiality obligation with respect to the 
information. 

G. 
the relevant assistance or service. 

H. 
attachments, agreements, schedules and amendments thereto, that has been 
approved by the Commission pursuant to which the Freedom Assets and Business 
are divested by Ottobock pursuant to Paragraph II, or by the Divestiture Trustee 
pursuant to Paragraph VII in this Order. 

I. 
to the products listed in Appendix A of this Order. 



 

 

 

        

      
     

     

 

  

 

 

    
   

        
 

 

     

  

 

 
        

      
     

   
 

 

 
    

 
   

 
        

  

 
      

     
     

  

    

     

   

     

     
   

 

         
   

    

      
  

      

    

  
        

       
     

"Divestiture Products Group B" means all Freedom Assets and Business related 

"Divestiture Trustee" means the Person appointed pursuant to Paragraph VII of 

"Effective Date of Divestiture" means the date on which the divestiture of the 

"Freedom Assets" means all of Ottobock's right, title, and interest in and to the 
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J. 
to the products listed in Appendix B of this Order. 

K. 
this Order to divest the Freedom Assets and Business. 

L. 
Freedom Assets and Business to an Acquirer pursuant to Paragraph II or 
Paragraph VII of this Order is completed. 

M. 
Freedom Business and all related assets, tangible or intangible, business, and 
properties, including any improvements or additions thereto made subsequent to 
the Acquisition, relating to the operation of the Freedom Business, including, but 
not limited to: 

1. All Real Property of the Freedom Business; 

2. All Tangible Personal Property; 

3. All Intangible Property; 

4. All consumable or disposable inventory; 

5. All rights under any contracts and agreements, including, but not limited 
to, all rights to leases, service agreements, supply agreements and 
procurement contracts; 

6. All rights and title in and to the use of the Freedom Business name and 
marks on a permanent and exclusive basis; 

7. All Intellectual Property; 

8. All governmental approvals, consents, licenses, permits, waivers, or other 
authorizations to the extent transferrable; 

9. All rights under warranties and guarantees, express or implied; 

10. All items of prepaid expense; and 

11. Books, records, files, correspondence, manuals, computer printouts, 
databases, and other documents relating to the operation of the Freedom 
Business, electronic and hard copy, located on the premises of Freedom 
Business Real Property or in the possession of any Ottobock Employee (or 



 

      

  
  
 

 

 

       
   

   
 

       
   

 

  

   

 

      
  

    
  
   

  

  

  

   

  
 

  

  

  

  

       
   

   
  

 
  

       
   

  

 
 

  

     

"Freedom Business" means all activities relating to the manufacture and sale of 

to Ottobock's manufacture and 

"Freedom Assets and Business" means the Freedom Assets and the Freedom 

"Freedom Employee(s)" means Any 
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copies thereof where Ottobock has a legal obligation to maintain the 
original document), including, but not limited to: 

a. Customer files and records, including customer lists, customer 
product specifications, customer purchasing histories, customer 
service and support materials, and customer information; 

b. Research and development data and files; 

c. Financial records; 

d. Personnel files; 

e. Maintenance records; 

f. Advertising, promotional and marketing materials, including 
website content; 

g. Documents relating to policies and procedures; 

h. Documents relating to quality control; 

i. Documents relating to Payors; and 

j. Documents relating to Suppliers. 

Provided, however, Freedom Assets does not include any assets exclusively 
related to the Ottobock business (including prosthetic products sold or marketed 
by Ottobock) prior to the Acquisition Date, unless such assets were also used by 
the Freedom Business after the Acquisition Date. 

M. 
prosthetics and other related products and services. 

Provided, however, the Freedom Business does not include any activities relating 
sale of prosthetics and other related products and 

services prior to the Acquisition Date. 

N. 
Business. 

O. Person: 

1. Employed by the Freedom Business as of the Acquisition Date; and/or 



 

      

 
     

    
 

     

   

      
   

 
    

    
  

   
    

   
       

      
    

   
 

     
      
        

 

        

   
 

 

       
  

  
  

   
     

    
   

 
     

  

 
   

 

 
      
   

 

  
    

    
  

   
    

   
       

      
    

   
 

     
      
        

  

 
        

"Freedom Key Employee(s)" means any Person listed in Confidential Appendix 

"Hold greements" means the Letter Agreement and Hold Separate and 

"Hold Separate Manager Agreement" means the Agreement signed by Ottobock 

"Hold Separate Monitor Agreement" means the Agreement signed by Ottobock 

"Intangible Property" means intangible property relating to the operation of the 

"Intellectual Property" means, without limitation: (i) all patents, pa 

"Licensed Intangible Property" means Intangible Property licensed to Ottobock 
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2. Employed by the Freedom Business at any time from the Acquisition Date 
through the Effective Date of Divestiture. 

Q. C 
Attached to this Order. 

R. -Separate A 
Asset Maintenance Agreement signed by Ottobock and Bureau of Competition 
Staff on December 20, 2017, attached as Confidential Appendix D to this Order, 
and the Procedures, Terms and Conditions Agreement. 

S. -
and the Hold Separate Manager on December 22, 2017, attached as Confidential 
Appendix E to this Order. 

T. -
and the Hold Separate Monitor on December 27, 2017, attached as Confidential 
Appendix F to this Order. 

U. 
Freedom Business including, but not limited to, Intellectual Property, the 
Freedom name and marks, trademarks, logos, and the modifications or 
improvements to such intangible property. 

V. tent 
applications, inventions, and discoveries that may be patentable; (ii) all know-
how, trade secrets, software, technical information, data, registrations, 
applications for governmental approvals, inventions, processes, best practices 
(including clinical pathways), formulae, protocols, standards, methods, 
techniques, designs, quality-control practices and information, research and test 
procedures and information, and safety, environmental and health practices and 
information; (iii) all confidential or proprietary information, commercial 
information, management systems, business processes and practices, patient lists, 
patient information, patient records and files, patient communications, 
procurement practices and information, supplier qualification and approval 
practices and information, training materials, sales and marketing materials, 
patient support materials, advertising and promotional materials; and (iv) all 
rights in any jurisdiction to limit the use or disclosure of any of the foregoing, and 
rights to sue and recover damages or obtain injunctive relief for infringement, 
dilution, misappropriation, violation, or breach of any of the foregoing. 

W. 
or to the Freedom Business from a third party relating to Freedom Assets and 



 

    
   

 
   

      

  

 

 

     
        

     
     

 
 

     
      

   
   

    
      

       
         

         

        

   

 

    
   

 
   

      

   

 
   

 
   

 
     

        
     

     
 

   

 
  

 
     

      
   

    
 

 
    

      
       

         
        

  

 
        

 

Freedom Business ("Licensed Intangible Property" does not mean modifications 

"Monitor" means the Person appointed pursuant to Paragraph VI of the Order and 

"Monitor Agreement" means the agreement Ottobock enters int 

"Payor" means any Person that purchases, reimburses for, or otherwise pays for 

"Person" means any natural person, partnership, corporation, association, trust, 

"Procedures, Terms and Conditions Agreement" means the Procedures, Terms 

"Real Property" means all real property interests (including fee simple interests 

"Supplier" means any Person that has sold to the Freedom Business or Ottobock 

Business; provided, however, that "Supplier" does not mean an employee of 
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Business including, but not limited to, Intellectual Property, software, computer 
programs, patents, know-how, goodwill, technology, trade secrets, technical 
information, marketing information, protocols, quality-control information, 
trademarks, trade names, service marks, logos, and the modification or 
improvements to such intangible property that are licensed to Ottobock or to the 

and improvements to intangible property that are not licensed to Ottobock). 

X. 
with the prior approval of the Commission. 

Y. o with the Monitor 
and with the prior approval of the Commission. 

Z. 
medical goods or services for themselves or for any other person, including, but 
not limited to: health insurance companies; preferred provider organizations; 
point-of-service organizations; prepaid hospital, medical, or other health-service 
plans; health maintenance organizations; government health-benefits programs; 
employers or other persons providing or administering self-insured health-benefits 
programs; and patients who purchase medical goods or services for themselves. 

AA. 
joint venture, government, government agency, or other business or legal entity. 

BB. 
and Conditions Regarding Access to the Held-Separate Business for FTC 
Litigation Purposes Pursuant to Hold Separate and Asset Maintenance Agreement 
dated December 20, 2017, between Bureau of Competition Staff and Ottobock, 
signed on January 31, 2018, and attached as Confidential Appendix G to this 
Order. 

CC. 
and real property leasehold interests including all rights, easements and 
appurtenances, together with all buildings, structures, facilities) that Ottobock 
acquired pursuant to the Acquisition and/or that Ottobock acquired after the 
Acquisition to the extent the interests relate to the operation of the Freedom 
Business. Real Property includes, but is not limited to, the assets, which are 
identified and listed on Appendix H to this Order. 

DD. 
any goods or services for use in connection with the operation of the Freedom 

Ottobock. 



 

      
    

     
     

     

  
   

        
 

       
     

  
  

 

       
      

      
     

    

        
 

          
          

        
   

        
 

         
          

   
 

 

 
      

    
      

     
      

 

   
   

        
   

 
  

 
        
     

  
   

 

  

   

         
      

      
     

      
 

        
 

          
          

        
    

        
  

          
          

"Tangible Personal Property" means all machinery, equipment, spare parts, tools, 

"Technical Services Agreement" means the provision by Ottobock at Direc 

"Transitional Services" means the Technical Services Agreement and the 

"Transition Services Agreement" means an agreement requmng Ottobock to 

the Acquirer demonstrates to the Commission's 

the Acquirer demonstrates to the Commission's 
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EE. 
and tooling (whether customer specific or otherwise); furniture, office equipment, 
computer hardware and software; supplies and materials; vehicles and rolling 
stock; and other items of tangible personal property of every kind whether owned 
or leased, together with any express or implied warranty by the manufacturers, 
sellers, or lessors of any item or component part thereof, and all maintenance 
records and other documents relating thereto. 

FF. t Cost 
of all advice, consultation, and assistance reasonably necessary for any Acquirer 
to receive and use, in any manner related to achieving the purposes of this Order, 
any asset, right, or interest related to the Freedom Business. 

GG. 
Transition Services Agreement. 

HH. 
provide at Direct Cost all services reasonably necessary to transfer administrative 
support services to the Acquirer, including, but not limited to, such services 
related to payroll, employee benefits, accounts receivable, accounts payable, and 
other administrative and logistical support. 

II. 

IT IS FURTHER ORDERED that: 

A. Ottobock shall: 

1. No later than ninety (90) days from the date this Order becomes final and 
effective, divest absolutely and in good faith, and at no minimum price, 
the Freedom Assets and Business to an Acquirer that receives the prior 
approval of the Commission and in a manner, including pursuant to a 
Divestiture Agreement, that receives the prior approval of the 
Commission; 

Provided, however, that Ottobock may retain any or all of the Divestiture 
Products Group A unless 
satisfaction: (i) that any such asset is necessary to achieve the purpose of this 
Order; and (ii) that the Acquirer needs such asset to effectively operate the 
Freedom Business in a manner consistent with the purpose of this Order, and the 
Commission approves the divestiture with the divestiture of such asset. 

Provided, however, that Ottobock must divest any or all of the Divestiture 
Products Group B unless 
satisfaction: (i) that any such asset is not necessary to achieve the purpose of this 
Order; and (ii) that the Acquirer does not need such asset to effectively operate 



 

         
 

      
     

     
        

        
        

    
     

    
        

   
      

   
     

     
      

        
     

   
      

 

      
   

   
   

      
 

       
     

       
    

       
       
        

        
      

   

 

         
  

       
     

     
        

       
         

    
     

    
        

   
      

  
     

     
      

 

         
     

   
      

  

        
   

   
   

      
   

        
     

       
    

       
       
         

        
      

Order ("Order Term"), then to the extent 
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the Freedom Business in a manner consistent with the purpose of this Order, and 
the Commission approves the divestiture without the divestiture of such asset. 

2. Comply with all terms of the Divestiture Agreement approved by the 
Commission pursuant to this Order, which agreement shall be deemed 
incorporated by reference into this Order; and any failure by Ottobock to 
comply with any term of the Divestiture Agreement shall constitute a 
failure to comply with this Order. The Divestiture Agreement shall not 
reduce, limit or contradict, or be construed to reduce, limit or contradict, 
the terms of this Order; provided, however, that nothing in this Order shall 
be construed to reduce any rights or benefits of any Acquirer or to reduce 
any obligations of Ottobock under such agreement; provided further, that 
if any term of the Divestiture Agreement varies from the terms of this 

that Ottobock cannot fully 
comply with both terms, the Order Term shall determine Ottobock's 
obligations under this Order. Notwithstanding any paragraph, section, or 
other provision of the Divestiture Agreement, any failure to meet any 
condition precedent to closing (whether waived or not) or any 
modification of the Divestiture Agreement, without the prior approval of 
the Commission, shall constitute a failure to comply with this Order. 

3. Prior to the Effective Date of Divestiture, Ottobock shall not rescind the 
Hold- Separate Agreements, the Hold-Separate Manager Agreement, the 
Hold-Separate Monitor Agreement, or the Procedures, Terms, and 
Conditions Agreement or any term of the above Agreements necessary to 
comply with any Paragraph of this Order. 

4. No later than thirty (30) days from the date this Order becomes final and 
effective, Ottobock shall offer to furnish to all prospective Acquirers, 
subject to customary confidentiality assurances, all information and 
documents relating to the Freedom Assets and Business customarily 
provided in a due diligence process except such information or documents 
subject to the attorney-client privilege or work-product doctrine. 

Provided further that Ottobock shall permit prospective Acquirers of the Freedom 
Assets and Business to have reasonable access to personnel and to make 
inspections of the physical facilities; and access to any and all financial, 
operational, or other documents and information customarily provided as part of a 
due diligence process; provided, however, that Ottobock shall require all 
prospective Acquirers to sign a confidentiality agreement pursuant to which that 
prospective Acquirer shall be required to maintain all Confidential Business 
Information obtained as part of the due diligence process as strictly confidential, 
including the nondisclosure of that information to all other employees, executives, 
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or other personnel of the potential Acquirer that were not involved in the due 
diligence process. Ottobock shall require, as part of a confidentiality agreement, 
that the potential Acquirer limit access to Confidential Business Information to 
only those employees necessary to conduct sufficient due diligence. 

5. Take all actions and shall effect all arrangements in connection with the 
divestiture of the Freedom Assets and Business necessary to ensure that 
the Acquirer can conduct the Freedom Assets and Business in 
substantially the same manner as operated prior to the Acquisition, 
including, but not limited to: 

a. Complying with the Hold-Separate Agreements, the Hold-Separate 
Manager Agreement, the Hold-Separate Monitor Agreement, or 
the Procedures, Terms, and Conditions Agreement or any term of 
the above Agreements, 

b. Providing Transitional Services, 

c. Providing the opportunity to recruit and employ all Freedom 
Employees. 

6. Convey as of the Effective Date of Divestiture to the Acquirer the right to 
use any Licensed Intangible Property (to the extent permitted by the third-
party licensor), if such right is needed for the operation of the Freedom 
Business by the Acquirer and if the Acquirer is unable, using 
commercially-reasonable efforts, to obtain equivalent rights from other 
third parties on commercially-reasonable terms and conditions. 

7. Ottobock shall: 

a. Place no restrictions on the use by the Acquirer of the Freedom 
Assets and Business, including any Intangible Property; 

b. On or before the Effective Date of Divestiture, provide to the 
Acquirer contact information about customers, Payors, and 
Suppliers for the Freedom Assets and Business; 

c. With respect to contracts with Freedom Business Suppliers, at the 
Divestiture: 

i. If such contract can be assigned without third-party 
approval, assign its rights under the contract to the 
Acquirer; and 
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ii. If such contract can be assigned to the Acquirer only with 
third-party approval, assist and cooperate with the 
Acquirer in obtaining: 

(a) Such third-party approval and in assigning the 
contract to the acquirer; or 

(b) A new contract. 

8. At the request of the Acquirer, for two (2) years from the Effective Date of 
Divestiture, with the option of the Acquirer to renew for two six (6) month 
periods with written notification to Commission staff, except as otherwise 
approved by the Commission, and in a manner (including pursuant to an 
agreement) that receives the prior approval of the Commission: 

a. Ottobock shall provide Transitional Services to the Acquirer 
sufficient to enable the Acquirer to conduct the Freedom Business 
in substantially the same manner that the Freedom Business was 
conducted prior to the Acquisition and during the Hold-Separate 
Period. 

b. Ottobock shall provide the Transitional Services required by this 
Paragraph II.A.8 at substantially the same level and quality as such 
services are provided by Ottobock in connection with the Hold-
Separate Agreements. 

Provided, however, that Ottobock shall not (i) require the Acquirer to pay 
compensation for Transitional Services that exceeds Direct Cost of providing such 
goods and services, (ii) terminate its obligation to provide Transitional Services 
because of a material breach by the Acquirer of any agreement to provide such 
assistance, in the absence of a final order of a court of competent jurisdiction, or 
(iii) include a term in any agreement to provide Transitional Services that limits 
the type of damages (such as indirect, special, and consequential damages) that 

agreement. 

9. Ottobock shall allow the Acquirer an opportunity to recruit and employ 
any Freedom Employee in connection with the divestiture of the Freedom 
Assets and Business, including as follows: 

a. No later than five (5) days after execution of a divestiture 
agreement, Ottobock shall (i) identify each Freedom Employee, (ii) 
allow the Acquirer an opportunity to interview any Freedom 
Employee, and (iii) allow the Acquirer to inspect the personnel 
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files and other documentation relating to any Freedom Employee, 
to the extent permissible under applicable laws. 

b. Ottobock shall (i) not offer any incentive to any Freedom 
Employee to decline employment with the Acquirer, (ii) remove 
any contractual impediments that may deter any Freedom 
Employee from accepting employment with the Acquirer, 
including, but not limited to, any non- compete or confidentiality 
provisions of employment or other contracts with Ottobock that 
would affect the ability of the Freedom Employee to be employed 
by the Acquirer, and (iii) not otherwise interfere with the 
recruitment of any Freedom Employee by the Acquirer. 

c. Ottobock shall (i) vest all current and accrued pension benefits as 
of the date of transition of employment with the Acquirer for any 
Freedom Employee who accepts an offer of employment from the 
Acquirer no later than thirty (30) days from the Effective Date of 
Divestiture and (ii) if the Acquirer has made a written offer of 
employment to any Key Employee, as identified and listed on 
Confidential Appendix C to this Order, provide such Key 
Employee with reasonable financial incentives to accept a position 
with the Acquirer at the time of the Effective Date of Divestiture, 
including, but not limited to (and subject to Commission approval), 
payment of an incentive equal to up to three (3) months of such 

base salary to be paid only upon such Key 

Acquirer. 

Provided, however, that Ottobock and the Acquirer will work together in good 
faith to determine whether any additional Freedom Employee should be identified 
as a Key Employee and subject to the provisions of this Paragraph II.A.9.c. 

d. For a period ending two (2) years after the Effective Date of 
Divestiture, Ottobock shall not, directly or indirectly, solicit, hire, 
or enter into any arrangement for the services of any Freedom 
Employee employed by the Acquirer, unless such Freedom 

provided, however, this Paragraph II.A.9.d shall not prohibit 
Ottobock from: (i) advertising for employees in newspapers, trade 
publications, or other media not targeted specifically at the 
Freedom Employees, (ii) hiring employees who apply for 
employment with Ottobock, as long as such employees were not 
solicited by Ottobock in violation of this Paragraph II.A.9.d, or (iii) 
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offering employment to a Freedom Employee who is employed by 
the Acquirer in only a part- time capacity, if the employment 
offered by Ottobock would not, in any way, interfere with that 

bilities 
to the Acquirer. 

10. 
Confidential Business Information, and: 

a. Deliver such Confidential Business information as follows: (i) in 
good faith; (ii) as soon as practicable, avoiding any delays in 
transmission of the respective information; and (iii) in a manner 
that ensures its completeness and accuracy and that fully preserves 
its usefulness; 

b. Pending complete delivery of all such Confidential Business 
Information to the Acquirer, provide the Acquirer and Monitor 
with access to all such Confidential Business Information and 
employees who possess or are able to locate such information for 
the purposes of identifying the books, records, and files that 
contain such Confidential Business Information and facilitating the 
delivery in a manner consistent with this Order. 

11. Except in the course of performing its obligations under this Order, 
Ottobock shall: 

a. Not provide, disclose, or otherwise make available any 
Confidential Business Information, including trade secrets or any 
sensitive or proprietary commercial or financial information 
relating to the Acquirer or the Freedom Business to any Person 
other than the Acquirer, and shall not share such information for 
any reason or purpose; 

b. Disclose any Confidential Business Information trade secrets or 
any sensitive or proprietary commercial or financial information 
related to the Acquirer or the Freedom Business to any Person 
other than the Acquirer (1) only in the manner and to the extent 
necessary to sat 
(ii) only to Persons who agree in writing to maintain the 
confidentiality of such information; and 

c. Enforce the terms of this Paragraph II.A.11 as to any Person and 
take such action as is necessary, including training, to cause each 
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such Person to comply with the terms of this Paragraph II.A.11, 
including any actions Ottobock would take to protect its own trade 
secrets or sensitive or propriety commercial or financial 
information. 

Provided, however, that Ottobock may provide, disclose, use, or otherwise make 
available any Confidential Business Information relating to any of the Divestiture 
Products Group A or Divestiture Products Group B retained under Paragraph 
II.A.1 of this Order to the extent that such Confidential Business Information is 
solely under the use or control of Ottobock. 

12. Ottobock shall, no later than five (5) days after the date this Order 
becomes final and effective: 

a. Require that each employee of Ottobock, including the Hold-
Separate Manager and the Hold-Separate Monitor, who has, had, 
or may have had access to Confidential Business Information 
relating to the Freedom Assets and Business, and the direct 
supervisor(s) of any such employee, sign a confidentiality 
agreement pursuant to which that employee shall be required to 
maintain all Confidential Business Information related to the 
Freedom Assets and Business as strictly confidential, including the 
nondisclosure of that information to all other employees, 
executives, or other personnel of Ottobock (other than as necessary 
to comply with the requirements of this Order), or the use of such 
Confidential Business Information in any way. 

b. 
employees, the Hold-Separate Manager, and the Hold-Separate 
Monitor, having access to Confidential Business Information of or 
pertaining to the Freedom Assets and Business to submit a signed 

maintain the confidentiality required by this Order. 

c. Provide written notification of the restrictions on the use and 
disclosure of the Confidential Business Information related to the 

employees who (i) may be in possession of such Confidential 
Business Information or (ii) may have access to such Confidential 
Business Information. Ottobock shall give the above-described 
notification by e-mail with return receipt requested or similar 
transmission, and keep a file of those receipts for two (2) years 
after the date this Order becomes final and effective. Ottobock 
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shall maintain complete records of all such notifications at 

certification to the Commission affirming the 
implementation of, and compliance with, the acknowledgement 
program. 

B. The purpose of the divestiture of the Freedom Assets and Business is to ensure the 
continued operation of the Freedom Business by the Acquirer, independent of 
Ottobock, and to remedy the lessening of competition resulting from the 
Acquisition. 

III. 

IT IS FURTHER ORDERED that from the date this Order becomes final and effective 
(without regard to the finality of the divestiture requirements herein) until the Effective Date of 
Divestiture, Ottobock shall abide by the Hold-Separate Agreements and shall not: 

A. Sell or transfer any Freedom Assets; 

B. Eliminate, transfer, or consolidate any service offered in connection with the 
Freedom Business; 

C. Fail to maintain the employment of all Freedom Employees or otherwise fail to 
keep the Freedom Business staffed with sufficient employees; provided, however, 
that Freedom Employees may be terminated for cause as provided by the Hold-
Separate Agreements (in which event Ottobock shall replace such employees). 

IV. 

IT IS FURTHER ORDERED that: 

A. From the date this Order becomes final and effective (without regard to the 
finality of the divestiture requirements herein) until the Effective Date of 
Divestiture, Ottobock shall take such actions as are necessary to maintain the 
viability, marketability, and competitiveness of the Freedom Assets and Business, 
as provided in the Hold-Separate Agreements. Among other things that may be 
necessary, as provided for in the Hold- Separate Agreements, Ottobock shall: 

1. Maintain the operations of the Freedom Business relating to the Freedom 
Assets in the ordinary course of business and in accordance with the Hold-
Separate Agreements; 

2. Use best efforts to maintain and increase revenues of the Freedom 
Business, and to maintain at budgeted levels for the year 2018 or the 
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Person ("Monitor") to monitor Otto bock' s compliance with its obligations under 

regarding Ottobock's compliance 

The Monitor shall have the power and authority to monitor Ottobock's 
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current year, whichever are higher, all administrative, technical, and 
marketing support for the Freedom Business and in accordance with the 
Hold-Separate Agreements; 

3. Use best efforts to maintain the current workforce and to retain the 
services of employees and agents in connection with the Freedom 
Business, including payments of bonuses as necessary, and maintain the 
relations and goodwill with customers. 

B. No later than thirty (30) days from the date this Order becomes final and effective 
(without regard to the finality of the divestiture requirements herein), Ottobock 
shall file a verified written report to the Commission that identifies (i) all assets 
included in the Freedom Assets, (ii) all assets originally acquired or that replace 
assets originally acquired as a result of the Acquisition, and (iii) all services, 
functions, and agreements that Ottobock discontinued after the Acquisition. 

V. 

IT IS FURTHER ORDERED that no later than five (5) days from the date this Order 
becomes final and effective (without regard to the finality of the divestiture requirements herein), 

, and 
IV of this Order. 

VI. 

IT IS FURTHER ORDERED that: 

A. At any time after this Order becomes final and effective (without regard to the 
finality of the divestiture requirements herein), the Commission may appoint a 

this Order, consult with Commission staff, and report to the Commission 
with its obligations under this Order. 

B. If a Monitor is appointed pursuant to Paragraph VI.A of this Order, Ottobock 
shall consent to the following terms and conditions regarding the powers, duties, 
authorities, and responsibilities of the Monitor: 

1. 
compliance with the terms of this Order, and shall exercise such power 
and authority and carry out the duties and responsibilities of the Monitor 
pursuant to the terms of this Order and in a manner consistent with the 
purposes of this Order and in consultation with the Commission or its 
staff. 
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the Monitor's duties under this Order. 

tor's power and duties under this Paragraph VI shall terminate 

full and complete access to Ottobock's books, records, documents, 

the Monitor's ability to monitor Otto bock' s compliance with this 

out the Monitor's duties and responsibilities. The Monitor shall account 

or in connection with, the performance of the Monitor's duties, including 

liabilities, or expenses result from the Monitor's gross negligence or 
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2. Within ten (10) days after appointment of the Monitor, Ottobock shall 
execute an agreement that, subject to the approval of the Commission, 
confers on the Monitor all the rights and powers necessary to permit the 

th the terms of this Order in 
a manner consistent with the purposes of this Order. If requested by 
Ottobock, the Monitor shall sign a confidentiality agreement prohibiting 
the use or disclosure to anyone other than the Commission (or any Person 
retained by the Monitor pursuant to Paragraph VI.B.5 of this Order), of 
any competitively-sensitive or proprietary information gained as a result 
of his or her role as Monitor, for any purpose other than performance of 

3. The Moni 
three (3) business days after the Monitor has completed his or her final 
report pursuant to Paragraph VI.B.8 of this Order or at such other time as 
directed by the Commission. 

4. Ottobock shall cooperate with any Monitor appointed by the Commission 
in the performance of his or her duties, and shall provide the Monitor with 

personnel, facilities, and technical information relating to compliance with 
this Order, or to any other relevant information, as the Monitor may 
reasonably request. Ottobock shall cooperate with any reasonable request 
of the Monitor. Ottobock shall take no action to interfere with or impede 

Order. 

5. The Monitor shall serve, without bond or other security, at the expense of 
Ottobock, on such reasonable and customary terms and conditions as the 
Commission may set. The Monitor shall have the authority to employ, at 
the expense of Ottobock, such consultants, accountants, attorneys, and 
other representatives and assistants as are reasonably necessary to carry 

for all expenses incurred, including fees for his or her services, subject to 
the approval of the Commission. 

6. Ottobock shall indemnify the Monitor and hold the Monitor harmless 
against any losses, claims, damages, liabilities, or expenses arising out of, 

all reasonable fees of counsel and other expenses incurred in connection 
with the preparation for, or defense of, any claim, whether or not resulting 
in any liability, except to the extent that such losses, claims, damages, 
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willful misconduct. For purposes of this Paragraph VI.B.6, the term 

Paragraph VI.B.5 of this Order. 

7. If at any time the Commission determines that the Monitor has ceased to 
act or failed to act diligently, or is unwilling or unable to continue to serve, 
the Commission may appoint a substitute to serve as Monitor in the same 
manner as provided by this Order. 

8. The Monitor shall report in writing to the Commission (i) every sixty (60) 
days from the date this Order becomes final and effective (without regard 
to the finality of the divestiture requirements herein), (ii) no later than 
thirty (30) days from the date Ottobock completes its obligations under 
this Order, and (iii) at any other time as requested by the staff of the 

Order. 

C. Ottobock shall submit the following reports to the Monitor: (i) no later than 
twenty (20) days after the date the Monitor is appointed by the Commission 
pursuant to Paragraph VI.A of this Order, a copy of the Accounting required by 
Paragraph IV.B of this Order; and (ii) copies of all compliance reports filed with 
the Commission. 

D. Ottobock shall provide the Monitor with: (i) prompt notification of significant 
meetings, including date, time and venue, scheduled after the execution of the 
Monitor Agreement, relating to the regulatory approvals, marketing, sale and 
divestiture of the Freedom Assets and Business, and such meetings may be 
attended by the Monitor or his represe 
request of the Commission or staff of the Commission; and (ii) the minutes, if 
any, of the above-referenced meetings as soon as practicable and, in any event, 
not later than those minutes are available to any employee of Ottobock. 

E. The Commission may, on its own initiative or at the request of the Monitor, issue 
such additional orders or directions as may be necessary or appropriate to assure 
compliance with the requirements of this Order. 

F. The Monitor appointed pursuant to this Order may be the same Person appointed 
as Divestiture Trustee pursuant to Paragraph VII of this Order. 

VII. 

IT IS FURTHER ORDERED that: 

A. If Ottobock has not divested, absolutely and in good faith, the Freedom Assets 
and Business pursuant to the requirements of Paragraph II of this Order, within 



 

      
          

      
      

          
    

     
          

          
       
       

       
      

 

  
     

        
         

        
 

     
       

      
     

          
       

           
    

       
        

       
         

     

   

 

      
          

       
      

  

            
    

     
         

          
        
       

       
      

   

   
      

 

         
         

        
  

      
       

      
     

           
       

 

            
    

       
       

       
         

     
  

regarding the Divestiture Trustee's powers, duties, authority, and 

785 OTTO BOCK HEALTHCARE NORTH AMERICA, INC. 

Initial Decision 

the time and manner required by Paragraph II of this Order, the Commission may 
at any time appoint one or more Persons as Divestiture Trustee to divest the 
Freedom Assets and Business, at no minimum price, and pursuant to the 
requirements of Paragraph II of this Order, in a manner that satisfies the 
requirements of this Order. 

B. In the event that the Commission or the Attorney General of the United States 
brings an action pursuant to § 5(l) of the Federal Trade Commission Act, 15 
U.S.C. § 45(l), or any other statute enforced by the Commission, Ottobock shall 
consent to the appointment of a Divestiture Trustee in such action. Neither the 
appointment of a Divestiture Trustee nor a decision not to appoint a Divestiture 
Trustee under this Paragraph VII shall preclude the Commission or the Attorney 
General from seeking civil penalties or any other relief available to it, including 
appointment of a court-appointed Divestiture Trustee, pursuant to § 5(l) of the 
Federal Trade Commission Act, or any other statute enforced by the Commission, 
for any failure by Ottobock to comply with this Order. 

C. If a Divestiture Trustee is appointed by the Commission or a court pursuant to this 
Paragraph VII, Ottobock shall consent to the following terms and conditions 

responsibilities: 

1. Subject to the prior approval of the Commission, the Divestiture Trustee 
shall have the exclusive power and authority to effect the divestiture 
pursuant to the requirements of Paragraph II of this Order and in a manner 
consistent with the purposes of this Order. 

2. Within ten (10) days after appointment of the Divestiture Trustee, 
Ottobock shall execute an agreement that, subject to the prior approval of 
the Commission and, in the case of a court-appointed Divestiture Trustee, 
of the court, transfers to the Divestiture Trustee all rights and powers 
necessary to permit the Divestiture Trustee to effect the divestiture and 
perform the requirements of Paragraph II of this Order for which he or she 
has been appointed. 

3. The Divestiture Trustee shall have twelve (12) months from the date the 
Commission approves the agreement described in Paragraph VII.C.2 of 
this Order to accomplish the divestiture, which shall be subject to the prior 
approval of the Commission. If, however, at the end of the twelve-month 
period the Divestiture Trustee has submitted a plan of divestiture or 
believes that divestiture can be achieved within a reasonable time, the 
divestiture period may be extended by the Commission, or, in the case of a 
court-appointed Divestiture Trustee, by the court. 
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notification of the Commission's 

necessary to carry out the Divestiture Trustee's duties and responsibilities. 

stiture Trustee's power shall be terminated. The Divestiture 
Trustee's compensation may be based in part on a commission 
arrangement contingent on the Divestiture Trustee's divesting the assets. 
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4. Ottobock shall provide the Divestiture Trustee with full and complete 
access to the personnel, books, records, and facilities related to the assets 
to be divested, or to any other relevant information, as the Divestiture 
Trustee may request. Ottobock shall develop such financial or other 
information as the Divestiture Trustee may reasonably request and shall 
cooperate with the Divestiture Trustee. Ottobock shall take no action to 

divestiture. Any delays in divestiture caused by Ottobock shall extend the 
time for divestiture under this Paragraph VII in an amount equal to the 
delay, as determined by the Commission or, for a court-appointed 
Divestiture Trustee, by the court. 

5. The Divestiture Trustee shall use his or her best efforts to negotiate the 
most favorable price and terms available in each contract that is submitted 
to the Commission, but shall divest expeditiously at no minimum price.  
The divestiture shall be made only to an Acquirer that receives the prior 
approval of the Commission, and the divestiture shall be accomplished 
only in a manner that receives the prior approval of the Commission; 
provided, however, if the Divestiture Trustee receives bona fide offers 
from more than one acquiring entity, and if the Commission determines to 
approve more than one such acquiring entity, the Divestiture Trustee shall 
divest to the acquiring entity or entities selected by Ottobock from among 
those approved by the Commission; provided, further, that Ottobock shall 
select such entity within ten (10) business days of receiving written 

approval. 

6. The Divestiture Trustee shall serve, without bond or other security, at the 
cost and expense of Ottobock, on such reasonable and customary terms 
and conditions as the Commission or a court may set. The Divestiture 
Trustee shall have the authority to employ, at the cost and expense of 
Ottobock, such consultants, accountants, attorneys, investment bankers, 
business brokers, appraisers, and other representatives and assistants as are 

The Divestiture Trustee shall account for all monies derived from the 
divestiture and all expenses incurred. After approval by the Commission 
of the account of the Divestiture Trustee, including fees for his or her 
services, all remaining monies shall be paid at the direction of Ottobock, 
and the Dive 



 

       
  

      

    
       

    
       

    

      
        

    

      

        

       
         

    

   

 

        
  

   

 

        
  

      

     
       

    
       

    
  

       
        

    
  

         
  

         
 

  

        
         

    
 

     
  

 

  

          
     

  

 
   

Divestiture Trustee's duties, including all reasonable fees of counsel and 

of this Paragraph VII. C. 7, the term "Divestiture Trustee" shall include all 

(60) days concerning the Divestiture Trustee's efforts to accomplish 

Ottobock shall submit verified written reports ("compliance reports") m 
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7. Ottobock shall indemnify the Divestiture Trustee and hold the Divestiture 
Trustee harmless against any losses, claims, damages, liabilities, or 
expenses arising out of, or in connection with, the performance of the 

other expenses incurred in connection with the preparation for, or defense 
of any claim, whether or not resulting in any liability, except to the extent 
that such liabilities, losses, damages, claims, or expenses result from gross 
negligence or willful misconduct by the Divestiture Trustee. For purposes 

Persons retained by the Divestiture Trustee pursuant to Paragraph VII.C.6 
of this Order. 

8. If the Divestiture Trustee ceases to act or fails to act diligently, the 
Commission may appoint a substitute Divestiture Trustee in the same 
manner as provided in this Paragraph VII for appointment of the initial 
Divestiture Trustee. 

9. The Divestiture Trustee shall have no obligation or authority to operate or 
maintain the assets to be divested. 

10. The Divestiture Trustee shall report in writing to the Commission every 
sixty 
the divestiture. 

D. The Commission or, in the case of a court-appointed Divestiture Trustee, the 
court, may on its own initiative or at the request of the Divestiture Trustee issue 
such additional orders or directions as may be necessary or appropriate to 
accomplish the divestiture required by this Order. 

E. The Divestiture Trustee appointed pursuant to this Paragraph VII may be the same 
Person appointed as the Monitor pursuant to Paragraph VI of this Order. 

VIII. 

IT IS FURTHER ORDERED that: 

A. Ottobock shall submit the complete Divestiture Agreement to the Commission at 
ElectronicFilings@ftc.gov and bccompliance@ftc.gov no later than 30 days after 
the Divestiture Date. 

B. 
accordance with the following: 

mailto:bccompliance@ftc.gov
mailto:ElectronicFilings@ftc.gov
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1. Ottobock shall submit: 

a. Interim compliance reports (i) no later than thirty (30) days after 
the Order becomes final and effective (without regard to the 
finality of the divestiture requirements herein), and every thirty 
(30) days thereafter until the divestiture of the Freedom Assets and 
Business is accomplished, and (ii) thereafter, every sixty (60) days 
(measured from the Effective Date of Divestiture) until the date 
Ottobock completes its obligations under this Order; and 

b. Additional compliance reports as the Commission or its staff may 
request. 

2. Ottobock shall include in its compliance reports, among other things 
required by the Commission, a full description of the efforts being made to 
comply with the relevant Paragraphs of this Order, the identity of all 
parties contacted, copies of all written communications to and from such 
parties, internal documents and communications, and all reports and 
recommendations concerning the divestiture, the date of divestiture, and a 
statement that the divestiture has been accomplished in the manner 
approved by the Commission. Each compliance report shall contain 
sufficient information and documentation to enable the Commission to 
determine independently whether Ottobock is in compliance with each 
Paragraph of the Order. Conclusory statements that Ottobock has 
complied with its obligations under the Order are insufficient. 

C. Each compliance report shall be verified in the manner set forth in 28 U.S.C. § 
1746 by the chief executive officer or another officer or employee specifically 
authorized to perform this function. Ottobock shall submit an original and 2 
copies of each compliance report as required by Commission Rule 2.41(a), 16 
C.F.R. § 2.41(a), including a paper original submitted to the Secretary of the 
Commission and electronic copies to the Secretary at ElectronicFilings@ftc.gov 
and to the Compliance Division at bccompliance@ftc.gov. In addition, Ottobock 
shall provide a copy of each compliance report to the Monitor. 

IX. 

IT IS FURTHER ORDERED that Ottobock shall notify the Commission at least 30 
days prior to: 

A. Any proposed dissolution of Ottobock; 

B. Any proposed acquisition of, or merger or consolidation involving Ottobock, or 

mailto:bccompliance@ftc.gov
mailto:ElectronicFilings@ftc.gov


 

    
     

    
   

       
    

       
      

    
     

    
        

  

 

         

   

 

     
     

 

 

    
    

       
    

 

        
      

    
     

     
        

    

  
  

 

          
 

 
 

tten request and 5 days' 
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C. Any other change in Ottobock including assignment and the creation, sale, or 
dissolution of subsidiaries, if such change may affect compliance obligations 
arising out of this Order. 

X. 

IT IS FURTHER ORDERED that, for purposes of determining or securing compliance 
with this Order, and subject to any legally recognized privilege, upon wri 
notice to Ottobock, made to its principal place of business as identified in this Order, registered 
office of its United States subsidiary, or its headquarters office, Ottobock shall, without restraint 
or interference, permit any duly authorized representative of the Commission: 

A. Access, during business office hours of Ottobock and in the presence of counsel 
for Ottobock, to all facilities and access to inspect and copy all business and other 
records and all documentary material and electronically stored information as 
defined in Commission Rules 2.7(a)(1) and (2), 16 C.F.R. § 2.7(a)(1) and (2), in 
the possession or under the control of Ottobock related to compliance with this 
Order, which copying services shall be provided by Ottobock at the request of the 
authorized representative of the Commission and at the expense of Ottobock; and 

B. To interview officers, directors, or employees of Ottobock, who may have counsel 
present, regarding such matters. 

XI. 

IT IS FURTHER ORDERED that this Order shall terminate 10 years from the date it is 
issued. 

APPENDICES TO ORDER 
REDACTED 



  

 

     

  

         
            

     
           

             
                 

             
     

              
    

 

    

      

     

     
 

      
       

         

    
 

 

  

 
 

 

     
 

   
 

        
             

     
           

             
                 

             
     

              
     

 

   

     
 

 

      

      
    

      
  

       
       

         
 

This consent order addresses UrthBox, Inc.'s endorsement and marketing practices relating to UrthBox's snack box 

Bureau's website and other third 

adequately disclose key terms of its "free" snack box offer to prospective customers. The consent order prohibits 

corporation ("Corporate Respondent"), and Behnam Behrouzi, individually and as an officer of 
UrthBox, Inc. (collectively, "Respondents"), have violated the Federal Trade Commission Act, 

s' Confidence Act ("ROSCA"), 15 U.S.C. § 
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IN THE MATTER OF 

URTHBOX, INC. 
AND 

BENHAM BEHROUZI 

CONSENT ORDER, ETC. IN REGARD TO ALLEGED VIOLATIONS OF SECTION 5 OF THE FEDERAL 
TRADE COMMISSION ACT AND SECTION 4 OF THE RESTORE ONLINE SHOPPERS CONFIDENCE ACT 

Docket No. C-4676; File No. 172 3028 
Complaint, May 13, 2019 Decision, May 13, 2019 

subscription service. The complaint alleges that respondents violated Section 5(a) of the Federal Trade Commission 
Act by misrepresenting that positive customer reviews of UrthBox and its snack boxes on the Better Business 

-party websites reflected the independent experiences or opinions of impartial 
customers, and by deceptively failing to disclose that some of those customers received compensation, including 
free snack boxes, to post those positive reviews. The complaint also alleges that respondents violated Section 5(a) of 
the Federal Trade Commission Act and Section 4 of the Restore Online Shoppers Confidence Act by failing to 

respondents from making misrepresentations in connection with the marketing or sale of any good or service with a 
negative option feature or that an endorser of any good or service is an independent user or ordinary consumer of the 
good or service. The order also requires respondents to provide consumers with a simple mechanism to avoid 
charges for a good or service with a negative option feature. 

Participants 

For the Commission: Sarah Schroeder and Roberta Tonelli. 

For the Respondents: Kevin Woods, White & Woods PC; Karl Kronenberger, 
Kronenberger Rosenfeld LLP. 

COMPLAINT 

The Federal Trade Commission, having reason to believe that UrthBox, Inc., a 

15 U.S.C. § 45, and the Restore Online Shopper 
8403, and it appearing to the Commission that this proceeding is in the public interest, alleges: 

1. Corporate Respondent UrthBox, Inc., is a California corporation with its principal 
office or place of business at 535 Mission Street, Suite 1820, San Francisco, California 94105. 

2. Respondent Behnam Behrouzi is an officer of Corporate Respondent. Individually 
or in concert with others, he controlled or had the authority to control the acts and practices 
alleged in this complaint. His principal office or place of business is the same as that of 
Corporate Respondent. 



     
     

          
    

    

       
  

    

        
       

       
       

   

   

       
  

 

 

  

 

      
      

          
    

     

        
    

      

        
       

        
       

     

 

 

    

       
  

 

  

 
 

 

 

affecting commerce, as "commerce" is 

Corporate Respondent's Free Snack Box Offering 

a "free trial" of its snack boxes. As part of its free trial box offering, Corporate Respondent 

prior to the program's subscription date. 

"TASTY SNACK BOX FREE" 

"UrthBox Gives Away 5,000 Fr 
'UrthDay' Celebration in Observance of Earth Day 

and being one of 5,000 people to claim their free box .... Consumers will 
pay a $2.99 shipping and handling fee for the free UrthDay box." 

"Enjoy a FREE TRIAL Box of Tasty #Snacks From UrthBox! V 
Free Options! Ends Tdy!" 

(Exhibit C, posting on UrthBox's Twitter account) (January 2017). 

"Enjoy a FREE Trial of Tasty Snacks From UrthBox! 

791 URTHBOX, INC. 

Complaint 

3. Since 2014, Corporate Respondent has advertised, offered for sale, sold, and 
distributed snack boxes to consumers. Corporate Respondent has offered consumers one-, three-, 
and six-month subscriptions to receive its snack boxes. The monthly cost of its snack boxes has 
ranged from $19.99 to $199.00 depending on the box size. Corporate Respondent has required its 
customers to pre-pay the entire cost of the subscription term. 

4. The acts and practices of Respondents alleged in this complaint have been in or 
defined in Section 4 of the Federal Trade Commission Act. 

5. From October 2016 to November 2017, Corporate Respondent offered consumers 

automatically enrolled consumers who ordered the free trial box in a six-month subscription of 
the same box, which typically cost $77 to $269 depending on the box size, unless they cancelled 

6. Since the fall of 2016, Corporate Respondent disseminated, or has caused to be 
disseminated, advertisements for its free trial snack boxes, including but not necessarily limited 
to the attached Exhibits A-D. Those materials contain the following statements: 

a. 

(Exhibit A, UrthBox banner ad) (in or after October 2016). 

b. ee Snack Boxes in April 2017 for Its 

[H]ealth and earth conscious consumers nationwide will get a free 
UrthBox, valued at up to $49 USD, by visiting www.urthbox.com/urthday 

(Exhibit B, www.prnewswire.com) (April 2017) 

c. egan & 
Gluten-

d. 
ENJOY A FREE FIRST BOX OF TASTY SNACKS! 
Just Pay $2.99 for Shipping & Handling 

. . . . 

www.prnewswire.com
www.urthbox.com/urthday


CLICK HERE TO GET YOUR FIRST BOX FREE!" 

Using a computer, consumers who clicked on links in Corporate Respondent's 
ts for a free snack box were directed to a version of Corporate Respondent's 

2017). The landing page of the website stated "A MONTHLY BOX 
OF HEALTHY SNACKS! .... FIRST BOX FREE! JUST PAY SHIPPING," or similar 

1) The landing page also contained an image of Corporate Respondent's 
n button stating "GET FREE TRIAL!," or similar language. 

Consumers who clicked the "GET FREE TRIAL!" or similar button on the landing page were 

section of the landing page reiterated the "FREE TRIAL!" offer and indicated the regular 

the top of the page read: "GET YOUR FREE TRIAL." 

bright green header at the top of the form stated: "You're Getting A Free UrthBox!" After 
consumers completed the form, consumers reached a big green "CONTINUE" button. 

bright green "CONTINUE" button were automatically enrolled in a six 

before obtaining the consumers' billing information: (1) the length of the subscription term (six 
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GET YOUR FREE BOX 
DISCOVER TASTY SNACKS EVERY MONTH 

. . . . 

(Exhibit D, www.certifiKID.com) (April 2017). 

Desktop Version of Website 

7. 
advertisemen 
website that promoted the free snack box offer, including but not necessarily limited to the 
attached Exhibit E (June 

language. (Exhibit E-
snack box and a large, bright gree 

sent to the bottom of the landing page where they were asked to choose the size of their free 
snack box, such as mini, small, medium, and large. (Exhibit E-2) For each snack box size, this 

monthly price, which was crossed out (e.g., $29.99 for the small box). The page also stated that 
consumers would pay just $2.99 to $14.99 for shipping and handling, depending on the box size. 

8. After selecting their box size, consumers were directed to a screen where they 
chose a box type, such as classic, gluten-free, vegan, or diet. (Exhibit E-3) The large header at 

9. After selecting their box type, consumers reached a checkout page. (Exhibit E-4 
to E-5) The focal point of the checkout page was a form that consumers filled out with their 
name, shipping address, billing address, credit card information, and account information. The 

10. Consumers who completed the form on the checkout page and clicked the large, 
-month subscription for 

the box size and type that they selected for the free trial. Corporate Respondent charged 
consumers the total amount owed for six months of snack box shipments on the first of the 
month following shipment of the free box. Consumers had to cancel before the first of the month 
following shipment of the free box to avoid this six-month pre-payment charge. 

11. On its website, Corporate Respondent did not clearly and conspicuously disclose, 

months); and the amount that Corporate Respondent charges the consumer (the six-month pre-
payment charge). When Corporate Respondent originally offered the free snack box offer on its 

www.certifiKID.com


these terms on its "Terms & Conditions" and 
"FAQ" pages, which were accessible to consumers via hyperlinks. Consumers, however, were 

After your free trial, you'll get six months of regular monthly deliveries for just 

"CONTINUE" button. Moreover, it did not clearly disclose that Corporate Respondent would 

Respondent's advertisements for a free snack box were directed to a mobile version of Corporate 
Respondent's website that promoted the free box offer, including but not necessarily limited to 

F (July 2017). The landing page of the mobile website stated "A 
MONTHLY BOX OF TASTY SNACKS! ... FIRST BOX FREE! JUST PAY SHIPPING." 

1) The landing page also contained an image of Corporate Respondent's snack box 
tating "GET FREE BOX" or similar language. Consumers who 

clicked the "GET FREE BOX" or similar button on the landing page were sent to the bottom of 

reiterated the "FREE TRIAL!" offer and indicated the regular monthly price, which was crossed 
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website, it failed to adequately disclose these terms to consumers.  On or around February 2017, 
Corporate Respondent added information about 

not required to click on these hyperlinks to obtain a free snack box. Moreover, consumers were 
unlikely to click on these hyperlinks because, as labeled, they failed to convey the importance, 
nature, or relevance of the information to which they lead. Moreover, when clicked, consumers 
would have had to scroll through lengthy pages with dense legalese to find the relevant 
information. 

12. On or around February 2017, Corporate Respondent also added the following 
statement to the Checkout Page: 

Free Trial Shipment 

UrthBox is a members only snack club that delivers new products every month. 

$19.99 a month pre-paid. Please enjoy your free UrthBox on us! 

This disclosure, however, was in relatively small font and was not in close proximity to the 

charge consumers for the entire six months (e.g., $119.99) and the timing of the charge (the first 
of the month following shipment of the free box). For the reasons described in Paragraphs 11 and 
12, consumers were unlikely to see and understand material terms of the free snack box offer 
before providing their billing information. 

Mobile Version of Website 

13. Using a mobile device, consumers who clicked on links in Corporate 

the attached Exhibit 

(Exhibit F-
and a large, bright green button s 

the landing page where they were asked to select the size of their free snack box, such as mini, 
small, medium, and large. (Exhibit F-1) For each snack box size, this section of the landing page 

out (e.g., $29.99 for the small box). The page also stated that consumers would pay just $2.99 to 
$14.99 for shipping and handling, depending on the box size. 

14. After selecting their box size, consumers were directed to a screen where they 
chose a box type, such as classic, gluten-free, vegan, or diet. (Exhibit F-2) 

15. After selecting their box type, consumers reached a checkout page. (Exhibit F-3 to 
F-5) The focal point of the checkout page was a form that consumers filled out with their name, 



green header at the top of the form stated: "Enjoy Your Free UrthBox!" After consumers 
completed the form, consumers reached a big green "FINISH" button. 

"FINISH" button were automa 

Respondent's mobile website relating 

Corporate Respondent's Advertising Through Customer Reviews and Endorsements 

Customer Service, Corporate Respondent's representatives offered to send them a free snack box 
on the BBB' s website. Corporate Respondent paid cash bonuses 

on the BBB website. Corporate Respondent's customer service representatives offered 

To participate m the incentive program, Corporate Respondent's Customer 

customers to certify that they "have not been offered any incentive or payment originating from 
write the review." Without this certification, the BBB would not have posted the 

Respondent's customers posted positive reviews on the BBB website to qualify for a free snack 
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shipping address, billing address, credit card information, and account information. The bright 

16. Consumers who completed the form on the checkout page and clicked the 
tically enrolled in a six-month subscription for the box size and 

type that they selected for the free trial. Corporate Respondent charged consumers the total 
amount owed for six months of snack box shipments on the first of the month following 
shipment of the free box. Consumers had to cancel before the first of the month following 
shipment of the free box to avoid this six-month pre-payment charge. 

17. Similar to the desktop version of the website, to the extent Corporate 
to the free snack box offer contained purported disclosures 

about the terms of the free trial offer, any such disclosures were inadequate in terms of their 
content, presentation, proximity, prominence, or placement such that consumers were unlikely to 
see or understand such disclosures. 

18. In numerous instances, consumers who had ordered a free snack box from 
Corporate Respondent via the desktop or mobile website did not know that Corporate 
Respondent had enrolled them in a six-month subscription plan until they discovered a charge on 
their credit card statement. 

19. From January 2017 through November 2017, Corporate Respondent conducted an 
incentive program to induce customers to post positive reviews about its snack boxes on the 
Better Business Bureau (BBB) website. In numerous instances, when customers contacted 

if they posted positive reviews 
to its Customer Service representatives for each positive review they induced consumers to post 

participation in the incentive program to hundreds of its customers, including some who called to 
cancel their snack box subscriptions. 

20. 
Service representatives instructed customers to click on a link directing them to the customer 
review portion of the BBB website; to post a positive review of Corporate Respondent; to verify 
the review with the BBB; and to send a screenshot of their review to Corporate Respondent by 
email. After customers sent proof that they had posted a positive, verified customer review on 
the BBB website, Corporate Respondent sent them a free snack box. The BBB requires 

the business to 
review. 

21. In numerous instances in connection with the incentive program, Corporate 



experiences of ordinary consumers who had tried Corporate Respondent's products and services. 

that resulted m this growth were submitted pursuant to Corporate Respondent's incentive 

Because of its BBB incentive program, Corporate Respondent's BBB Business 

"Customer Review Rating" as well as a higher "Composite Rating" on its BBB Business Review 

of positive, "verified," customer reviews that should never have been posted t 

numerous instances, customers took advantage of Corporate Respondent's offer by posting 

consumers who had tried Corporate Respondent's service and did not disclose that Corporate 

instances, customers took advantage of Corporate Respondent's offers, without disclosing on 

place to educate or monitor their endorsers' posts on social media or other third 

Restore Online Shoppers' Confidence Act 

In 2010, Congress passed the Restore Online Shoppers' Confidence Act, 15 

ROSCA because "[c]onsumer confidence is essential to the growth of online commerce. To 
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box. These reviews appeared to be independent comments reflecting the opinions and 

These customers did not disclose that Corporate Respondent had offered them a free snack box 
in return for their positive customer reviews. 

22. In 2017, after Corporate Respondent implemented its BBB incentive program, 
customer reviews of Corporate Respondent on the BBB website grew exponentially from 9 
reviews in 2016, all negative, to 695 reviews for Corporate Respondent in 2017. Of these 695 
customer reviews posted in 2017, 612 were positive, 15 were neutral, and 68 were negative. 
Consequently, the ratio of positive to negative reviews jumped from 100% negative to 88% 
positive after implementation of the incentive program. A vast majority of the customer reviews 

program. 

23. 
Review ratings improved significantly. Corporate Respondent received a much higher 

page than it would have but for the incentive program. Millions of customers consult BBB 
Business Reports to make their purchasing decisions each month. Those consumers who 
accessed the Business Report for Corporate Respondent during 2017 would have seen hundreds 

o the BBB website 
because they were incentivized by the company being reviewed. 

24. As part of the incentive program described above, Corporate Respondent also 
offered free snack boxes to customers in exchange for posting positive reviews on 
TrustPilot.com, a third-party website that publishes customer reviews of online businesses. In 

positive reviews in exchange for free snack boxes. In numerous instances, the resulting reviews 
appeared to be independent comments reflecting the opinions and experiences of ordinary 

Respondent had given these consumers free snack boxes for their reviews. 

25. From 2014 to November 2017, Corporate Respondent offered its customers store 
credit and/or free snack boxes in exchange for posting about their snack boxes on their personal 
social media accounts, including Twitter, Instagram, Tumblr, and Facebook. In numerous 

their accounts that Corporate Respondent had promised store credit or free products in exchange 
for their posts. Throughout this period, Corporate Respondent had no procedures or policies in 

-party websites. 

26. 
U.S.C. §§ 8401 et seq., which became effective on December 29, 2010. Congress passed 

continue its development as a marketplace, the Internet must provide consumers with clear, 

https://TrustPilot.com


  

       

  
     

   
 

         
 

     

         

  
       

      
 

 

      
 

 

       
    

 

      

      
        

  
       

    
 

 

       

   
     

   
  

         
  

       

         
 

   
       

 

       
  

 

 
  

       
 

    

        
     

   

       
   

       
        

  

    
       

 

consumers' business." Section 2 of ROSCA, 15 U.S.C. § 8401. 

feature, as that term is defined in the Commission's Telemarketing Sales Rule ("TSR"), 16 

ransaction before obtaining the consumer's billing information, (2) obtains the consumer's 

tion feature as: "in an offer or agreement to sell or 
provide any goods or services, a provision under which the consumer's silence or failure to take 

as acceptance of the offer." 16 C.F.R. § 310.2(w). 

Respondents' failure to disclose or disclose 
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accurate information and give sellers an opportunity to fairly compete with one another for 

27. Section 4 of ROSCA, 15 U.S.C. § 8403, generally prohibits charging consumers 
for goods or services sold in transactions effected on the Internet through a negative option 

C.F.R. § 310.2(w), unless the seller (1) clearly and conspicuously discloses all material terms of 
the t 
express informed consent before making the charge, and (3) provides a simple mechanism to 
stop recurring charges. See 15 U.S.C. § 8403. 

28. The TSR defines a negative op 

an affirmative action to reject goods or services or to cancel the agreement is interpreted by the 
seller 

29. As described in Paragraphs 5 to 18, above, Respondents have advertised and sold 
snack box subscriptions to consumers through a negative option feature as defined by the TSR. 
See 16 C.F.R. § 310.2(w). 

30. Pursuant to Section 5 of ROSCA, 15 U.S.C. § 8404, a violation of ROSCA is a 
violation of a rule promulgated under Section 18 of the FTC Act, 15 U.S.C. § 57a. 

VIOLATIONS OF THE FTC ACT 

Count I 
Failure to Disclose Negative Option Terms Free Trial 

31. Through the means described in Paragraphs 5 to 18, Respondents have 
represented, directly or indirectly, expressly or by implication, that consumers could obtain a free 
trial of a snack box for a nominal shipping and handling fee. 

32. In numerous instances in which Respondents have made the representation set 
forth in Paragraph 31, Respondents have failed to disclose, or disclose adequately, material terms 
and conditions of the offer, including: 

a. That Corporate Respondent would automatically enroll consumers in a 
six-month subscription plan; and 

b. On the first of the month following shipment of their free snack box, 
Corporate Respondent would charge consumers the total amount for six 
months of shipments of snack boxes. 

33. adequately the material information 
described in Paragraph 32, in light of the representation set forth in Paragraph 31, is a deceptive 
act or practice. 



   
     

  

      
        

   

    

 

   
     

     
 

       
          
        

    
 

        

   
  

       

     

  

 

 
 

    
     

    
 

       
         

   

    
 

 
  

    
     

     
 

 

        
          
        

    
   

 
         

 

 

 
 

     
    

        

     

Corporate Respondent and its snack boxes on the Better Business Bureau's website and other 

free snack boxes, to post positive reviews on the Better Business Bureau's website and other 

Bureau's party websites reflected their customers' opm1ons or 

Better Business Bureau's website and other third 

Respondents' failure to disclose or disclose adequately the material information 

option feature before obtaining the consumer's billing information, 
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Count II 
False Claim of Independent Reviews 

34. Through the means described in Paragraphs 19 to 25, Respondents have 
represented, directly or indirectly, expressly or by implication, that positive customer reviews of 

third-party websites reflect the independent opinions or experiences of ordinary impartial 
customers. 

35. In fact, in numerous instances, these customer reviews on the BBB website and 
other third-party websites did not reflect the independent opinions or experiences of ordinary 
impartial customers. In numerous instances, those customers received compensation, including 

third-party websites. Therefore, the representation set forth in Paragraph 34 is false or 
misleading. 

Count III 
Failure to Disclose Material Connections 

36. Through the means described in Paragraphs 19 to 25, Respondents have 
represented, directly or indirectly, expressly or by implication, that positive customer reviews or 
endorsements of Corporate Respondent and its snack boxes posted on the Better Business 

website and other third-
experiences. 

37. In numerous instances in which Respondents have made the representation set 
forth in Paragraph 36, Respondents have failed to disclose, or disclose adequately, that some of 
those customers received compensation, including free snack boxes, to post those reviews on the 

-party websites. This fact would be material to 
consumers in evaluating the reviews in connection with a purchase or use decision. 

38. 
described in Paragraph 37, in light of the representation set forth in Paragraph 36, is a deceptive 
act or practice. 

VIOLATIONS OF ROSCA 

Count IV 
Illegal Negative Option Marketing 

39. Through the means described in Paragraphs 5 to 18, in connection with selling 
snack boxes on the Internet through a negative option feature, Respondents have failed to: 

a. clearly and conspicuously disclose all material terms of the negative 

including (i) that Corporate Respondent would automatically enroll 



  

        
       

       

 

    
      

        
        

 

    

 

    
 

 

        
       

       
  

   
 

     
       

 

         
         

   

       
  

  

s' express informed consent to the negative option feature 
before charging the consumers' credit or debit 

ne Shopper's Confidence 
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consumers in a six-month subscription plan; and (ii) on the first of the 
month following shipment of their free snack box, Corporate Respondent 
would charge consumers the total amount owed for six months of 
shipments of snack boxes; and 

b. obtain consumer 
card. 

40. The acts and practices of Respondents as alleged in Paragraph 39, above, 
constitute acts or practices that violate Section 4 of the Restore Onli 
Act. 

41. The acts and practices of Respondents as alleged in this complaint constitute 
unfair or deceptive acts or practices in or affecting commerce in violation of Section 5(a) of the 
Federal Trade Commission Act. 

THEREFORE, the Federal Trade Commission this thirteenth day of May, 2019, has 
issued this Complaint against Respondents. 

By the Commission. 
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The Federal Trade Com.mission ("Com.mission") initiated an 
and practices of the Respondents named herein. The Com.mission's Bureau of Consumer 
Protection ("BCP") prepared and furnished to Respondents a draft Complaint. BCP proposed to 

Trade Com.mission Act, 15 U.S.C. § 45, and the Restore Online Shoppers' Confidence Act 
("ROSCA"), 15 U.S.C. § 8403. 

("Consent Agreement"). The Consent Agreement includes: 1) statements by Respondents that 

Com.mission's Rules. 
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DECISION 

investigation of certain acts 

present the draft Complaint to the Commission for its consideration. If issued by the 
Commission, the draft Complaint would charge the Respondents with violations of the Federal 

Respondents and BCP thereafter executed an Agreement Containing Consent Order 

they neither admit nor deny any of the allegations in the Complaint, except as specifically stated 
in this Decision and Order, and that only for purposes of this action, they admit the facts 
necessary to establish jurisdiction; and 2) waivers and other provisions as required by the 

The Commission considered the matter and determined that it had reason to believe that 
Respondents have violated the said acts, and that a Complaint should issue stating its charges in 
that respect. The Commission accepted the executed Consent Agreement and placed it on the 
public record for a period of 30 days for the receipt and consideration of public comments. The 
Commission duly considered any comments received from interested persons pursuant to Section 
of its Rules, 16 C.F.R. § 2.34. Now, in further conformity with the procedure prescribed in Rule 
2.34, the Commission issues its Complaint, makes the following Findings, and issues the 
following Order: 

Findings 

1. The Respondents are: 

a. Respondent UrthBox, Inc., a California corporation with its principal 
office or place of business at 535 Mission Street, Suite 1820, San 
Francisco, California 94105. 

b. Respondent Behnam Behrouzi, an officer of the Proposed Corporate 
Respondent, UrthBox, Inc. Individually or in concert with others, he 
formulates, directs, or controls the policies, acts, or practices of UrthBox, 
Inc. His principal office or place of business is the same as that of 
UrthBox, Inc. 

2. The Commission has jurisdiction over the subject matter of this proceeding and 
over the Respondents, and the proceeding is in the public interest. 



  

 

 

    
     

   

    
      

    
      

       
     

     
    

     

   
      

 

    

     
        

      
    

    
 

  

 

 

  

 

  

 
     

     
  

 
   

   

     
      

    
       

       
     

 

      
     

      
 

     
      

  

     
  

      
        

  

        
     

  

"Billing Information" means any data that enables any person to access a 
customer's account, such as a credit card, checking, savings, share or similar 

"Charge," "Charged," or "Charging" means any attempt to collect money or other 

consumer's credit 

"Clearly and Conspicuously" means that a required disclosure is difficult to miss 

("triggering representation") is made through only one 
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ORDER 

Definitions 

For purposes of this Order, the following definitions apply: 

A. 

account, utility bill, mortgage loan account, or debit card. 

B. 
consideration from a consumer, including but not limited to causing Billing 
Information to be submitted for payment, including against the 
card, debit card, bank account, telephone bill, or other account. 

C. 
(i.e., easily noticeable) and easily understandable by ordinary consumers, 
including in all of the following ways: 

1. In any communication that is solely visual or solely audible, the disclosure 
must be made through the same means through which the communication 
is presented. In any communication made through both visual and audible 
means, such as a television advertisement, the disclosure must be 
presented simultaneously in both the visual and audible portions of the 
communication even if the representation requiring the disclosure 

means. 

2. A visual disclosure, by its size, contrast, location, the length of time it 
appears, and other characteristics, must stand out from any accompanying 
text or other visual elements so that it is easily noticed, read, and 
understood. 

3. An audible disclosure, including by telephone or streaming video, must be 
delivered in a volume, speed, and cadence sufficient for ordinary 
consumers to easily hear and understand it. 

4. In any communication using an interactive electronic medium, such as the 
Internet or software, the disclosure must be unavoidable. 

5. The disclosure must use diction and syntax understandable to ordinary 
consumers and must appear in each language in which the triggering 
representation appears. 

6. The disclosure must comply with these requirements in each medium 
through which it is received, including all electronic devices and face-to-
face communications. 



 

     

      

  
       
        

    

 
          

     

          
 

  
       

    
      

    
 

       
 

  

  

       
  

       
 

  

 
   

       
         

 

      
  

 
  

 

  
          

     
 

 
          

   

 

   

  
       

    
      

    
  

       
  

children, the elderly, or the terminally ill, "ordinary consumers" 

"Negative Option Feature" means, in an offer or agreement to sell or provide any 
provision under which the consumer's silence or failure to take 

"Respondents" means the 

"Corporate Respondent" means UrthBox, Inc., a corporation, and its 

"Individual Respondent" means Behnam Behrouzi. 

"Telemarketing" 

"Unexpected Material Connection" means any relationship that might materially 

that Respondents, and Respondents' officers, agents, employees, and 
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7. The disclosure must not be contradicted or mitigated by, or inconsistent 
with, anything else in the communication. 

8. When the representation or sales practice targets a specific audience, such 
as 
includes reasonable members of that group. 

D. 
good or service, a 
affirmative action to reject a good or service or to cancel the agreement is 
interpreted by the seller or provider as acceptance or continuing acceptance of the 
offer. 

E. Corporate Respondent and the Individual Respondent, 
individually, collectively, or in any combination. 

1. 
successors and assigns. 

2. 

F. means any plan, program, or campaign which is conducted to 
induce the purchase of goods or services by use of one or more telephones, and 
which involves a telephone call, whether or not covered by the Telemarketing 
Sales Rule, 16 C.F.R. Part 310. 

G. 
affect the weight or credibility of a testimonial or endorsement and that would not 
reasonably be expected by consumers. 

Provisions 

I. Prohibited Misrepresentations Regarding Endorsements 

IT IS ORDERED 
attorneys, and all other persons in active concert or participation with any of them, who receive 
actual notice of this Order, whether acting directly or indirectly, in connection with the 
advertising, promotion, offering for sale, or sale of any good or service, must not misrepresent, 
or assist others in misrepresenting, expressly or by implication, that an endorser of such good or 
service is an independent user or ordinary consumer of the good or service. 

Compliance with this Provision is separate from, and in addition to, the disclosures required by 
Provisions III, VI, and VII, infra. 



  

 

 

  
      

    
       

        

       

 

         
       

       

      
  

        
     

  

        
      

      

   
      

    
       

   

    
 

  

    

  
      

    
       

        
 

         
 

    

 

         
       

         
  

        
    

  

         
     

  

     

         
       

  

      
 

  

    
      

    
        

   

that Respondents, and Respondents' officers, 

That a good or service is offered on a "free," ''trial," "sample," "bonus," "gift," 
"no obligation," "discounted" basis, or words of similar 

The purpose(s) for which the consumer's Billing Information will be 

that Respondents and Respondents' of 
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II. Prohibited Misrepresentations of Good or Service with Negative Option Feature 

IT IS FURTHER ORDERED agents, 
employees, and attorneys, and all other persons in active concert or participation with any of 
them, who receive actual notice of this Order, whether acting directly or indirectly, in connection 
with the advertising, promotion, offering for sale, or sale of any good or service with a Negative 
Option Feature, must not misrepresent, or assist others in misrepresenting, expressly or by 
implication: 

A. Any cost to the consumer to purchase, receive, use, or return the initial good or 
service; 

B. That the consumer will not be Charged for any good or service; 

C. 
import, denoting or 

implying the absence of an obligation on the part of the recipient of the offer to 
affirmatively act in order to avoid Charges, including where a Charge will be 
assessed pursuant to the offer unless the consumer takes affirmative steps to 
prevent or stop such a Charge; 

D. That the consumer can obtain a good or service for a processing, service, 
shipping, handling, or administrative fee with no further obligation; 

E. used; 

F. The date, timing, or manner by which the consumer will incur any obligation or 
be charged unless the consumer takes an affirmative action on the Negative 
Option Feature; 

G. That a transaction has been authorized by the consumer; or 

H. Any other fact material to the consumer concerning any good or service, such as 
any material aspect of the nature or terms of a refund, cancellation, exchange, or 
repurchase policy for the good or service. 

Compliance with this Provision is separate from, and in addition to, the disclosures required 
by Provisions III, VI, and VII, infra. 

III. Required Disclosures Relating to Unexpected Material Connections 

IT IS FURTHER ORDERED ficers, agents, 
employees, and attorneys, and all other persons in active concert or participation with any of 
them, who receive actual notice of this Order, whether acting directly or indirectly, in connection 
with the advertising, promotion, offering for sale, or sale of any good or service, must not make 
any representation, expressly or by implication, about any consumer, reviewer, or other endorser 



 

     
        

         

     
        

   
  

  
     

    
     

          
         

            

     
   

    

        
       

    

           
        

   
    

   
     

      

  

  

  

     
        

         
 

  

       
        

   
   

   

  
     

    
     

          
         

           
 

      
   

    

        
        

    
 

           
        

 

    
    

   
      

      
  

     

that Respondents, and Respondents' officers, agents, 

endorsing the good or service, the endorser's Unexpected Material Connection to 

it. For the purpose of this subsection, the term "signed" may include 

endorsers' reviews, online videos 
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of such good or service without disclosing, Clearly and Conspicuously, and in close proximity to 
that representation, any Unexpected Material Connection between such endorser and (1) any 
Respondent; (2) any other individual or entity affiliated with the good or service; or (3) the good 
or service. 

IV. Required Removal of Demonstrations, Reviews, and Endorsements 

IT IS FURTHER ORDERED that Respondents must, within thirty days of the date of 
service of this order, take all reasonable steps to remove any demonstration, review, or 
endorsement, by an endorser with a Material Connection to any Respondent, of any good or 
service currently viewable by the public that does not comply with Provisions I and III. 

V. Required Monitoring of Endorsers 

IT IS FURTHER ORDERED 
employees, and attorneys, and all other persons in active concert or participation with any of 
them, who receive actual notice of this Order, whether acting directly or indirectly, in connection 
with the advertising, promotion, offering for sale, or sale of any good or service by means of an 
endorsement by an endorser with a Material Connection to (1) any Respondent; (2) any other 
individual or entity affiliated with the good or service; or (3) the good or service, must take steps 
sufficient to ensure compliance with Provisions I and III. Such steps shall include, at a 
minimum: 

A. Providing each such endorser with a clear statement of his or her responsibilities 
to disclose Clearly and Conspicuously, and in close proximity to the endorsement, 
in any review, online video, social media posting, or other communication 

any Respondent, any other individual or entity affiliated with the good or service, 
or the good or service; and obtaining from each such endorser a signed and dated 
statement acknowledging receipt of that statement and expressly agreeing to 
comply with 
a verifiable electronic or digital form of signature, to the extent that such form of 
signature is recognized as a valid signature under applicable federal law or state 
contract law; 

B. Establishing, implementing, and thereafter maintaining a system to monitor and 
review the representations and disclosures of endorsers with any Material 
Connection to any Respondent, any other individual or entity affiliated with the 
good or service, or the good or service, to ensure compliance with Provisions I 
and III. The system shall include, at a minimum, monitoring and reviewing the 

and social media postings; and 

C. Creating reports showing the results of the monitoring required by Provision V.B. 
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VI. Required Disclosures Relating To Negative Option Features 

IT IS FURTHER ORDERED 
employees, and attorneys, and all other persons in active concert or participation with any of 
them, who receive actual notice of this Order, whether acting directly or indirectly, in connection 
with the advertising, promotion, offering for sale, or sale of any good or service with a Negative 
Option Feature, must not: 

A. Represent, expressly or by implication, that any good or service that includes a 
Negative Option Feature is being offered on a free, trial, no obligation, reduced, 
or discounted basis, without disclosing Clearly and Conspicuously, and 
immediately adjacent to, any such representation: 

1. The extent to which the consumer must take affirmative action(s) to avoid 
any Charges: a) for the offered good or service, b) of an increased amount 
after the trial or promotional period ends, and c) on a recurring basis; 

2. The total cost (or range of costs) the consumer will be Charged and, if 
applicable, the frequency of such Charges unless the consumer timely 
takes steps to prevent or stop such Charges; and 

3. The deadline(s) (by date or frequency) by which the consumer must 
affirmatively act in order to stop all recurring Charges. 

B. Obtain Billing Information from a consumer for any transaction involving a good 
or service that includes a Negative Option Feature, without first disclosing Clearly 
and Conspicuously, and immediately adjacent to where a consumer provides 
Billing Information: 

1. The extent to which the consumer must take affirmative action(s) to avoid 
any Charges: a) for the offered good or service, b) of an increased amount 
after the trial or promotional period ends, and c) on a recurring basis; 

2. The total cost (or range of costs) the consumer will be Charged, the date 
the initial Charge will be submitted for payment, and, if applicable, the 
frequency of such Charges unless the consumer timely takes affirmative 
steps to prevent or stop such Charges; 

3. The deadline(s) (by date or frequency) by which the consumer must 
affirmatively act in order to stop all recurring Charges; 

4. The name of the seller or provider of the good or service and, if the name 
of the seller or provider will not appear on billing statements, the billing 
descriptor that will appear on such statements; 

5. A description of the good or service; 



 

      
  

     

   
     

     

  

   
      

      

        
   

     

  
      

    
       

          
       

     
     

       
      

      
      

         
     

  

  

       
     

      
  

   

     
     

     

    

 
   

       
      

        
    

     

 

   

  
      

    
        

          
       

 

      
     

       
      

       
      

 

          
     

   

Immediately after the consumer's submission 

and contain a subject line reading "Order Confirmation" along with the 

Within two (2) days after receipt of the consumer's order by mail or 

must Clearly and Conspicuously state "Order Confirmation" along with 

spicuously state "Order Confirmation" 

other than the consumer's address, the Respondent's return address, and 

that Respondents, and Respondents' officers, agents, 
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6. Any Charge or cost for which the consumer is responsible in connection 
with the cancellation of an order or the return of a good; and 

7. The simple cancellation mechanism to stop any recurring Charges, as 
required by Provision VIII. 

C. Fail to send the consumer: 

1. of an online order, written 
confirmation of the transaction by email. The email must Clearly and 
Conspicuously disclose all the information required by Provision VI.B, 

name of the good or service, and no additional information; or 

2. 
telephone, a written confirmation of the transaction, either by email or first 
class mail. The email or letter must Clearly and Conspicuously disclose all 
the information required by Provision VI.B. The subject line of the email 

the name of the good or service, and nothing else. The outside of the 
envelope must Clearly and Con 
along with the name of the good or service, and no additional information 

postage. 

VII. Obtaining Express Informed Consent 

IT IS FURTHER ORDERED 
employees, and attorneys, and all other persons in active concert or participation with any of 
them, who receive actual notice of this Order, whether acting directly or indirectly, in connection 
with the advertising, promotion, offering for sale, or sale of any good or service with a Negative 
Option Feature, must not use, or assist others in using, Billing Information to obtain payment 
from a consumer, unless Respondents first obtain the express informed consent of the consumer 
to do so. To obtain express informed consent, Respondents must: 

A. For all written offers (including over the Internet or other web-based applications 
or services), obtain consent through a check box, signature, or other substantially 
similar method, which the consumer must affirmatively select or sign to accept 
the Negative Option Feature, and no other portion of the offer. Respondents shall 
disclose Clearly and Conspicuously, and immediately adjacent to such check box, 
signature, or substantially similar method of affirmative consent, only the 
following, with no additional information: 

1. The extent to which the consumer must take affirmative action(s) to avoid 
any Charges: a) for the offered good or service, b) of an increased amount 
after the trial or promotional period ends, and c) on a recurring basis; 



  

 

         
    

      

 

    
   

     
    

     
 

   
           

       

 

  
      

     
       

         
      

     
             

       
        

     
  
       

    
 

  

          
     

  

       
  

    

 
  

     
   

     
     

     
   

   
           

       
 

 

    

  
      

      
       

        
      

      
             
 

        
        

     
   
        

 

of the consumer's account 

e by date and by the consumer's name, telephone number, or Billing Information, and 
must be provided upon request to the consumer, the consumer's bank, or any law enforcement 

that Respondents, and Respondents' officers, agents, 
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2. The total cost (or range of costs) the consumer will be Charged and, if 
applicable, the frequency of such Charges unless the consumer timely 
takes affirmative steps to prevent or stop such Charges; and 

3. The deadline(s) (by date or frequency) by which the consumer must 
affirmatively act in order to stop all recurring Charges. 

B. For all oral offers, prior to obtaining any Billing Information from the consumer: 

1. Clearly and Conspicuously disclose the information contained in Provision 
VI.B; and 

2. Obtain affirmative unambiguous express oral confirmation that the 
consumer: a) consents to being Charged for any good or service, including 
providing, at a minimum, the last four (4) digits 
number to be Charged, b) understands that the transaction includes a 
Negative Option Feature, and c) understands the specific affirmative steps 
the consumer must take to prevent or stop further Charges. 

For transactions conducted through Telemarketing, Respondents shall maintain for three (3) 
years from the date of each transaction an unedited voice recording of the entire transaction, 
including the prescribed statements set out in Provision VII.B. Each recording must be 
retrievabl 

entity. 

VIII. Simple Mechanism To Cancel Negative Option Feature 

IT IS FURTHER ORDERED 
employees, and attorneys, and all other persons in active concert or participation with any of 
them, who receive actual notice of this Order, whether acting directly or indirectly, in connection 
with the advertising, promotion, offering for sale, or sale of any good or service with a Negative 
Option Feature, must provide a simple mechanism for the consumer to: (1) avoid being 
Charged, or Charged an increased amount, for the good or service and (2) immediately stop any 
recurring Charges. Such mechanism must not be difficult, costly, confusing, or time consuming, 
and must be at least as simple as the mechanism the consumer used to initiate the Charge(s). In 
addition: 

A. For consumers who entered into the agreement to purchase a good or service 
including a Negative Option Feature over the Internet or through other web-based 
applications or services, Respondents must provide a mechanism, accessible over 
the Internet or through such other web-based application or service that consumers 
can easily use to cancel the good or service and to immediately stop all further 
Charges. 
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B. For consumers who entered into the agreement to purchase a good or service 
including a Negative Option Feature through an oral offer and acceptance, 
Respondents must maintain a telephone number and a postal address that 
consumers can easily use to cancel the good or service and to immediately stop all 
further Charges. Respondents must assure that all calls to this telephone number 
shall be answered during normal business hours and that mail to the postal 
address is retrieved regularly. 

IX. Monetary Relief 

IT IS FURTHER ORDERED that: 

A. Respondent UrthBox, Inc. must pay to the Commission $100,000, which 
Respondent UrthBox, Inc. stipulates its undersigned counsel holds in escrow for 
no purpose other than payment to the Commission. 

B. Such payment must be made within 8 days of the effective date of this Order by 
electronic fund transfer in accordance with instructions provided by a 
representative of the Commission. 

X. Additional Monetary Provisions 

IT IS FURTHER ORDERED that: 

A. Respondents relinquish dominion and all legal and equitable right, title, and 
interest in all assets transferred pursuant to this Order and may not seek the return 
of any assets. 

B. The facts alleged in the Complaint will be taken as true, without further proof, in 
any subsequent civil litigation by or on behalf of the Commission to enforce its 
rights to any payment pursuant to this Order, such as a nondischargeability 
complaint in any bankruptcy case. 

C. The facts alleged in the Complaint establish all elements necessary to sustain an 
action by or on behalf of the Commission pursuant to Section 523(a)(2)(A) of the 
Bankruptcy Code, 11 U.S.C. § 523(a)(2)(A), and this Order will have collateral 
estoppel effect for such purposes. 

D. All money paid to the Commission pursuant to this Order may be deposited into a 
fund administered by the Commission or its designee to be used for relief, 
including consumer redress and any attendant expenses for the administration of 
any redress fund. If a representative of the Commission decides that direct redress 
to consumers is wholly or partially impracticable or money remains after redress 
is completed, the Commission may apply any remaining money for such other 
relief (including consumer information remedies) as it determines to be 
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money not used is to be deposited to the U.S. Treasury. 

Respondents have no right to challenge any activities pursuant to this Provision. 

E. In the event of default on any obligation to make payment under this Order, 
interest, computed as if pursuant to 28 U.S.C. § 1961(a), shall accrue from the 
date of default to the date of payment. In the event such default continues for 10 
days beyond the date that payment is due, the entire amount will immediately 
become due and payable. 

F. Each day of nonpayment is a violation through continuing failure to obey or 
neglect to obey a final order of the Commission and thus will be deemed a 
separate offense and violation for which a civil penalty shall accrue. 

G. Respondents acknowledge that their Taxpayer Identification Numbers (Social 
Security or Employer Identification Numbers), which Respondents have 
previously submitted to the Commission, may be used for collecting and reporting 
on any delinquent amount arising out of this Order, in accordance with 31 U.S.C. 
§ 7701. 

XI. Customer Information 

IT IS FURTHER ORDERED that Respondents must directly or indirectly provide 
sufficient customer information to enable the Commission to efficiently administer consumer 
redress. Respondents represent that they have provided this redress information to the 
Commission. If a representative of the Commission requests in writing any information related to 
redress, Respondents must provide it, in the form prescribed by the Commission representative, 
within 14 days. 

XII. Acknowledgments of the Order 

IT IS FURTHER ORDERED that Respondents obtain acknowledgments of receipt of 
this Order: 

A. Each Respondent, within 10 days after the effective date of this Order, must 
submit to the Commission an acknowledgment of receipt of this Order sworn 
under penalty of perjury. 

B. For 3 years after the issuance date of this Order, the Individual Respondent for 
any business that he, individually or collectively with any other Respondents, is 
the majority owner or controls directly or indirectly, and the Corporate 
Respondent, must deliver a copy of this Order to: (1) all principals, officers, 
directors, and LLC managers and members; (2) all employees having managerial 
responsibilities for conduct related to the subject matter of the Order and all 
agents and representatives who participate in conduct related to the subject matter 



 

         
        

      

         
     

 

      

            
 

      
   

     

  
       

  
      

       
      

      
        

    
 

      
      
      

   
      

      

        
      

 

  

  

         
        

      
  

          
      

  

    

      
 

             
   

       
   

     

   
       

  
      

       
      

      
         

     
  

       
       
      

   
      

       

  

         
      

   

Respondent; (b) identify all of that Respondent's businesses by all of their 

Respondent's involvement in each such business activity, including title, 
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of the Order; and (3) any business entity resulting from any change in structure as 
set forth in the Provision titled Compliance Reports and Notices. Delivery must 
occur within 10 days after the effective date of this Order for current personnel. 
For all others, delivery must occur before they assume their responsibilities. 

C. From each individual or entity to which a Respondent delivered a copy of this 
Order, that Respondent must obtain, within 30 days, a signed and dated 
acknowledgment of receipt of this Order. 

XIII. Compliance Reports and Notices 

IT IS FURTHER ORDERED that Respondents make timely submissions to the 
Commission: 

A. One year after the issuance date of this Order, each Respondent must submit a 
compliance report, sworn under penalty of perjury, in which: 

1. Each Respondent must: (a) identify the primary physical, postal, and email 
address and telephone number, as designated points of contact, which 
representatives of the Commission, may use to communicate with 

names, telephone numbers, and physical, postal, email, and Internet 
addresses; (c) describe the activities of each business, including the goods 
and services offered, the means of advertising, marketing, and sales, and 
the involvement of any other Respondent (which Individual Respondent 
must describe if he knows or should know due to his own involvement); 
(d) describe in detail whether and how that Respondent is in compliance 
with each Provision of this Order, including a discussion of all of the 
changes the Respondent made to comply with the Order; and (e) provide a 
copy of each Acknowledgment of the Order obtained pursuant to this 
Order, unless previously submitted to the Commission. 

2. Additionally, the Individual Respondent must: (a) identify all his 
telephone numbers and all his physical, postal, email and Internet 
addresses, including all residences; (b) identify all his business activities, 
including any business for which such Respondent performs services 
whether as an employee or otherwise and any entity in which such 
Respondent has any ownership interest; and (c) describe in detail such 

role, responsibilities, participation, authority, control, and any ownership. 

B. For 10 years after the issuance date of this Order, each Respondent must submit a 
compliance notice, sworn under penalty of perjury, within 14 days of any change 
in the following: 



  

 

          
          

      
     
     
      

       
     

    
     

     
       

   

        
     

   
      

    

    
     

       
    

     
 

      
       

      
       

 

 

    
 

  

           
          

      
     
     
       

  

        
     

    
      

     
       

   
 

         
     

 

    
       

      

 

     
     

       
    

     
   

  

      
       

      
       

   

    

such as by concluding: "I declare under penalty of perjury under the laws of the 

___ " and supplying the date, signatory's full name, title (if applicable), and 
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1. Each Respondent must submit notice of any change in: (a) any designated 
point of contact; or (b) the structure of the Corporate Respondent or any 
entity that Respondent has any ownership interest in or controls directly or 
indirectly that may affect compliance obligations arising under this Order, 
including: creation, merger, sale, or dissolution of the entity or any 
subsidiary, parent, or affiliate that engages in any acts or practices subject 
to this Order. 

2. Additionally, the Individual Respondent must submit notice of any change 
in: (a) name, including alias or fictitious name, or residence address; or (b) 
title or role in any business activity, including (i) any business for which 
such Respondent performs services whether as an employee or otherwise 
and (ii) any entity in which such Respondent has any ownership interest 
and over which Respondents have direct or indirect control. For each such 
business activity, also identify its name, physical address, and any Internet 
address. 

C. Each Respondent must submit notice of the filing of any bankruptcy petition, 
insolvency proceeding, or similar proceeding by or against such Respondent 
within 14 days of its filing. 

D. Any submission to the Commission required by this Order to be sworn under 
penalty of perjury must be true and accurate and comply with 28 U.S.C. § 1746, 

United States of America that the foregoing is true and correct. Executed on: 

signature. 

E. Unless otherwise directed by a Commission representative in writing, all 
submissions to the Commission pursuant to this Order must be emailed to 
DEbrief@ftc.gov or sent by overnight courier (not the U.S. Postal Service) to: 
Associate Director for Enforcement, Bureau of Consumer Protection, Federal 
Trade Commission, 600 Pennsylvania Avenue NW, Washington, DC 20580. The 
subject line must begin: In re UrthBox, Inc. 

XIV. Recordkeeping 

IT IS FURTHER ORDERED that Respondents must create certain records for 10 years 
after the issuance date of the Order, and retain each such record for 5 years, unless otherwise 
specified below. Specifically, Corporate Respondent and Individual Respondent for any business 
that such Respondent, individually or collectively with any other Respondents, is a majority 
owner or controls directly or indirectly, must create and retain the following records: 

A. accounting records showing the revenues from all goods or services sold; 

mailto:DEbrief@ftc.gov


 

     
   

        

   
 

      

       

  
 

        
         

  

  
       

     
          

     
   

     
     

 

          

            
         

     
    
 

  

  

      
   

        
  

    
   

        
  

        
  

   

  
  

         
         

  
  

   
      

     
          

  

      
   

      
    

 

    

          

            
         

     
    

   

employee or otherwise, that person's: name; 

that, for the purpose of monitoring Respondents' 

Commission's lawful use of compulsory process, pursuant to Sections 9 and 20 of 

publication on the Commission's website (fie.gov) as a final order. This Order will terminate 20 

Commission's seal), or 20 ye 
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B. personnel records showing, for each person providing services in relation to any 
aspect of the Order, whether as an 
addresses; telephone numbers; job title or position; dates of service; and (if 
applicable) the reason for termination; 

C. copies or records of all consumer complaints and refund requests, whether 
received directly or indirectly, such as through a third party, and any response; 

D. all records necessary to demonstrate full compliance with each provision of this 
Order, including all submissions to the Commission; and 

E. a copy of each unique advertisement or other marketing material making a 
representation subject to this Order. 

XV. Compliance Monitoring 

IT IS FURTHER ORDERED 
compliance with this Order: 

A. Within 10 days of receipt of a written request from a representative of the 
Commission, each Respondent must: submit additional compliance reports or 
other requested information, which must be sworn under penalty of perjury, and 
produce records for inspection and copying. 

B. For matters concerning this Order, representatives of the Commission are 
authorized to communicate directly with each Respondent. Respondents must 
permit representatives of the Commission to interview anyone affiliated with any 
Respondent who has agreed to such an interview. The interviewee may have 
counsel present. 

C. The Commission may use all other lawful means, including posing through its 
representatives as consumers, suppliers, or other individuals or entities, to 
Respondents or any individual or entity affiliated with Respondents, without the 
necessity of identification or prior notice. Nothing in this Order limits the 

the FTC Act, 15 U.S.C. §§ 49, 57b-1. 

XVI. Order Effective Dates 

IT IS FURTHER ORDERED that this Order is final and effective upon the date of its 

years from the date of its issuance (which date may be stated at the end of this Order, near the 
ars from the most recent date that the United States or the 

Commission files a complaint (with or without an accompanying settlement) in federal court 
alleging any violation of this Order, whichever comes later; provided, however, that the filing of 
such a complaint will not affect the duration of: 



  

 

        

        
        

       
        

           
  

 

 

  
    

          
   

    
 

           
       

   
     

     
         

    
 

  

   

 
  

         
 

        
        

       
        

           
   

  

  

  
    

          
    

    
  

           
       

   
     

     
         

This Order's application to any Respondent that is not named as a defendant in 

The Federal Trade Commission ("Commission") has accepted, subject to final approval, 
an agreement containing a consent order as to UrthBox, Inc. ("UrthBox") and Benham Behrouzi 
("respondents"). 

The proposed consent order ("order") has been placed on the pu 

This matter involves respondents' endorsement and marketing practices relating to 
UrthBox's snack box subscription service. UrthBox has offered consumers monthly 

Business Bureau's website and other third 

of the Restore Online Shoppers Confidence Act ("ROSCA") by failing to adequately disclose 
terms of its "free" snack box offer to prospective customers. Specifically, when the free trial 
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A. Any Provision in this Order that terminates in less than 20 years; 

B. 
such complaint; and 

C. This Order if such complaint is filed after the Order has terminated pursuant to 
this Provision. 

Provided, further, that if such complaint is dismissed or a federal court rules that the 
Respondent did not violate any provision of the Order, and the dismissal or ruling is either not 
appealed or upheld on appeal, then the Order will terminate according to this Provision as 
though the complaint had never been filed, except that the Order will not terminate between the 
date such complaint is filed and the later of the deadline for appealing such dismissal or ruling 
and the date such dismissal or ruling is upheld on appeal. 

By the Commission. 

ANALYSIS OF CONSENT ORDER TO AID PUBLIC COMMENT 

blic record for 30 days 
for receipt of comments by interested persons. Comments received during this period will 
become part of the public record. After 30 days, the Commission will again review the order and 
the comments received, and will decide whether it should withdraw the order or make it final. 

subscriptions (one-, three-, and six-month subscriptions) to receive its snack boxes. Urthbox has 
required its customer to pre-pay the entire cost of the subscription term. 

The complaint alleges that respondents violated Section 5(a) of the FTC Act by 
misrepresenting that positive customer reviews of UrthBox and its snack boxes on the Better 

-party websites reflected the independent experiences 
or opinions of impartial customers, and by deceptively failing to disclose that some of those 
customers received compensation, including free snack boxes, to post those positive reviews. 
The complaint also alleges that respondents violated Section 5(a) of the FTC Act and Section 4 

key 



 

    
        

 

       
 

  

  
           

   
    

    
        

     
     
 

        
          

   
 

       
  

   
    

       

       
       

         
            

  

  

    
        

  

       
  

  
 

   
           

    
    

    
        

      
     
  

        
           

   
  

        
   

    
     

       

        
       

         
            

 

complaint also alleges that respondents violated ROSCA by failing to obtain consumers' express 

term "Negative Option Feature." 

or service. The order defines the terms "Clearly and Conspicuously" and "Unexpected Material 
Connection." 

out first obtaining the consumer's express 

expressed informed consent and also defines the term "Billing Information." 
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period expired, UrthBox would automatically enroll consumers in a six-month subscription plan 
and would charge them the total amount owed for six months of shipments of snack boxes. The 

informed consent prior to charging them for that ongoing subscription. 

The order includes injunctive relief that prohibits these alleged violations and fences in 
similar and related conduct. 

Part I prohibits misrepresenting an endorser of any good or service is an independent 
user or ordinary consumer of the good or service. 

Part II prohibits respondents from making misrepresentations in connection with the 
marketing or sale of any good or service with a negative option feature. The order defines the 

Part III prohibits any representation about any consumer, reviewer, or other endorser of 
any good or service without disclosing, clearly and conspicuously, and in close proximity to that 
representation, any unexpected material connection between such endorser and (1) any 
respondent, (2) any other individual or entity affiliated with the good or service, or (3) the good 

Part IV requires respondents to take all reasonable steps to remove any demonstration, 
review, or endorsement, by any endorser with a material connection to any respondent, of any 
good or service currently viewable by the public that does not comply with Provisions I and III. 

Part V requires respondents, when they use endorsers to advertise or sell a good or 
service, to take certain steps to make sure the endorsements comply with Parts I and III of the 
order. Such steps include clearly notifying endorsers of their representation and disclosure 
responsibilities and creating a monitoring system to review endorsements and disclosures. 

Part VI requires respondents to make certain disclosures when they market or sell any 
good or service with a negative option feature. 

Part VII prohibits respondents from using billing information to obtain payment for a 
good or service with a negative option feature with 
informed consent to do so. The order describes the steps respondents must take to obtain that 

Part VIII requires respondents to provide consumers with a simple mechanism to avoid 
charges for a good or service with a negative option feature. The order describes what constitutes 
a simple mechanism, including that such mechanism must not be difficult, costly, confusing, or 
time consuming, and must be at least as simple as the mechanism the consumer used to initiate 
the charge. 



  

 

      
       

 

     

    
      

      
      

   
  

   
   

        
 

    
 

  

       
       

  

      
 

      
      

      
      

    
  

   
   

 

        
 

 

contains other requirements related to the Commission's 
the respondents' order compliance. 

to constitute an official interpretation of the complaint or order, or to modify the order's 
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Parts IX and X require the corporate respondent, UrthBox, Inc., to pay $100,000 to the 
Commission, which the Commission will use to administer a fund for relief, including consumer 
redress unless direct redress to consumers is impracticable. 

Part XI requires respondents to provide customer information to the Commission so that 
it may efficiently administer consumer redress. 

Parts XII to XVI are reporting and compliance provisions. Part XII requires 
respondents to distribute the order to certain persons and submit signed acknowledgments of 
order receipt. Part XIII requires respondents to file compliance reports with the Commission, 
and to notify the Commission of bankruptcy filings or changes in corporate structure that might 
affect compliance obligations. Part XIV contains recordkeeping requirements for personnel 
records, advertising and marketing materials, and all records necessary to demonstrate 
compliance with the order. Part XV 
monitoring of Part XVI provides the effective dates of the 
order, including that, with exceptions, the order will terminate in 20 years. 

The purpose of this analysis is to facilitate public comment on the order, and it is not 
intended 
terms in any way. 



 

  

 

 

     
    

 

             
            

               
               

   
              

           

             
   

            
             

           

     
      

      

   

        

  

 

  

 

   

  

 

  

     
     

 

  

             
            

               
               

   
              

           
 

             
   

            
            

           
 

 

       
      

 

       
 

 

   
 

        

F.T.C. 564, the Administrative Law Judge ("ALT') concluded that Complaint Counsel esta 

ch would be enhanced by the acquisition. The ALJ also found that Respondents' arguments regarding 

The Federal Trade Commission ("Commission"), having issued its administrative 

Titanium Dioxide Company Limited (Cristal), and Cristal USA Inc. (each a "Respondent," an 
collectively "Respondents") with violations of Section 7 of the Clayton Act, as amended, 15 
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IN THE MATTER OF 

TRONOX LIMITED, 

NATIONAL INDUSTRIALIZATION COMPANY (TASNEE), 

NATIONAL TITANIUM DIOXIDE COMPANY LIMITED (CRISTAL), 

AND 

CRISTAL USA INC. 

DECISION AND ORDER IN REGARD TO ALLEGED VIOLATIONS OF SECTION 5 OF THE 
FEDERAL TRADE COMMISSION ACT AND SECTION 7 OF THE CLAYTON ACT 

Docket No. 9377; File No. 171 0085 

Order to Maintain Assets, April 10, 2019 - Decision and Order, May 28, 2019 

This case addresses the $1.325 billion acquisition by Tronox Limited of Cristal, which is the titanium dioxide 
business of Saudi Arabia based National Industrialization Company. The complaint, 166 F.T.C. 544, alleges that the 
acquisition would violate Section 5 of the Federal Trade Commission Act and Section 7 of the Clayton Act by 
significantly reducing competition in the market for titanium dioxide in North America. In his Initial Decision, 166 

blished a presumption of 
liability by showing that the acquisition will lead to undo concentration in the relevant market and provided 
substantial evidence demonstrating that the North American chloride TiO2 market is vulnerable to coordinated 
conduct, whi 
entry and efficiencies were unsupported by the evidence and ordered Respondents to terminate the Acquisition 
Agreement and cease and desist from taking any actions to consummate the Acquisition Agreement. 166 F.T.C. 717. 
The Respondents appealed the Initial Decision. On a joint motion from the parties, the Commission withdrew the 
matter from adjudication for the purpose of considering a consent proposal. The Commission issued an Order to 
Maintain Assets and, after considering the public comments, ordered Respondents to divest the TiO2 Assets to 
Ineos. 

Participants 

For the Commission: Cem Akleman, Steven Dahm, Eric Elmore, Sean Hughto, Joonsuk 
Lee, Meredith Levert, Victoria Lippincott, Jon Nathan, Blake Risenmay, Kristian Rogers, Lily 
Rudy, Robert Tovsky, and Cecelia Waldeck. 

For the Respondents: Matt Reilly, Kirkland & Ellis; Pete Levitas, Arnold & Porter Kaye 
Scholer. 

ORDER TO MAINTAIN ASSETS 

Complaint charging Tronox Limited, National Industrialization Company (TASNEE), National 
d 

U.S.C. § 18, and Section 5 of the Federal Trade Commission Act, as amended, 15 U.S.C. § 45, 



  

         

        
       

     
        

     
         

       
  

      
    

     
      

 

  

          
  

  
 

 

      

       
          

       
    
      

     
       

        

  
    

       
   

    
 

 

         
 

        
       

     
        

     
         

       
   

      
    

      
      

  

  

          
   

  
  

  

      
 

       
          

       
    
      

 

      
       

        
 

    
    

       
   

Respondents' proposed Acquisition, if 

an Agreement Containing Consent Orders ("Consent Agreement"), containing: (1) an admission 

other provisions as required by the Commission's Rules; 

pany ("T ASNEE") 1s a limited 
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and the Respondents having been served with a copy of the Complaint, together with a notice of 
contemplated relief, and having filed their answers denying said charges; and 

The Commission thereafter having filed a motion in the United States District Court for 
the District of Columbia seeking a preliminary injunction under Section 13(b) of the Federal 
Trade Commission Act to prevent Respondents from consummating the proposed Acquisition 
until the administrative review process and any later judicial proceedings had concluded, and the 
District Court having granted such motion and issuing an opinion concluding that the 
Commission had: (i) met its legal burden under Section 13(b); (ii) demonstrated a likelihood that 
the proposed Acquisition would substantially lessen competition in the relevant markets; and (iii) 
shown that a preliminary injunction was in the public interest; and 

The Administrative Law Judge having issued an initial decision, based on full 
consideration of the entire record, concluding that 
consummated, may substantially lessen competition within the relevant product and geographic 
markets alleged in the Complaint, and ordering that the Acquisition be enjoined pursuant to 
Section 7 of the Clayton Act and Section 5 of the Federal Trade Commission Act; and 

Respondents, their attorneys, and counsel for the Commission, having thereafter executed 

by Respondents of all the jurisdictional facts set forth in the aforesaid Complaint; (2) waivers 
and (3) certain representations made by 
Respondents solely for the purpose of achieving a settlement in this matter concerning the effects 
of the acquisition that is the subject of the Complaint; and (4) a proposed Decision and Order and 
Order to Maintain Assets; and 

The Secretary of the Commission having thereafter withdrawn the matter from 
adjudication in accordance with § 3.25(d) of its Rules; and 

The Commission having thereafter considered the matter and having accepted the 
executed Consent Agreement and placed such Consent Agreement on the public record for a 
period of thirty (30) days for the receipt and consideration of public comments in conformity 
with the procedure described in Commission Rule 2.34, 16 C.F.R. § 2.34, now in conformity 
with the procedure prescribed in § 3.25(f) of its Rules, the Commission makes the following 
jurisdictional findings and issues the following Order to Maintain Assets: 

1. Respondent Tronox Limited is a public company organized, existing, and doing 
business under, and by virtue of the laws of Western Australia, with its executive 
offices and principal place of business located at 263 Tresser Blvd #1100, 
Stamford, Connecticut 06901. 

2. Respondent National Industrialization Com 
company organized, existing, and doing business under, and by virtue of, the laws 
of the Kingdom of Saudi Arabia, with its executive offices and principal place of 
business located at Building C3, Business Gate, Eastern Ring Road, Cordoba 



       
       

   
        

       

 

   
     

      

       

       
         

    
       

       
         

     
   

 

     
        

 

  

 

      
       

 

 
   

        
       

 
  

    
     

      
 

        
 

        
         

    
        

 

 

        
         

 

      
   

 

   

 

      
        

  

Respondent National Titanium Dioxide Company Limited ("Cristal") 1s a 

21414, Jeddah, Saudi Arabia. Cristal's primary 

"Asset Maintenance Period" means 

"Assets To Be Maintained" means the 

"Decision and Order" means: 
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Area, Riyadh 11496, Kingdom of Saudi Arabia. TASNEE is the majority owner 
and ultimate parent of Respondent National Titanium Dioxide Company Limited 
(Cristal). 

3. 
corporation organized, existing, and doing business under, and by virtue of, the 
laws of the Kingdom of Saudi Arabia, with its executive offices and principal 
place of business located at Sari Street, Al Rabwah District, P.O. Box 13586, 
Jeddah, Kingdom of Saudi Arabia 
U.S. subsidiary is Respondent Cristal USA Inc. 

4. Respondent Cristal USA Inc. is a corporation, organized, existing, and doing 
business under and by virtue of the laws of the State of Delaware, with its 
executive offices and principal place of business located at 6752 Baymeadow 
Drive, Glen Burnie, MD 21060 USA. 

5. The Federal Trade Commission has jurisdiction over the subject matter of this 
proceeding and of Respondents, and this proceeding is in the public interest. 

6. For the sole purpose of settling this matter with the Commission, Respondents do 
not dispute that the likely effect of the Acquisition, if consummated, may be 
substantially to lessen competition within the relevant product and geographic 
markets alleged in the Complaint and as determined by the initial decision of the 
Administrative Law Judge in this matter. 

I.(Definitions) 

IT IS ORDERED that, as used in this Order to Maintain Assets, the following 
definitions, and all other definitions used in the Consent Agreement and the Decision and Order, 
shall apply: 

A. the period commencing on the date the 
Commission issues this Order to Maintain Assets and ending on the Divestiture 
Date. 

B. TiO2 Assets and the TiO2 Business. 

C. 

1. The proposed Decision and Order contained in the Consent Agreement in 
this matter until issuance of a final Decision and Order by the 
Commission; and 
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2. The Final Decision and Order issued by the Commission in this matter, 
following the issuance of a final Decision and Order by the Commission. 

II.(Asset Maintenance) 

IT IS FURTHER ORDERED that during the Asset Maintenance Period, Respondents 
shall operate the Assets To Be Maintained in the ordinary course of business consistent with past 
practices, and shall: 

A. Take such actions as are necessary to maintain the full economic viability, 
marketability, and competitiveness of the Assets To Be Maintained, to minimize 
any risk of loss of competitive potential of the Assets To Be Maintained, to 
operate the Assets To Be Maintained in a manner consistent with applicable laws 
and regulations, and to prevent the destruction, removal, wasting, deterioration, or 
impairment of the Assets To Be Maintained, except for ordinary wear and tear. 
Respondents shall not sell, transfer, encumber, terminate the operations of, or 
otherwise impair the Assets To Be Maintained (other than in the manner 
prescribed in the Decision and Order or this Order to Maintain Assets), nor take 
any action that lessens the full economic viability, marketability, or 
competitiveness of the Assets To Be Maintained; and 

B. Conduct or cause to be conducted the Assets To Be Maintained in the regular and 
ordinary course of business and in accordance with past practice (including 
regular repair and maintenance efforts) and as may be necessary to preserve the 
full economic viability, marketability, and competitiveness of the Assets To Be 
Maintained, and shall use best efforts to preserve the existing relationships with 
suppliers, customers, employees, governmental authorities, vendors, landlords, 
creditors, agents, and others having business relationships with the Assets To Be 
Maintained. Included in the above obligations, Respondents shall, without 
limitation: 

1. Make any payment required to be paid under any contract or lease when 
due, and otherwise satisfy all liabilities and obligations associated with the 
Assets To Be Maintained; 

2. Provide the Assets To Be Maintained with sufficient financial and other 
resources to operate at least at current rates of operation, to meet all capital 
calls, to perform routine or necessary maintenance, to repair or replace 
facilities and equipment, and to carry on at least at their scheduled pace all 
capital projects, business plans, development projects, and commercial 
activities; 
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3. Provide such other resources as may be necessary to respond to 
competition against the Assets To Be Maintained, prevent diminution in 
sales of the Assets To Be Maintained, and maintain the competitive 
strength of the Assets To Be Maintained; 

4. Provide support services at levels customarily provided by Respondents; 

5. Maintain all licenses, permits, approvals, authorizations, or certifications 
related to or necessary for the operation of the Assets To Be Maintained, 
and otherwise operate the Assets To Be Maintained in accordance and 
compliance with all regulatory obligations and requirements; 

6. Maintain the Business Information of the Assets To Be Maintained; 

7. Maintain the working conditions, staffing levels, and a work force of 
equivalent size, training, and expertise associated with the Assets To Be 
Maintained, including: 

a. Continuing to provide each of the TiO2 Employees with all 
employee benefits offered by Respondents, including regularly 
scheduled or merit raises and bonuses, and regularly scheduled 
vesting of all benefits; 

b. Providing reasonable financial incentives to encourage TiO2 
Employees to continue in his or her position until the Divestiture 
Date, and as may be necessary to facilitate the employment of such 
TiO2 Employees by the proposed Acquirer following the 
Divestiture Date; 

c. When vacancies occur, replacing the employees in the regular and 
ordinary course of business, in accordance with past practice; and 

d. Not transferring any of the TiO2 Employees to any of 

divesting; and 

8. Not reduce, change, or modify in any material respect, the levels of 
production, quality, pricing, service, or customer support typically 
associated with the Assets To Be Maintained, other than changes in the 
ordinary course of business. 

Provided, however, that Respondents shall not be in violation of this Paragraph II 
if Respondents take actions (i) that are explicitly permitted or required by any 
Divestiture Agreement, or (ii) that have been requested or agreed-to by an 
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Business Information under terms no less restrictive than Respondents' 

Respondents' computers or computer networks. 

pondents' personnel to all of its officers, directors, employees, or agents 
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Acquirer, in writing, and approved in advance by the Monitor (in consultation 

Assets To Be Maintained and consistent with the purposes of the Decision and 
Order. 

III.(Additional Obligations) 

IT IS FURTHER ORDERED that: 

A. During and after the Asset Maintenance Period, Respondents shall not: 

1. Provide, disclose, or otherwise make available any Confidential Business 
Information to any person, except as required or permitted by this Order to 
Maintain Assets, the Decision and Order, or a Divestiture Agreement; or 

2. Use any Confidential Business Information for any reason or purpose, 
other than as required or permitted by this Order to Maintain Assets, the 
Decision and Order, or a Divestiture Agreement. 

Provided, however, that nothing in this Paragraph III shall prevent Respondents 
from retaining and using any tangible or intangible property that Respondents 
retain the right to use pursuant to this Order (including Shared Intellectual 
Property), provided further that to the extent that the use of such property involves 
disclosure of Confidential Business Information to another person, Respondents 
shall require such person to maintain the confidentiality of such Confidential 

obligations under this Order. 

B. Respondents shall devise and implement measures to protect against the storage, 
distribution, and use of Confidential Business Information that is not permitted by 
this Order to Maintain Assets, the Decision and Order, or any Divestiture 
Agreement. These measures shall include, but not be limited to, restrictions 
placed on access by persons to information available or stored on any of 

C. No later than 10 days after the Divestiture Date, and no less than annually for 3 
years after the Divestiture Date, Respondents shall provide written notification of 
the restrictions on the use and disclosure of the Confidential Business Information 
by Res 
who may have possession or access to such Confidential Business Information.  
Respondents shall require such personnel to acknowledge in writing or 
electronically their receipt and understanding of these written instructions, and 
shall maintain custody of these written instructions and acknowledgments for 
inspection upon request by the Commission. 
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D. No later than 10 days after signing the Consent Agreement, Respondents, in 
consultation with the proposed Acquirer, for the purposes of ensuring an orderly 
transition, shall: 

1. Develop and implement a detailed transition plan to ensure that the 
commencement of the operation of the TiO2 Business by the Acquirer is 
not delayed or impaired by the Respondents; 

2. Designate employees of Respondents knowledgeable about the operation 
of the TiO2 Assets and TiO2 Business, who will be responsible for 
communicating directly with the Acquirer, and the Monitor (if one has 
been appointed), for the purposes of assisting in the transfer to the 
Acquirer of the TiO2 Assets and TiO2 Business; 

3. Allow the Acquirer reasonable access to all Business Information related 
to the TiO2 Assets and TiO2 Business and to employees who possess or 
are able to locate such information; and 

4. Establish projected timelines for accomplishing all tasks necessary to 
effect the transition to the Acquirer in an efficient and timely manner. 

E. No later than the Divestiture Date, Respondents shall, at their sole expense, obtain 
each Consent required to transfer the TiO2 Assets, including Contracts and 
Governmental Authorizations; provided however, that Respondents shall assist 
the Acquirer in obtaining the Contracts or Governmental Authorizations which 
Respondents have no legal right to assign, transfer or sublicense (even by 
obtaining relevant Consents). 

F. Respondents shall cooperate and assist the Acquirer (or any other person with 
whom Respondents engage in negotiations to acquire the TiO2 Assets) with a due 
diligence investigation of the TiO2 Assets and the TiO2 Business, including by 
providing sufficient and timely access to all information customarily provided as 
part of a due diligence process. 

G. Respondents shall cooperate with and assist any proposed Acquirer of the TiO2 
Assets to evaluate independently and offer employment to the TiO2 Employees, 
with such cooperation to include at least the following: 

1. Not later than 5 business days after a request from a proposed Acquirer, 
Respondents shall, to the extent permitted by applicable law: 

a. Provide to the proposed Acquirer a list of all TiO2 Employees and 
provide Employee Information for each; and 
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by the Monitor and Respondents, and attached as Appendix VIII ("Monitor 
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b. Allow the proposed Acquirer a reasonable opportunity to interview 
any TiO2 Employees; 

2. Within 10 days after a request from a proposed Acquirer, Respondents 
shall provide an opportunity for the proposed Acquirer to: 

a. Meet personally, and outside the presence or hearing of any 
employee or agent of Respondents, with any of the TiO2 
Employees; and 

b. Make offers of employment to any of the TiO2 Employees; 

3. Respondents shall not directly or indirectly interfere with a proposed 

Employees, not offer any incentive to TiO2 Employees to decline 
employment with a proposed Acquirer, and not otherwise interfere with 
the recruitment of any TiO2 Employees by a proposed Acquirer; and 

4. Respondents shall remove any impediments within the control of 
Respondents that may deter any TiO2 Employees from accepting 
employment with a proposed Acquirer, including, but not limited to, 
removal of any non-compete or confidentiality provisions of employment 
or other contracts with Respondents that may affect the ability or incentive 
of those individuals to be employed by a proposed Acquirer, and shall not 
make any counteroffer to any TiO2 Employees who receive an offer of 
employment from the Acquirer; provided, however, that nothing in this 
Order shall be construed to require Respondents to terminate the 
employment of any employee or prevent Respondents from continuing the 
employment of any employee. 

IV.(Purpose Clause) 

IT IS FURTHER ORDERED that the purpose of this Order to Maintain Assets is to (i) 
maintain and preserve the Assets To Be Maintained as a viable, marketable, competitive, and 
ongoing business until the divestitures required by the Decision and Order are achieved; (ii) 
prevent interim harm to competition pending the relevant divestiture and other relief; and (iii) 
promote achieving the purposes of the Decision and Order. 

V.(Monitor) 

IT IS FURTHER ORDERED that: 

A. Gerald Colamarino shall serve as the Monitor pursuant to the agreement executed 



 
  

        
 

         
     

   
 

    

 
     
     

        
         

     
          

        
      

     

       

     
   

 

       
 

 

  

 

 
 

        
  

          
     

   
  

     
 

  
      

     
        

         
 

      
          

 

         
      

     
 

        

     
   

  

        
  

  

Agreement") and Non 1 ("Monitor Compensation") to the 
to monitor Respondents' 

necessary to permit the Monitor to monitor Respondents' compliance with the 

Monitor shall have the power and authority to monitor Respondents' 

full and complete access to Respondents' personnel, books, documents, records 

Respondents' compliance with its obligations under this Order to Maintain 

re with or impede the Monitor's ability to monitor 
Respondents' compliance with this Order to Maintain Assets, the Decision and 
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-Public Appendix VIII-
Decision and Order. The Monitor is appointed 
compliance with the terms of this Order to Maintain Assets, the Decision and 
Order, and the Divestiture Agreement. 

B. No later than 1 day after the Acquisition Date, Respondents shall, pursuant to the 
Monitor Agreement, confer on the Monitor all rights, powers, and authorities 

terms of this Order to Maintain Assets, the Decision and Order, and the 
Divestiture Agreement, in a manner consistent with the purposes of the orders. 

C. Respondents shall consent to the following terms and conditions regarding the 
powers, duties, authorities, and responsibilities of the Monitor: 

1. The 
compliance with the divestiture and related requirements of this Order to 
Maintain Assets, the Decision and Order, and the Divestiture Agreement, 
and shall exercise such power and authority and carry out the duties and 
responsibilities of the Monitor in a manner consistent with the purposes of 
the orders. 

2. The Monitor shall act in consultation with the Commission or its staff, and 
shall serve as an independent third party and not as an employee or agent 
of the Respondents or of the Commission. 

3. The Monitor shall serve until 15 days after the Monitor has completed 
his/her final report pursuant to Paragraph VIII.H of the Decision and 
Order, or until such other time as may be determined by the Commission 
or its staff. 

D. Subject to any demonstrated legally recognized privilege, the Monitor shall have 

kept in the ordinary course of business, facilities and technical information, and 
such other relevant information as the Monitor may reasonably request, related to 

Assets, the Decision and Order, and the Divestiture Agreement. 

E. Respondents shall cooperate with any reasonable request of the Monitor and shall 
take no action to interfe 

Order, and the Divestiture Agreement. 



  

        
     
        

  
     

      
   

      
    

        
       

     

         
       

       
       

       
      

      
   

        
       

   

    
    

      
  

      

     
   

    
 

 

         
     

       
  

     

       
   

 
      

    
        

      

      
 

          
       

      
       

      
      

      
   

        
       

   
 

      
    

      
   

       

     
   

Monitor's duties and responsibilities. 

e of the Monitor's duties, including all reasonable 

For purposes of this Paragraph V.G, the term "Monitor" shall include all persons 

performance of Respondents' obligations under this Order to Maintain Assets and 

nd each of the Monitor's consultants, 

Monitor's consultants, accountants, attorneys, and other representatives and 

Monitor's duties. 
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F. The Monitor shall serve, without bond or other security, at the expense of 
Respondents, on such reasonable and customary terms and conditions as the 
Commission may set. The Monitor shall have the authority to employ, at the 
expense of Respondents, such consultants, accountants, attorneys, and other 
representatives and assistants as are reasonably necessary to carry out the 

G. Respondents shall indemnify the Monitor and hold the Monitor harmless against 
any losses, claims, damages, liabilities, or expenses arising out of, or in 
connection with, the performanc 
fees of counsel and other reasonable expenses incurred in connection with the 
preparations for, or defense of, any claim, whether or not resulting in any liability, 
except to the extent that such losses, claims, damages, liabilities, or expenses 
result from gross negligence, willful or wanton acts, or bad faith by the Monitor. 

retained by the Monitor pursuant to Paragraph V.F of this Order to Maintain 
Assets. 

H. Respondents shall report to the Monitor in accordance with the requirements of 
this Order to Maintain Assets or the Decision and Order, and as otherwise 
provided in the Monitor Agreement approved by the Commission. The Monitor 
shall evaluate the reports submitted by the Respondents with respect to the 

the Decision and Order. Within 30 days from the date the Monitor receives the 
first such report, and every 90 days thereafter (and otherwise as the Commission 
or its staff may request), the Monitor shall report in writing to the Commission 
concerning performance by Respondents of their obligations under the orders. 
The Monitor shall submit a final report to the Commission within 30 days 
following the satisfaction by Respondents of all its obligations under Paragraphs 
II and IV of the Decision and Order, unless otherwise directed by the Commission 
or its staff. 

I. Respondents may require the Monitor a 
accountants, and other representatives and assistants to sign a customary 
confidentiality agreement; provided, however, that such agreement shall not 
restrict the Monitor from providing any information to the Commission. 

J. The Commission may require, among other things, the Monitor and each of the 

assistants to sign an appropriate confidentiality agreement related to Commission 
materials and information received in connection with the performance of the 
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K. If the Commission determines that the Monitor has ceased to act or failed to act 
diligently, the Commission may appoint a substitute Monitor: 

1. The Commission shall select the substitute Monitor, subject to the consent 
of Respondents, which consent shall not be unreasonably withheld. If 
Respondents have not opposed, in writing, including the reasons for 
opposing, the selection of a proposed Monitor within 10 days after the 
notice by the staff of the Commission to Respondents of the identity of 
any proposed Monitor, Respondents shall be deemed to have consented to 
the selection of the proposed Monitor. 

2. Not later than 10 days after the appointment of the substitute Monitor, 
Respondents shall execute an agreement that, subject to the prior approval 
of the Commission, confers on the Monitor all rights and powers 
necessary to 
the relevant terms of this Order to Maintain Assets, the Decision and 
Order, and the Divestiture Agreement in a manner consistent with the 
purposes of the orders and in consultation with the Commission. 

L. The Commission may on its own initiative, or at the request of the Monitor, issue 
such additional orders or directions as may be necessary or appropriate to assure 
compliance with the requirements of this Order to Maintain Assets. 

M. The Monitor appointed pursuant to this Order to Maintain Assets may be the same 
person appointed as a Divestiture Trustee pursuant to the relevant provisions of 
the Decision and Order. 

VI.(Compliance Reports) 

IT IS FURTHER ORDERED that: 

A. Respondents shall: 

1. Notify Commission staff via email at bccompliance@ftc.gov of: 

a. The Acquisition Date, no later than 5 days after the Acquisition 
Date; and 

b. The Divestiture Date, no later than 5 days after the Divestiture 
Date; 

2. Submit the complete Divestiture Agreement to the Commission at 
ElectronicFilings@ftc.gov and bccompliance@ftc.gov no later than 30 
days after the Divestiture Date. 

mailto:bccompliance@ftc.gov
mailto:ElectronicFilings@ftc.gov
mailto:bccompliance@ftc.gov
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("compliance reports") setting forth in detail th 
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B. 
accordance with the following: 

1. Within 30 days after this Order to Maintain Assets is issued, and every 30 
days thereafter until this Order to Maintain Assets terminates, 
Respondents shall submit to the Commission verified written reports 

e manner and form in 
which they intend to comply, are complying, and have complied with all 
provisions of this Order to Maintain Assets and the Decision and Order.  
Each compliance report shall contain sufficient information and 
documentation to enable the Commission to determine independently 
whether Respondents are in compliance with this Order to Maintain Assets 
and the Decision and Order. Conclusory statements that Respondents 
have complied with their obligations under this Order to Maintain Assets 
and the Decision and Order are insufficient. Respondents shall include in 
their reports, among other information or documentation that may be 
necessary to demonstrate compliance, a full description of the measures 
Respondents have implemented or plan to implement to ensure that they 
have complied or will comply with each paragraph of this Order to 
Maintain Assets and the Decision and Order, and such supporting 
materials shall be retained and produced later if needed. 

2. Each compliance report shall be verified in the manner set forth in 28 
U.S.C. § 1746 by the Chief Executive Officer or another officer or 
employee specifically authorized to perform this function. Respondents 
shall submit an original and 2 copies of each compliance report as required 
by Commission Rule 2.41(a), 16 C.F.R. § 2.41(a), including a paper 
original submitted to the Secretary of the Commission and electronic 
copies to the Secretary at ElectronicFilings@ftc.gov and to the 
Compliance Division at bccompliance@ftc.gov. In addition, Respondents 
shall provide a copy of each compliance report to the Monitor if the 
Commission has appointed one in this matter. 

Provided, however, that, after the Decision and Order in this matter is issued as 
final, the reports due under this Order to Maintain Assets may be consolidated 
with, and submitted to the Commission on the same timing as, the compliance 
reports required to be submitted by Respondents pursuant to the Decision and 
Order. 

VII.(Change in Respondent) 

IT IS FURTHER ORDERED that Respondents shall notify the Commission at least 30 
days prior to: 

A. Any proposed dissolution of Respondent Tronox Limited; 

mailto:bccompliance@ftc.gov
mailto:ElectronicFilings@ftc.gov
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B. Any proposed acquisition, merger or consolidation of Respondent Tronox 
Limited; or 

C. Any other change in Respondents, including assignment and the creation, sale, or 
dissolution of subsidiaries, if such change may affect compliance obligations 
arising out of this Order. 

VIII.(Access) 

IT IS FURTHER ORDERED that, for purposes of determining or securing compliance 

notice to the relevant Respondent, made to its principal place of business as identified in this 
Order, registered office of its United States subsidiary, or its headquarters office, the notified 
Respondent shall, without restraint or interference, permit any duly authorized representative of 
the Commission: 

A. Access, during business office hours of the Respondent and in the presence of 
counsel, to all facilities and access to inspect and copy all business and other 
records and all documentary material and electronically stored information as 
defined in Commission Rules 2.7(a)(1) and (2), 16 C.F.R. § 2.7(a)(1) and (2), in 
the possession or under the control of the Respondent related to compliance with 
this Order, which copying services shall be provided by the Respondent at the 
request of the authorized representative of the Commission and at the expense of 
the Respondent; and 

B. To interview officers, directors, or employees of the Respondent, who may have 
counsel present, regarding such matters. 

IX.(Purpose) 

IT IS FURTHER ORDERED that the purpose of this Order is to remedy the harm to 
competition the Commission alleged in its Complaint and ensure an Acquirer can operate the 
TiO2 Business in a manner equivalent in all material respects to the manner in which 
Respondent Cristal operated the TiO2 Business prior to the Acquisition. 

X.(Term) 

IT IS FURTHER ORDERED that this Order to Maintain Assets shall terminate at the 
earlier of: 

A. 3 business days after the Commission withdraws its acceptance of the Consent 
Agreement pursuant to the provisions of Commission Rule 2.34, 16 C.F.R. § 2.34; 
or 



  

 

     

        
       

  

  

 
 

 

 

   

        
        

        
        

      
        

      
          

       
   

      
    

     
      

 

    
 

  

 
     

 

          
       

   

  

 
  

  

  

 

   

        
        

 

        
        

      
        

      
          

       
    

      
    

     
      

  

The day after Respondents' (or a Divestiture Trustee's) completion of the 

fter Respondents' (or a Divestiture Trustee's) completion of the divestiture 

The Federal Trade Commission ("Commission"), having issued its administrative 

Titanium Dioxide Company Limited (Cristal), and Cristal USA Inc. (each a "Respondent," and 
collectively "Respondents") with violations of Section 7 of the Clayton Act, as amended, 15 

Respondents' proposed Acquisition, if 
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B. 
divestiture of the TiO2 Assets, as described in and required by Paragraph II of the 
Decision and Order; 

Provided, however, that if at the time such divestitures have been completed, the 
Decision and Order in this matter is not yet final, then this Order to Maintain Assets shall 
terminate three business days after the Decision and Order becomes final; 

Provided, further, however, that if the Commission, pursuant to Paragraph II.C of the 
Decision and Order, requires the Respondents to rescind the divestitures to Ineos, then, 
upon rescission, the requirements of this Order to Maintain Assets shall again be in effect 
until the day a 
of the assets required by the Decision and Order. 

By the Commission. 

DECISION 

Complaint charging Tronox Limited, National Industrialization Company (TASNEE), National 

U.S.C. § 18, and Section 5 of the Federal Trade Commission Act, as amended, 15 U.S.C. § 45, 
and the Respondents having been served with a copy of the Complaint, together with a notice of 
contemplated relief, and having filed their answers denying said charges; and 

The Commission thereafter having filed a motion in the United States District Court for 
the District of Columbia seeking a preliminary injunction under Section 13(b) of the Federal 
Trade Commission Act to prevent Respondents from consummating the proposed Acquisition 
until the administrative review process and any later judicial proceedings had concluded, and the 
District Court having granted such motion and issuing an opinion concluding that the 
Commission had: (i) met its legal burden under Section 13(b); (ii) demonstrated a likelihood that 
the proposed Acquisition would substantially lessen competition in the relevant markets; and (iii) 
shown that a preliminary injunction was in the public interest; and 

The Administrative Law Judge having issued an initial decision, based on full 
consideration of the entire record, concluding that 
consummated, may substantially lessen competition within the relevant product and geographic 
markets alleged in the Complaint, and ordering that the Acquisition be enjoined pursuant to 
Section 7 of the Clayton Act and Section 5 of the Federal Trade Commission Act; and 



 

   
 

          
  

   
 

 

        

      
        

       
       

     
       

     
       

       

    
       

    
       

       

   
   

        
       

 

   
       

      

  

  

   
  

          
  

   
 

  

        
 

      
        

       
       

      
       

      
       

       
 

 
    

       
    

      
       

 

     
   

        
       

  

    
       

      
 

nt Orders ("Consent Agreement"), containing: (1) an admission 

and other provisions as required by the Commission's Rules; 

Decision and Order ("Order"): 

Respondent National Industrialization Company ("TASNEE") IS a limited 

xide Company Limited ("Cristal") IS a 

Jeddah, Kingdom of Saudi Arabia 21414, Jeddah, Saudi Arabia. Cristal's primary 
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Respondents, their attorneys, and counsel for the Commission, having thereafter executed 
an Agreement Containing Conse 
by Respondents of all the jurisdictional facts set forth in the aforesaid Complaint; (2) waivers 

(3) certain representations made by 
Respondents solely for the purpose of achieving a settlement in this matter concerning the effects 
of the acquisition that is the subject of the Complaint; and (4) a proposed Decision and Order and 
Order to Maintain Assets; and 

The Acting Secretary of the Commission having thereafter withdrawn the matter from 
adjudication in accordance with § 3.25(d) of its Rules; and 

The Commission having thereafter considered the matter and having thereupon issued its 
Order to Maintain Assets and having accepted the executed Consent Agreement and placed such 
Consent Agreement on the public record for a period of 30 days for the receipt and consideration 
of public comments in conformity with the procedure described in Commission Rule 2.34, 16 
C.F.R. § 2.34, now in conformity with the procedure prescribed in § 3.25(f) of its Rules, the 
Commission hereby makes the following jurisdictional findings and issues the following 

1. Respondent Tronox Limited is a public company organized, existing, and doing 
business under, and by virtue of the laws of Western Australia, with its executive 
offices and principal place of business located at 263 Tresser Blvd, #1100, 
Stamford, Connecticut 06901. 

2. 
company organized, existing, and doing business under, and by virtue of, the laws 
of the Kingdom of Saudi Arabia, with its executive offices and principal place of 
business located at Building C3, Business Gate, Eastern Ring Road, Cordoba 
Area, Riyadh 11496, Kingdom of Saudi Arabia. TASNEE is the majority owner 
and ultimate parent of Respondent National Titanium Dioxide Company Limited 
(Cristal). 

3. Respondent National Titanium Dio 
corporation organized, existing, and doing business under, and by virtue of, the 
laws of the Kingdom of Saudi Arabia, with its executive offices and principal 
place of business located at Sari Street, Al Rabwah District, P.O. Box 13586, 

U.S. subsidiary is Respondent Cristal USA Inc. 

4. Respondent Cristal USA Inc. is a corporation, existing, organized, and doing 
business under and by virtue of the laws of the State of Delaware, with its 
executive offices and principal place of business located at 6752 Baymeadow 
Drive, Glen Burnie, MD 21060 USA. 



  

 

       
  

       
         

    
      

   
  

    

   
  

    
        

    
   

       
     

 

   
     

  

   
       

 
   

    
 

  

        
   

        
         

    
      

 

 

 

  

 
   

  
    

 

 
    

  
    

        
 

 
    

   
       

     
  

 
   

     
   

 

 
    

       
 

   

"Tronox" means Tronox Limited, its directors, officers, employees, agents, 

"T ASNEE" means National Industrialization Company (TASNEE), its directors, 

"Cristal" means National Titanium Dioxide Company Limited, its directors, 

"Cristal USA" means Cristal USA Inc., its directors, officers, employees, agents, 

"Ineos" means INEOS AG, (a subsidiary oflneos Limited), a company organized, 
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5. The Federal Trade Commission has jurisdiction over the subject matter of this 
proceeding and of Respondents, and this proceeding is in the public interest. 

6. For the sole purpose of settling this matter with the Commission, Respondents do 
not dispute that the likely effect of the Acquisition, if consummated, may be 
substantially to lessen competition within the relevant product and geographic 
markets alleged in the Complaint and as determined by the initial decision of the 
Administrative Law Judge in this matter. 

ORDER 

I.(Definitions) 

IT IS HEREBY ORDERED that, as used in this Order, the following definitions apply: 

A. 
representatives, successors, and assigns; and the joint ventures, subsidiaries, 
partnerships, divisions, groups, and affiliates controlled by Tronox Limited, and 
the respective directors, officers, employees, agents, representatives, successors, 
and assigns of each. 

B. 
officers, employees, agents, representatives, successors, and assigns; and the joint 
ventures, subsidiaries, partnerships, divisions, groups, and affiliates controlled by 
National Industrialization Company (TASNEE) (including, but not limited to, 
Respondent Cristal and Respondent Cristal USA), and the respective directors, 
officers, employees, agents, representatives, successors, and assigns of each. 

C. 
officers, employees, agents, representatives, successors, and assigns; and the joint 
ventures, subsidiaries, partnerships, divisions, groups, and affiliates controlled by 
National Titanium Dioxide Company Limited (including, but not limited to, 
Respondent Cristal USA), and the respective directors, officers, employees, 
agents, representatives, successors, and assigns of each. 

D. 
representatives, successors, and assigns; and the joint ventures, subsidiaries, 
partnerships, divisions, groups, and affiliates controlled by Cristal USA Inc., and 
the respective directors, officers, employees, agents, representatives, successors, 
and assigns of each. 

E. 
existing, and doing business under and by virtue of the laws of Switzerland, with 
its offices and principal place of business located at 3 Avenue des Uttins, Rolle 
CH-1180, Switzerland, and its subsidiaries and affiliates, including INEOS Joliet 
US Holdco, LLC, a company organized, existing, and doing business under and 



 

            
     

       
 

   

    

    

     
  

 

      

    
   

   
  

 
 

  
    

  

  

            
     

 

 

 

  

        
  

 

   
 

 

 
    

    

 

 
     

  
  

 
      

 

 
    

    
   

 
 
 

  
   

"Commission" means the Federal Trade Commission. 

"Acquirer" means: 

"Acquisition" means the proposed acquisition by Respondent Tronox of 
Respondent Cristal's titanium dioxide business pursuant to the terms set forth in 

"Acquisition Date" means the date Respondents consummate the Acquisition. 

"Ashtabula Complex" means Respondent Cristal's Ti02 facilities and assets 

as "Ashtabula Plant 1" and "Ashtabula Plant 2," and all offices and related 

"BATC Facility" means Respondent Cristal's Baltimore Administrative & 

"BATC Sublease" means a sublease between Respondents and an Acquirer 

"Business Information" means books, records, data, and information, wherever 
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by virtue of the laws of the State of Delaware, with its offices and principal place 
of business located at 2600 South Shore Boulevard, Suite 250, League City, 
Texas 77573. 

F. 

G. 

1. Ineos; or 

2. Any other person that the Commission approves to acquire the TiO2 
Assets pursuant to this Decision and Order. 

H. 

the transaction agreement by and among Respondents dated as of February 21, 
2017. 

I. 

J. 
located in Ashtabula, Ohio, including the production plants sometimes referred to 

businesses and operations, including, but not limited to, co-generation facilities, 
air separation units, warehouses, landfills, supply ponds, water utility stations, and 
discharge, docking, and transportation facilities. 

K. 
Technical Center facility located on leased space at 6752 Baymeadow Drive, in 
Glen Burnie, Maryland, which provides research, development, technical, 
support, and administrative services to, among other things, the TiO2 Business. 

L. 
relating to the BATC Facility that has received the prior approval of the 
Commission. 

M. 
located and however stored, used in the TiO2 Business, including documents, 
written information, graphic materials, and data and information in electronic 
format, along with the unwritten knowledge of employees, contractors and 
representatives. Business Information includes records and information relating 
to research and development, manufacturing, process technology, engineering, 
production, sales, marketing, logistics, advertising, personnel, accounting, 
business strategy, information technology systems, customers, suppliers and all 
other aspects of the TiO2 Business. For clarity, Business Information includes 



  

 

   

  

       

 

 

  

      
      

    
      

       
     

   

         

       
        

   
  

    
 

  

   
 

  

    

        

  

  

    

       
      

 

     
      

 

        
     

 

 
 

    
 

 

         
 

 

  

        
        

   
  

Respondents' right and control o 

"Confidential Business Information" means any non 

performing Respondents' obligations under any Divestiture Agreement 

"Consent" means any approval, consent, ratification, wruver, or other 

"Contract" means a contract, lease, sub 

"Direct Cost" means traceable and incremental costs incurred to provide the 
product or service. Direct Cost to an Acquirer for the labor of a Respondent's 

"Divestiture Agreement" means: 

846 FEDERAL TRADE COMMISSION DECISIONS 
VOLUME 167 

Decision and Order 

ver information and material provided to any 
other person. 

N. -public Business Information: 

1. Obtained by Respondents prior to the Divestiture Date; or 

2. Obtained by Respondent after the Divestiture Date, in the course of 

(including any Supply Agreement or Transition Assistance agreement); 

Provided, however, that Confidential Business Information shall not include: 

1. Information that is in the public domain when received by Respondents; 

2. Information that is not in the public domain when received by 
Respondents and thereafter becomes public through no act or failure to act 
by Respondents; 

3. Information that Respondents develop or obtain independently, without 
violating any applicable law or this Order, and without breaching any 
confidentiality obligation with respect to the information; and 

4. Information that becomes known to Respondents from a third party not in 
breach of applicable law or a confidentiality obligation with respect to the 
information. 

O. 
authorization. 

P. -lease and other agreement or obligation, 
whether written or unwritten. 

Q. 

employee shall not exceed the then-current average wage rate for such employee, 
including benefits. 

R. 

1. Ineos Divestiture Agreement; or 

2. Any agreement between Respondents (or a Divestiture Trustee appointed 
pursuant to Paragraph IX of this Order) and an Acquirer to purchase the 
TiO2 Assets, and all amendments, exhibits, attachments, ancillary 
agreements (including any Supply Agreement, BATC Sublease, Shared 



 

      

  
         

     
       

   

 

 

      

   
       

 

 

  

        

 
     

 

 
   

  

  

      
 

   
         

 

 
     

       
 

     

  

   

 
  

        
 

    
       

  

 
  

   
 

 
         

 

 

 
     

  

   
   

"Divestiture Date" means the date on which Respondents 

"Employee Information" means, for each Ti02 Employee, a profile prepared by 

Specific description of the employee' 

Most recent bonus paid, aggregate annual compensation for Respondents' 

At the proposed Acquirer's option, copies of all employee benefit plans 

"Excluded Contracts" means those Contracts listed at Non 

"Governmental Authorization" means any license, registration, or permit issued, 

"Ineos Divestiture Agreement" means the agreement by and among Respondents 

" roperty" means intellectual property of any kind, including patents, 
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Intellectual Property License, or agreements to provide Transition 
Assistance), and schedules thereto. 

S. (or a Divestiture 
Trustee appointed pursuant to Paragraph IX of this Order) close on the divestiture 
of the TiO2 Assets as required by Paragraph II of this Order. 

T. 
Respondents summarizing the employment history of each employee and 
including, as requested by the proposed Acquirer and to the extent permitted by 
applicable law: 

1. Name, job title or position, date of hire, and effective service date; 

2. s responsibilities; 

3. The base salary or current wages; 

4. 
last fiscal year, and current target or guaranteed bonus, if any; 

5. Employment status (i.e., active or on leave or disability; full-time or part-
time); 

6. Any other material terms and conditions of employment in regard to such 
employee that are not otherwise generally available to similarly situated 
employees; and 

7. 
and summary plan descriptions (if any) applicable to the employee. 

U. -Public Appendix VII 
to this Order. 

V. 
granted, given or otherwise made available by or under the authority of any 
governmental body or pursuant to any legal requirement. 

W. 
and Ineos, dated as of March 14, 2019, and all amendments, exhibits, attachments, 
ancillary agreements (including Supply Agreements, BATC Sublease, Shared 
Intellectual Property License, or agreements to provide Transition Assistance), 
and schedules thereto, attached to this Order as Non-Public Appendix I. 

X. Intellectual P 
patent applications, mask works, trademarks, service marks, copyrights, trade 



  

 

     
   

     

       
        
        

   
   

     

     
       

   

 
       

     

    
   

 

    
 

  

     
   

     
 

 
       

        
        

 

    
   

 

 
     

 

 
     

       
 

    

 

 
 

 
 

       
     

 

 
     

   
 

   

"Replacement Contracts" means Contracts entered into by Respondents m 

"Shared Contracts" means Contracts that r 

"Shared Intellectual Property" means Intellectual Property ( other than trademarks) 

Respondents' retained businesses outside North America, including the 

"Shared Intellectual Property License" means one or more Intellectual Property 

"Shared Products" means Ti02 products that, prior to the 
produced by both the Ti02 Business and Respondents' retained businesses 

"Supply Agreement" means an agreement for Transitional Product Supply that 

"Ti02" means titanium dioxide, titanium tetrachloride, and any intermediate 

"Ti02 Assets" means all of Respondent Cristal's legal or equitable rights, title, 
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dress, commercial names, internet web sites, internet domain names, inventions, 
discoveries, written and unwritten know-how, process technology, engineering 
technology, product technology, product rights, trade secrets, and proprietary 
information. 

Y. 
advance of the Divestiture Date that: (i) replace Shared Contracts with separate 
Contracts for the TiO2 Business; and (ii) provide the TiO2 Business with no less 
favorable terms, services, and economic benefits as it would have had under the 
Shared Contracts. 

Z. elate to both the TiO2 Business and 
other businesses retained by Respondents, as identified on Non-Public Appendix 
VI to this Order. 

AA. 
that, prior to the Divestiture Date, is used by both the TiO2 Business and 

Intellectual Property listed on Non-Public Appendix V to this Order. 

BB. 
licenses granted by Respondents to an Acquirer relating to the production and sale 
of Shared Products and the use of Shared Intellectual Property that has received 
the prior approval of the Commission. 

CC. Divestiture Date, are 

located outside North America, listed on Appendix III to this Order. 

DD. 
has received the prior approval of the Commission. 

EE. 
products, by-products, co-products, combinations, or materials and formulations 
derived from or incorporating titanium dioxide or titanium tetrachloride, 
regardless of process, applications, devices, form, grade, finishing, or product 
type. 

FF. 
and interests in and to all tangible and intangible assets, wherever located, relating 
to the TiO2 Business (including assets removed and not replaced after the 
announcement of the Acquisition), including: 

1. The Ashtabula Complex; 
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2. The BATC Facility; provided, however, that the BATC Sublease may be 
substituted for the BATC Facility lease, if so requested by the Acquirer; 

3. The TiO2 Business Exclusive Products and TiO2 Business Exclusive 
Intellectual Property; 

4. Real property interests owned, leased or otherwise held, including 
easements and appurtenances, together with buildings, facilities and other 
structures, and improvements thereto; 

5. Intangible rights and property, including Intellectual Property, owned, 
used, or licensed (as licensor or licensee) by Respondent, going concern 
value, goodwill, and telephone listings, internet sites and social media 
accounts; 

6. Tangible personal property (other than inventories or accounts receivable), 
whether owned or leased, including machinery, equipment, tools, 
furniture, office equipment, computer hardware, supplies, materials, 
vehicles, together with all express or implied warranties by manufacturers, 
sellers or lessors and all maintenance records and operating manuals; 

7. Inventories and accounts receivable; 

8. Business Information; 

9. Contracts, and all outstanding offers or solicitations to enter into any 
Contract, and all rights thereunder and related thereto; provided, however, 
that Replacement Contracts may be substituted for Shared Contracts; and 

10. Governmental Authorizations and all pending applications therefor or 
renewals thereof; 

Provided, however, the TiO2 Assets need not include: 

a. Corporate headquarters of Respondents Tronox, TASNEE, and 
Cristal; 

b. Corporate, business, or other names of Respondents or any logo, 
trademark, service mark, domain name, trade or other name or any 
derivation thereof; 

c. Software that can readily be purchased or licensed from sources 
other than Respondents and that has not been materially modified 
(other than through user preference settings); 



  

 

     
  

   
 

      
   

         
      

    
     

    
       

      

     
    

 
  

     

 

      

    
      

    
 

  

      
   

    
  

       
    

         
      

 

     
     

     
       

      
 

  

      
    

 

  

 
 

   

 
     

  

 
       

 

 

 
    

      

"Ti02 Business" means the research, development, manufacture, 

"Ti02 Business Exclusive Intellectual Property" means Intellectual Property that, 

by any of Respondents' retained businesses, including the Intellectual Property 

"Ti02 Business Exclusive Products" means Ti02 products that, prior to the 

by any of Respondents' retained businesses, including the products listed on 

"Ti02 Employees" means: 

Respondents' employees who were employed by or under contract with 
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d. Enterprise software that Respondent Cristal also uses in businesses 
other than the TiO2 Business; 

e. The portion of any books and records that contains information 
about any business other than the business divested to an Acquirer; 

f. Any original document that Respondents have a legal, contractual, 
or fiduciary obligation to retain the original; provided, however, 
that Respondents shall provide copies of the record and shall 
provide the Acquirer access to the original materials if copies are 
insufficient for regulatory or evidentiary purposes; and 

g. The following assets, unless the Commission, in its sole discretion 
and within 12 months of the date this Order is issued, determines 
in consultation with the Acquirer and the Monitor, that any such 
assets are necessary for the Acquirer to operate the TiO2 Assets or 
TiO2 Business in a manner that achieves the purposes of this 
Order: 

i. Excluded Contracts; 

ii. Shared Intellectual Property, but only if the Shared 
Intellectual Property License is granted pursuant to 
Paragraph II of this Order; 

iii. Those assets listed at Non-Public Appendix X to this Order. 

GG. 
commercialization, distribution, marketing, exportation, advertisement, and sale 
of TiO2 in or from North America by Respondent Cristal. 

HH. 
prior to the Divestiture Date, is used or held for use by the TiO2 Business and not 

described in Non-Public Appendix IV to this Order. 

II. 
Divestiture Date, are produced, sold, or held for use by the TiO2 Business and not 

Appendix II to this Order. 

JJ. 

1. 
the TiO2 Business (including, among others, all employees of the 
Ashtabula Complex and BATC Facility), or who regularly dedicated a 



 

 
     

    
     

  

     

    
      

 
  

  
    

   
 

   

     
     

        

    
   

   
      

    
       

       
    

  

  

 
     

 

 
    

     
   

     

 
    

      
 

  
  

    
   

  

 
   

 

 

  

      
     

 

         
 

      
   

   
      

    
       

       
    

 

Any other of Respondents' employees or contractors who have advised, 

Public Appendix IX to this Order ("Retained Shared Employees"). 

"Transition Assistance" means services, assistance, cooperation, training and 

"Transitional Product Supply" means Respondents' provision of supply of Ti 02, 
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portion of his/her time supporting, supervising, or working on behalf of 
the TiO2 Business, at any time between January 1, 2017 and the 
Divestiture Date; and 

2. 
consulted, supervised, or performed work for or on behalf of the TiO2 
Business (including on a part-time, temporary, or ad hoc basis) at any time 
between January 1, 2017 and the Divestiture Date; 

Provided, however, that TiO2 Employees may exclude those employees listed on 

KK. 
access to personnel regarding the transfer and operation of the TiO2 Business, 
including, but not limited to, accounting and finance, human resources (employee 
benefits, payroll, etc.) information technology and systems, logistics (purchasing, 
distribution, warehousing, supply chain management, etc.), manufacturing 
(technology, technology transfer, operating permits and licenses, regulatory 
compliance, quality control, manufacturing processes and troubleshooting, etc.), 
research and development, and sales and marketing (including customer service, 
supply chain management, and customer transfer logistics, etc.). 

Non-

LL. 
and/or any component or input thereof (including supplies of feedstock and raw 
materials), to an Acquirer. 

II.(Divestiture) 

IT IS FURTHER ORDERED that: 

A. Within 30 days of the Acquisition Date, Respondents shall divest, absolutely and 
in good faith and at no minimum price, the TiO2 Assets to Ineos, pursuant to the 
Ineos Divestiture Agreement. 

B. No later than the Divestiture Date, Respondents shall grant the Shared Intellectual 
Property License to Ineos providing: 

1. An exclusive (even as to Respondents), royalty-free, fully paid-up, 
perpetual, irrevocable, transferable, and sublicensable right to manufacture 
Shared Products in North America, and prohibiting Respondents on a 
perpetual basis from using Shared Intellectual Property to manufacture 
Shared Products in North America; provided, however, that the Shared 
Intellectual Property License need not prohibit Respondents from: (i) 
selling Shared Products into North America if such products are made at a 
Respondent facility located outside of North America; or (ii) making 
aqueous and anhydrous grades of TiCl4 in North America 
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2. A non-exclusive, royalty-free, fully paid-up, perpetual, irrevocable, 
transferable, and sublicensable right to use Shared Intellectual Property to: 
(i) make TiO2 (including but not limited to Shared Products) in North 
America; (ii) operate the TiO2 Business, including by extending existing 
products and services, developing new products and services, and 
expanding, constructing, or operating additional production facilities in 
North America, (iii) research, develop and manufacture any TiO2 product 
in North America, and (iv) commercialize, distribute, market, import, 
export, advertise and sell any TiO2 product worldwide; 

3. An option to acquire, at a price and pursuant to terms set forth in the Ineos 
Divestiture Agreement, a non-exclusive, royalty-free, perpetual, 
irrevocable, transferable, and sublicensable right to use Shared Intellectual 
Property in the construction, conversion, expansion, retrofitting, opening, 
or operation of a TiO2 production facility located outside North America 
in the territory described in the Ineos Divestiture Agreement (or multiple 
TiO2 facilities if acquired as part of a single transaction) and to 
manufacture, produce, and sell TiO2 products (including Shared Products) 
at or from such facilities; provided, however, that the option may expire 10 
years after the Divestiture Date if the Acquirer has not elected to exercise 
the option within that time; 

Provided, however, that the Shared Intellectual Property License relating to all the 
foregoing rights and options may limit: (i) transferability to the sale of the TiO2 
Business and the applicable licensed facility(ies); and (ii) sublicensability to third 
parties acting for or on behalf of Ineos and its affiliates. 

C. If Respondents have divested the TiO2 Assets and granted the Shared Intellectual 
Property License to Ineos before the Commission issues this Order, and the 
Commission subsequently notifies Respondents that: 

1. Ineos is not an acceptable Acquirer of the TiO2 Assets, then Respondents 
shall: 

a. Within 5 days of notification by the Commission, rescind the Ineos 
Divestiture Agreement, 

b. Within 120 days of the date the Commission notifies Respondents 
that Ineos is not an acceptable Acquirer, divest the TiO2 Assets as 
an ongoing business, absolutely and in good faith, at no minimum 
price, and grant the Shared Intellectual Property License, to an 
Acquirer and in a manner that receives the prior approval of the 
Commission, and 

c. Set forth the manner in which they will divest the TiO2 Assets, and 
comply with the other provisions of this Order, in a proposed 
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Divestiture Agreement that is submitted to the Commission for the 
prior approval required by this Order; or 

2. The manner of the divestiture is not acceptable, then the Commission will 
direct the Respondents (or appoint a Divestiture Trustee) to modify the 
divestiture in the manner the Commission determines is necessary to 
satisfy the requirements of this Order, which may include entering into 
additional agreements or arrangements, or modifying a Divestiture 
Agreement. 

D. Respondents shall deliver the Business Information to the Acquirer as soon as 
practicable after the Divestiture Date in a manner that ensures their completeness, 
accuracy and usefulness and meets the reasonable requirements of the Acquirer. 

E. No later than the Divestiture Date, Respondents shall, at their sole expense, obtain 
each Consent required to transfer the TiO2 Assets, including Contracts and 
Governmental Authorizations; provided however, that Respondents shall assist 
the Acquirer in obtaining the Contracts or Governmental Authorizations which 
Respondents have no legal right to assign, transfer or sublicense (even by 
obtaining relevant Consents). 

F. Respondents shall cooperate and assist the Acquirer (or any other person with 
whom Respondents engage in negotiations to acquire the TiO2 Assets) with a due 
diligence investigation of the TiO2 Assets and the TiO2 Business, including by 
providing sufficient and timely access to all information and employees 
customarily provided as part of a due diligence process. 

III.(Divestiture Agreement) 

IT IS FURTHER ORDERED that: 

A. The Divestiture Agreement shall be incorporated by reference into this Order and 
made a part hereof, and any failure by Respondents to comply with the terms of 
the Divestiture Agreement shall constitute a violation of this Order; provided, 
however, that the Divestiture Agreement shall not limit, or be construed to limit, 
the terms of this Order. To the extent any provision in the Divestiture Agreement 
varies from or conflicts with any provision in the Order such that Respondents 
cannot fully comply with both, Respondents shall comply with the Order. 

B. Respondents shall not modify, replace, or extend the terms of the Divestiture 
Agreement after the Commission issues the Order without the prior approval of 
the Commission, except as otherwise provided in Commission Rule 2.41(f)(5), 16 
C.F.R. § 2.41(f)(5). 
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IV.(Transition Assistance) 

IT IS FURTHER ORDERED that: 

A. Until Respondents have transferred all Business Information included in the TiO2 
Assets, Respondents shall provide the Acquirer with access to records and 
information (wherever located and however stored) that Respondents have not yet 
transferred to the Acquirer, and to employees who possess the records and 
information. 

B. Respondents shall provide the Acquirer with Transition Assistance sufficient (i) to 
efficiently transfer the TiO2 Assets to the Acquirer and (ii) to operate the TiO2 
Assets and TiO2 Business in a manner equivalent in all material respects to the 
manner in which Cristal operated the TiO2 Assets and TiO2 Business prior to the 
Acquisition, and shall: 

1. Provide Transition Assistance: 

a. As set forth in a Divestiture Agreement, or as otherwise reasonably 
requested by the Acquirer (whether before or after the Divestiture 
Date), 

b. At the price set forth in a Divestiture Agreement, or if no price is 
set forth, at Direct Cost, and 

c. For a period sufficient to meet the requirements of this paragraph, 
which shall be at least 24 months after the Divestiture Date; and 

2. Allow the Acquirer to terminate, in whole or part, any Transition 
Assistance provisions of the Divestiture Agreement upon commercially 
reasonable notice and without cost or penalty. 

3. Respondents shall not seek to limit any damages (such as indirect, special, 
and consequential damages) which Acquirer would be entitled to receive 

to the 
provision of Transition Assistance. 

C. Respondents shall provide Transitional Product Supply pursuant to a Supply 
Agreement that has been approved by the Commission. 

D. Respondents shall not cease providing Transition Assistance or Transitional 
Product Supply due to a breach by the Acquirer of a Divestiture Agreement or 
Supply Agreement, and shall not limit the damages (including indirect, special, 
and consequential damages) that an Acquirer is entitled to receive in the event of 

Divestiture Agreement or Supply Agreement. 
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V.(Employees) 

IT IS FURTHER ORDERED that: 

A. Respondents shall cooperate with and assist any proposed Acquirer of the TiO2 
Assets to identify, evaluate independently, offer employment to, and hire the 
TiO2 Employees, with such cooperation and assistance including at least the 
following: 

1. Not later than 5 business days after a request from a proposed Acquirer, 
Respondents shall, to the extent permitted by applicable law: 

a. Provide to the proposed Acquirer a list of all TiO2 Employees and 
provide Employee Information for each; and 

b. Allow the proposed Acquirer a reasonable opportunity to interview 
any TiO2 Employees; 

2. Within 10 days after a request from a proposed Acquirer, Respondents 
shall provide an opportunity for the proposed Acquirer to: 

a. Meet personally, and outside the presence or hearing of any 
employee or agent of Respondents, with any of the TiO2 
Employees; and 

b. Make offers of employment to any of the TiO2 Employees; 

3. Respondents shall not directly or indirectly interfere with a proposed 

Employees, not offer any incentive to TiO2 Employees to decline 
employment with a proposed Acquirer, and not otherwise interfere with 
the recruitment of any TiO2 Employees by a proposed Acquirer; 

4. Respondents shall remove any impediments within the control of 
Respondents that may deter any TiO2 Employees from accepting 
employment with a proposed Acquirer, including, but not limited to, 
removal of any non-compete or confidentiality provisions of employment 
or other contracts with Respondents that may affect the ability or incentive 
of those individuals to be employed by a proposed Acquirer, and shall not 
make any counteroffer to any TiO2 Employees who receive an offer of 
employment from the Acquirer; provided, however, that nothing in this 
Order shall be construed to require Respondents to terminate the 
employment of any employee or prevent Respondents from continuing the 
employment of any employee; 
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5. Respondents shall provide TiO2 Employees with sufficient financial 
incentives to continue in their positions, and as may be necessary to 
facilitate the employment of such TiO2 Employees by the proposed 
Acquirer. Such incentives shall include a continuation of all employee 
compensation and benefits offered by Respondents, including regularly 
scheduled or merit raises and bonuses, regularly scheduled vesting of 
pension benefits, and additional incentives as may be necessary. 

B. If, at any point within 6 months of the Divestiture Date, the Commission, in 
consultation with the Acquirer and the Monitor, determines in its sole discretion 
that the Acquirer should have the ability to interview, make offers of employment 
to, or hire any employee designated as a Retained Shared Employee on Non-
Publix Appendix IX, then the Commission may notify Respondents that such 
employee is to be removed from the Retained Shared Employees list, and the 
provisions of this Paragraph V shall apply to such employee as of that notification 
date. 

C. For a period of 2 years from the Divestiture Date, Respondents shall not, directly 
or indirectly, solicit or induce, or attempt to solicit or induce, any TiO2 Employee 
who has accepted an offer of employment with, or who is employed by, an 
Acquirer to terminate his or her employment relationship with the Acquirer. 

Provided, however, a violation of this provision will not occur if: 

1. 

2. Respondents advertise for employees in newspapers, trade publications, or 
other media not targeted specifically at any one or more of the employees 
of the Acquirer; or 

3. Respondents hire a TiO2 Employee who has applied for employment with 
Respondents, provided that such application was not solicited or induced 
in violation of this Order. 

VI.(Asset Maintenance) 

IT IS FURTHER ORDERED that, pending divestiture of the TiO2 Assets, Respondents 
shall operate the TiO2 Assets in the ordinary course of business consistent with past practices, 
and shall: 

A. Take such actions as are necessary to maintain the full economic viability, 
marketability, and competitiveness of the TiO2 Assets, to minimize any risk of 
loss of competitive potential of the TiO2 Assets, to operate the TiO2 Assets in the 
regular and ordinary course of business and in accordance with past practice and 
in a manner consistent with applicable laws and regulations, and to prevent the 
destruction, removal, wasting, deterioration, or impairment of the TiO2 Assets 
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(including regular repair and maintenance effort), except for ordinary wear and 
tear. Respondents shall not sell, transfer, encumber, terminate the operations of, 
or otherwise impair the TiO2 Assets (other than in the manner prescribed in this 
Order), nor take any action that lessens the full economic viability, marketability, 
or competitiveness of the TiO2 Assets; and 

B. Conduct or cause to be conducted the TiO2 Business in the regular and ordinary 
course of business and in accordance with past practice and as may be necessary 
to preserve the full economic viability, marketability, and competitiveness of the 
TiO2 Business, and shall use best efforts to preserve the existing relationships 
with suppliers, customers, employees, governmental authorities, vendors, 
landlords, creditors, agents, and others having business relationships with the 
TiO2 Business; 

Provided, however, that Respondents shall not be in violation of this Paragraph VI if 
Respondents take actions (i) as explicitly permitted or required by any Divestiture 
Agreement, or (ii) that have been requested or agreed-to by an Acquirer, in writing, and 
approved in advance by the Monitor (in consultation with Commission staff), in all cases 

purposes of the Order. 

VII.(Additional Obligations) 

IT IS FURTHER ORDERED that: 

A. No later than 10 days after signing the Consent Agreement, Respondents, in 
consultation with the proposed Acquirer, for the purposes of ensuring an orderly 
transition, shall: 

1. Develop and implement a detailed transition plan to ensure that the 
commencement of the operation of the TiO2 Business by the Acquirer is 
not delayed or impaired by the Respondents; 

2. Designate employees of Respondents knowledgeable about the operation 
of the TiO2 Assets and TiO2 Business, who will be responsible for 
communicating directly with the Acquirer, and the Monitor (if one has 
been appointed), for the purposes of assisting in the transfer to the 
Acquirer of the TiO2 Assets and TiO2 Business; 

3. Allow the Acquirer reasonable access to all Business Information related 
to the TiO2 Assets and TiO2 Business and to employees who possess or 
are able to locate such information; and 

4. Establish projected timelines for accomplishing all tasks necessary to 
effect the transition to the Acquirer in an efficient and timely manner. 
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B. After the Divestiture Date, Respondents shall not: 

1. Provide, disclose, or otherwise make available any Confidential Business 
Information to any person, except as required or permitted by this Order or 
a Divestiture Agreement; or 

2. Use any Confidential Business Information for any reason or purpose, 
other than as required or permitted by this Order or a Divestiture 
Agreement; 

Provided, however, that nothing in this Paragraph VII shall prevent Respondents 
from retaining and using any tangible or intangible property that Respondents 
retain the right to use pursuant to this Order (including Shared Intellectual 
Property), provided further that to the extent that the use of such property involves 
disclosure of Confidential Business Information to another person, Respondents 
shall require such person to maintain the confidentiality of such Confidential 

obligations under this Order. 

C. Respondents shall devise and implement measures to protect against the storage, 
distribution, and use of Confidential Business Information that is not permitted by 
this Order or any Divestiture Agreement. These measures shall include, but not 
be limited to, restrictions placed on access by persons to information available or 

D. No later than 10 days after the Divestiture Date, and no less than annually for 3 
years after the Divestiture Date, Respondents shall provide written notification of 
the restrictions on the use and disclosure of the Confidential Business Information 

who may have possession or access to such Confidential Business Information.  
Respondents shall require such personnel to acknowledge in writing or 
electronically their receipt and understanding of these written instructions, and 
shall maintain custody of these written instructions and acknowledgments for 
inspection upon request by the Commission. 

E. Notwithstanding this Paragraph VII of this Order, and subject to the Order to 
Maintain Assets, Respondent may use Confidential Business Information: 

1. is Order, 
the Order to Maintain Assets, or the Divestiture Agreements; and 

2. To ensure compliance with legal and regulatory requirements, or as 
necessary to defend against legal claims. 
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necessary to permit the Monitor to monitor Respondents' compliance with the 

Monitor shall have the power and authority to monitor Respondents' 

full and complete access to Respondents' p 

Respondents' compliance with its obligations under this 

take no action to interfere with or impede the Monitor's ability to monitor 
Respondents' compliance with t 
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VIII.(Monitor) 

IT IS FURTHER ORDERED that: 

A. Gerald Colamarino shall serve as the Monitor pursuant to the agreement executed 

-Public Appendix VIII-
Monitor is appointed to monito this 
Order, the Order to Maintain Assets, and the Divestiture Agreement. 

B. No later than 1 day after the Acquisition Date, Respondents shall, pursuant to the 
Monitor Agreement, confer on the Monitor all rights, powers, and authorities 

terms of this Order, the Order to Maintain Assets, and the Divestiture Agreement, 
in a manner consistent with the purposes of the orders. 

C. Respondents shall consent to the following terms and conditions regarding the 
powers, duties, authorities, and responsibilities of the Monitor: 

1. The 
compliance with the divestiture and related requirements of this Order, the 
Order to Maintain Assets, and the Divestiture Agreement, and shall 
exercise such power and authority and carry out the duties and 
responsibilities of the Monitor in a manner consistent with the purposes of 
the orders. 

2. The Monitor shall act in consultation with the Commission or its staff, and 
shall serve as an independent third party and not as an employee or agent 
of the Respondents or of the Commission. 

3. The Monitor shall serve until 15 days after the Monitor has completed 
his/her final report pursuant to Paragraph VIII.H of this Order, or until 
such other time as may be determined by the Commission or its staff. 

D. Subject to any demonstrated legally recognized privilege, the Monitor shall have 
ersonnel, books, documents, records 

kept in the ordinary course of business, facilities and technical information, and 
such other relevant information as the Monitor may reasonably request, related to 

Order, the Order to 
Maintain Assets, and the Divestiture Agreement. 

E. Respondents shall cooperate with any reasonable request of the Monitor and shall 

his Order, the Order to Maintain Assets, and the 
Divestiture Agreement. 
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connection with, the performance of the Monitor's duties, including all reasonable 
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F. The Monitor shall serve, without bond or other security, at the expense of 
Respondents, on such reasonable and customary terms and conditions as the 
Commission may set. The Monitor shall have the authority to employ, at the 
expense of Respondents, such consultants, accountants, attorneys, and other 
representatives and assistants as are reasonably necessary to carry out the 

G. Respondents shall indemnify the Monitor and hold the Monitor harmless against 
any losses, claims, damages, liabilities, or expenses arising out of, or in 

fees of counsel and other reasonable expenses incurred in connection with the 
preparations for, or defense of, any claim, whether or not resulting in any liability, 
except to the extent that such losses, claims, damages, liabilities, or expenses 
result from gross negligence, willful or wanton acts, or bad faith by the Monitor. 

persons retained by the Monitor pursuant to Paragraph VIII.F of this Order. 

H. Respondents shall report to the Monitor in accordance with the requirements of 
this Order or the Order to Maintain Assets, and as otherwise provided in the 
Monitor Agreement approved by the Commission.  The Monitor shall evaluate the 
reports submitted by the Respondents with respect to the performance of 

ns under this Order and the Order to Maintain Assets.  
Within 30 days from the date the Monitor receives the first such report, and every 
90 days thereafter (and otherwise as the Commission or its staff may request), the 
Monitor shall report in writing to the Commission concerning performance by 
Respondents of their obligations under the orders. The Monitor shall submit a 
final report to the Commission within 30 days following the satisfaction by 
Respondents of all its obligations under Paragraphs II and IV of this Order unless 
otherwise directed by the Commission or its staff. 

I. 
accountants, and other representatives and assistants to sign a customary 
confidentiality agreement; provided, however, that such agreement shall not 
restrict the Monitor from providing any information to the Commission. 

J. The Commission may require, among other things, the Monitor and each of the 
atives and 

assistants to sign an appropriate confidentiality agreement related to Commission 
materials and information received in connection with the performance of the 

K. If the Commission determines that the Monitor has ceased to act or failed to act 
diligently, the Commission may appoint a substitute Monitor: 

1. The Commission shall select the substitute Monitor, subject to the consent 
of Respondents, which consent shall not be unreasonably withheld. If 
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Respondents have not opposed, in writing, including the reasons for 
opposing, the selection of a proposed Monitor within 10 days after the 
notice by the staff of the Commission to Respondents of the identity of 
any proposed Monitor, Respondents shall be deemed to have consented to 
the selection of the proposed Monitor. 

2. Not later than 10 days after the appointment of the substitute Monitor, 
Respondents shall execute an agreement that, subject to the prior approval 
of the Commission, confers on the Monitor all rights and powers 
necessary to perm 
the relevant terms of this Order, the Order to Maintain Assets, and the 
Divestiture Agreement in a manner consistent with the purposes of the 
orders and in consultation with the Commission. 

L. The Commission may on its own initiative, or at the request of the Monitor, issue 
such additional orders or directions as may be necessary or appropriate to assure 
compliance with the requirements of this Order. 

M. The Monitor appointed pursuant to this Order may be the same person appointed 
as a Divestiture Trustee pursuant to the relevant provisions of this Order. 

IX.(Divestiture Trustee) 

IT IS FURTHER ORDERED that: 

A. If Respondents have not fully complied with the obligations of Paragraph II of 
this Order, the Commission may appoint one or more Divestiture Trustees to 
divest any or all of the TiO2 Assets, enter Supply Agreements and agreements for 
Transition Assistance, grant the Shared Intellectual Property License, and perform 

Order. In the event that the Commission or the Attorney General brings an action 
pursuant to Section 5(l) of the Federal Trade Commission Act, 15 U.S.C. § 45(l), 
or any other statute enforced by the Commission, Respondents shall consent to 
the appointment of a Divestiture Trustee in such action to divest the required 
assets. Neither the appointment of a Divestiture Trustee nor a decision not to 
appoint a Divestiture Trustee under this Paragraph IX shall preclude the 
Commission or the Attorney General from seeking civil penalties or any other 
relief available to it, including one or more court-appointed Divestiture Trustees, 
pursuant to Section 5(l) of the Federal Trade Commission Act, or any other statute 
enforced by the Commission, for any failure by Respondents to comply with this 
Order. 

B. The Commission may select one or more Divestiture Trustees, subject to the 
consent of Respondents, which consent shall not be unreasonably withheld. The 
Commission may appoint one Divestiture Trustee or separate Divestiture Trustees 
to divest one or more of the TiO2 Assets, enter Supply Agreements and 
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agreements for Transition Assistance, grant the Shared Intellectual Property 

requirements of this Order. Any Divestiture Trustee shall be a person with 
experience and expertise in acquisitions and divestitures. If Respondents have not 
opposed, in writing, and stated in writing their reasons for opposing, the selection 
of any proposed Divestiture Trustee within 10 days after notice by the staff of the 
Commission to Respondents of the identity of any proposed Divestiture Trustee, 
Respondents shall be deemed to have consented to the selection of the proposed 
Divestiture Trustee. 

1. Not later than 10 days after the appointment of a Divestiture Trustee, 
Respondents shall execute a trust agreement for any divestitures required 
by this Order that, subject to the prior approval of the Commission, 
transfers to the Divestiture Trustee all rights and powers necessary to 
permit the Divestiture Trustee to effectuate the divestitures required by, 
and satisfy the additional obligations imposed by this Order. Any failure 
by Respondents to comply with a trust agreement approved by the 
Commission shall be a violation of this Order. 

2. If a Divestiture Trustee is appointed by the Commission or a court 
pursuant to this Paragraph, Respondents shall consent to the following 

authority, and responsibilities: 

a. Subject to the prior approval of the Commission, the Divestiture 
Trustee shall have the exclusive power and authority to effectuate 
the divestitures required by, and satisfy the additional obligations 
(including obligations to provide Transition Assistance, 
Transitional Product Supply, and grant the Shared Intellectual 
Property License) imposed by, this Order. 

b. The Divestiture Trustee shall have 1 year after the date the 
Commission approves each trust agreement described herein to 
accomplish the divestitures required by this Order, which shall be 
subject to the prior approval of the Commission. If, however, at 
the end of the 1 year period, the Divestiture Trustee has submitted 
a plan to satisfy the divestiture obligations of this Order, or 
believes that such obligations can be achieved within a reasonable 
time, the period may be extended by the Commission, or, in the 
case of a court-appointed Divestiture Trustee, by the court; 
provided, however, that the Commission may extend the period 
only 2 times. 

c. Subject to any demonstrated legally recognized privilege, any 
Divestiture Trustee shall have full and complete access to the 
personnel, books, records, and facilities related to the relevant 
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Respondents' absolute and unconditional obligation to divest 

Commission's approval. 

necessary to carry out the Divestiture Trustee's duties and 

Divestiture Trustee, including fees for the Divestiture Trustee's 

Respondents, and the Divestiture Trustee's power shall be 
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assets that are required to be divested by this Order and to any 
other relevant information, as the Divestiture Trustee may request.  
Respondents shall develop such financial or other information as 
any Divestiture Trustee may request and shall cooperate with the 
Divestiture Trustee. Respondents shall take no action to interfere 

divestiture. Any delays caused by Respondents shall extend the 
time under this Paragraph IX for a time period equal to the delay, 
as determined by the Commission or, for a court-appointed 
Divestiture Trustee, by the court. 

d. Any Divestiture Trustee shall use commercially reasonable efforts 
to negotiate the most favorable price and terms available in each 
contract that is submitted to the Commission, subject to 

expeditiously and at no minimum price. The divestitures shall be 
made in the manner that receives the prior approval of the 
Commission and to an Acquirer that receives the prior approval of 
the Commission as required by this Order; provided, however, if 
any Divestiture Trustee receives bona fide offers for any asset to 
be divested from more than one acquiring entity, and if the 
Commission determines to approve more than one such acquiring 
entity, the Divestiture Trustee shall divest to the acquiring entity 
selected by Respondents from among those approved by the 
Commission; provided further, however, that Respondents shall 
select such entity within 5 days after receiving notification of the 

e. Any Divestiture Trustee shall serve, without bond or other 
security, at the cost and expense of Respondents, on such 
reasonable and customary terms and conditions as the Commission 
or a court may set. Any Divestiture Trustee shall have the 
authority to employ, at the cost and expense of Respondents, such 
consultants, accountants, attorneys, investment bankers, business 
brokers, appraisers, and other representatives and assistants as are 

responsibilities. Any Divestiture Trustee shall account for all 
monies derived from the divestitures and all expenses incurred. 
After approval by the Commission of the account of the 

services, all remaining monies shall be paid at the direction of 

terminated. The compensation of any Divestiture Trustee shall be 
based at least in significant part on a commission arrangement 
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contingent on the divestiture of all of the relevant assets that are 
required to be divested by this Order. 

f. Respondents shall indemnify any Divestiture Trustee and hold the 
Divestiture Trustee harmless against any losses, claims, damages, 
liabilities, or expenses arising out of, or in connection with, the 

reasonable fees of counsel and other expenses incurred in 
connection with the preparation for, or defense of, any claim, 
whether or not resulting in any liability, except to the extent that 
such losses, claims, damages, liabilities, or expenses result from 
gross negligence, malfeasance, willful or wanton acts, or bad faith 
by the Divestiture Trustee. 

g. Any Divestiture Trustee shall have no obligation or authority to 
operate or maintain the relevant assets required to be divested by 
this Order. 

h. Any Divestiture Trustee shall report in writing to Respondents and 
to the Commission every 30 days concerning the Divestiture 

i. Respondents may require any Divestiture Trustee and each of the 
and other 

representatives and assistants to sign a customary confidentiality 
agreement; provided, however, such agreement shall not restrict 
the Divestiture Trustee from providing any information to the 
Commission. 

C. If the Commission determines that any Divestiture Trustee has ceased to act or 
failed to act diligently, the Commission may appoint a substitute Divestiture 
Trustee in the same manner as provided in this Paragraph IX. 

D. The Commission or, in the case of a court-appointed Divestiture Trustee, the 
court, may on its own initiative or at the request of any Divestiture Trustee, issue 
such additional orders or directions as may be necessary or appropriate to 
accomplish the divestitures required by this Order. 

X.(Compliance Reports) 

IT IS FURTHER ORDERED that: 

A. Respondents shall: 

1. Notify Commission staff via email at bccompliance@ftc.gov of: 

mailto:bccompliance@ftc.gov


 

    

      

       
  

 

 

      
     

    
       

         
  

        
   

     
    

      
   

      
   

       
     

       
     

   
 

        
       
    

 
   

     
   

   
         

 

  

  

     
 

       
 

        
    

  

 
  

       
     

    
       

         
   

         
   

     
    

     
   

     
   

       
     

       
     

   
  

         
       
   

 
   

     
    

  
         

  

Respondents shall file verified written reports ("compliance reports") m 
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a. The Acquisition Date, no later than 5 days after the Acquisition 
Date; and 

b. The Divestiture Date, no later than 5 days after the Divestiture 
Date; 

2. Submit the complete Divestiture Agreement to the Commission at 
ElectronicFilings@ftc.gov and bccompliance@ftc.gov no later than 30 
days after the Divestiture Date. 

B. 
accordance with the following: 

1. Respondents shall submit an interim compliance report 30 days after the 
Order is issued, and additional interim reports every 30 days thereafter 
until Respondents have fully complied with the provisions of Paragraph II; 
annual compliance reports one year after the date this Order is issued, and 
annually for the next 4 years on the anniversary of that date; and 
additional compliance reports as the Commission or its staff may request; 

2. Each compliance report shall set forth in detail the manner and form in 
which Respondents intend to comply, are complying, and have complied 
with this Order. Each compliance report shall contain sufficient 
information and documentation to enable the Commission to determine 
independently whether Respondents are in compliance with the Order. 
Conclusory statements that Respondents have complied with their 
obligations under the Order are insufficient. Respondents shall include in 
their reports, among other information or documentation that may be 
necessary to demonstrate compliance, a full description of the measures 
Respondents have implemented or plan to implement to ensure that they 
have complied or will comply with each paragraph of the Order, a 
description of all substantive contacts or negotiations for the divestitures 
and the identities of all parties contacted, and such supporting materials 
shall be retained and produced later if needed. 

3. Respondents shall verify each compliance report in the manner set forth in 
28 U.S.C. § 1746 by the Chief Executive Officer or another officer or 
employee specifically authorized to perform this function. Respondents 
shall submit an original and 2 copies of each compliance report as required 
by Commission Rule 2.41(a), 16 C.F.R. § 2.41(a), including a paper 
original submitted to the Secretary of the Commission and electronic 
copies to the Secretary at ElectronicFilings@ftc.gov and to the 
Compliance Division at bccompliance@ftc.gov. In addition, Respondents 
shall provide a copy of each compliance report to the Monitor if the 
Commission has appointed one in this matter. 

mailto:bccompliance@ftc.gov
mailto:ElectronicFilings@ftc.gov
mailto:bccompliance@ftc.gov
mailto:ElectronicFilings@ftc.gov


  

 

   

 

    
 

      
     

   

          
     

       

         
      
    

    
       
       

        

      
 

         
      

         
 

 

    
 

  

 

    
 

   

     
  

       
     

 

 

    

          
     

       
 

          
      
    

   
       
       

        
 

       
  

 

          
       

         
  

 

  

  

with this Order, and subject to any legally recognized privilege, upon written request and 5 days' 

866 FEDERAL TRADE COMMISSION DECISIONS 
VOLUME 167 

Decision and Order 

XI.(Change in Respondent) 

IT IS FURTHER ORDERED that Respondents shall notify the Commission at least 30 
days prior to: 

A. Any proposed dissolution of Respondent Tronox Limited; 

B. Any proposed acquisition, merger or consolidation of Respondent Tronox 
Limited; or 

C. Any other change in Respondents, including assignment and the creation, sale, or 
dissolution of subsidiaries, if such change may affect compliance obligations 
arising out of this Order. 

XII.(Access) 

IT IS FURTHER ORDERED that, for purposes of determining or securing compliance 

notice to the relevant Respondent, made to its principal place of business as identified in this 
Order, registered office of its United States subsidiary, or its headquarters office, the notified 
Respondent shall, without restraint or interference, permit any duly authorized representative of 
the Commission: 

A. Access, during business office hours of the Respondent and in the presence of 
counsel, to all facilities and access to inspect and copy all business and other 
records and all documentary material and electronically stored information as 
defined in Commission Rules 2.7(a)(1) and (2), 16 C.F.R. § 2.7(a)(1) and (2), in 
the possession or under the control of the Respondent related to compliance with 
this Order, which copying services shall be provided by the Respondent at the 
request of the authorized representative of the Commission and at the expense of 
the Respondent; and 

B. To interview officers, directors, or employees of the Respondent, who may have 
counsel present, regarding such matters. 

XIII.(Purpose) 

IT IS FURTHER ORDERED that the purpose of this Order is to remedy the harm to 
competition the Commission alleged in its Complaint and ensure an Acquirer can operate the 
TiO2 Business in a manner equivalent in all material respects to the manner in which 
Respondent Cristal operated the TiO2 Business prior to the Acquisition. 

XIV.(Term) 

IT IS FURTHER ORDERED that this Order shall terminate May 28, 2029. 

By the Commission. 
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APPENDIX I 

Ineos Divestiture Agreement 

[Redacted From the Public Record Version, But Incorporated By Reference] 

APPENDIX II 

TiO2 Business Exclusive Products 

Tiona 596 
Tiona 596(S) slurry 
Tiona 595 slurry 
Tiona 188 
Tiona RCS-P 
Tiona RCL-6 
Tiona RCL-2 
Tiona RCS-2 
Tiona RCL-188 
Tiona RCL-535 
Tiona RCS-535 

APPENDIX III 

Shared Products 

Tiona RCL-4 
Tiona RCL-69 
Tiona 595 
Tiona 696 
Tiona RCL-9 
Tiona RCL-722 
All aqueous and anhydrous grades of TiCl4 
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APPENDIX IV 

TiO2 Business Exclusive Intellectual Property 

[Redacted From the Public Record Version, But Incorporated By Reference] 

APPENDIX V 

Shared Intellectual Property 

[Redacted From the Public Record Version, But Incorporated By Reference] 

APPENDIX VI 

Shared Contracts 

[Redacted From the Public Record Version, But Incorporated By Reference] 

APPENDIX VII 

Excluded Contracts 

[Redacted From the Public Record Version, But Incorporated By Reference] 
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APPENDIX VIII 

Monitor Agreement 

APPENDIX VIII-1 

Monitor Compensation 

[Redacted From the Public Record Version, But Incorporated By Reference] 

APPENDIX IX 

Retained Shared Employees 

[Redacted From the Public Record Version, But Incorporated By Reference] 

APPENDIX X 

Excluded Assets 

[Redacted From the Public Record Version, But Incorporated By Reference] 



The Federal Trade Com.mission ("Com.mission") has accepted, subject to final approval, 
an Agreement Containing Consent Orders ("Consent Agreement") with 
("Tronox"), National Industrialization Company ("TASNEE"), National Titanium Dioxide 

ny Limited ("Cristal"), and Cristal USA Inc. The purpose of the Consent Agreement is to 
remedy the anticompetitive effects that would result from Tronox's proposed acquisition of 
Cristal's titanium dioxide ("TiO2") business. 

to acquire all of Cristal's TiO2 business for $1.67 billion and a 24 percent stake in the combined 
entity ("Acquisition"). The proposed Acquisition would combine two of the three largest 

TiO2 manufactured through the chloride process ("chloride TiO2") in the United 
States and Canada ("North America"). On December 5, 2017, the Com.mission issued an 

necessary, a preliminary injunction in federal district court. The Com.mission's Complaint 

American customers ("North American chloride TiO2 market"). After extensive pre 
ive Law Judge ("ALJ") began on May 

anticompetitive effects in the market for chloride TiO2 in North America and that the parties' 

thereafter engaged with Com.mission staff in settlement discussions to resolve the Com.mission's 

the North American chloride TiO2 market, the proposed Decision and Order ("Order") contained 
est Cristal's North American TiO2 business to 

INEOS Enterprises ("Ineos") no later than 30 days from the close of the Acquisition. The 
divestiture package includes all of Cristal's North American TiO2 production assets, including 
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ANALYSIS OF CONSENT ORDERS TO AID PUBLIC COMMENT 

1. INTRODUCTION 

Tronox Limited 

Compa 

On February 21, 2017, Tronox announced that it had entered into a definitive agreement 

producers of 

administrative Complaint challenging the proposed Acquisition and authorized staff to seek, if 

alleged that the proposed Acquisition, if consummated, would violate Section 7 of the Clayton 
Act, as amended, 15 U.S.C. § 18, and Section 5 of the FTC Act, as amended, 15 U.S.C. § 45, by 
substantially lessening competition in the market for the sale of chloride TiO2 to North 

-trial 
discovery, the administrative trial before the Administrat 
18, 2018 and was conducted over sixteen hearing days until June 22, 2018. 

In July 2018, because Tronox could have closed the transaction before the ALJ could 
issue a decision, however, the Commission filed a federal complaint in the U.S. District Court 
for the District of Columbia to seek a preliminary injunction. After a three-day hearing at the 
federal district court, Judge Trevor N. McFadden ruled for the Commission and issued an 
opinion and order granting the motion for a preliminary injunction on September 12, 2018. In his 
opinion, Judge McFadden found that the Commission established a strong presumption of 

rebuttal evidence did not overcome the presumption. After the completion of the federal court 
action, the ALJ issued an Initial Decision on December 7, 2018. Like the decision in the federal 
court, the ALJ found that the Acquisition may substantially lessen competition in the relevant 
market in violation of Section 7 of the Clayton Act and Section 5 of the FTC Act. The parties 

concerns relating to lost competition in the North American chloride TiO2 market. 

To remedy the anticompetitive effects that would result from the proposed Acquisition in 

in the Consent Agreement requires Tronox to div 

two chloride TiO2 manufacturing plants located in Ashtabula, Ohio, a research, development, 
and administrative support facility near Baltimore, Maryland, necessary intellectual property 



         
          

   
          

       
      

 

        
    

        
       

 

     
    

   

    

  
    

  
      

 

 

            
        
      

       
       

   

        
    

        
       

     

  

 

         
          

   
           

       
      

  

        
    

        
       

  

  

     
    

   
 

    

   
    

  
      

  

   

            
        
      

       
       

    

        
    

        
       

     
 

ia. Tronox's three plants produce chloride Ti02 exclusively. 

National Industrialization Company ("TASNEE"), a limited company, headquartered in Riyadh, 
's primary U.S. subsidiary is Cristal USA Inc., a corporation with its 

Ti02 at plants in Brazil, China, and France. All of Cristal's Ti02 production in North America is 
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associated with the manufacture and sale of chloride TiO2 in and from North America, an option 
to acquire rights to use the licensed intellectual property to produce chloride TiO2 products at a 
new manufacturing facility outside North America, customer contracts in North America with 
respect to chloride TiO2, the ability to hire all Cristal personnel necessary to operate the 
business, and access to various transitional services. In short, the Consent Agreement provides 
Ineos with everything it needs to compete effectively in the North American chloride TiO2 
market, along with the ability to produce globally in the future if the business opportunity arises. 

The Commission has placed the Consent Agreement on the public record for 30 days to 
solicit comments from interested persons. Comments received during this period will become 
part of the public record. After 30 days, the Commission will again review the Consent 
Agreement and the comments received, and decide whether it should withdraw from the Consent 
Agreement, modify it, or make the Order final. 

2. THE PARTIES 

Tronox, a publicly traded company headquartered in Stamford, Connecticut, is one of the 
top three manufacturers of chloride TiO2 in North America. Tronox operates one TiO2 pigment 
manufacturing plant in Hamilton, Mississippi, and two other plants in Botlek, the Netherlands, 
and Kwinana, Austral 

Cristal, headquartered in Jeddah, Saudi Arabia, is a corporation majority-owned by 

Saudi Arabia. Cristal 
executive offices and principal place of business located in Glen Burnie, Maryland. Cristal, 
through various subsidiaries, owns and operates chloride TiO2 manufacturing plants in 
Ashtabula, Ohio, the United Kingdom, Australia, and Saudi Arabia. Cristal also produces sulfate 

chloride TiO2. 

3. THE RELEVANT MARKET FOR CHLORIDE TIO2 IN NORTH AMERICA 

The relevant product market in which to assess the competitive effects of the proposed 
Acquisition is chloride TiO2. TiO2 is a white pigment used to provide opacity, whiteness, and 
brightness to a vast array of products, including paint, industrial coatings, plastics, paper, and 
other products. Chloride TiO2 has distinct, superior characteristics that cannot be provided by 
any other type of TiO2, including sulfate TiO2. Most North American customers would not 
substitute sulfate TiO2 for chloride TiO2 in response to a small but significant increase in price. 

The relevant geographic market is North America, defined as the United States and 
Canada. The North American market has competitive dynamics, including pricing and demand 
characteristics, that differ from other geographic regions and limit the ability of North American 
customers to engage in arbitrage across different geographic regions. Import duties, shipping and 
handling costs, and other logistical challenges would render such efforts uneconomical and 
impractical. 



  

 

          
        

        
         

    
      

  
     

      
       

      
         

     
          

     
      

     
 

       
      

       
       

  
       

 

        

    
     

         

    
 

  

          
        

        
         

 

    
      

  
     

 

  

      
       

      
         

     
          

     
      

     
  

  

       
      

       
       

  
       

  

  

        

    
     

 

         

("HHI") by more than 700, resulting in a post 

American chloride Ti02 companies; and (2) increasing Tronox's incentive and ability to 

from the proposed Acquisition by requiring Tronox to divest Cristal's North American Ti02 

Under the Order, Tronox is required to divest Cristal's North American Ti02 business to 
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The market for chloride TiO2 in North America is characterized by a limited number of 
suppliers. Tronox and Cristal are two of the three largest producers of chloride TiO2 in North 
America and together with The Chemours Company, the top three TiO2 companies control the 
vast majority of chloride TiO2 sales to North American customers and more than 80 percent of 
overall North American chloride TiO2 manufacturing capacity. 

The proposed Acquisition would cause the already concentrated North American chloride 
TiO2 market to become even more concentrated, increasing the Herfindahl-Hirschman Index 

-Acquisition HHI exceeding 3,000. This increase in 
concentration far exceeds the thresholds set out in the Horizontal Merger Guidelines for raising a 
presumption that the Acquisition would create or enhance market power. 

4. EFFECTS OF THE ACQUISITION 

As both the federal and administrative courts have already determined, absent a 
divestiture, the proposed Acquisition is likely to cause competitive harm in the North American 
chloride TiO2 market. As stated in the Decision, for the sole purpose of settling this matter, 
Tronox and Cristal do not dispute that the likely effect of the proposed Acquisition, if 
consummated without a divestiture, may be substantially to lessen competition in the North 
American chloride TiO2 market. Tronox and Cristal are two of the three largest producers of 
chloride TiO2 in North America. The proposed Acquisition would have anticompetitive effects 
in two ways: (1) increasing the likelihood of anticompetitive coordination among the North 

unilaterally curtail production of chloride TiO2 in North America, which would lead to higher 
prices for chloride TiO2 in North America. 

5. ENTRY 

Entry into the North American chloride TiO2 market is neither likely nor timely to deter 
or counteract any anticompetitive effects of the proposed Acquisition. The chloride TiO2 market 
is characterized by substantial barriers to entry. Market participants confirmed that building a 
new TiO2 plant would take multiple years and a large capital investment. Moreover, chloride 
plants rely on closely held proprietary technology. Expansion or repositioning by the remaining 
firms that would defeat anticompetitive effects is also unlikely in the already mature North 
American chloride TiO2 market. 

6. THE PROPOSED CONSENT AGREEMENT 

The proposed Consent Agreement restores the competition that would have been lost 

business to Ineos, a multinational corporation comprised of chemical manufacturing businesses. 
The proposed divestiture package provides everything needed for Ineos to compete effectively in 
the North American chloride TiO2 market. 

Ineos no later than 30 days from the close of the Acquisition. The divestiture package consists of 



     
       

   

        
            

       
     
     

         
      

      
       

       
         

    

       
          

 

         
        
         

  

 

     
       

    

        
            

       
     
     

         
      

 

      
       

       
          

     

       
          

   

         
        
         

 

re ("Baltimore Administration and Technical Center" 
or "BATC") and research and development equipment located at BATC; the ability to hire the 

outside North America; and customer contracts related to Cristal's chloride Ti02 sales in North 

A Monitor will oversee Tronox's compliance with the obligations set forth in the Order, 

Trustee to divest Cristal's North American Ti02 business and perform Tronox's other 
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the following: two chloride TiO2 manufacturing plants and all related facilities in Ashtabula, 
Ohio; other physical assets in North America, such as a research and development, and 
administrative support facility near Baltimo 

relevant Cristal personnel located in North America, including all employees at the Ashtabula 
complex and almost all of the support personnel located at BATC; transfer or license of all 
intellectual property right necessary to manufacture chloride TiO2 products at Ashtabula; an 
option, exercisable by Ineos during a ten-year period after closing, to acquire rights to use the 
licensed intellectual property to produce chloride TiO2 products at a new manufacturing facility 

America. The Order also provides that, during a discrete period, the Commission has a limited 
ability to modify the lists of excluded assets and retained employees if needed for Ineos to run 
the business effectively. 

The Order requires that, at the request of Ineos, Tronox must provide transition assistance 
for a period of at least two years, and imposes other terms designed to ensure the viability of the 
divested business. The Commission also requires the parties to maintain all of the assets in the 
ordinary course of business pending divestiture to Ineos, and is issuing a separate Order to 
Maintain Assets at the time it accepts the Consent Agreement for public comment. 

the Order to Maintain Assets, and the divestiture agreements. If Tronox does not fully comply 
with the divestiture requirements of the Order, the Commission may appoint a Divestiture 

obligations consistent with the Order. 

The purpose of this analysis is to facilitate public comment on the Consent Agreement to 
aid the Commission in determining whether it should make the Consent Agreement final. This 
analysis is not an official interpretation of the proposed Consent Agreement and does not modify 
its terms in any way. 



  

 

    

  
  

             

             
          

  

 

 

     

 

 

           
        

 

      

       

       
  

    
 

 

  

 
 

 

    
 

   
   

            
 

             
          

   

 

   

   

 

     

  

  
 

          
       

  

       
 

       

       
   

This consent order addresses James V. Grago, Jr.'s use of information security protocols for an online rewards 

to provide adequate security for consumer's personal information collected through his website. The consent 

Bryan Mosca, Cozen O'Connor. 

The Federal Trade Commission ("Commission"), having reason to believe that 

("Respondent"), has violated the provisions of the Federal Trade Commission Act ("FTC Act"), 

James V. Grago, Jr. ("Grago"), individually and doing bus 
("ClixSense"), which operates as a sole proprietorship with its principal office or 

affecting commerce, as "commerce" is defined in Section 4 of the FTC Ac 

RESPONDENT'S BUSINESS ACTIVITIES 

generated revenues of $6.7 million in 2015 and $9.1 million in 2016. ClixSense's users are 
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IN THE MATTER OF 

JAMES V. GRAGO, JR. 
D/B/A 

CLIXSENSE.COM 

CONSENT ORDER, ETC. IN REGARD TO ALLEGED VIOLATIONS OF SECTION 5 OF THE FEDERAL 
TRADE COMMISSION ACT 

Docket No. C-4678; File No. 172 3003 
Complaint, June 19, 2019 Decision, June 19, 2019 

website. The complaint alleges that Respondent has violated Section 5(a) of the Federal Trade Commission Act by 
failing 
order prohibits Respondent from false or deceptive statements regarding the extent to which Respondent maintains 
and protects the privacy, security, confidentiality, or integrity of Personal Information, including the extent to which 
it utilizes (1) encryption techniques and (2) security techniques. 

Participants 

For the Commission: Andrea Arias, Monique F. Einhorn, and Jamie Hine. 

For the Respondents: Ryan Blaney, JB Kelly, and 

COMPLAINT 

James V. 
Grago, Jr., individually and doing business as ClixSense.com, a sole proprietorship 

and it appearing to the Commission that this proceeding is in the public interest, alleges: 

1. Respondent is iness as 
ClixSense.com 
place of business in Hampstead, North Carolina. Respondent Grago is the sole owner of 
ClixSense. Individually or in concert with others, he controlled or had the authority to control, 
or participated in the acts and practices alleged in this complaint. 

2. The acts and practices of Respondent alleged in this complaint have been in or 
t. 

3. Since 2010, Respondent Grago has owned and operated ClixSense. ClixSense 

individual consumers who earn money from ClixSense by viewing advertisements, performing 
online tasks, or completing online surveys. 

https://ClixSense.com
https://ClixSense.com
https://CLIXSENSE.COM


 

        

      
     

      
 

    

        
     

     
       

        
        

 

         
    

  

 
   

    
      

   

 

   

 

         

     
      

       
  

     
 

         
     

 

 

     
      

 

         
        

 

   

          
    

  

  
   

    
      

 

  
 

  

   

information on ClixSense's computer network about its users, including full names, physical 

RESPONDENT'S DECEPTIVE PRACTICES 

users' privacy as a very important community principle. We understand 

Respondent's databases. For example, Respondent failed to: 
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4. As part of the enrollment process, Respondent collects and stores personal 

addresses, dates of birth, gender, and email addresses. Respondent also requires users to create a 
username, a password, and an answer to a security question that it stores in its database. 

5. Respondent requires that users who earn more than $600 annually from ClixSense 
provide Respondent with their Social Security numbers. 

6. In total, Respondent stores or has stored personal information, including Social 
Security numbers, for approximately 6.6 million consumers. 

7. Since at least 2011, Respondent has disseminated or caused to be disseminated 
the following statement, among others, regarding the security measures ClixSense takes to 
protect personal information.  (See Exhibit A): 

Is my personal information secure? 

ClixSense utilizes the latest security and encryption techniques to ensure 
the security of your account information . . . . We view protection of 

clearly that you and your information are one of our most important assets. 

8. Through at least 2016, Respondent did not utilize the latest security techniques in 
the following areas, as it promised to users in the statement described in Paragraph 7. 
Respondent failed to: 

a. perform vulnerability and penetration testing of the network; 

b. use techniques to protect the ClixSense website from commonly known or 
reasonably foreseeable vulnerabilities, and attacks from third parties 
attempting to obtain access to consumer information stored in 

i. use Intrusion Detection and Prevention systems (IDPS), 
application-aware firewalls, or reverse proxies, among other 
techniques, to protect against Cross-Site Scripting (XSS), Cross-
Site Request Forgery (CSRF), Open Uniform Resource Locator 
(URL) redirection, and frameable clickjacking; 

ii. employ strong cryptographic algorithms 
Security (TLS); and 

and Transport Layer 

iii. use up-to-date Secure Sockets Layer (SSL) certificates; 



  

   

    

    
     

   

      

   

  

 

   

   
    

 

          

         

 

    
 

 

     

     

 

     
     

    
 

       
 

    
 

   
 

  

 

     

   
    

 
 

 
         

 
 

 

        

  

computers on ClixSense's network and between such computers 

personal email accounts, and on ClixSense's laptops; and 

access to ClixSense's net 

monitor for unauthorized attempts to exfiltrate consumers' 
personal information across and outside ClixSense's network 

consumers' personal information, including consumers' names, addresses, 

or otherwise unobfuscated, on ClixSense's network and 

Respondent's practices, as described in Paragraph 8, failed to meet the minimal 

, were not the "latest security techniques" to secure consumers' personal 

Since at least 2011, as described in Paragraph 8, Respondent stored consumers' 
personal information on ClixSense's networks in clear text, employin 

secure consumers' personal information through at least 2016, as it promised in the statement to 
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c. implement reasonable access controls.  For example, Respondent failed to: 

i. use segregation, among other techniques, to limit access between 

and the Internet; 

ii. utilize a password management solution, among other techniques, 
to prevent employees from storing plain text user credentials in 

iii. change default login and password credentials for third-party 
company network resources; 

d. implement techniques to detect anomalous activity and/or cybersecurity 
events.  For example, Respondent failed to: 

i. use logging to collect sufficient information to adequately assess 
cybersecurity events; 

ii. implement an IDPS to alert Respondent of potentially unauthorized 
work; and 

iii. use data loss prevention tools, among other techniques, to regularly 

boundaries; and 

e. use encryption, among other techniques, to prevent known risks to 

email addresses, dates of birth, gender, answers to security questions, 
login and password credentials, and Social Security numbers, when stored 
in clear text, 
devices. 

9. 
data security measures prescribed by data security professionals since at least 2013. Those 
practices, therefore 
information through at least 2016. 

10. 
g no encryption whatsoever 

to that data at rest. Respondent, therefore, did not utilize the latest encryption techniques to 

users referenced in Paragraph 7. 



 

       
        

 

       

      

       

  
   

     

       
      

        
 

       

         
      

   
        

 
      

   
           

   

 

          
        

   

        

 

       

        
 

 
  

    

      
 

        
      

       
   

        

         
     

 

    
        

 
      

    
           

 

RESPONDENT'S UNFAIR PRACTICES 

between computers on ClixSense's network, and between such computers 

accounts, and on ClixSense's laptops; 

maintained consumers' personal information, including consumers' 

numbers, in clear text on ClixSense's network and devices. 

software from network credentials or users' personal information, Respondent downloaded the 

to attack ClixSense's computer network. The hacker(s) then engaged in activities on ClixSense's 
network that put Respondent on notice that ClixSense' 

and credentials stored on employee laptops; changing employees' logins and passwords; 
etwork accounts, including ClixSense's cloud and 
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11. Since 2010, Respondent has engaged in a number of unreasonable security 
practices that led to the breach described in Paragraphs 13 to 20, which caused or are likely to 
cause substantial consumer injury.  Among other things, Respondent: 

a. failed to implement readily available security measures to limit access 

and the Internet; 

b. permitted employees to store plain text user credentials in personal email 

c. failed to change default login and password credentials for third-party 
company network resources; and 

d. 
names, addresses, email addresses, dates of birth, gender, answers to 
security questions, login and password credentials, and Social Security 

12. Respondent could have addressed each of the failures described in Paragraph 11 
by implementing readily available and relatively low-cost security measures. 

13. In November 2015, a ClixSense user informed Respondent about a publicly 
available web browser extension that purportedly allowed users to automatically click on and 
view advertisements. The automated tool would potentially facilitate click fraud on Respondent, 
requiring Respondent to pay users for advertisements they did not view. 

14. Without exercising precautions such as using a virtual machine to segregate the 

unknown and potentially harmful browser extension onto the ClixSense network in February 
2016. Security experts have long opined that companies should have appropriate segregation 
between systems to avoid exposure of such information. 

15. Following the downloading of the browser extension, and continuing for many 
months, one or more hackers used the browser extension as an entry point to obtain information 

s network had been compromised, 
including deleting content from the ClixSense website; accessing documents, email accounts, 

redirecting email notifications for multiple n 
Domain Name System (DNS) host services; and redirecting visitors to the ClixSense website to 
an unaffiliated adult-themed website. 



  

    

        
     

      
        
     

    

       
      

     
     

          

      
     

     

       

 

 

   
    

         

    
 

 

      

        
     

 

       
        
    

     
 

        
      

     
     

         
 

        
     

      
 

         

 

  

 

 

    
    

 

          

 

from an email message on a compromised employee's company laptop to access an old server 

ClixSense's active server and downloaded a copy of the 

ClixSense's website. Two months later, on November 14, 2016, Respondent sent individual 

of independently knowing about Respondent's security failures and could not reasonably have 

utilized the latest encryption techniques to ensure the security of users' personal info 

encryption techniques to ensure the security of users' personal information. Therefore, the 
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16. On or about September 6, 2016, the hacker(s) used a set of credentials obtained 

that Respondent no longer used and that Respondent should have disconnected from the 
ClixSense network.  These server credentials were the default credentials issued to ClixSense but 
never changed. 

17. Because the old server was still connected to the ClixSense network, the hacker(s) 
was able to use it to connect to the active ClixSense server where consumer personal information 
was stored. The hacker(s) connected to 
ClixSense user table, which contained clear text information regarding 6.6 million consumers 
including some 500,000 U.S. consumers. 

18. Following this attack, the hacker(s) accessed and then published and offered for 
sale on a website known for posting of security exploits, personal information pertaining to 
approximately 2.7 million consumers, including full names and physical addresses, dates of 
birth, gender, answers to security questions, email addresses and passwords, as well as hundreds 
of Social Security numbers. The public availability of this data increases the likelihood of 
identity theft or fraud for consumers whose information was posted. 

19. Misuse of the types of personal information ClixSense collects including Social 
Security numbers, dates of birth, full names, physical addresses, gender, email addresses, 
usernames, passwords, and answers to security questions is likely to facilitate identity theft, 
privacy harms, and other consumer injuries. 

20. On September 11, 2016, Respondent published a data breach announcement on 

breach notification emails to U.S. consumers.  Prior to these notifications, consumers had no way 

avoided possible harms from such failures. 

VIOLATIONS OF THE FTC ACT 

Count I Deception: Misrepresentation about Encryption 

21. As described in Paragraph 7, in connection with the ClixSense website, 
Respondent has represented, directly or indirectly, expressly or by implication, that Respondent 

rmation. 

22. In fact, as set forth in Paragraphs 8 and 10, Respondent did not utilize any 

representation set forth in Paragraph 21 is false or misleading. 



 

   
    
 

         
  

         
   

        
      

      

 

   

 

 

    
    
  

          
  

 

 

 
         

   
 

         
      

 

      
 

  

ty techniques to ensure the security of users' personal information. 

latest security techniques to ensure the security of users' personal information. 

As described in Paragraphs 11 to 20, Respondent's failure to employ reasonable 
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Count II Deception: Misrepresentation about Latest Security Techniques 

23. As described in Paragraph 7, in connection with the ClixSense website, 
Respondent has represented, directly or indirectly, expressly or by implication, that Respondent 
utilized the latest securi 

24. In fact, in the as set forth in Paragraphs 8 to 9, Respondent did not utilize the 
Therefore, the 

representation set forth in Paragraph 23 is false or misleading. 

Count III Unfairness: Failure to Employ Reasonable Security Practices 

25. 
security practices caused or is likely to cause substantial injury to consumers that is not 
outweighed by countervailing benefits to consumers or competition and is not reasonably 
avoidable by consumers themselves.  This practice is an unfair act or practice. 

26. The acts and practices of Respondent as alleged in this complaint constitute unfair 
or deceptive acts or practices in or affecting commerce in violation of Section 5(a) of the FTC 
Act, 15 U.S.C § 45(a). 

THEREFORE, the Federal Trade Commission this nineteenth day of June, 2019, has 
issued this complaint against Respondent. 

By the Commission. 
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The Federal Trade Commission ("Commission") initiated an investigation of certain acts 
and practices of the Respondent named in the caption. The Commission's Bureau of Consumer 
Protection ("BCP") prepared and furnished to Respondent a draft Complaint. BC 
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Exhibit A 

DECISION 

P proposed to 
present the draft Complaint to the Commission for its consideration. If issued by the 



 

 

        

     

      
       

        
        

       
        

     
       

      
 

      
      

 

     

 

     
    

      
 

             
       

        
   

        

   

  

        
 

     

      
       

 

        
        

      
         

    
      

      
  

 

       
       

  

      
 

 

 

  

 
     

    
      
  

 
            

       
        

    
        

("Consent Agreement"). The Consent Agreement includes: (1) statements by Respondent that it 

establish jurisdiction; and (2) waivers and other provisions as required by the Commission's 

"Covered Incident" means any instance in which any United States federal, state, 

"Personal Information" means individually identifiable information from or about 

(f) a driver's license or other government 
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Commission, the draft Complaint would charge the Respondent with violations of the Federal 
Trade Commission Act. 

Respondent and BCP thereafter executed an Agreement Containing Consent Order 

neither admits nor denies any of the allegations in the Complaint, except as specifically stated in 
this Decision and Order, and that only for purposes of this action, it admits the facts necessary to 

Rules. 

The Commission considered the matter and determined that it had reason to believe that 
Respondent has violated the Federal Trade Commission Act, and that a Complaint should issue 
stating its charges in that respect. The Commission accepted the executed Consent Agreement 
and placed it on the public record for a period of 30 days for the receipt and consideration of 
public comments. The Commission duly considered any comments received from interested 
persons pursuant to Section 2.34 of its Rules, 16 C.F.R. § 2.34. Now, in further conformity with 
the procedure prescribed in Rule 2.34, the Commission issues its Complaint, makes the 
following Findings, and issues the following Order: 

Findings 

1. Respondent is James V. Grago, Jr., individually and doing business as 
ClixSense.com, which is a sole proprietorship with its principal office or place of 
business in Hampstead, North Carolina. 

2. The Commission has jurisdiction over the subject matter of this proceeding and 
over Respondent, and the proceeding is in the public interest. 

ORDER 

Definitions 

For purposes of this Order, the following definitions apply: 

A. 
or local law or regulation requires Respondent to notify any U.S. federal, state, or 
local government entity that information collected or received, directly or 
indirectly, by Respondent from or about an individual consumer was, or is 
reasonably believed to have been, accessed or acquired without authorization. 

B. 
an individual consumer, including: (a) a first and last name; (b) a home or other 
physical address; (c) an email address or other online contact information, such as 
an instant messaging user identifier or a screen name; (d) a telephone number; (e) 
a Social Security number -issued 
identification number; (g) a financial institution account number; (h) a credit or 

https://ClixSense.com


  

 

        

 

  
       

    
       

    
     

 

     
       

      

    

    

           

      
      

      
 

       
      
     

  

      
        

    
 

  

        
 

 
 

 

 
  

  
       

    
        

    
       

 

   

     
       

      

   
 

     
 

            
 

       
      

      
  

        
      
    

   

       
        

"Respondent" means James V. Grago, Jr., individually and doing business as 

that Respondent, Respondent's officers, agents, employees, 

information security program ("Information Security Program") that is designed to protect the 
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debit card number; (i) a photograph; (j) an authentication credential such as a 
login ID or password; and (k) an answer to a security question. 

C. 
ClixSense.com, a sole proprietorship, and its successors and assigns. 

Provisions 

I. Prohibition Against Misrepresentations 
About Privacy or Security of Personal Information 

IT IS ORDERED and 
attorneys, and all other persons in active concert or participation with any of them, who receive 
actual notice of this Order, whether acting directly or indirectly, in connection with any product 
or service must not misrepresent in any manner, expressly or by implication, the extent to which 
Respondent maintains and protects the privacy, security, confidentiality, or integrity of Personal 
Information, including the extent to which Respondent utilizes (1) encryption techniques; and (2) 
security techniques. 

II. Mandated Information Security Program 

IT IS FURTHER ORDERED that Respondent, for any business that Respondent 
controls directly or indirectly, shall not transfer, sell, share, collect, maintain, or store Personal 
Information unless it establishes and implements, and thereafter maintains, a comprehensive 

security, confidentiality, and integrity of such Personal Information. To satisfy this requirement, 
Respondent must, at a minimum: 

A. Document in writing the content, implementation, and maintenance of the 
Information Security Program; 

B. Designate a qualified employee or employees to coordinate and be responsible for 
the Information Security Program; 

C. Assess and document, at least once every twelve months and promptly following 
a Covered Incident, internal and external risks to the security, confidentiality, or 
integrity of Personal Information that could result in the unauthorized disclosure, 
misuse, loss, alteration, destruction, or other compromise of such information; 

D. Design, implement, and document safeguards that address the internal and 
external risks Respondent identifies to the security, confidentiality, or integrity of 
Personal Information identified in response to sub-Provision II.C. Each safeguard 
shall take into account the sensitivity of Personal Information at issue; 

E. Assess, at least once every twelve months and promptly following a Covered 
Incident, the sufficiency of any safeguards in place to address the risks to the 

https://ClixSense.com


 

 

    
       

   
   

    

       
   

      
     

  

       

    
        

         
 

    
     

     

       

        
      

     
     

     

        
           

      

        
   

   

  

   
      

   
   

    
 

        
   

 

       
     

   

         

    
       

         
  

  

     
     

     

        

      
      

     
     

     
 

        
           

      
 

        
   

Respondent's operations or business arrangements, a Covered Incident, or any 

initial and biennial assessments ("Assessments"): 

party professional ("Assessor"), who uses procedures and standards generally 

Program; (2) assess the effectiveness of Respondent's implementation and 
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security, confidentiality, or integrity of Personal Information. Each such 
assessment must evaluate safeguards in each area of relevant operation, including: 
(1) employee training and management; (2) information systems, such as network 
and software design, information processing, storage, transmission, and disposal; 
and (3) prevention, detection, and response to attacks, intrusions, or other systems 
failures; 

F. Test and monitor the effectiveness of the safeguards at least once every twelve 
months and promptly following a Covered Incident, and modify the Information 
Security Program based on the results; 

G. Select and retain service providers capable of safeguarding Personal Information 
they receive from Respondent, and contractually require service providers to 
implement and maintain safeguards for Personal Information; and 

H. Evaluate and adjust the Information Security Program in light of any changes to 

other circumstances that Respondent knows or has reason to know may have an 
impact on the effectiveness of the Information Security Program. At a minimum, 
Respondent must evaluate the Information Security Program at least once every 
twelve months. 

III. Data Security Assessments by a Third Party 

IT IS FURTHER ORDERED that, in connection with compliance with Provision II of 
this Order titled Mandated Information Security Program, for any business that Respondent 
controls, directly or indirectly, that collects Personal Information online, Respondent must obtain 

A. The Assessments must be obtained from a qualified, objective, independent third-

accepted in the profession. The Assessor preparing such Assessments must be: 
an individual qualified as a Certified Information System Security Professional 
(CISSP) or as a Certified Information Systems Auditor (CISA); an individual 
holding Global Information Assurance Certification (GIAC) from the SANS 
Institute; or a qualified individual or entity approved by the Associate Director for 
Enforcement, Bureau of Consumer Protection, Federal Trade Commission. 

B. The reporting period for the Assessments must cover: (1) the first 180 days after 
the issuance date of the Order for the initial Assessment; and (2) each 2-year 
period thereafter for twenty (20) years after issuance of the Order for the biennial 
Assessments. 

C. Each Assessment must: (1) determine whether Respondent has implemented and 
maintained Provision II of this Order titled Mandated Information Security 



  

 

    

      
      

     
       

        
     

    
 

   
       

      

      
    

     

      
      

 

    
 

       
     

      

  
            

      
       

     
       

     
        

       

    
 

  

    
 

       
     

       
       

        
      

      
 

   
       

       
 

 

       
    

      
 

      
      

  

 

    
  

        
     

      

  
            

      
       

     
       

 

       
        

       

The subject line must begin, "In re James V. Grago, Jr., 
d/b/a ClixSense.com, FTC File No.1723003." 

material to the Assessor's: (1) determination of whether Respondent has implemented 

for Respondent's Information Security Program that: (1) Respondent has 
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maintenance of sub-Provisions II.A-H; and (3) identify any gaps or weaknesses in 
the Information Security Program. 

D. Each Assessment must be completed within sixty (60) days after the end of the 
reporting period to which the Assessment applies. Unless otherwise directed by a 
Commission representative in writing, Respondent must submit the initial 
Assessment to the Commission within ten (10) days after the Assessment has 
been completed via email to DEbrief@ftc.gov or by overnight courier (not the 
U.S. Postal Service) to Associate Director for Enforcement, Bureau of Consumer 
Protection, Federal Trade Commission, 600 Pennsylvania Avenue NW, 
Washington, DC 20580. 

All subsequent biennial 
Assessments shall be retained by Respondent until the order is terminated and 
provided to the Associate Director for Enforcement within ten (10) days of 
request. 

IV. Prohibition Against Misrepresentations to the Assessor 

IT IS FURTHER ORDERED that Respondent, whether acting directly or indirectly, in 
connection with any Assessment required by Provision III of this Order titled Data Security 
Assessments by a Third Party, must not misrepresent in any manner, expressly or by implication, 
any fact 
and maintained Provision II of this Order titled Mandated Information Security Program; (2) 
assessment of the effectiveness of the implementation and maintenance of sub-Provisions II.A-
H; or (3) identification of any gaps or weaknesses in the Information Security Program. 

V. Annual Certification 

IT IS FURTHER ORDERED that, in connection with compliance with Provision II of 
this Order titled Mandated Information Security Program, Respondent shall: 

A. One year after the issuance date of this Order, and each year thereafter, provide 
the Commission with a certification from a senior corporate manager, or, if no 
such senior corporate manager exists, a senior officer of Respondent responsible 

established, implemented, and maintained the requirements of this Order; (2) 
Respondent is not aware of any material noncompliance that has not been (a) 
corrected or (b) disclosed to the Commission; and (3) includes a brief description 
of any Covered Incident. The certification must be based on the personal 
knowledge of the senior corporate manager, senior officer, or subject matter 
experts upon whom the senior corporate manager or senior officer reasonably 
relies in making the certification. 

B. Unless otherwise directed by a Commission representative in writing, submit all 
annual certifications to the Commission pursuant to this Order via email to 
DEbrief@ftc.gov or by overnight courier (not the U.S. Postal Service) to 

mailto:DEbrief@ftc.gov
mailto:DEbrief@ftc.gov


 

 

    
      

    

     

     

        
       

  
    

          
   

      
  

       
       

 

      

         
 

     
   

     
  

  
       

    
     

      
        

   

  

    
     

    

 

       
 

        
  

         
      

   
    

          
   

      
   

        
       

 

  

       
 

           
  

     
   

     
  

  
       

    
      

      
        

subject line must begin, " 
File No.1723003." 

Respondent; (b) identify all of Respondent's business 
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Associate Director for Enforcement, Bureau of Consumer Protection, Federal 
Trade Commission, 600 Pennsylvania Avenue NW, Washington, DC 20580. The 

In re James V. Grago, Jr., d/b/a ClixSense.com, FTC 

VI. Acknowledgments of the Order 

IT IS FURTHER ORDERED that Respondent obtain acknowledgments of receipt of 
this Order: 

A. Respondent, within ten (10) days after the effective date of this Order, must 
submit to the Commission an acknowledgment of receipt of this Order. 

B. For twenty (20) years after the issuance date of this Order, Respondent must 
deliver a copy of this Order to: (1) all principals, officers, directors, and LLC 
managers and members; (2) all employees, agents, and representatives with 
responsibilities related to the subject matter of the Order; and (3) any business 
entity resulting from any change in structure as set forth in Provision VII of this 
Order titled Compliance Reports and Notices. Delivery must occur within ten 
(10) days after the effective date of this Order for current personnel. For all 
others, delivery must occur before they assume their responsibilities. 

C. From each individual or entity to which Respondent delivered a copy of this 
Order, Respondent must obtain, within thirty (30) days, a signed and dated 
acknowledgment of receipt of this Order. 

VII. Compliance Reports and Notices 

IT IS FURTHER ORDERED that Respondent make timely submissions to the 
Commission: 

A. One year after the issuance date of this Order, Respondent must submit a 
compliance report, sworn under penalty of perjury, in which: 

1. Respondent must: (a) identify the primary physical, postal, and email 
address and telephone number, as designated points of contact, which 
representatives of the Commission, may use to communicate with 

es by all of their 
names, telephone numbers, and physical, postal, email, and Internet 
addresses; (c) describe the activities of each business, including the goods 
and services offered, the means of advertising, marketing, and sales; (d) 
describe in detail whether and how Respondent is in compliance with each 
Provision of this Order, including a discussion of all of the changes 
Respondent made to comply with the Order; and (e) provide a copy of 

https://ClixSense.com


  

 

      

    
     

  
    

   

  

       

       
     

       
     

   
 

        
      

  
      

     
       

 

        
   

     
       
 

    

   
     
        

    

    
 

  

      
 

    
     

  
    

   

  
 

        
 

       
     

       
    

   
  

        
      

  
      

     
      

  

         
   

 

       
       
  

        
 

 

     
     
        

    

ownership interest; and ( c) describe in detail Respondent's involvement in 

concluding: "I declare under penalty of perjury under the laws of the 

__ " and supplying the date, signatory's full name, title (if applicable), and 
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each Acknowledgment of the Order obtained pursuant to this Order, 
unless previously submitted to the Commission. 

2. Additionally, Respondent must: (a) identify all his telephone numbers and 
all his physical, postal, email and Internet addresses, including all 
residences; (b) identify all his business activities, including any business 
for which Respondent performs services whether as an employee or 
otherwise and any entity in which Respondent, individually, has any 

each such business activity, including title, role, responsibilities, 
participation, authority, control, and any ownership. 

B. Respondent must submit a compliance notice, sworn under penalty of perjury, 
within fourteen (14) days of any change in the following: 

1. Respondent must submit notice of any change in: (a) any designated point 
of contact; or (b) the structure of any entity that Respondent has any 
ownership interest in or controls directly or indirectly that may affect 
compliance obligations arising under this Order, including: creation, 
merger, sale, or dissolution of the entity or any subsidiary, parent, or 
affiliate that engages in any acts or practices subject to this Order. 

2. Additionally, Respondent must submit notice of any change in: (a) name, 
including alias or fictitious name, or residence address; or (b) title or role 
in any business activity, including (i) any business for which Respondent 
performs services whether as an employee or otherwise and (ii) any entity 
in which Respondent has any ownership interest and over which 
Respondent has direct or indirect control. For each such business activity, 
also identify its name, physical address, and any Internet address. 

C. Respondent must submit notice of the filing of any bankruptcy petition, 
insolvency proceeding, or similar proceeding by or against Respondent within 
fourteen (14) days of its filing. 

D. Any submission to the Commission required by this Order to be sworn under 
penalty of perjury must be true and accurate and comply with 28 U.S.C. § 1746, 
such as by 
United States of America that the foregoing is true and correct. Executed on: 
_____ 
signature. 

E. Unless otherwise directed by a Commission representative in writing, all 
submissions to the Commission pursuant to this Order must be emailed to 
DEbrief@ftc.gov or sent by overnight courier (not the U.S. Postal Service) to 
Associate Director for Enforcement, Bureau of Consumer Protection, Federal 

mailto:DEbrief@ftc.gov


 

 

        

      
          

 

  

    

  

    
     

    
      

     
  

    
   

 

       

 

  
 

         
         

    

  
      

   
     

   

  

      

 

         
            

  

    

     

   

      
     

 

     
      

     
  

    
   

  

        
 

   

   
  

          
        

     
 

   
      

   
      

The subject line must begin, "In re James V. Grago, Jr., d/b/a ClixSense.com, 
FTC File No.1723003." 

employee or otherwise, that person's: name; addresses; telephone numbers; job 

that, for the purpose of monitoring Respondent's 
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Trade Commission, 600 Pennsylvania Avenue NW, Washington, DC 20580. 

VIII. Recordkeeping 

IT IS FURTHER ORDERED that Respondent must create certain records for twenty 
(20) years after the issuance date of the Order, and retain each such record for five (5) years. 
Specifically, Respondent must create and retain the following records: 

A. Accounting records showing the revenues from all goods or services sold; 

B. Personnel records showing, for each person providing services, whether as an 

title or position; dates of service; and (if applicable) the reason for termination; 

C. Copies or records of all consumer complaints concerning the subject matter of the 
Order, whether received directly or indirectly, such as through a third party, and 
any response; 

D. A copy of each widely disseminated representation by Respondent that describes 
the extent to which Respondent maintains or protects the privacy, confidentiality, 
security, or integrity of any Personal Information, including any representation 
concerning a change in any website or other service controlled by Respondent that 
relates to the privacy, confidentiality, security, or integrity of Personal 
Information, including the extent to which Respondent utilizes (1) encryption 
techniques; and (2) security techniques; and 

E. All records necessary to demonstrate full compliance with each Provision of this 
Order, including all submissions to the Commission. 

IX. Compliance Monitoring 

IT IS FURTHER ORDERED 
compliance with this Order: 

A. Within ten (10) days of receipt of a written request from a representative of the 
Commission, Respondent must: submit additional compliance reports or other 
requested information, which must be sworn under penalty of perjury, and 
produce records for inspection and copying. 

B. For matters concerning this Order, representatives of the Commission are 
authorized to communicate directly with Respondent. Respondent must permit 
representatives of the Commission to interview anyone affiliated with Respondent 
who has agreed to such an interview. The interviewee may have counsel present. 



  

 

     
   

      
     

  

         
         

  

     
     

  

        

           
        

      
            
       

 

 

      

    
 

  

      
   

      
     

 
 

   

          
        

  

     
     

   

  

 
 

         
 

            
        

      
            
       

 

  

  

      

ommission' s lawful use of compulsory process, pursuant to Sections 9 and 20 of 

publication on the Commission's w 

near the Commission's seal), or twenty (20) years from the most recent date that the United 

This Order's application to any Respondent that is not named as a defendant in 

The Federal Trade Commission ("Commission") has accepted, subject to final approval, 

business as ClixSense.com ("Respondent"). 
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C. The Commission may use all other lawful means, including posing through its 
representatives as consumers, suppliers, or other individuals or entities, to 
Respondent or any individual or entity affiliated with Respondent, without the 
necessity of identification or prior notice. Nothing in this Order limits the 
C 
the FTC Act, 15 U.S.C. §§ 49, 57b-1. 

X. Order Effective Dates 

IT IS FURTHER ORDERED that this Order is final and effective upon the date of its 
ebsite (ftc.gov) as a final order. This Order will terminate 

twenty (20) years from the date of its issuance (which date may be stated at the end of this Order, 

States or the Commission files a complaint (with or without an accompanying settlement) in 
federal court alleging any violation of this Order, whichever comes later; provided, however, that 
the filing of such a complaint will not affect the duration of: 

A. Any Provision in this Order that terminates in less than twenty (20) years; 

B. 
such complaint; and 

C. This Order if such complaint is filed after the Order has terminated pursuant to 
this Provision. 

Provided, further, that if such complaint is dismissed or a federal court rules that the Respondent 
did not violate any Provision of the Order, and the dismissal or ruling is either not appealed or 
upheld on appeal, then the Order will terminate according to this Provision as though the 
complaint had never been filed, except that the Order will not terminate between the date such 
complaint is filed and the later of the deadline for appealing such dismissal or ruling and the date 
such dismissal or ruling is upheld on appeal. 

By the Commission. 

ANALYSIS OF CONSENT ORDER TO AID PUBLIC COMMENT 

an agreement containing a consent order from James V. Grago, Jr., individually and doing 



 

 

      
          
        

    

      
 

    
       

        
      

         
            

        

      

   
        

  

       

   
  

         

        
       

 

     

       

   

  

     
          
        

    

      
  

    
      

       
      

        
            

       
 

      
 

   
       

   

      
 

 

   
   

         
 

         
       

  

     
 

       

The proposed consent order ("proposed order") has been placed on the public record for 

from the agreement and take appropriate action or make final the agreement's proposed order. 

This matter involves ClixSense.com ("ClixSense"), 
operated by James V. Grago, Jr. ("Mr. Grago") since 2010. As the sole owner of ClixSense, Mr. 

The Commission's proposed three 

sked Question ("FAQ") entitled "Is my personal information 
secure?" that it uses the latest encryption techniques to ensure the security of account 

rotect consumers' personal information. In fact, Respondent stored consumers' 

niques to ensure the security of users' personal information. As 

• 
e's network, and between such computers and the Internet; 

• 
accounts, and on ClixSense's laptops; 
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thirty (30) days for receipt of comments by interested persons. Comments received during this 
period will become part of the public record. After thirty (30) days, the Commission will again 
review the agreement and the comments received, and will decide whether it should withdraw 

an online rewards website owned and 

Grago controlled or had authority to control, or participated in the acts or practices alleged in the 
proposed complaint. 

ClixSense pays its users for clicking on advertisements, performing online tasks, or 
completing online surveys. ClixSense makes money from advertisers and from marketers who 
purchase information generated from consumer surveys. As part of the enrollment process, 
ClixSense collects and stores personal information on its computer network about its users, 
including full names, physical addresses, dates of birth, gender, and email addresses. ClixSense 
also requires users to create a username, a password, and an answer to a security question that it 
stores in its database. For users who earn more than $600 annually, ClixSense requires a Social 
Security number. 

-count complaint alleges that Respondent has violated 
Section 5(a) of the Federal Trade Commission Act. 

First, the proposed complaint alleges that Respondent deceived its users about the level of 
encryption it used. As alleged in the proposed complaint, Respondent has expressly represented 
to its users through a Frequently A 

information. Contrary to this claim, the proposed complaint alleges that Respondent used no 
encryption to p 
personal information, including SSNs, in clear text. 

Second, the proposed complaint alleges that Respondent misrepresented to its users that it 
utilized the latest security tech 
alleged in the proposed complaint, Respondent failed to utilize the latest security techniques in 
multiple areas. 

Third, the proposed complaint alleges that Respondent has engaged in a number of 
unreasonable security practices that led to a breach of information regarding 6.6 million 
consumers.  The proposed complaint alleges that Respondent: 

failed to implement readily available security measures to limit access between 
computers on ClixSens 

permitted employees to store plain text user credentials in personal email 



  

 

     
 

     
    

         
     

   
       

      
   

     

           
   

       

   
   

    
     

 

          
       

          
 

      
         
      

        
  

      
    

    
 

  

     
  

     
    

         
     

 

    
       

     
    

     

           
   

        
 

   
   

    
     

  

           
       

 

          
  

      
         
      

        
   

      
    

• 

• maintained consumers' personal information, including consumers' names, 

ClixSense's network and devices. 

at Respondent's failures caused or is likely to cause 

unfair conduct in connection with Respondent's operation of an online rewards website. Part I of 
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failed to change default login and password credentials for third-party company 
network resources; and 

addresses, email addresses, dates of birth, gender, answers to security questions, 
login and password credentials, and Social Security numbers, in clear text on 

The proposed complaint alleges that Respondent could have addressed each of the 
failures described above by implementing readily available and relatively low-cost security 
measures. 

The proposed complaint alleges th 
substantial injury to consumers that is not outweighed by countervailing benefits to consumers or 
competition and is not reasonably avoidable by consumers themselves. Such practice constitutes 
an unfair act or practice under Section 5 of the FTC Act. 

The proposed order contains injunctive provisions addressing the alleged deceptive and 

the proposed order prohibits Respondent from false or deceptive statements regarding the extent 
to which Respondent maintains and protects the privacy, security, confidentiality, or integrity of 
Personal Information, including the extent to which it utilizes (1) encryption techniques and (2) 
security techniques. 

Part II of the proposed order prohibits Respondent, in connection with any business that 
Mr. Grago controls directly and indirectly, including ClixSense, from transferring, selling, 
sharing, collecting, maintaining, or storing personal information unless it establishes and 
implements, and thereafter maintains, a comprehensive information security program that is 
designed to protect the security, confidentiality, and integrity of such personal information. 

Part III of the proposed order requires any business that Mr. Grago controls, directly or 
indirectly, that collects personal information online to obtain initial and biennial data security 
assessments for twenty years. 

Part IV of the agreement prohibits Respondent from misrepresenting any fact material to 
the assessments required by Provision III. 

Part V requires any business that Mr. Grago controls directly or indirectly, including 
ClixSense, to submit an annual certification from a senior corporate manager (or senior officer 
responsible for its information security program) that Respondent has implemented the 
requirements of the Order and is not aware of any material noncompliance that has not been 
corrected or disclosed to the Commission. 

Parts VI through IX of the proposed order are reporting and compliance provisions, 
which include recordkeeping requirements and provisions requiring Respondent to provide 



 

 

       
 

            
          

   

  

      
  

           
          
 ay the proposed order's terms. 
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information or documents necessary for the Commission to monitor compliance. Part X states 
that the proposed order will remain in effect for 20 years, with certain exceptions. 

The purpose of this analysis is to aid public comment on the proposed order. It is not 
intended to constitute an official interpretation of the complaint or proposed order, or to modify 
in any w 



  

 

 

  

    
   

  
  

     
              

              
          

             

                  
  

   

  

       
        

 
 

     

       

      
        

        
   

    
 

 

  

  
 

   
 

 

    
    

   
   

     
             

             
         

             

                  
   

 

     

    

 

       
        

 
  

      

       
 

       
        

       
    

This consent order addresses A Waldron HV AC, LLC's use of non 

respondents violated Section 2(c) of the Consumer Review Fairness Act ("CRFA") by offering to consumers form 

customer accept such a term as a condition of the respondents' fulfillment of their obligations under contracts 

(collectively, "Respondents"), have violated the Consumer Review Fairness Act of 2016, an 

Cooling, LLC) ("Waldron Electric") 1s a Pennsylvania limited liability company with its 
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IN THE MATTER OF 

A WALDRON HVAC, LLC 
D/B/A 

WALDRON ELECTRIC HEATING AND COOLING, LLC, 
AND 

THOMAS J. WALDRON 

CONSENT ORDER, ETC. IN REGARD TO ALLEGED VIOLATIONS OF SECTION 5 OF THE FEDERAL 
TRADE COMMISSION ACT AND SECTION 2 OF THE CONSUMER REVIEW FAIRNESS ACT 

Docket No. C-4680; File No. 182 3077 
Complaint, June 19, 2019 Decision, June 19, 2019 

-disparagement provisions in consumer form 
contracts in the course of selling their electrical, heating, and cooling services. The complaint alleges that the 

contracts that contained non-disparagement provisions made void by Section 2(b) of the CRFA. The consent order 
prohibits, in the sale or leasing of any good or service, the respondents from: offering to any prospective customer a 
contract, or offering to any customer a renewal contract, that includes a review-limiting term; requiring that a 

entered into before the effective date of the order; or attempting to enforce or assert the validity of such a term in 
customer contracts entered into before the effective date of the order. 

Participants 

For the Commission: Carl H. Settlemyer. 

For the Respondents: Gregory A. Castelli, solo practitioner. 

COMPLAINT 

The Federal Trade Commission, having reason to believe that A Waldron HVAC, LLC 
and Thomas J. Waldron, individually and as an owner and manager of A Waldron HVAC, LLC 

d it 
appearing to the Commission that this proceeding is in the public interest, alleges: 

1. Respondent A Waldron HVAC, LLC (also d/b/a Waldron Electric Heating and 

principal office or place of business at 500 Regis Avenue #18415, Pittsburgh, Pennsylvania 
15236. Waldron Electric provides electrical, heating, and cooling services. 

2. Respondent Thomas J. Waldron is an owner and manager of Waldron Electric. 
Individually or in concert with others, he controlled or participated in the acts and practices of 
Waldron Electric, including the acts and practices alleged in this complaint. His principal office 
or place of business is the same as that of Waldron Electric. 



      

       
         

        
     

       
     

      
    

     
   

         
         

    

  

 

  
     

    
     

        
 

          
          

      

        

   

 

       

 

 

        
         

 

        
     

       
     

      
    

    
   

         
        

    
 

  

 

  

   
    

    
    

          
  

           
          

      

        
 

affecting commerce, as "commerce" is defined in Section 4 of the Federal Trade Commission 

A copy of the Waldron Electric " - Misc. Agreement" that includes this 
language is attached as Exhibit A hereto. Respondents' form contracts were in effect on or after 

of 2016 ("CRFA"), Pub. L. No. 114 

restrict individual consumers' ability to communicate reviews, 
performance assessments, and similar analyses about a seller's goods, services, or conduct; or 

incorporated into and made a part of the CRFA. 15 U.S.C. § 45b(d)(2)(A). The Commission's 
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3. The acts and practices of Respondents alleged in this complaint have been in or 

Act, 15 U.S.C. § 44. 

Course of Conduct 

4. From at least August 2014 through April 15, 2018, Respondents used, in their 
form contracts offered to prospective customers in the course of selling their goods and services, 
the following provision: 

CUSTOMER and COMPANY agree that the within contract is a private and 
confidential matter and that the terms and conditions of the contract, including the 
estimates and all pricing shall remain private and confidential and shall not be 
made public, or given to anyone to make public, INCLUDING THE BETTER 
BUSINESS BUREAU. Customer also agrees not to file any complaints with the 
Better Business Bureau, and agrees to attempt to resolve their complaints by 
contacting COMPANY in writing directly. Should the CUSTOMER breach this 
confidentiality clause, the CUSTOMER agrees to pay COMPANY liquidated 
damages equal to the actual amount of damages suffered or two times the contract 
price, whichever shall be higher. THE COMPANY MAY ALSO BE 
AWARDED COUNCIL [sic] FEES AND COSTS AS REQUESTED BY 
COMPANY. 

Trip Fee Diagnostic 

December 14, 2017. 

VIOLATION OF THE CONSUMER REVIEW FAIRNESS ACT 

5. The Consumer Review Fairness Act -258, 15 
U.S.C. § 45b, was enacted on December 14, 2016. As of March 14, 2017, Section 2(b) of the 
CRFA renders void, and Section 2(c) of the CRFA prohibits the offering of, provisions in form 
contracts that: prohibit or 

that impose a penalty or fee against individual consumers who engage in such communications. 
15 U.S.C. §§ 45b(a)(2), 45b(b)(1), and 45b(c). 

6. The Commission is authorized to enforce Section 2(c) of the CRFA in the same 
manner, by the same means, and with the same jurisdiction, powers, and duties as though all 
applicable terms and provisions of the Federal Trade Commission Act, 15 U.S.C. §§ 41-58, were 

enforcement authority under the CRFA applies to contracts in effect on or after December 14, 
2017. 15 U.S.C. § 45b(i)(2). 
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7. Pursuant to 15 U.S.C. § 45b(d)(1), a violation of 15 U.S.C. § 45b(c) shall be 
treated as a violation of a rule defining an unfair or deceptive act or practice prescribed under 
Section 18(a)(1)(B) of the FTC Act, 15 U.S.C. § 57a(a)(1)(B). 

Count I 

8. As described in Paragraph 4 of this Complaint, Respondents have offered, in the 
course of selling their goods and services, form contracts, as that term is defined in 15 U.S.C. § 
45b(a)(3), that contained a provision made void by 15 U.S.C. § 45b(b)(1). 

9. Therefore, the acts and practices set forth in Paragraph 4 of this Complaint 
occurring on or after March 14, 2017 violated Section 2(c) of the CRFA, 15 U.S.C. § 45b(c). 

THEREFORE, the Federal Trade Commission this nineteenth day of June, 2019, has 
issued this Complaint against Respondents. 

By the Commission. 
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Exhibit A 
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The Federal Trade Com.mission ("Com.mission") initiated an investigation of certain acts 
the caption. The Com.mission's Bureau of Consumer 

Protection ("BCP") prepared and furnished to Respondents a draft Complaint. BCP proposed to 

("Consent Agreement"). The Consent Agreement includes: 1) statements by Responde 

Com.mission's Rules. 
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DECISION 

and practices of the Respondents named in 

present the draft Complaint to the Commission for its consideration. If issued by the 
Commission, the draft Complaint would charge the Respondents with violations of the 
Consumer Review Fairness Act of 2016. 

Respondents and BCP thereafter executed an Agreement Containing Consent Order 
nts that 

they neither admit nor deny any of the allegations in the Complaint, except as specifically stated 
in this Decision and Order, and that only for purposes of this action, they admit the facts 
necessary to establish jurisdiction; and 2) waivers and other provisions as required by the 

The Commission considered the matter and determined that it had reason to believe that 
Respondents have violated the Consumer Review Fairness Act, and that a Complaint should 
issue stating its charges in that respect. The Commission accepted the executed Consent 
Agreement and placed it on the public record for a period of 30 days for the receipt and 
consideration of public comments. The Commission duly considered any comments received 
from interested persons pursuant to Section 2.34 of its Rules, 16 C.F.R. § 2.34. Now, in further 
conformity with the procedure prescribed in Rule 2.34, the Commission issues its Complaint, 
makes the following Findings, and issues the following Order: 

Findings 

1. The Respondents are: 

a. A Waldron HVAC, LLC, also d/b/a Waldron Electric Heating and 
Cooling, LLC, a Pennsylvania limited liability company with its principal 
office or place of business at 500 Regis Avenue #18415, Pittsburgh, 
Pennsylvania 15236. 

b. Thomas J. Waldron, an owner and manager of A Waldron HVAC, LLC. 
Individually or in concert with others, he formulates, directs, or controls 
the policies, acts, or practices of A Waldron HVAC, LLC. His principal 
office or place of business is the same as that of A Waldron HVAC, LLC. 

2. The Commission has jurisdiction over the subject matter of this proceeding and 
over the Respondents, and the proceeding is in the public interest. 



  

 

 

   

     

          

         
    

      
 

 

 

  

        
 

            
 

    
 

  

 

 

  

 
   

 

  

      
 

           
  

          
    

      
  

 

 
 

 
  

 

 

  

   

        
  

             
  

"Covered Communication" means a written, oral, or Pictorial review, 

"Review ontract Term" means a standardized contract term that: 

ered Communication about a Respondent's goods or services 

"Pictorial" includes pictures, photographs, video, illustrations, and symbols. 

"Respondents" means A Waldron HVAC, LLC and Thomas J. Waldron, 

"Corporate Respondent" means A Waldron HVAC, LLC, a limited 

"Individual Respondent" means Thomas J. Waldron. 

and Respondents' members, managers, officers, 

898 FEDERAL TRADE COMMISSION DECISIONS 
VOLUME 167 

Decision and Order 

ORDER 

Definitions 

For purposes of this Order, the following definitions apply: 

A. 
performance assessment, or other similar analysis of goods or services, including 
conduct related to the goods or services. 

B. -Limiting C 

1. prohibits or restricts the ability of a person who is a party to the contract to 
engage in a Covered Communication; 

2. imposes a penalty or fee against a person who is a party to the contract for 
engaging in a Covered Communication; or 

3. transfers, or requires a person who is a party to the contract to transfer, to 
any other person any intellectual property rights in a Covered 
Communication, with the exception of a non-exclusive license to lawfully 
use a Cov . 

C. 

D. 
individually or collectively. 

1. 
liability company, and its successors and assigns. 

2. 

Provisions 

I. Prohibited Use of Review-Limiting Contract Terms 

IT IS ORDERED that Respondents, 
agents, employees, and attorneys, and all other persons in active concert or participation with any 
of them, who receive actual notice of this Order, whether acting directly or indirectly, in 
connection with the sale or leasing of any good or service, must not: 

A. offer to any prospective customer a contract, or offer to any customer a renewal 
contract, that includes a Review-Limiting Contract Term; 



 

        

  

          
           

        
            

 

      
         

  
 

 

  

          

         
 

 

      

     
       

        
      

   
       

    

   

  

          

   

           
           

 

        
            

 

  

       
         

   
 

  

    

 

          

          
  

   

       
 

        
       

 

         
      

   
      

    

"Trip Fee -

any Respondent's fulfillment of its obligations under a customer contract that a 

luded any term concerning a Covered Communication, such as Respondents' 
- Misc. Agreement," used on or after March 14, 2017 through April 15, 

ice and the subject line for any email must read "Your 
Right to Post Honest Reviews." 

The Respondent's name and return address for any mailing must appear on the 
front of the envelope, the customer's name and address must be printed on the 

words "Your Right to Post Honest Reviews" must be printed in easily noticed text 
near the customer's name and address. 

899 A WALDRON HVAC, LLC 

Decision and Order 

B. require that a customer accept a Review-Limiting Contract Term as a condition of 

Respondent entered into before the effective date of this Order; or 

C. attempt to enforce or assert the validity of any Review-Limiting Contract Term in 
any customer contract that a Respondent entered into before the effective date of 
this Order. 

Nothing in this Provision shall require a Respondent to publish or host the content of any person, 
affect any other legal duty of a party to a contract, or affect any cause of action arising from the 
breach of such duty. 

II. Notice to Consumers 

IT IS FURTHER ORDERED that each Respondent must, within 30 days after the 
effective date of this Order, notify all customers who entered into a contract with any 
Respondent that inc 

Diagnostic 
2018, by mailing or emailing each a notice as shown in Attachment A: 

A. 

B. 

The heading of the not 

front of the envelope or be visible through a window in the envelope, and the 

C. The notice must not include any other materials or message about a Respondent, 
or otherwise concern its goods or services. 

III. Acknowledgments of the Order 

IT IS FURTHER ORDERED that Respondents obtain acknowledgments of receipt of 
this Order: 

A. Each Respondent, within 10 days after the effective date of this Order, must 
submit to the Commission an acknowledgment of receipt of this Order sworn 
under penalty of perjury. 

B. For 3 years after the issuance date of this Order, Individual Respondent for any 
business that he, individually or collectively with Corporate Respondent, owns a 
majority of or controls directly or indirectly, and Corporate Respondent, must 
deliver a copy of this Order to: (1) all principals, officers, directors, and LLC 
managers and members; (2) all employees having managerial responsibilities for 



  

 

   
     

 
     

      
      

        

          
       

 

      

           
 

    
     

    
 

  
       

  
     

      
        

     
    
         

       

       
     

    
       

     
     

 

    
 

  

   
      

 
     

      
      

       
 

           
       

 

   

       
 

            
  

     
     

    
 

  
       

  
     

     
        

     
    
         

       
 

       
     

    
       

     
     

 
 

Respondent; (b) identify all of that Respondent's businesses by 
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drafting, approving, or enforcing customer contracts, or for responding to 
Covered Communications and all agents and representatives who participate in 
drafting, approving, or enforcing customer contracts, or responding to Covered 
Communications; and (3) any business entity resulting from any change in 
structure as set forth in the Provision titled Compliance Reports and Notices.  
Delivery must occur within 10 days after the effective date of this Order for 
current personnel. For all others, delivery must occur before they assume their 
responsibilities. 

C. From each individual or entity to which a Respondent delivered a copy of this 
Order, Respondent must obtain, within 30 days, a signed and dated 
acknowledgment of receipt of this Order. 

IV. Compliance Reports and Notices 

IT IS FURTHER ORDERED that Respondents make timely submissions to the 
Commission: 

A. One year after the issuance date of this Order, each Respondent must submit a 
compliance report, sworn under penalty of perjury, in which: 

1. Each Respondent must: (a) identify the primary physical, postal, and 
email address and telephone number, as designated points of contact, 
which representatives of the Commission may use to communicate with 

all of their 
names, telephone numbers, and physical, postal, email, and Internet 
addresses; (c) describe the activities of each business, including the goods 
and services offered and the means of advertising, marketing, and sales, 
any conduct toward consumers who have engaged in Covered 
Communications, and the involvement of any other Respondent (which 
Individual Respondent must describe if he knows or should know due to 
his own involvement); (d) describe in detail whether and how Respondent 
is in compliance with each Provision of this Order, including a discussion 
of all of the changes Respondent made to comply with this Order; and (e) 
provide a copy of each Acknowledgment of this Order obtained pursuant 
to this Order, unless previously submitted to the Commission. 

2. Additionally, Individual Respondent must: (a) identify all his telephone 
numbers and all his physical, postal, email and Internet addresses, 
including all residences; (b) identify all his business activities, including 
any business for which he performs services whether as an employee or 
otherwise and any entity in which he has any ownership interest; and (c) 
describe in detail his involvement in each such business activity, including 
title, role, responsibilities, participation, authority, control, and any 
ownership. 



 

            
      

 

       
         

      
     
     
       

        
    
    

        
        

   
 

       
   

     
       

       

   
     

        
    

        
    

     
       

       
     

  

   

  

             
      

  

       
         

      
     
    
       

 

        
    
    

        
        

    
  

        
   

 

       
       

 
     

 

     
     

       
    

      
    

  

      
       

      
     

   

s by concluding: "I declare under penalty of perjury under the laws of the 

__ " and supplying the date, signatory's full name, title (if applicable), and 
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B. For 3 years after the issuance date of this Order, each Respondent must submit a 
compliance notice, sworn under penalty of perjury, within 14 days of any change 
in the following: 

1. Each Respondent must submit notice of any change in: (a) any designated 
point of contact; or (b) the structure of any Corporate Respondent or any 
entity that Respondent has any ownership interest in or controls directly or 
indirectly that may affect compliance obligations arising under this Order, 
including: creation, merger, sale, or dissolution of the entity or any 
subsidiary, parent, or affiliate that engages in any acts or practices subject 
to this Order. 

2. Additionally, Individual Respondent must submit notice of any change in: 
(a) name, including alias or fictitious name, or residence address; or (b) 
title or role in any business activity, including (i) any business for which 
he performs services whether as an employee or otherwise and (ii) any 
entity in which he has any ownership interest and over which he has direct 
or indirect control. For each such business activity, also identify its name, 
physical address, and any Internet address. 

C. Each Respondent must submit notice of the filing of any bankruptcy petition, 
insolvency proceeding, or similar proceeding by or against such Respondent 
within 14 days of its filing. 

D. Any submission to the Commission required by this Order to be sworn under 
penalty of perjury must be true and accurate and comply with 28 U.S.C. § 1746, 
such a 
United States of America that the foregoing is true and correct. Executed on: 

signature. 

E. Unless otherwise directed by a Commission representative in writing, all 
submissions to the Commission pursuant to this Order must be emailed to 
DEbrief@ftc.gov or sent by overnight courier (not the U.S. Postal Service) to: 
Associate Director for Enforcement, Bureau of Consumer Protection, Federal 
Trade Commission, 600 Pennsylvania Avenue NW, Washington, DC 20580. 
The subject line must begin: In re A Waldron HVAC, LLC, C-4680. 

V. Recordkeeping 

IT IS FURTHER ORDERED that Respondents must create certain records for 3 years 
after the issuance date of this Order, and retain each such records for 5 years, unless otherwise 
specified below. Specifically, Corporate Respondent and Individual Respondent, for any 
business that such Respondent, individually or collectively with any other Respondents, owns a 
majority of or controls directly or indirectly, must create and retain the following records: 

mailto:DEbrief@ftc.gov


  

 

      
   

        

       
 

   

    

         

 

  
 

       
       

     

  
       

   
          

     
  

       
    

   

         
   

            

      

    
 

  

       
    

        
 

       
  

   

     
 

          
 

   

   
  

        
      

     
 

   
      

    
         

 

      
  

       
   

   
 

  

           
    

            

       

mployee or otherwise, that person's: name; 

used in connection with Respondent's goods or services; all 

Covered Communication; and all parties' court filings and Respondents' 

that, for the purpose of monitoring Respondents' 

Commission's lawful use of co 

publication on the Commission's website (fie.gov) as a 

Commission's seal), or 20 years from the most recent date that the United States or the 
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A. Personnel records showing, for each person providing services in relation to any 
aspect of this Order, whether as an e 
addresses; telephone numbers; job title or position; dates of service; and (if 
applicable) the reason for termination; 

B. A copy of: each unique contract relating to a Covered Communication; each 
unique contract 
communications with consumers threatening any legal action relating to any 

discovery responses in any legal action relating to any Covered Communication; 
and 

C. All records necessary to demonstrate full compliance with each provision of this 
Order, including all submissions to the Commission. 

VI. Compliance Monitoring 

IT IS FURTHER ORDERED 
compliance with this Order: 

A. Within 10 days of receipt of a written request from a representative of the 
Commission, each Respondent must: submit additional compliance reports or 
other requested information, which must be sworn under penalty of perjury, and 
produce records for inspection and copying. 

B. For matters concerning this Order, representatives of the Commission are 
authorized to communicate directly with each Respondent. Respondents must 
permit representatives of the Commission to interview anyone affiliated with any 
Respondent who has agreed to such an interview. The interviewee may have 
counsel present. 

C. The Commission may use all other lawful means, including posing through its 
representatives as consumers, suppliers, or other individuals or entities, to 
Respondents or any individual or entity affiliated with Respondents, without the 
necessity of identification or prior notice. Nothing in this Order limits the 

mpulsory process, pursuant to Sections 9 and 20 of 
the FTC Act, 15 U.S.C. §§ 49, 57b-1. 

VII. Order Effective Dates 

IT IS FURTHER ORDERED that this Order is final and effective upon the date of its 
final order. This Order will terminate 20 

years from the date of its issuance (which date may be stated at the end of this Order, near the 

Commission files a complaint (with or without an accompanying settlement) in federal court 



 

        
  

      

           
       

       
           
       

 

 

  

   

 

        
         

         
   

         
         

 

   

  

         
   

  

 
 

       
 

            
       

       
           
       

  

  

   

 

 

   

 

        
        

         
   

 

          
        

  

This Order's application to any Respondent that is not named as a defendant in 

The notice must be in the following form, appearing on Respondents' letterhead and 

services. I am writing to tell you that the Federal Trade Commission (FTC), the nation's 

opinions about a business's products, services, or conduct in any forum, including social media. 
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alleging any violation of this Order, whichever comes later; provided, however, that the filing of 
such a complaint will not affect the duration of: 

A. Any Provision in this Order that terminates in less than 20 years; 

B. 
such complaint; and 

C. This Order if such complaint is filed after this Order has terminated pursuant to 
this Provision. 

Provided, further, that if such complaint is dismissed or a federal court rules that the Respondent 
did not violate any provision of this Order, and the dismissal or ruling is either not appealed or 
upheld on appeal, then this Order will terminate according to this Provision as though the 
complaint had never been filed, except that this Order will not terminate between the date such 
complaint is filed and the later of the deadline for appealing such dismissal or ruling and the date 
such dismissal or ruling is upheld on appeal. 

By the Commission. 

ATTACHMENT A to the Order Letter Notice Template: 

email with the underlined text completed as directed: 

Your Right to Post Honest Reviews 

Dear <Name of customer>: 

Our records show that you contracted with our company for electrical, heating, or cooling 

consumer protection agency, has alleged that we used contract provisions that violate the 
Consumer Review Fairness Act (CRFA). The CRFA protects your ability to share your honest 

According to the FTC, we used provisions in our form contracts that unlawfully restrict our 
customers (including you) from sharing truthful information and opinions about their 
experiences with us. 

We are contacting our customers to tell you that these contract provisions are void and 
we cannot enforce the provisions against you. You can publish your honest review even if you 
say something negative about us or our services. 



  

 

     
 

 

      

 
    

          
  

  
       

          
 

        
    
         

       
       
     

    

 

      
     

          

            
          

    
 

  

     
  

 

 

  

      

  
    

          
     

  
       

          
 

        
    
         

 

        
       
     

    

  

     
     

          

            
          

If you have questions about the FTC's case, visit .__ _____________ _ 

The Federal Trade Commission ("Commission") has accepted, subject to final 

("respondents"). 

nt order ("order") has been placed on the public record for 30 days 

This matter involves the respondents' use of non 

Act ("CRF A") by offering to consumers form contracts that contained non 

but the complaint does not allege that the respondents' violations were knowing, and the order 

of the respondents' fulfillment of their obligations under contracts entered into before the 
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add case page alias URL provided by 
FTC staff with embedded hyperlink]. 

Sincerely, 

Thomas J. Waldron 

ANALYSIS OF CONSENT ORDER TO AID PUBLIC COMMENT 

approval, 
an agreement containing a consent order as to A Waldron HVAC, LLC and Thomas J. Waldron 

The proposed conse 
for receipt of comments by interested persons. Comments received during this period will 
become part of the public record. After 30 days, the Commission will again review the order and 
the comments received, and will decide whether it should withdraw the order or make it final. 

-disparagement provisions in consumer 
form contracts in the course of selling their electrical, heating, and cooling services. The 
complaint alleges that the respondents violated Section 2(c) of the Consumer Review Fairness 

-disparagement 
provisions made void by Section 2(b) of the CRFA. The CRFA defines a form contract as a 
contract with standardized terms, used in the course of selling or leasing goods or services, and 
imposed on an individual without a meaningful opportunity for such individual to negotiate the 
standardized terms. 

The order includes injunctive relief that prohibits these alleged violations and fences in 
similar and related conduct involving the use of contract terms that prohibit, restrict, penalize, or 
transfer rights in consumer reviews or evaluations of the respondents, their goods, or their 
services. The CRFA authorizes the Commission to seek civil penalties for knowing violations, 

does not provide for monetary relief. 

Part I prohibits, in the sale or leasing of any good or service, the respondents from: 
offering to any prospective customer a contract, or offering to any customer a renewal contract, 
that includes a review-limiting term; requiring that a customer accept such a term as a condition 

effective date of the order; or attempting to enforce or assert the validity of such a term in 
customer contracts entered into before the effective date of the order. Part I would not require 



 

        
  

        
       

       
  

       

      
        

 

    
     

  
 

       

        

  

  

        
   

         
       

       
   

       
 

      
        

  

    
     

  
  

 

       
 

        

 

filings and the company's discovery responses in legal actions over consumer reviews 

her requirements related to the Commission's monitoring of the 
respondent's order compliance. 

intended to constitute an official interpretation of the complaint or order, or to modify the order's 

905 A WALDRON HVAC, LLC 

Analysis to Aid Public Comment 

that the respondents publish or host the content of any person, affect any other legal duty of a 
party to a contract, or affect any cause of action arising from the breach of such duty. 

Part II requires the respondents to notify by mail or email customers with whom they 
entered into form contracts with a non-disparagement provision on or after March 14, 2017 that 
the non-disparagement provision is void and cannot be enforced, and that those customers can 
publish their honest reviews about the respondents, even if their comments are negative. 

Part III requires the respondents to submit signed acknowledgments that relevant 
personnel received the order. 

Part IV requires the respondents to file compliance reports with the Commission, and to 
notify the Commission of bankruptcy filings or changes in company structure that might affect 
compliance obligations. 

Part V contains recordkeeping requirements for personnel records, consumer contracts, 
communications with consumers threatening any legal action relating to any review; and court 

, as well as 
all records necessary to demonstrate compliance or non-compliance with the order. 

Part VI contains ot 

Part VII provides the effective dates of the order, including that, with exceptions, the 
order will terminate in 20 years. 

The purpose of this analysis is to facilitate public comment on the order, and it is not 

terms in any way. 



  

 

 

 

      
  

  
  

       
            

  
            

                  
             

                

   

  

        
   

   
      

         

         
      

         

    
 

 

  

 
 

  
 

  

      
   

   
   

       
           

  
           

                 
             

                
 

 

     

    

 

        
   

   
      

 

 
        

 

         
        

        
 

This consent order addresses LVTR LLC's use ofn 

Section 2(c) of the Consumer Review Fairness Act ("CRFA") by offering to cons 

such a term as a condition of the respondents' fulfillment of their obligations under contracts entered into before the 

"Respondents") have violated the Consumer Review 

Respondent LVTR LLC ("LVTR") is a Nevada limited liability company with its 
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IN THE MATTER OF 

LVTR LLC 
D/B/A 

LAS VEGAS TRAIL RIDING, 
AND 

TOMI A. TRUAX 

CONSENT ORDER, ETC. IN REGARD TO ALLEGED VIOLATIONS OF SECTION 5 OF THE FEDERAL 
TRADE COMMISSION ACT AND SECTION 2 OF THE CONSUMER REVIEW FAIRNESS ACT 

Docket No. C-4679; File No. 182 3098 
Complaint, June 19, 2019 Decision, June 19, 2019 

on-disparagement provisions in consumer form contracts in the 
course of selling their recreational horseback riding services. The complaint alleges that the respondents violated 

umers form contracts that 
contained non-disparagement provisions made void by Section 2(b) of the CRFA. The consent order prohibits, in 
the sale or leasing of any good or service, the respondents from: offering to any prospective customer a contract, or 
offering to any customer a renewal contract, that includes a review-limiting term; requiring that a customer accept 

effective date of the order; or attempting to enforce or assert the validity of such a term in customer contracts 
entered into before the effective date of the order. 

Participants 

For the Commission: Carl H. Settlemyer. 

For the Respondents: Brandon McCoy, solo practitioner. 

COMPLAINT 

The Federal Trade Commission, having reason to believe that LVTR LLC (also d/b/a Las 
Vegas Trail Riding and Las Vegas Trail Ride) and Tomi A. Truax, individually and as owner and 
manager of LVTR LLC (collectively 
Fairness Act of 2016, and it appearing to the Commission that this proceeding is in the public 
interest, alleges: 

1. 
principal office or place of business in Henderson, Nevada. LVTR sells recreational horseback 
riding services. 

2. Respondent Tomi A. Truax is owner and manager of LVTR. Individually or in 
concert with others, she controlled or participated in the acts and practices of LVTR, including 
the acts and practices alleged in this complaint. Her principal office or place of business is the 
same as that of LVTR. 



 

      
    

    
         

         
      
        

   
     

  
    

      
    

              
    

      
   

       
    

        
      

    

 

     
    

       
 

   

 

       
    

 

 

     
          
 

         
      
       

    
    

  
   

      
   

             
   

      
   

      
    

       
     

    
  

 

  

 
    

     

         
  

affecting commerce, as "commerce" is defin 

protection of reputation clause. For purposes of this Section, "disparage" shall 

A copy of the L VTR "Release and Waiver of Liability, Assumption of Risk and Indemnification 
Agreement" that includes this paragraph is attached as Exhibit A hereto. Respondents' form 

The Consumer Review Fairness Act of 2016 ("CRFA"), Pub. L. No. 114 

contracts that: prohibit or restrict individual consumers' ability to communicate reviews, 
performance assessments, and similar analyses about a seller's goods, services, or conduct; or 

LVTR LLC 907 

Complaint 

3. The acts and practices of Respondents alleged in this complaint have been in or 
ed in Section 4 of the Federal Trade Commission 

Act, 15 U.S.C. § 44. 

Course of Conduct 

4. From approximately mid-2015 through at least May 2018, Respondents used, in 
their form contracts offered to customers in the course of selling their services, the following 
provision: 

CONFIDENTIALITY / NON DISPARAGEMENT I agree not to call Animal 
Control or any governmental agency or individuals if there is a discrepancy to 
how the horses/ animals or property are taken care of. You will be charged a 
minimum of $5000.00 in damages if you report anything or making contact with 
any persons or agency or by having another individuals(s) do it on your behalf. 
You will be held responsible for all fines that occur which includes but not limited 
to court, our legal representation, and fines. I agree to our non-disparagement and 

mean any negative statement, whether written or oral including social media 
about our Company, Volunteers, Owners, Representatives, etc. For every 
violation, the rider will be charged a fine. The only allowance for a less than a 5 
star review is through our own review system PeekPro. The Rider agrees and 
acknowledges that this non-disparagement provision is a material term of this 
Agreement, the absence of which would have resulted in the Company refusing to 
enter into this Agreement. I agree to not disclose by any means whatsoever the 
terms and conditions of this agreement to any person, group, or entity of any kind 
whatsoever. For every violation, I will be charged a $5,000.00 fine per negative 
review. If I bring forth a lawsuit, mediation, arbitration, or any legal action, I will 
pay the STABLE $20,000.00 at time of initiation, $20,000.00 during, and $20,000 
after the resolution. 

contracts were in effect on or after December 14, 2017. 

VIOLATION OF THE CONSUMER REVIEW FAIRNESS ACT 

5. -258, 15 
U.S.C. § 45b, was enacted on December 14, 2016. As of March 14, 2017, Section 2(b) of the 
CRFA renders void, and Section 2(c) of the CRFA prohibits the offering of, provisions in form 

that impose a penalty or fee against individual consumers who engage in such communications. 
15 U.S.C. §§ 45b(a)(2), 45b(b)(1), and 45b(c). 

https://20,000.00
https://20,000.00
https://5,000.00


  

          
       

      

       

       
          

 

   
      

 

         
 

      
 

 

    
 

 

           
       

      

       
 

        
          

  

 

    
       

  

          
  

      
  

  

incorporated into and made a part of the CRFA. 15 U.S.C. § 45b(d)(2)(A). The Commission's 
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6. The Commission is authorized to enforce Section 2(c) of the CRFA in the same 
manner, by the same means, and with the same jurisdiction, powers, and duties as though all 
applicable terms and provisions of the Federal Trade Commission Act, 15 U.S.C. §§ 41-58, were 

enforcement authority under the CRFA applies to contracts in effect on or after December 14, 
2017. 15 U.S.C. § 45b(i)(2). 

7. Pursuant to 15 U.S.C. § 45b(d)(1), a violation of 15 U.S.C. § 45b(c) shall be 
treated as a violation of a rule defining an unfair or deceptive act or practice prescribed under 
Section 18(a)(1)(B) of the FTC Act, 15 U.S.C. § 57a(a)(1)(B). 

Count I 

8. As described in Paragraph 4 of this Complaint, Respondents have offered, in the 
course of selling their services, form contracts, as that term is defined in 15 U.S.C. § 45b(a)(3), 
that contained a provision made void by 15 U.S.C. § 45b(b)(1). 

9. Therefore, the acts and practices set forth in Paragraph 4 of this Complaint 
occurring on or after March 14, 2017 violated Section 2(c) of the CRFA, 15 U.S.C. § 45b(c). 

THEREFORE, the Federal Trade Commission this nineteenth day of June, 2019, has 
issued this Complaint against Respondents. 

By the Commission. 



    

 

 

COMPLAI T EXHIBIT A 
FTC 182-3098 

RB.EASE AND WAIVER OF LIABILITY, ASSUMPTION OF RISK ANO INNOEIANIFICATION AGREEMEITT 
Name(PleasePllnl) __________ ___ ,HomeAddress, _____________ _ 

City ______ State ___ Zlp. _ ___ E-mai._ ________ Phone (__J _____ _ 

lnitlal Each Box In Scdlons A-K Aller Reidlil Parollls Of Guarcf.-is Must Also Sgn. Please Read ~ly Belora ~ SERIOUS 
INJURY MAY RESULT FROM YOUR PARTICIPATION THISACTMTY. THIS STABLE DOES.NOT GUARAl'ITEE YOUR SAFETY 

REGISTRATION OF RJOERSAAOAGREEAtEI-IT P\JRPOSE-lntoiSlderalionol paymer.t ol aleeancl,I c:, lhe signflgol lhis 
a9Jeement. I, the ilboY ' I llldl dual. and PilfOOI Of legal gu;mans lhereol a irira a:, hefeby - lo I from THS ST ABLE. 
a horse, tad! and u,~ pcno,,nel and rai b lhe plMJ)OSe o1 b0ISebad: ncirg l0dil'f ano en ill 1ut1111 dales 

__ B. /.GREEMEHT SCOPE AN.0 TERRITORY ANO DEfV fTIO'IS-Tlis ~yeement al be legally bnclng upon me. Ille registered 
rider, and Ille parents ol leg guattunS 1hereOI I a nmcx, my heirs. estate. assig6. tnduong aft mlnot ctrltten. and person.- representabves. 
illd dshall bener aca,rdnglO 1/lefawsol t,e SlaleandOOJnlyofTHfSSTABL£Sphysical localial Anydi5')111e byllie rider shall Ile 
ligaled in.-! venue shall be Ole aully In which nus STABlf is l)h)~ly locaild 11-..iy da se, phr or wc:rd is In C0IVid with stale la'N, 
l!len 1h31 singla p.wt os rul and -.Old Tho tom, '>IORSE" herein shall re/er to all equne species. The lcnn 'HORSE.BACK RIDING" heroin shail 
refer lo ro,,g O' -se lwlcllflQ ol horses. pnes, tnJ!es. or donkeys, whether from lhe ground or mounled. The tonns ' l,','ME,' "MY" shall 
lte!em reler ID lhe e registered rldltr and the J)ilrenls Of legal guartians lhereol II a ml~or. 

__ c ACTIVITY RlSI( ClASSIFICA TIOH-1 UNDERSTAND THAT: Horsebad( riding is eta smed as RUGGED ADVENTURE 
RECREATIONAL SPORT ACTIVITY, and thal there are numerous obvious .-id noQ-obVIOUs Inherent nsks present n such activity despite all 
safely precautions. Acoord ng to NEISS (National Eleclronic ln1ury Surveilance Systems ol United States Cor\SlMller Products). horsa aclivibes 
rank 64th among lhe IICllviUcs ol people r latlve lo Injuries that result In a stay at U.S. hospHals. Retillcd Injuries c1111 l:o severe, requiring ITIOfe 
hospital days and resutung in more tastmg residual effects lltan injuries in other act1V1lies I/WE funhor undetstand that applcanl may be 
participating in a 'WILDERNESS EXPERIENCE' -..id that !he meaning of lhis lllllTl is defined as follows· THE PURSUIT OF ADVENTURE 
TYPE ACTIVITY IN A WILD. RUCGED, AND UNCULTIVATED AREA OR REGION, AS OF FOREST and'o, HILLS and/or MOUNTAINS 
and/01 PLAINS and/or WETLANDS, WHICH WOULD LIKELY BE UNIHABITED BY PEOPLE A D NHASITED BY WLD IMALS OF WJl'f 
TYPES AND SPECIES TO INCLUDE, BUT NOT LIMITED TO, MAMMALS, REPTLES, AND INSECTS, WHICH ARE NOT TA ,IE, Y BE 
SAVAGE AND UNPREDICTABLE IN 1-IATURE. AND ALSO WA DERING AT THEIR W.LL 

___ o. NATURE OF STABLE HORSES4 U DERST ANO THAT: THIS STABLE dlooses 115 hrnes fol h!ir calln dsposilms 
2nd basic trailing as s rcq red for use as ridln;i horses fOfncNl:8 aod beginting rnas, and THIS STABLE ld1ows • fl!Jld sallly prggr;m Yet 
no horse iS a mmplelely e hOrsO. Horses are five lo 151me5 lalger. 20 IO 40 W1leS more ~. and 1hr IO fcu Imes lasler than a 
human Ma ridcrlallsfrc:,nhorse tog,OUlld ~ wit ~y be al acfislalceol froml-112 to5-112 leet, and the~ res lhfnsi.wy to ;e 
nder. Horseback rid"!) Is 1h11 only 1p011.tlele a,e much Sfl01er, weal ~ anmal (Iowan) to~ llS on anolb r much 
larger, Mf0n9Cf prey sWftll a llWld ol its o,m (horse) and eacl1 has a lirmE<f ~ ol the au.. I hcrsl frlgttenad Of 
rrovoled in may CMll lrom IIS uanng nl IICI aa:oolflg IO b nailral sumval insfllcls "ch may include, but are na & ~ed lo SIOl)lling 
Shor1, Chi1f9119 Ondrons Of Speed al WI, Slllq 1IS Weight; Buclkg, Re.,mg; Kiclcing; 8itrlg, Of Runnng from Danger. 

____ E. RIOERRESPONSIBrt.tTY-l l/NDERSTANO THAT: Upon mcuntng a horse and talung up the reins IN! rider Is II primary 
COl1lld ol lhe horse. The ndel's s.alety tagety depends upc:,1 hish1er ablty IOca,ry 001 S1T1ple Insltuctlons, and his/her ability 10 remam 
balanc:l!d atJoaitl ttw movtng arwnat I ;qee Iha the ndefsnall be responsible fo,t~slherown safety, and 1ha1 ol an unborn child if the r1deris 
pn,gnanl. THIS ST ABLE ildltlSCS pregnant worren not lo ride horses, 111tess permission Is given under advlco of her physlcr.-i I Stille that I 
an net no,, preg ant and lh;Jf I hi!Ve no hlslory ol epileptic seizures, heart ronditm or any other medical problem that could be alfecled by 
~orsebadtroog 

____ F. CONDITIONS OF NATURE-I UNDERSTAND THAT: THIS STABLE Is NOT ICSf)Ol'ISibl for IOlal 01 panlal acts, 
occurrences, Of olemoots ol nature lhat can scare a hO!lie, cause ii to la11 , or react In some other unsal wiry, SOME EXAMPLES ARE· 
thunder. ligooilng, ram, wind, watei, wlld and domestic M lmats. insects. replies, ich may wal , 11.111, or lly near. or b1e 01 sling, horse or 
person; and irregulal l001Ing on out-of-doer groomed~ wild land which is swjecl to constant ct,ange in condition acoordlng to weather, 
lemperalwe, and natural and man-made chooges In landscape. 

___ G . • CARRY-ON OBJCCTS AND SHARP NOISE5-I UNDERSTAND lttAT Riders mu I not f1Y 100$0 bem on rlcles wtieh may 
fal. blow a~. nap In Ille wind, bounco, or make sharp 110158S, possibly scarmg a )0158. SOIAE EXAMPLES ARE. c--. hats lllll securay 
faslened under tho chin. toys, PlfS . Riders must not make sharp, loud noises. Sidi as saea1lfl9 Of may scaie a horse. 

--~H- SADDLE GIRTHS-NATURAL LOOSENING-! UNDERSTAND THAT: SadlllegiMs ( fa:slen.naRMld hoBl!'sllelJ) 
may loosen during a ride II a nder nollCIIS lhis he/she must alen !he nea-esl !JUD! Of wrangler as qudty ,s poWlle so adlOn Cilll be - e, ID 
~ s Pll3118of lhe sad(je :Wld a poll!IUi.al lalltrom lhe 3'IJ1lal. 
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___ I. ACCIOENT/MEOIC/,l lNSURANCE-1 AGREE THAT: SilOuld eme<gency medical treatment be required, I and/or my own 
acddenVmedcal insurat>::e COTfll<llY shall pay fOf All such incurred expenses. 

____ J. CONFIDENTIALliY / NON DISPARGEMENT-1 agree T\OI to call Anlma1Coo1rc, or any govemmerw,I agencyortndM:Jua~ II lhere 1$ a 
<l1scropancy to how Ille h~esl anrnals or projJefly are 1al:enca,e ol. Ycu will Ile dla,ged a mirinum ct 55,000.00 in damages It ycv teport anyQlk'g or ma~ing 
conlaet wilhany persons O<ag<!Acy O< by ha"'Q anQ;ie< nd'1iwa~s) do il on ycm behall. You will be he!:! responsible for all fMs I1\al oc,cur wllieh Includes bul 
not imired to court. our legat represen!a1ba, and fines. I agree 10 our t1on-dtsparagement and JX()lectio, of reput1tion dause. For purposes of th8 Section. 
·ooparag,f W I mean 3frf nega~ve sIaIemet11, 'Whe!herwJiUen or oral ix:luding so::iai nm'sa about our Company, VolOOtOars, Otmers, RepteSen&atNes, etc, 
For e-.•ery violation, lhe rider will be chlYged a rinie. The- onfy alowaoce (o, a less than a S s1ar review is thrcugh our or.vn mvie't, syslem PeekPro. The Rk:184' 
agree; a!ld aGl:naNtedges ttiat this non-disparagemenl provision is a ma1erla1 lerm ol lhis Agreement lhe abSence of yfflichwould have resulted ii the Company 
ta!usha lo en1i.r Sllo lhis Agreement I agree'° not disclose by ¥'P/ moans whotsoO'IIGr the :oims and oondi!IOOG ol INS agrGGmenl lo any persoo, group, or enlity 
of any kind whalSOOver. Fe, every vicfatioo, I wiU be Charged a $5,000.00 fir.i per negative re1iew. ti I oong fonh a lawsuit, medialion, arbiltalion, 
01 any legal actioo, i will pay the S,ABlE ~20.000.00 al time of inilialion, S20,000.00 ooring, and S20,000.00 afle, lhe resolution. 

____ K. PROTECTIVE HEADGEAR OFERtNG- I, for myself and oo behalf ol my o~id and/or legal ward., have been otteted protective 
headgear (riding helmel) by THIS STABLE aod do understand that the wearing ol such headgear whi e mcunling, riding, dismoonling and 
otherwise being aroond horses, may j'.)levenl or reduce severily ol some head injuries, and may even prevenl death happening as !he cesult of 
a fal 01 04her occurrence. II is uncle<slood lhal STABLEPROVIDED PIOlective heaclgear may not be al pe<fecl fil for each rldel's head, an<J U1a1 
once provided I/WE will be responsible for secumg lhe helmet on this riders head at all 1imes. Mall< an 'X' below in the box before lhe 
stalemem wl1ich des(:nbes yoor ch, ice to wear, o, no1 Iowear, STABLE-PROVIDED proleclive headgear. 

( ) PROTECTIVE HEADGEAR ACCEPTANCE: f/WE REQUEST TO WEAR PROTECTIVE HEADGEAR WHICH THIS STABLE PROVIDES. 

( ) PROTECTIVE HEADGEAR REFUSAL: I/WE REFUSE TO WEAR ANY TYPE OF PROTECTIVE HEADGEAR ANO/OR WILL PROVIDE 
MY/OUR OWN. l1WE ACEPT FULL RESPONSIBILITY FOR MY/OUR SAFETY IN THIS DE<:IStON. 

____ L SERVICE FEE -1 agree lhal the agreed service fee for each ind~idual in my group including myself and guests. chikften, 
Sj)Ouse, etc1•rillbecharged to myc:ard. I Ufldersland 1haI if I enloy my ride I can liplhe guide extra as lhey worl< hardcartng foe the horses. 

--- ~ M. PHOTO RELEASE- I consenl to and aulhotlze STABLE to use any and a I pholograplts, audio or visual ma1erias lal<en of 
me. or my cll'ld for promoting j)IJrposes. No pholos 01 videool lhe animals, personnel, laod , r ladlity are atkmed lo be laken wilhout consent 

____ N. LlA8IUTY RELEASE-In consideration of THIS STABLE and/or Tomi Truax and/or LVTR U C allowing my partidpalion in 
this activity, under the terms sel iooh he!ein, I, lhe rider, and the parent or legal guardian the,eol it a ninor. do agree lo hold hannless and 
release THIS STABLE. its owners, agents, emplo\11leS, officers, membe's, piemises ownets.. insurets, Md affiliated ocgaoizaliO<ls from legal 
i abilily due to THIS STABLE'S ne,i!igance; and I do furthe< agree that I shall bring no claims, demands, aclioos and causes ol aclfon and/or 
tilgatioo. ageinsl THIS STABLE and ITS ASSOCIATES as staled above in !his dause. for ooy ecooollic and nonecan0<nic losses due to bcdi y 
lrij<Ky. dealh, jlloperty damage, suslained by me aod/or my ninor child or legal waid In relalion lo the J)(onises and operalioos of fHIS 
STABlE. to include wlli e riding, handling, 0< olherwise being near horses owned 1Yf 01 in ths care, ct1stody ood control of THIS Si ABLE 

All riders and Parents or Legal Guardians must sign oolow atter reading !his entire d,)cumenl 

SIGNER STATEMENT OF AWARENESS. IIV'le, lhe undersigned, have read and oo 1K1der>1and the foregdng 89'eemen1, warnings, release 
aid aswmplion ol ride. I/We funher atlesl 1h31 Ill facts relating lo lhe applicoot's physical condilioo, experience, and age are lrue and 
a:curale. I FURTHER AGREE TO INOEMMIFY,HOLO HARMLESS AOO DEFEND Tomi Truax, John Truax, l VTRLlC, its owners, land 
ONners, employees, guides, volunleers, officials, representatives and I Of agenls lrom and againsl any and all lallililies, obligations, d~ms. 
negligence, damages, penahies, causes of action, cosIs and expenses. I represent that I am ll>a parent or legally appointed guardian ol lhe 
Mmed child(ren) and am authoriU'd to eoler inlo the agreements set lorth above on beha1i ,,t myself and the named child(ren). I Acknowledge 
lllat lhis documem is a CO(llr.Jci and agree that if a lawsull is ftled agains1 Ule Stable 01 11s owner, agen1s, employees, guides or wrimglers f01 
a:iy injury 01 damage in bleach of lhis contract, Ille Undersigned wiU pay all all01ney's fees and oosis incurred by the Slall!e in deiending soch 
a1 acllon.1 \\lll pay any ana au legal lees ana eosIs du~ng any liliga1ion so stallle tM aefero itself without costs. 

Slgna:ure ol Rider (SIJ()Uses musl sign foe themselves ) Dale 

________ _____ for 

SlgnattNe ol Pa<en~ Guardian, or Spouse Name of Ridef OaIe 

---------- ---~lor 
Signature ol Paren~ Guardian, 01 Spouse Name of Ride< Dale 
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The Federal Trade Com.mission ("Com.mission") initiated an 
and practices of the Respondents named in the caption. The Com.mission's Bureau of Consumer 
Protection ("BCP") prepared and furnished to Respondents a draft Complaint. BCP proposed to 

("Consent Agreement"). The Consent Agreement includes: 1) statements by Respondents that 

Com.mission's Rules. 

LVTR LLC 911 

Decision and Order 

DECISION 

investigation of certain acts 

present the draft Complaint to the Commission for its consideration. If issued by the 
Commission, the draft Complaint would charge the Respondents with violations of the 
Consumer Review Fairness Act of 2016. 

Respondents and BCP thereafter executed an Agreement Containing Consent Order 

they neither admit nor deny any of the allegations in the Complaint, except as specifically stated 
in this Decision and Order, and that only for purposes of this action, they admit the facts 
necessary to establish jurisdiction; and 2) waivers and other provisions as required by the 

The Commission considered the matter and determined that it had reason to believe that 
Respondents have violated the Consumer Review Fairness Act, and that a Complaint should 
issue stating its charges in that respect. The Commission accepted the executed Consent 
Agreement and placed it on the public record for a period of 30 days for the receipt and 
consideration of public comments. The Commission duly considered any comments received 
from interested persons pursuant to Section 2.34 of its Rules, 16 C.F.R. § 2.34. Now, in further 
conformity with the procedure prescribed in Rule 2.34, the Commission issues its Complaint, 
makes the following Findings, and issues the following Order: 

Findings 

1. The Respondents are: 

a. LVTR LLC, also d/b/a Las Vegas Trail Riding and Las Vegas Trail Ride, 
is a Nevada limited liability company with its principal office or place of 
business in Henderson, Nevada. 

b. Tomi A. Truax, owner and manager of LVTR LLC. Individually or in 
concert with others, she formulates, directs, or controls the policies, acts, 
or practices of LVTR LLC. Her principal office or place of business is the 
same as that of LVTR LLC. 

2. The Commission has jurisdiction over the subject matter of this proceeding and 
over the Respondents, and the proceeding is in the public interest. 



  

 

 

   

   

     

          

         
    

      
 

  
    

 

  

        
 

            
 

    
 

  

 

 

  

 
   

 

     

      
 

           
 

          
    

      
   

 

 
 

   
    

 

 

 

  

   

        
  

             
  

"Covered Communication" means a written, oral, or Pictorial review, 

"Review Limiting Contract Term" me 

on about a Respondent's goods or services 

"Pictorial" includes pictures, photographs, video, illustrations, and symbols. 

"Respondents" means L VTR LLC and Tomi A. Truax, individually or 

"Corporate Respondent" means L VTR LLC ( d/b/a 

"Individual Respondent" means Tomi A. Truax. 

Respondents' members, managers, officers, 
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Decision and Order 

ORDER 

Definitions 

For purposes of this Order, the following definitions apply: 

A. 
performance assessment, or other similar analysis of goods or services, including 
conduct related to the goods or services. 

B. - ans a standardized contract term that: 

1. prohibits or restricts the ability of a person who is a party to the contract to 
engage in a Covered Communication; 

2. imposes a penalty or fee against a person who is a party to the contract for 
engaging in a Covered Communication; or 

3. transfers, or requires a person who is a party to the contract to transfer, to 
any other person any intellectual property rights in a Covered 
Communication, with the exception of a non-exclusive license to lawfully 

. 

C. 

D. 
collectively. 

use a Covered Communicati 

1. Las Vegas Trail Riding 
and Las Vegas Trail Ride), a limited liability company, and its successors 
and assigns. 

2. 

Provisions 

I. Prohibited Use of Review-Limiting Contract Terms 

IT IS ORDERED that Respondents, and 
agents, employees, and attorneys, and all other persons in active concert or participation with any 
of them, who receive actual notice of this Order, whether acting directly or indirectly, in 
connection with the sale or leasing of any good or service, must not: 

A. offer to any prospective customer a contract, or offer to any customer a renewal 
contract, that includes a Review-Limiting Contract Term; 



 

 

         

  

          
           

        
            

 

       

         

        

       
         

       
    

            
    

 

  

        
    

   

   

  

          

   

           
           

 

        
             

 

  

        
 

          

 

         

       
         

 

        
    

 

             
     

   

 
 

     
 

 

         
    

   

any Respondent's fulfillment of its obligations under a customer contract that a 

the heading "Your Right to Post Honest Reviews," on a page with the 

the web page notice and embed the link in the words "Your Right to Post Honest 
Reviews" 
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B. require that a customer accept a Review-Limiting Contract Term as a condition of 

Respondent entered into before the effective date of this Order; or 

C. attempt to enforce or assert the validity of any Review-Limiting Contract Term in 
any customer contract that a Respondent entered into before the effective date of 
this Order. 

Nothing in this Provision shall require a Respondent to publish or host the content of any person, 
affect any other legal duty of a party to a contract, or affect any cause of action arising from the 
breach of such duty. 

II. Notice to Consumers 

IT IS FURTHER ORDERED that Respondents must notify consumers online, as 
follows: 

A. Respondents must post a web page notice as shown in Attachment A, except with 

lasvegastrailriding.com domain name. 

B. For as long as the web page notice is posted, Respondents must maintain a link to 

on the lasvegastrailriding.com home page and adjacent to the heading 
of any web page that any Respondent owns or operates that posts or links to 
consumer reviews or testimonials. 

C. The web page notice and any link to it must, by its size, contrast, location, and 
other characteristics, stand out from any accompanying text or other visual 
elements so that it is easily noticed, read, and understood. 

D. The web page notice must be posted not later than 3 days after the effective date 
of this Order and for at least 1 year after the effective date of this Order. 

III. Acknowledgments of the Order 

IT IS FURTHER ORDERED that Respondents obtain acknowledgments of receipt of 
this Order: 

A. Each Respondent, within 10 days after the effective date of this Order, must 
submit to the Commission an acknowledgment of receipt of this Order sworn 
under penalty of perjury. 

B. For 3 years after the issuance date of this Order, Individual Respondent for any 
business that she, individually or collectively with Corporate Respondent, owns a 
majority of or controls directly or indirectly, and Corporate Respondent, must 

https://lasvegastrailriding.com


  

 

       
    
   

     
 

   
      

      
       

          
       

 

  

           
 

     
     

    

  
       

  
   

    
       

      
    
         

       

       
      

    
    

     

    
 

  

      
    
   

      
 

    
      

      
      

 

           
       

 

   

   
 

            
  

     
     

    

  
       

   
    

     
       

      
     
         

       
 

       
      

    
    

     

Respondent; (b) identify all of that Respondent's businesses by all of their 
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deliver a copy of this Order to: (1) all principals, officers, directors, and LLC 
managers and members; (2) all employees having managerial responsibilities for 
drafting, approving, or enforcing customer contracts, or for responding to 
Covered Communications and all agents and representatives who participate in 
drafting, approving, or enforcing customer contracts, or responding to Covered 
Communications; and (3) any business entity resulting from any change in 
structure as set forth in the Provision titled Compliance Reports and Notices.  
Delivery must occur within 10 days after the effective date of this Order for 
current personnel. For all others, delivery must occur before they assume their 
responsibilities. 

C. From each individual or entity to which a Respondent delivered a copy of this 
Order, Respondent must obtain, within 30 days, a signed and dated 
acknowledgment of receipt of this Order. 

IV. Compliance Reports and Notices 

IT IS FURTHER ORDERED that Respondents make timely submissions to the 
Commission: 

A. One year after the issuance date of this Order, each Respondent must submit a 
compliance report, sworn under penalty of perjury, in which: 

1. Each Respondent must: (a) identify the primary physical, postal, and 
email address and telephone number, as designated points of contact, 
which representatives of the Commission may use to communicate with 

names, telephone numbers, and physical, postal, email, and Internet 
addresses; (c) describe the activities of each business, including the goods 
and services offered and the means of advertising, marketing, and sales, 
any conduct toward consumers who have engaged in Covered 
Communications, and the involvement of any other Respondent (which 
Individual Respondent must describe if she knows or should know due to 
her own involvement); (d) describe in detail whether and how Respondent 
is in compliance with each Provision of this Order, including a discussion 
of all of the changes Respondent made to comply with this Order; and (e) 
provide a copy of each Acknowledgment of this Order obtained pursuant 
to this Order, unless previously submitted to the Commission. 

2. Additionally, Individual Respondent must: (a) identify all her telephone 
numbers and all her physical, postal, email and Internet addresses, 
including all residences; (b) identify all her business activities, including 
any business for which she performs services whether as an employee or 
otherwise and any entity in which she has any ownership interest; and (c) 
describe in detail her involvement in each such business activity, including 



 

 

 

            
      

 

       
         

      
     
        
       

        
      
    
         

      
      
 

       
     

     
       

       
       

   
     

        
    

        
    

     
        

   

  

  
 

             
      

  

       
         

      
     
       
       

 

        
      
    
         

       
       
  

        
     

 

       
       

       
     

 
 

      
     

       
    

      
    

  

      
        

such as by concluding: "I de 

__ " and supplying the date, signatory's full name, title (if applicable), and 
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title, role, responsibilities, participation, authority, control, and any 
ownership. 

B. For 3 years after the issuance date of this Order, each Respondent must submit a 
compliance notice, sworn under penalty of perjury, within 14 days of any change 
in the following: 

1. Each Respondent must submit notice of any change in: (a) any designated 
point of contact; or (b) the structure of any Corporate Respondent or any 
entity that Respondent has any ownership interest in or controls directly or 
indirectly that may affect compliance obligations arising under this Order, 
including: creation, merger, sale, or dissolution of the entity or any 
subsidiary, parent, or affiliate that engages in any acts or practices subject 
to this Order. 

2. Additionally, Individual Respondent must submit notice of any change in: 
(a) name, including alias or fictitious name, or residence address; or (b) 
title or role in any business activity, including (i) any business for which 
she performs services whether as an employee or otherwise and (ii) any 
entity in which she has any ownership interest and over which she has 
direct or indirect control. For each such business activity, also identify its 
name, physical address, and any Internet address. 

C. Each Respondent must submit notice of the filing of any bankruptcy petition, 
insolvency proceeding, or similar proceeding by or against such Respondent 
within 14 days of its filing. 

D. Any submission to the Commission required by this Order to be sworn under 
penalty of perjury must be true and accurate and comply with 28 U.S.C. § 1746, 

clare under penalty of perjury under the laws of the 
United States of America that the foregoing is true and correct. Executed on: 
_____ 
signature. 

E. Unless otherwise directed by a Commission representative in writing, all 
submissions to the Commission pursuant to this Order must be emailed to 
DEbrief@ftc.gov or sent by overnight courier (not the U.S. Postal Service) to: 
Associate Director for Enforcement, Bureau of Consumer Protection, Federal 
Trade Commission, 600 Pennsylvania Avenue NW, Washington, DC 20580. 
The subject line must begin: In re LVTR LLC, C-4679. 

V. Recordkeeping 

IT IS FURTHER ORDERED that Respondents must create certain records for 3 years 
after the issuance date of this Order, and retain each such records for 5 years, unless otherwise 

mailto:DEbrief@ftc.gov


  

 

       
     

      

       

       
      

    

     

 

  
 

       
       

     

  
       

   
          

     
  

       
    

   

         
   

    
 

  

      
     

  

       

        
 

       
      

    

  

       
 

   

   
  

        
      

     
 

   
      

    
         

 

      
  

       
   

   
 

  

           
    

aspect of this Order, whether as an employee or otherwise, that person's: name; 

Respondent's goo 

relating to any Covered Communication; and all parties' court filings and 
Respondents' discovery responses in any legal action relating to any Covered 

that, for the purpose of monitoring Respondents' 

Commission's lawful use of co 

publication on the Commission's website (fie.gov) as a 
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specified below. Specifically, Corporate Respondent and Individual Respondent, for any 
business that such Respondent, individually or collectively with any other Respondents, owns a 
majority of or controls directly or indirectly, must create and retain the following records: 

A. Personnel records showing, for each person providing services in relation to any 

addresses; telephone numbers; job title or position; dates of service; and (if 
applicable) the reason for termination; 

B. A copy of: each unique contract relating to a Covered Communication; each 
unique contract used in connection with the sale or leasing of ds 
or services; all communications with consumers threatening any legal action 

Communication; and 

C. All records necessary to demonstrate full compliance with each provision of this 
Order, including all submissions to the Commission. 

VI. Compliance Monitoring 

IT IS FURTHER ORDERED 
compliance with this Order: 

A. Within 10 days of receipt of a written request from a representative of the 
Commission, each Respondent must: submit additional compliance reports or 
other requested information, which must be sworn under penalty of perjury, and 
produce records for inspection and copying. 

B. For matters concerning this Order, representatives of the Commission are 
authorized to communicate directly with each Respondent. Respondents must 
permit representatives of the Commission to interview anyone affiliated with any 
Respondent who has agreed to such an interview. The interviewee may have 
counsel present. 

C. The Commission may use all other lawful means, including posing through its 
representatives as consumers, suppliers, or other individuals or entities, to 
Respondents or any individual or entity affiliated with Respondents, without the 
necessity of identification or prior notice. Nothing in this Order limits the 

mpulsory process, pursuant to Sections 9 and 20 of 
the FTC Act, 15 U.S.C. §§ 49, 57b-1. 

VII. Order Effective Dates 

IT IS FURTHER ORDERED that this Order is final and effective upon the date of its 
final order. This Order will terminate 20 



 

 

            

      
        

  

      

           
       

       
           
       

 

 

   

        
        

      
     

   

  

            

       
         

   

  

 
 

       
 

            
       

       
           
       

  

  

    

 

 

 

        
       

      
     
 

Commission's seal), or 20 years from the most recent date that the United States or the 

This Order's application to any Respondent that is not named as a defendant in 

The notice must be in the following form, appearing on Respondents' websites with the 

I am writing to tell you that the Federal Trade Commission (FTC), the nation's consumer 

about a business's products, services, or conduct m any forum, including social media. 
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years from the date of its issuance (which date may be stated at the end of this Order, near the 

Commission files a complaint (with or without an accompanying settlement) in federal court 
alleging any violation of this Order, whichever comes later; provided, however, that the filing of 
such a complaint will not affect the duration of: 

A. Any Provision in this Order that terminates in less than 20 years; 

B. 
such complaint; and 

C. This Order if such complaint is filed after this Order has terminated pursuant to 
this Provision. 

Provided, further, that if such complaint is dismissed or a federal court rules that the Respondent 
did not violate any provision of this Order, and the dismissal or ruling is either not appealed or 
upheld on appeal, then this Order will terminate according to this Provision as though the 
complaint had never been filed, except that this Order will not terminate between the date such 
complaint is filed and the later of the deadline for appealing such dismissal or ruling and the date 
such dismissal or ruling is upheld on appeal. 

By the Commission. 

ATTACHMENT A to the Order Web Page Notice Template: 

underlined text completed as directed: 

Your Right to Post Honest Reviews 

Dear Customers: 

protection agency, has alleged that we used contract provisions that violated the Consumer 
Review Fairness Act (CRFA). The CRFA protects your ability to share your honest opinions 

According to the FTC, we used provisions in our booking form contracts that unlawfully 
restricted our customers (including you) from sharing truthful information and opinions about 
their experiences with us. 



  

 

          
           

 

      
 

 

  

    
          

  

   
        

        
    

           
          

            

     
        
       

    
   

 

         
      

          

    
 

  

           
          

  

       
  

 

 

  

   

    
          

    

    
        

        
    

           
          

            
 

     
        
       

    
    

  

        
      

          

uestions about the FTC's case, visit ~--------------

The Federal Trade Commission ("Commission") has accepted, 
an agreement containing a consent order as to L VTR LLC and Tomi A. Truax ("respondents"). 

The proposed consent order ("order") has been placed on the public record for 30 days 

ndents' use of non 

("CRF A") by o 

es not allege that the respondents' violations were knowing, and the order 

of the respondents' fulfillment of their obligations under contracts entered into before the 
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To settle the case, we are contacting our customers to tell you that these contract 
provisions are void and that we cannot enforce them against you. You can publish your honest 
review even if you say something negative about us or our services. 

If you have q add case page alias URL provided by 
FTC staff with embedded hyperlink]. 

Sincerely, 

Tomi A. Truax 

ANALYSIS OF CONSENT ORDER TO AID PUBLIC COMMENT 

subject to final approval, 

for receipt of comments by interested persons. Comments received during this period will 
become part of the public record. After 30 days, the Commission will again review the order and 
the comments received, and will decide whether it should withdraw the order or make it final. 

This matter involves the respo -disparagement provisions in consumer 
form contracts in the course of selling their recreational horseback riding services. The complaint 
alleges that the respondents violated Section 2(c) of the Consumer Review Fairness Act 

ffering to consumers form contracts that contained non-disparagement provisions 
made void by Section 2(b) of the CRFA. The CRFA defines a form contract as a contract with 
standardized terms, used in the course of selling or leasing goods or services, and imposed on an 
individual without a meaningful opportunity for such individual to negotiate the standardized 
terms. 

The order includes injunctive relief that prohibits these alleged violations and fences in 
similar and related conduct involving the use of contract terms that prohibit, restrict, penalize, or 
transfer rights in consumer reviews or evaluation of the respondents, their goods, or their 
services. The CRFA authorizes the Commission to seek civil penalties for knowing violations, 
but the complaint do 
does not provide for monetary relief. 

Part I prohibits, in the sale or leasing of any good or service, the respondents from: 
offering to any prospective customer a contract, or offering to any customer a renewal contract, 
that includes a review-limiting term; requiring that a customer accept such a term as a condition 



 

 

            
           

        
  

       
        
      

 

       

       
        

 

  
     

  

       

        

   

  

            
           

        
   

       
        
      

  

       
 

       
        

  

  
     

  
 

       
 

        

 

filings and the company's discovery responses in legal actions over consumer reviews 

contains other requirements related to the Commission's monitoring of the 
respondent's order compliance. 

intended to constitute an official interpretation of the complaint or order, or to modify the order's 
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effective date of the order; or attempting to enforce or assert the validity of such a term in 
customer contracts entered into before the effective date of the order. Part I would not require 
that the respondents publish or host the content of any person, affect any other legal duty of a 
party to a contract, or affect any cause of action arising from the breach of such duty. 

Part II requires the respondents to notify customers via their web site that the non-
disparagement provisions in their form contracts are void and cannot be enforced, and that 
customers who entered into contracts with those provisions can publish their honest reviews 
about the respondents, even if their comments are negative. 

Part III requires the respondents to submit signed acknowledgments that relevant 
personnel received the order. 

Part IV requires the respondents to file compliance reports with the Commission, and to 
notify the Commission of bankruptcy filings or changes in company structure that might affect 
compliance obligations. 

Part V contains recordkeeping requirements for personnel records, consumer contracts, 
communications with consumers threatening any legal action relating to any review; and court 

, as well as 
all records necessary to demonstrate compliance or non-compliance with the order. 

Part VI 

Part VII provides the effective dates of the order, including that, with exceptions, the 
order will terminate in 20 years. 

The purpose of this analysis is to facilitate public comment on the order, and it is not 

terms in any way. 



 

   

     

  

   
  

 

    
 

  
   

  

 
   

   
 

  
  

  

     

 

  

 

 

     

      

  
 

   
   

  

    
  

  
   

 

  

 

 
   

   
  

   
   

   

        

to extend its time to issue its ruling on Respondent's application until on or before February 14, 

INTERLOCUTORY, MODIFYING, VACATING, AND 
MISCELLANEOUS ORDERS 

IN THE MATTER OF 

1-800 CONTACTS, INC. 

Docket No. 9372. Order, January 31, 2019 

Order, suo motu, nunc pro tunc, extending the final and effective date of the Final Order. 

ORDER STAYING EFFECTIVE DATE OF FINAL ORDER 

By this Order, we, on our own motion, extend the final and effective date of the Final 
Order in this matter until March 1, 2019. 

The Final Order was set to become final and effective on January 25, 2019. On 
December 10, 2018, Respondent filed an application to stay the Final Order pending judicial 
review.  Complaint Counsel opposed that application on December 18, 2018. 

Commission Rule 3.56 provides that the Commission ordinarily shall issue a ruling on an 
application to stay within 30 days after the application is filed.1 On December 28, however, the 
lapse in appropriations and subsequent shutdown of ordinary agency operations rendered it 
impossible for the Commission to resolve the pending application for a stay while the shutdown 
continued. 

In light of the prolonged shutdown of agency operations, the Commission has determined 

2019. 

Further, in order to allow the Commission sufficient time to address the stay motion 
before any judicial stay proceedings become necessary, and out of fairness to the parties, we stay 
the effective date of the Final Order until March 1, 2019.  This stay is retroactive to January 25, 
2019, the original effective date. 

IT IS HEREBY ORDERED, nunc pro tunc, that the final and effective date of the Final 
Order is stayed from January 25, 2019, to March 1, 2019. 

By the Commission, Commissioner Wilson not participating. 

1 Accord 16 C.F.R. § 3.56(b). See also 15 U.S.C. § 45(g)(2)(B). 



 

 

 

             

    

 

 

         

 
        

         
    

      

  

  

 

  

  
 

 

  

 

             
 

     

 
 

   

  

         

 
        

        
    

      
 

   

assets filed by Linde AG, Praxair, Inc., and Linde PLC (collectively "Linde") and received on 
November 9, 2018 ("Petition"). Pursuant to the Decision and Order in Docket No. C 

Celanese Corporation ("Celanese"). 

After consideration of Linde's Petition and other available information, the Commission 
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IN THE MATTER OF 

LINDE AG, 
PRAXAIR, INC., 

AND 

LINDE PLC 

Docket No. C-4660. Order, January 31, 2019 

Letter approving the petition of Linde AG, Praxair, Inc., and Linde PLC to divest certain gases assets to Celanese 
Corporation. 

LETTER ORDER APPROVING DIVESTITURE OF CERTAIN ASSETS 

Thomas McGrath 
Linklaters LLP 

Re: In the Matter of Linde AG, Praxair, Inc., and Linde PLC, Docket No. C-4660. 

Dear Mr. McGrath: 

This is in reference to the petition for the approval of the proposed divestiture of certain 

-4660, 
Linde requests prior Commission approval of its proposal to divest certain gases assets to 

has determined to approve the proposed divestiture as set forth in the Petition. In according its 
approval, the Commission has relied upon the information submitted and the representations 
made by Linde and Celanese in connection with the Petition and has assumed them to be 
accurate and complete. 

By direction of the Commission, Commissioner Chopra abstaining. 



Order staying Respondent's obligation to comply with Paragraphs 

but denying respondent's Application for a Stay Pending Review by a United States Court 

Inc. ("1 800 Contacts" or "Respondent") had violated Section 5 of the FTC Act by entering into 

advertising auctions. On that same day, the Commission issued a cease and desist order ("the 
Final Order"), described more fully below. Respondent has applied for a stay of most of the 
Final Order's provisions pending judicial review by a 
Respondent's application for a stay as to paragraphs 111.B., IV.A.2.(a), and IV.B.2. and deny it 

would regulate or limit the Seller's ability to participate m a search advertising auction, 

800 Contacts, lnc.'s Application for a Stay Pending Review by 

800 Contacts, Inc.'s Reply Brief in Support of Its Applicati 

We also deny as moot the parties' Joint Motion Regarding the Schedule for Respondent's Application for Stay. 

er Phillips dissents from the parts of the Commission's order denying 1 
Contacts' request for a stay because he believes 1 
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IN THE MATTER OF 

1-800 CONTACTS, INC. 

Docket No. 9372. Order, February 12, 2019 

III.B., IV.A.2.(a), and IV.B.2. of the Final Order 
until the United States Court of Appeals for the Second Circuit issues a ruling disposing of the petition for review, 

of Appeals in all other 
respects. 

ORDER GRANTING IN PART AND DENYING IN PART RESPONDENT S APPLICATION FOR STAY 

PENDING JUDICIAL REVIEW 

On November 7, 2018, the Commission issued an Opinion ruling that 1-800 Contacts, 
-

and enforcing fourteen agreements with its competitors restricting search advertising and search 

federal court of appeals.1 We grant 

as to the other Final Order provisions.2 

The Final Order prohibits the conduct held to violate Section 5 and contains several 
fencing-in provisions. Specifically, the Final Order bars 1-800 Contacts from entering into any 
agreement with a Seller, defined as anyone that markets or sells contact lens products, that 

including by restricting use of keywords or requiring use of negative keywords, or that would 
regulate or limit search advertising. Final Order II.A., B. The Final Order clarifies, however, 
that these prohibitions do not preclude 1-800 Contacts from initiating a lawsuit or enforcing a 
court order, including an order approving a settlement. Final Order II.A., B. Further, 1-800 
Contacts is not precluded from requiring the Seller to clearly identify itself and to refrain from 
making false or deceptive claims or from representing that 1-800 Contacts is the source of 

1 We use the following abbreviations in this opinion: 

Opinion:Opinion of the Commission 
App.: Respondent 1-

Court of Appeals 
Reply: Respondent 1-

Review by a United States Court of Appeals 

a United States 

onfor a Stay Pending 

2 
The timeframes requested in that Motion were the same as those specified by the Commission rules. See 16 C.F.R. 
§§ 3.56(d), 4.3(a), (d). Commission -800 

-800 Contacts is likely to succeed on the merits of its appeal, for 
the reasons expressed in his dissenting opinion on the merits of this case. 



         

     
     

       
        

        
         

         
          

         
        

    

     

 

           
     
         

    
       

  
    

       

            
         

      
       

  

 

         

     
     

       
        

        
         

 

         
          

         
       

    

     
 

  

           
      
         

 

     
       

  
    

 

       
 
            

         
       

       
 

800 Contacts' trademark. Final Order II. 

that person's suspected trademark infringement, a copy of any agreement with any Seller 

rch advertising or the Seller's ability to participate in a search advertising auction. Final 

government shutdown had slowed the Commission's review of Respondent's stay 

e Commission's Opinion and Final 

the Final Order pending appeal "except to the extent it requires 1 

and notify the counterparties to those fourteen agreements of the Commission's decision." 

applicant's success on appeal; (2) whether the applicant will suffer irreparable harm 

800's stay application and then sep 
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advertised goods or is affiliated with the Seller or from using a name confusingly similar to 1-

The Final Order also prohibits 1-800 Contacts from entering into any agreement with a 
Seller that would regulate or limit truthful, non-deceptive, and non-infringing advertising or 
promotion. Final Order II.C. In addition, the Final Order requires 1-800 Contacts to cease and 
desist from enforcing provisions of existing agreements or court orders that impose conditions 
inconsistent with the requirements described above. Final Order III.A. The Final Order further 
requires 1-800 Contacts to take whatever action is necessary to vacate or nullify such 
provisions within 60 days. Final Order III.B. 

1-800 Contacts must provide notice of the Final Order to persons with whom it 
communicated regarding any trademark infringement claim or with whom it entered into a 
prohibited agreement, and it must provide such notice in future communications for five years 
going forward. Final Order IV.A., IV.B.2. In addition, for five years from the Final Order, 1-
800 Contacts must provide to the Commission any communication with any person regarding 

relating to search advertising, and a copy of any proposed stipulated settlement order limiting 
sea 
Order IV.B. 

Pursuant to Section 5(g) of the FTC Act, the Final Order was to become effective on 
January 25, 2019, the sixtieth day after it was served. 15 U.S.C. § 45(g)(2). By order dated 
January 31, 2019, the Commission stayed the effective date until March 1, 2019, because a 

application. 

Respondent has filed a petition for review of th 
Order in the United States Court of Appeals for the Second Circuit. Respondent asks us to stay 

-800 to (1) cease enforcing 
the challenged search advertising provisions in the fourteen agreements targeted in this case, 

App. at i. 

Under Commission Rule 3.56(c), an application for stay must address (1) the likelihood 
of the 
absent a stay; (3) the degree of injury to other parties if a stay is granted; and (4) whether the 
stay is in the public interest. 16 C.F.R. § 3.56(c). We find that these factors support denying a 
stay except with respect to certain provisions regarding nullification of existing orders and 
agreements and notification of third parties. We first discuss the reasons for partial denial of 1-

arately address the nullification and notification provisions. 



  

     
          

   
 

          
           
     

          

   

    

     
    

     
      

         
           

     
        

         
       

  

       
        

     
 

        
     

  

    
 

 

  

     
          

   
  

          
           
     

          
 

 

   
 

    
 

     
    

 

     
      

         
           

     
        

         
       

   

       
        

     
  

        
     

    

 

"[T]ribunals 

maintained." Cal. Dental Ass 'n 
shington Metro. Area Transit Comm 'n v. Holiday Tours, Inc. 

nt asserts that the Commission's analysis of the merits of the case is 
"vulnerable on appeal." App. at 7. Quoting extensively from Commissioner Phillips' 

hand rejected. "[R]epetition of the dissent's arguments," however, "neither changes the 
Commission's conclusion that [Respondent] engaged in [anticompetitive practices] nor 
establishes a likelihood of success on appeal." 

, 2010 WL 5576189, at *2 (F.T.C. Jan. 7, 2010) ("Respondent's mere 

the merits."); Toys "R" Us, Inc., 

800 Contacts' 

Even if the Commission had rejected the ALJ's conclusions, we have previously declined to adopt the 
"unsupported position that[] rejection of the conclusions of the Administrative Law Judge means that serious and 

n appeal." 
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A. Likelihood of Success on Appeal 

may properly stay their own orders when they have ruled on an admittedly 
difficult legal question and when the equities of the case suggest that the status quo should be 

, 1996 FTC LEXIS 277, at *10 (May 22, 1996) (quoting 
Wa , 559 F.2d 841, 844-45 (D.C. 
Cir. 1977)). The degree of the likelihood of success on appeal that must be shown to justify a 
stay depends on the extent to which the other three Rule 3.56(c) factors support the stay. Id. 
For example, the probability of success that must be demonstrated is inversely proportional to 
the irreparable harm that would be incurred in the absence of a stay. McWane, Inc., 2014 WL 
1630460, at *1 (F.T.C. Apr. 11, 2014). 

Responde 

dissenting opinion, Respondent reprises the same arguments the majority has already discussed 
at lengt 

McWane, 2014 WL 1630460, at *2; see also 
Realcomp II, Ltd. 
disagreement with our decision does not establish serious and substantial questions going to 

126 F.T.C. 695, 697 (1998) (emphasizing that renewal of 
previously rejected arguments alone cannot justify a stay). 

Nor do the differences between the decisions of the Commission and the ALJ suggest 
a likelihood of reversal. The ALJ and the Commission both found that 1-
agreements violated Section 5 of the FTC Act. Like the ALJ, the Commission found evidence 
that the challenged agreements harmed competition for the online sale of contact lenses, but 
the Commission also found that the agreements could be condemned as inherently suspect and 
that the agreements harmed search engines. The fact that the Commission found liability on 
these additional grounds does not indicate serious and substantial questions on the merits. On 
the contrary, that multiple legal theories support liability increases the likelihood that a federal 
appellate court will find the restrictions at issue impermissible.3 

Respondent also appears to argue that the likelihood-of-success factor is met here 
because the administrative trial lasted 19 days and involved numerous witnesses and 
exhibits. App. at 6. The likelihood of success on appeal, however, does not hinge on the 
volume of evidence presented at trial. 

In all, although we were not unanimous in our finding of liability, Respondent has not 
established a high likelihood of success on appeal. A stay may still be appropriate, however, 

3 

substantial issues exist o Realcomp II, 2010 WL 5576189, at *3. 



Respondent "bears the burden of demonstrating that denial of a stay will cause irreparable 
harm." 1996 FTC LEXIS 277, at *6. "Simple assertions of harm or conclusory 
statements based on unsupported assumptions will not suffice." . "A party seeking a stay 

occur absent a stay." 

800 Contacts' costs. Respondent also claims, 

communications would "raise serious questions of confidentiality." App. at 12. However, 
communications provided to the Commission would be subject to the Commission's statu 

2; 16 C.F.R. § 4.10. Respondent's vague 

irreparable injury, let alone "with particularity." 

Such objections to the Final Order's scope and applicability -
raised on appeal, as its arguments concern provisions that also appeared in the ALJ' s proposed 

For example, Respondent asserts that the defmition of"Seller" can include parties with whom 1 
at 4. It also claims that the term "truthful, non 

infringing," which is not specifically defined, is "left to second guessing." 
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if 1-800 Contacts makes a compelling case in support of a stay based on the other Rule 
3.56(c) factors. 

B. Likelihood of Irreparable Harm 

In addition to showing a likelihood of success on appeal, to justify a stay, 

Cal. Dental, 
Id 

must show, with particularity, that the alleged irreparable injury is substantial and likely to 
Id. 

Respondent claims harm from the requirements that it notify the Commission of its 
third- party communications and settlements. Respondent alleges that providing notice to the 
Commission of communications with third parties regarding trademark infringement would 
impose enormous costs, including fees for outside counsel who would have to produce the 
communications and address confidentiality and protective order issues. App. Montclair Decl. ¶ 
16. We are not persuaded that this requirement would impose a significant burden. Presumably, 
1-800 Contacts would have to involve its counsel in communications with third parties about 
trademark infringement anyway, and it is not clear why copying the Commission on such 
communications would materially increase 1-
without explanation, that providing the Commission with notice of trademark infringement 

tory 
confidentiality protections. See 15 U.S.C. § 57b-
statements about confidentiality concerns do not demonstrate a likelihood of substantial and 

Cal. Dental, 1996 FTC LEXIS 277, at *6. 

Respondent also voices a variety of concerns about the breadth of different provisions 
of the Final Order. App. at 1-4. Respondent argues that the definitions are overinclusive,4 the 
prohibitions are overbroad, and the notice requirements are ambiguous, lacking clarity about 
which parties must be notified and which communications produced to the FTC. Id. at 11-13.  

which Respondent should have 

order are not proper subjects for a stay application and do not provide a basis to delay 
implementation of the Final Order. 

C. Harm to Third Parties and the Public Interest 

The third and fourth factors the degree of injury to other parties if a stay is granted 
and whether the stay is in the public interest are often assessed together because, in enforcing 

4 -800 Contacts has 
upstream and downstream vertical relationships. Id. -deceptive, and 
non- - Id. 



  

       
       

          
         

     
 

            

         
 

       
    

    
          

       
        

       
      

 

          
   

      
    

        
       
       

     
      

 

      
     

   
       

 

    
 

 

        
        

  

          
         

     
   
            

         
 

        
      

    
          

 

       
        

       
      

  

          
   

      
    

       
       
       

 

      
      

  

      
     

   
       

  

 

Toys "R" Us, 

, if the Commission were to grant its application, the "core" p 

But if Respondent's stay application were granted, it could continue to enter into 

is distinguishable. In that case, the "core provisions" of the order left 

See FTC v. Nat 'l Lead Co. 
(1957) ("[T]hose caught violating the [FTC] Act must expect some fencing in."). A stay of these 

Respondent's application for a stay except to the extent discussed 

By virtue of the breadth of Respondent's stay application, which seeks a stay of the entire Final Order except for 

800 Contacts' settlement agreements. Final Order IV.B. 
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the law, Complaint Counsel is responsible for representing the public interest. 
126 F.T.C. at 699-700; McWane, 2014 WL 1630460, at *4; Cal. Dental, 1996 FTC LEXIS 
277, at *8. 

Respondent argues that, because it does not seek to stay the provisions of the Final 
Order that would prohibit it from enforcing the anticompetitive portions of the fourteen 
challenged agreements, a stay would not cause harm. App. at 14-15. Respondent asserts that, as 
in California Dental rovisions of 
the Final Order would remain in force. App. at 9; Cal. Dental, 1996 FTC LEXIS 277, at 5, 8. 

anticompetitive agreements exactly like those that have been found to be unlawful. On this 
point, California Dental 
intact prohibited continuation of the restraints found to be unlawful and imposed new requisite 
standards going forward. Cal. Dental, 1996 FTC LEXIS 277, at 5-6, 11-12.5 Respondent 
asserts that it does not intend to enter into new agreements containing trademark bidding 
restrictions with its rivals, Reply at 4-5, yet it asks us to stay the provisions that would prohibit 
it from doing exactly that. 

With respect to the provisions requiring 1-800 Contacts to submit to the Commission its 
communications and agreements with third parties, we note that it is important for the FTC to be 
kept abreast of such communications and agreements to ensure that 1-800 Contacts does not 
engage in anticompetitive conduct in the future. , 352 U.S. 419, 431 

provisions would therefore harm third parties and the public interest. 

Respondent argues that a stay would be in the public interest because it would give 1-
800 Contacts greater flexibility to resolve trademark disputes and preserve its ability to enter 
into common vertical supply and marketing arrangements. App. at 15. This argument is without 
merit, as the Final Order focuses on anticompetitive agreements that unlawfully restrain search 
advertising and search advertising auctions. To the extent Respondent is concerned that the 
Final Order might unduly interfere with lawful vertical arrangements, an across-the-board stay 
is not the appropriate mechanism for addressing those concerns. Accordingly, we deny 

below.6 

5 Moreover, while the stay in California Dental did not affect the prohibition on interfering with truthful, 
nondeceptive promotional activities, Cal. Dental, 1996 FTC LEXIS 277, at *5-6, Respondent seeks to stay an 
analogous provision in the Final Order here. App. at 12. 

two specific requirements, the stay request encompasses numerous provisions that 1-800 has not addressed, such as 
the requirements to provide periodic compliance reports or to distribute copies of the Final Order to all of its 
executives and to courts assessing 1- 5-6, V. Since 
Respondent has not provided any basis to stay those portions of the Final Order, its stay application is denied as to 
those provisions as well. 

6 



       
        
      

       
        
          

         
       

     
         

   
            

     
            

 
    
     

  
            

 
     

 
           

        

       
     

      
      

     

  

 

   

   

       
        
       

       
        
           

         
       

 

   

     
         

   
            

     
             

 
    
    

  
            

 
     

 
           

        

       
     

      
       

  

       

14. Moreover, in the unlikely event the Commission's decision is reversed on 

N. C. Bd. of Dental Exam 'rs 
(F.T.C. Feb. 10, 2012) ("[W]here compliance with an order could cause confusion or require 
costly notification if reversed on appeal, a party may be irreparably injured."). 

800 Contacts' competitors may be unaware of their rights and may 

800 Contacts would still need to submit to the Commission the company's 
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D. Nullification and Third-Party Notification Requirements 

1. Paragraph III.B. 

Paragraph III.B. of the Final Order requires 1-800 Contacts to take whatever action is 
necessary to vacate or nullify the provisions, terms, or requirements in any court order or 
agreement that impose a prohibited condition. Although Respondent is unlikely to succeed on 
appeal, this nullification requirement could result in an irreversible change in circumstances 
because reinstatement of any nullified provision may require judicial or other third-party 
consent. Further, the public-interest harm from a delay of nullification of the anticompetitive 
provisions would be tempered by the fact that the company would still be prohibited from 
enforcing those provisions. See Final Order III.A. Accordingly, we will stay paragraph III.B. 
of the Final Order pending appeal. 

2. Paragraphs IV.A.2.(a) and IV.B.2. 

We also grant the stay request as to paragraphs IV.A.2.(a) and IV.B.2., which require 1-
800 Contacts to provide notice of the Final Order to persons with whom it communicates or 
has previously communicated regarding trademark infringement. Whether a stay of these 
provisions is appropriate is a close question. On the one hand, Respondent asserts that it has 
not kept records or lists of persons with whom it communicated regarding trademark 
infringement and that it would be costly to have to compile such a list. App. at 14; Montclair 
Decl. ¶¶ 13-
appeal, 1-800 Contacts would have to send retraction letters, which could cause confusion and 
impose additional, unrecoverable costs. , 2012 WL 588756, at *3 

On the other 
hand, consumers may be harmed if the notice provisions are stayed, because without notice of 
the Commissiondecision, 1-
unduly limit their advertising, thereby depriving consumers of information about lower-cost 
alternatives. Some of this harm to consumers and others, however, may be mitigated because 1-
800 Contacts would still be required to provide notice of the Final Order to the fourteen 
competitors with whom it reached agreement. Final Order IV.A.2.(b).7 As for the other 
competitors, 1-
future communications with its rivals about trademark infringement, as well as any agreements 
reached with those parties, so the Commission would be able to monitor for anticompetitive 
conduct going forward. See Final Order IV.B.1., 3., 4. Therefore, on balance, we find it is 
appropriate to grant a stay of the specified third-party notification provisions pending appeal to 
federal court. 

7 1-800 Contacts does not seek to stay this provision. See App. at i. 
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Accordingly, 

IT IS ORDERED THAT 
with Paragraphs III.B., IV.A.2.(a), and IV.B.2. of the Final Order issued by the Commission 
in this proceeding on November 7, 2018, are hereby stayed until the United States Court 
of Appeals for the Second Circuit issues a ruling disposing of the petition for review 
filed by Respondent; and 

IT IS FURTHER ORDERED THAT Respondent 1-800 Contacts, Inc.' s 
Application for a Stay Pending Review by a United States Court of Appeals is DENIED 
in all other respects. 

By the Commission, Commissioner Phillips dissenting and Commissioner Wilson 
not participating. 



 

 

    

    

 

  

        

       

 

 

        
     

 

  

 

  

  
 

 

 

     

     

 
  

     
 

 

        

       

 

  

       
     

 

  

Supervalu Assets to Giant ("Application"), filed by Supervalu on November 8, 2018. The 

the Order in this matter, Supervalu's proposed sale of Shop 'n Save #2871 located in Berryville, 
Virginia, and Shop 'n Save #2881 located in Martinsburg, West Virginia, to Giant Food St 
LLC ("Giant"), a company of Ahold Delhaize USA, Inc. The Application was placed on the 

After consideration of Supervalu' s Application and other available information, the 

representations made m connection with Supervalu's Application, and has assumed them 
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IN THE MATTER OF 

KONINKLIJKE AHOLD, N.V. 
AND 

DELHAIZE GROUP NV/SA 

Docket No. C-4588. Order, February 15, 2019 

Letter approving the petition of Supervalu to divest certain gases assets to to Giant Food Stores LLC. 

LETTER ORDER APPROVING DIVESTITURE OF CERTAIN ASSETS 

Elaine Ewing, Esquire 
Cleary Gottlieb Steen & Hamilton LLP 

Re: In the Matter of Koninklijke Ahold N.V./Delhaize Group NV/SA, 
Docket No. C-4588. 

Dear Ms. Ewing: 

This letter responds to the Application for Approval of Proposed Sale of Certain 

Application requests that the Federal Trade Commission approve, pursuant to Paragraph VI of 

ores 

public record for comments until December 27, 2018, and two comments were received. 

Commission has determined to approve the proposed sale of these two stores to Giant. In 
according its approval, the Commission has relied upon the information submitted and the 

accurate and complete. 

By direction of the Commission. 



  

 

 

 

          
 

    

  

 

         

 
        

    
         

   
      

  

    
 

 

  

  
 

 

  

 

          
  

     

 
 

    

  

         

  
        

    
        

   
       

 

   

assets filed by Linde AG, Praxair, Inc., and Linde PLC (collectively "Linde") and received on 
ember 19, 2018 ("Petition"). Pursuant to the Decision and Order in Docket No. C 

LyondellBasell Acetyls, LLC ("Lyondell"). 

After consideration of Linde's Peti 
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IN THE MATTER OF 

LINDE AG, 
PRAXAIR, INC., 

AND 

LINDE PLC 

Docket No. C-4660. Order, February 19, 2019 

Letter approving the petition of Linde AG, Praxair, Inc., and Linde PLC to divest certain gases assets to 
LyondellBassell Acetyls, LLC. 

LETTER ORDER APPROVING DIVESTITURE OF CERTAIN ASSETS 

Thomas McGrath 
Linklaters LLP 

Re: In the Matter of Linde AG, Praxair, Inc., and Linde PLC, Docket No. C-4660. 

Dear Mr. McGrath: 

This is in reference to the petition for the approval of the proposed divestiture of certain 

Dec -4660, 
Linde requests prior Commission approval of its proposal to divest certain gases assets to 

tion and other available information, the Commission 
has determined to approve the proposed divestiture as set forth in the Petition. In according its 
approval, the Commission has relied upon the information submitted and the representations 
made by Linde and Lyondell in connection with the Petition and has assumed them to be 
accurate and complete. 

By direction of the Commission, Commissioner Chopra abstaining. 
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IN THE MATTER OF 

IMPAX LABORATORIES, INC. 

Docket No. 9373. Order, February 26, 2019 

Order extending the time period for issuing a final decision and order until March 28, 2019. 

ORDER EXTENDING TIME PERIOD FOR ISSUING FINAL DECISION AND ORDER ] 

In order to give full consideration to the issues presented by the appeal in this proceeding, 
the Commission has determined, pursuant to Rule 4.3(b), 16 C.F.R. § 4.3(b), to extend the time 
period for issuing a final decision and order until March 28, 2019. 

IT IS SO ORDERED. 

By the Commission. 



  

 

 

 

              

    

 

 

         

  
       

   
         

   
        

  

    
 

 

  

  
 

 

  

 

              
 

     

 
 

   

  

         

   
       

   
        

   
        

 

   

assets filed by Linde AG, Praxair, Inc., and Linde PLC (collectively "Linde") and received on 
("Petition"). Pursuant to the Decision and Order in Docket No. C 

Industries GmbH ("Messer"). 

After consideration of Linde's Petition and other availa 
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IN THE MATTER OF 

LINDE AG, 
PRAXAIR, INC., 

AND 

LINDE PLC 

Docket No. C-4660. Order, February 26, 2019 

Letter approving the petition of Linde AG, Praxair, Inc., and Linde PLC to divest certain gases assets to Messer 
Industries GmbH. 

LETTER ORDER APPROVING DIVESTITURE OF CERTAIN ASSETS 

Thomas McGrath 
Linklaters LLP 

Re: In the Matter of Linde AG, Praxair, Inc., and Linde PLC, Docket No. C-4660. 

Dear Mr. McGrath: 

This is in reference to the petition for the approval of the proposed divestiture of certain 

November 9, 2018 -4660, 
Linde requests prior Commission approval of its proposal to divest certain gases assets to Messer 

ble information, the Commission 
has determined to approve the proposed divestiture as set forth in the Petition. In according its 
approval, the Commission has relied upon the information submitted and the representations 
made by Linde and Messer in connection with the Petition and has assumed them to be accurate 
and complete. 

By direction of the Commission, Commissioner Chopra abstaining. 



 

 

 

 

          

     

          
 

    
     

 

  

  

        
         

       
    

       
 

     

    

   

 

  

  

  

          

      

           
  

    
       

 
  

 

   

    

         
         

 

         
    

 
 

         
  

      
       

 

    
 

 

Complaint Counsel's motion, and scheduling the evidentiary hearing. 

for the Fifth Circuit, seeking review of the Commission's Opinion and Order 
Respondent's motion to dismiss the complaint in this proceeding and dismissing Respondent's 

found that Respondent's petition was premature and dismissed its petition fo 

that the Commission's deadline for ruling on Complaint 
Counsel's Motion for Partial Summary Decision Dismissing Respondent's Fourth Affirmative 

At the time the stay was entered, Complaint Counsel's motion was pending before the Commission, and oral 

Complaint Counsel's Motion for Partial Summary Decision at this time. 
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IN THE MATTER OF 

LOUISIANA REAL ESTATE APPRAISERS BOARD 

Docket No. 9374. Order, March 21, 2019 

Order lifting the stay pending appeal, resuming administrative proceedings, extending the deadline for ruling on 

ORDER LIFTING STAY AND RESUMING ADMINISTRATIVE PROCEEDINGS ] 

On April 19, 2018, Respondent filed a petition with the United States Court of Appeals 
1 denying 

third and ninth affirmative defenses. On July 19, 2018, the Commission stayed this proceeding 
pending appellate review.2 On February 28, 2019, the Court of Appeals for the Fifth Circuit 

r lack of 
jurisdiction.3 Accordingly, 

IT IS HEREBY ORDERED, that the stay of these proceedings is hereby lifted; and 

IT IS FURTHER ORDERED 

Defense4 is extended to April 29, 2019; and 

IT IS FURTHER ORDERED that the evidentiary hearing in this proceeding before an 
Administrative Law Judge of the Federal Trade Commission is rescheduled to commence on 
July 30, 2019, at 10:00 a.m. 

1 In the Matter of Louisiana Real Estate Appraisers Board, Docket No. 9374, Opinion and Order of the 
Commission, at 21 (April 10, 2018), available at 
https://www.ftc.gov/system/files/documents/cases/d09374_opinion_and_order_of_the_commission_04102018_reda 
cted_public_version.pdf. 
2 In the Matter of Louisiana Real Estate Appraisers Board, Docket No. 9374, Commission Order Staying 
Administrative Proceeding at 2 (July 19, 2018), available at 
https://www.ftc.gov/system/files/documents/cases/d09374 commission ord staying administrative proceeding.pdf 
3 Louisiana Real Estate Appraisers Board v. Federal Trade Commission, No. 18-60291, Order, at 1 (5th Cir., Feb. 
28, 2019). 

argument on that motion was scheduled to occur on August 27, 2018.  The Commission declines to reschedule the 
oral argument on 

4 

https://www.ftc.gov/system/files/documents/cases/d09374
https://www.ftc.gov/system/files/documents/cases/d09374_opinion_and_order_of_the_commission_04102018_reda
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IN THE MATTER OF 

TRONOX LIMITED, 
NATIONAL INDUSTRIALIZATION COMPANY (TASNEE), 

NATIONAL TITANIUM DIOXIDE COMPANY LIMITED (CRISTAL), 
AND 

CRISTAL USA INC. 

Docket No. 9377. Order, March 22, 2019 

Order withdrawing Matter from adjudication to consider a proposed consent agreement. 

ORDER WITHDRAWING MATTER FROM ADJUDICATION FOR THE PURPOSE OF CONSIDERING A 

PROPOSED CONSENT AGREEMENT 

Complaint Counsel and Respondents having filed a joint motion to withdraw this matter 
from adjudication to enable the Commission to consider a proposed Consent Agreement; and 

Complaint Counsel and Counsel for the Respondents having submitted a proposed 
Consent Agreement containing a proposed Decision and Order, executed by the Respondents and 
by Complaint Counsel and approved by the Director of the Bureau of Competition which, if 
accepted by the Commission, would resolve this matter in its entirety; 

IT IS ORDERED, pursuant to Rule 3.25(d) of the Commission Rules of Practice, 16 
C.F.R. § 3.25(d), that this matter in its entirety be, and it is hereby is, withdrawn from 
adjudication, and that all proceedings before the Commission are hereby stayed while the 
Commission evaluates the proposed Consent Agreement, pursuant to Rule 3.25(f), 16 C.F.R. § 
3.25(f); and 

IT IS FURTHER ORDERED, pursuant to Rule 3.25(b) of the Commission Rules of 
Practice, 16 C.F.R. § 3.25(b), that the Consent Agreement shall not be placed on the public 
record unless and until it is accepted by the Commission. 

By the Commission. 



Opinion and Order denying Complaint Counsel's Motion for Partial Summary Decision Dismissing Respondent's 

The Commission's administrative complaint in this matter alleges that Respondent, the 
Louisiana Real Estate Appraisers Board ("LREAB" or "the Board"), unreasonably restrains price 

("AMCs") in Louisiana. Compl. 11. 

asserts as a fourth affirmative defense that it "acted in good faith to comply with a federal 
regulatory mandates [sic]." Complaint Counsel have moved to summarily dismiss this 

Complaint Counsel's Motion for Partial Summary Decision Dismissing Respondent' s 

Complaint Counsel's Motion for Partial Summary Decision on Respondent's Fourth 

Complaint Counsel's Supplemental Brief in Support 
Decision Dismissing Respondent's Fourth Affirmative Defense 
Respondent Louisiana Real Estate Appraisers Board's Supplemental Brief in Opposition 

unsel's Reply in Support of Supplemental Brief in Support of Its Motion 
for Partial Summary Decision Dismissing Respondent's Fourth Affirmative Defense 
Respondent's Rule 3.24(a)(2) Response to Complaint Counsel's Statement of Undisputed 
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IN THE MATTER OF 

LOUISIANA REAL ESTATE APPRAISERS BOARD 

Docket No. 9374. Order, May 6, 2019 

Fourth Affirmative Defense. 

OPINION AND ORDER OF THE COMMISSION 

By Chairman Joseph J. Simons, for the Commission: 

competition for real estate appraisal services provided to appraisal management companies 
1 AMCs act as agents for lenders in arranging for real estate 

appraisals and thus effectively function as the purchasers of appraisal services. Broadly, the 
Complaint alleges that the Board violated Section 5 of the Federal Trade Commission Act by 
issuing a regulation that prevents AMCs and appraisers from arriving at appraisal fees through 
bona fide negotiation and the operation of the free market, and (2) effectively requiring that 
appraiser fees match or exceed the median fees identified in Board-commissioned survey reports 
through subsequent enforcement of its regulation. Compl. ¶¶ 3-4. In its Answer, Respondent 

affirmative defense, arguing that it is inapplicable here as a matter of law. Although exceptions 
and immunities to the application of the antitrust laws should be narrowly construed, we 
recognize that courts have long acknowledged that antitrust analysis should talce into account the 
regulatory context. We deny the motion, finding that additional factual development is needed to 
determine whether the defense applies. 

1 We use the following abbreviations for purposes of this opinion: 

Compl.: Complaint 
CCM: 

Fourth Affirmative Defense 
ROpp: Memorandum of Respondent Louisiana Real Estate Appraisers Board in Opposition to 

Affirmative Defense 
CCSupp: of Its Motion for Partial Summary 

RSuppOpp: 

CCSuppRep: 
Regarding Good Faith Regulatory Compliance 
Complaint Co 

RUF: 
Facts and Statement of Material Facts as to Which There Is a Genuine Issue for Trial 



compensate appraisers "at a rate that is customary and reasonable for appraisal services 
performed in the market area of the property being appraised." 15 
further provides that "[ e ]vidence for such fees may be established by objective third 

private sector surveys." 

appraisers the aforementioned "customary and reasonable" rates. 

preserves the application of the antitrust laws, stating that "[n]othing in this Act ... shall be 
construed to modify, impair, or supersede the operation of any of the antitrust laws." 12 U.S.C. § 

System's Board of Governors issued an interim final rule concemmg the "customary and 
reasonable" fee 

stated that "the marketplace should be the primary determiner of the value of appra 
and hence the customary and reasonable rate of compensation for fee appraisers." 

Specifically, the amended Title XI states that minimum requirements for State registration of AMCs "shall include 

1639e of title 15." 12 U.S.C. § 3353(a). 
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A. Background 
Congress enacted the Dodd-Frank Wall Street Reform and Consumer Protection Act of 

2010 in response to the 2007-08 financial crisis. To help ensure that appraisals are conducted 
independently and free from inappropriate influence and coercion, Dodd-Frank amended the 
Truth in Lending Act of 1968 to require lenders and their agents, including AMCs, to 

U.S.C. § 1639e(i)(l).  The Act 
-party 

information, such as government agency fee schedules, academic studies, and independent 
Id. Dodd-Frank also amended Title XI of the Financial Institutions 

Reform, Recovery , and Enforcement Act of 1989 to require federal fmancial regulatory agencies 
to establish minimum requirements for state registration and supervision of AMCs. 12 U.S.C. § 
3353(a). Such minimum requirements must provide that AMCs adhere to the appraisal 
independence standards set forth in Section 1639e,2 including the mandate that AMCs pay 

See id. Although Title XI does 
not directly compel states to establish an AMC registration and supervision program, AMCs in a 
state that has not adopted the federal minimum requirements are barred from providing appraisal 
management services for federally related transactions, unless the AMCs are owned and 
controlled by a federally regulated depository institution or fall below a minimum statutory size 
threshold. See 12 U.S.C. § 3353(f)(l); Minimum Requirements for Appraisal Management 
Companies, 80 Fed. Reg. 32,658, 32,659 (June 9, 2015). At the same time, Dodd-Frank 

5303. 

Implementation of these provisions involves a variety of federal and state actors, as 
described below. 

Customary and reasonable fee requirement. In October 2010, the Federal Reserve 

requirement. Federal Reserve System, Interim Final Rule, 75 Fed. Reg. 66,554 
(Oct. 28, 2010) (codified at 12 C.F.R. pt. 226). In announcing the rule, the Board of Governors 

isal services, 
Id. at 66,569. 

The rule provides two presumptions of compliance. Under the first, the appraisal fee is presumed 
to be customary and reasonable if it is reasonably related to recent rates paid for comparable 
appraisal services in the relevant geographic market, the creditor or its agent has taken into 

a requirement that such companies ... require that appraisals are conducted independently and free from 
inappropriate influence and coercion pursuant to the appraisal independence standards established under section 
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tomary and reasonable is determined "based on all of the 
facts and circumstances without a presumption of either compliance or violation." 

the state to "[ e ]stablish and comply with processes and controls reasonably designed to ensure 
that the AMC" follows the appraiser independence requirements, which include compensating 

ct to reqmre AMCs to "compensate 

federal law." La. Rev. Stat. § 3 

Code tit. 46, § 31101. It provides that AMCs can demonstrate compliance by using "objective 

independent private sector surveys" or by using a schedule of fees 

are to be performed, the appraiser's qualifications, the appraiser's experience and professional record, and the 
quality of the appraiser's work. 75 Fed. Reg. at 66,582. 
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account six enumerated factors in setting the fee,3 and the creditor or its agent has not engaged in 
any anticompetitive conduct affecting the appraisal fee. Id. at 66,555-56, 66,582. Under the 
second, alternative presumption, the appraisal fee is presumed to be customary and reasonable if 
it was determined by relying on rates established by objective third-party information, including 
fee schedules, studies, and surveys prepared by independent third parties, where such schedules, 
studies, and surveys exclude fees paid by AMCs. Id. at 66,555-56, 66,582. If neither presumption 
applies, whether the appraiser fee is cus 

Id. at 66,572, 
66,586. 

Federal requirements for state supervision of AMCs. In June 2015, the federal financial 
regulatory agencies issued a rule setting out the minimum requirements for state registration and 
supervision of AMCs. 80 Fed. Reg. 32,658. The rule provides, among other things, that any state 
that elects to register and supervise AMCs under Title XI must require each AMC operating in 

appraisers at a customary and reasonable rate. Id. at 33,669; 12 C.F.R. § 225.193(b)(5) (2015).4 

The Appraisal Subcommittee, a federal agency, monitors state AMC registration and supervision 
programs for compliance with the federal requirements. See Appraisal Subcommittee, Revised 
ASC Policy Statements, 83 Fed. Reg. 9,144 (Mar. 5, 2018). 

Louisiana law and the LREAB. Louisiana is among the states that have chosen to adopt 
an AMC regulation and supervision program. In 2012, Louisiana modified its Appraisal 
Management Company Licensing and Regulation A 
appraisers at a rate that is customary and reasonable for appraisals being performed in the market 
area of the property being appraised, consistent with the presumptions of compliance under 

7:3415.15(A). The LREAB, a state agency governed by a multi-
member board, has authority to enforce this provision, including by promulgating regulations as 
well as investigating, censuring, and disciplining AMCs that violate the regulations or the statute. 
La. Rev. Stat.§§ 37:3415.19(A)(2), 37:3415.21. 

Rule 3 I IOI and its enforcement. In 2013, the Board adopted Rule 31101, which specifies 
how AMCs must comply with the customary and reasonable rate requirement. See La. Admin. 

third-party information such as government agency fee schedules, academic studies, and 
established by the Board. Id. § 

31 l 0 l (A). AMCs not using one of these methods must, at a minimum, ensure that appraiser 

3 The factors to be considered are the type of property, the scope of work, the time in which the appraisal services 

4 This citation is for the Federal Reserve System rule. The rule is codified separately for each federal financial 
regulatory agency. See 12 C.F.R. pt. 34 (2015) (Department of Treasury); 12 C.F.R. pt. 323 (2015) (Federal Deposit 
Insurance Corporation); 12 C.F.R. pt. 1026 (2015) (Consumer Financial Protection Bureau); 12 C.F.R. pt. J222 
(Federal Housing Finance Agency). 

https://37:3415.21


out in the Federal Reserve's interim final rule. 

43 . The Board's Answer denies th 

states that the Board" acted in good faith to comply with a federal regulatory mandate[]." 

Complaint Counsel's motion seeks partial summary decision rejecting the fourth 
affirmative defense as a matter oflaw. Under Rule 3.24 of the Commission's Rules of Practice, a 
party may move for summary decision "upon all or any part of the issues being adjudicated." 16 

ee NC State Bd. of Dental Exam 'rs, ajf'd, NC 
State Bd. of Dental Exam 'rs v. FTC, ajf'd, 
A party moving for summary decision must show that "there is no genuine dispute as 
material fact," and that it is "entitled to judgment as a matter of law." Fed. R. Civ. P. 56(a); 

16 C.F.R. § 3.24(a)(2) ("If the Commission ... determines that there is no genuine issue as 
f, it shall issue a final decision and order."). 

We previously dismissed Respondent's third and ninth affirmative defenses, which relied upon the state action 

458 U.S. 119, 126 (1982) ("Accordingly, our precedents 
trued narrowly."); 

440 U.S. 205,231 (1979) {"It is well settled that exemptions from the antitrust laws are to 
be narrowly construed. "); 374 U.S. 321, 348 (1963) ("It i 
'(i)mmunity from the antitrust laws is not lightly implied."' ) (quoting Fed. Power Comm 'n, 
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compensation is reasonable by adjusting the recent rates paid in the relevant geographic market 
to account for the six factors set See id. In 
addition to issuing Rule 31101, the Board contracted with the Southeastern Louisiana University 
Business Research Center to survey typical fees paid by lenders to appraisers. See RUF ¶ 22. 

The Complaint alleges that Rule 31101 amounts to an unlawful restraint of competition 
on its face because it prohibits AMCs from arriving at an appraisal fee through the operation  of  
the free market. Compl. ¶¶ 30-31.  It also alleges that the Board has unlawfully restrained price 
competition though its enforcement of the Rule by effectively requiring AMCs to set rates at 
least as high as the median appraisal fees set forth in the Southern Louisiana University surveys. 
Id. ¶¶ 32- at the Rule unlawfully restrains competition either 
on its face or as applied, and asserts several affirmative defenses. The fourth affirmative defense 

5 

B. Motion for Partial Summary Decision 

C.F.R. § 3.24(a)( l ). We review motions for partial summary decision using the same legal 
standard as applies to motions for summary judgment under Federal Rule of Civil Procedure 56 
in federal courts. S 151 F.T.C. 607, 610-11 (2011), 

717 F.3d 359 (4th Cir. 2013), 135 S. Ct. 1101 (2015). 
to any 

see 
also 
to any material fact regarding liability or relie 

C. Regulatory Compliance Defense 

In general, exemptions and immunities from the antitrust law should be narrowly 
construed.6 For instance, prior Commission work has identified limits to the Noerr-Pennington 

doctrine, following a separate motion for partial summary decision filed by Complaint Counsel. Opinion and Order 
of the Commission (Apr. 10, 2018), https://www.ftc.gov/system/files /docu ments/cases /d09374 opinion and order 
of the commission 04102018 redacted public version.pdf. 

6 See, e.g., Union Labor Life Ins. Co., v Pireno, 
consistently hold that exemptions from the antitrust laws must be cons Group Life and Health Ins. 
Co., v. Royal Drug Co., 

United States v. Phila. Nat. Bank, s settled law that 
California v. 369 U.S. 

482, 485 (1962)); United States v. Gosselin World Wide Moving, N.V., 411 F.3d 502, 508 (4th Cir. 2005). 

5 

https://www.ftc.gov/system/files


 

      
      

    

   
    

        
          

    
         

        
 

     
  

         
    

    
  

     
      

     

  
      

     
          

   

         
        

        

   
         

  
           

           
           

         
           

    

   

 

       
      

    

   
    

        
          

    
         

        
 

       
  

         
     

    
   

     
      

      

   
      

     
          

    

         
        

         

   
         

  
           

           
           

 

          
           

     

mergers "must take into account the unique federal and state regulatory restraints on entry into 
that line of commerce"); lA Areeda & Hovenkamp, 
("[ A ]ntitrust courts can and do 
adjust their usual rules to the existence, extent, and nature of regulation". ). Regulatory context 

a.ff' d, Mc Wane, Inc. v. FTC, 

See MCI Commc 'ns Corp. v. Am. Tel. & Tel. Co., 

Texas Commc'ns Sys., Inc. v. Am. 

Pac. Commc 'ns Co., v. Am. Tel. & Tel. Co, 
MCI Commc 'ns, 

Texas Commc 'ns Sys., 

passage or enforcement of laws, may carry less force when "applied to filings that seek purely ministerial 
politica.l arena, and repetitive filings." FTC Staff Report, 

135 S. Ct. llOI, 1111 (2015) ("Limits on state 

anticompetitive motives in a way difficult even for market participants to discern." 

aff'd, 
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doctrine and state-action immunity.7 That said, courts have long recognized the basic proposition 
that antitrust analysis should take into account the regulatory context. See, e.g., United States v. 
Marine Bancorporation, Inc., 418 U.S. 602, 627 (1974) (application of antitrust doctrine to bank 

Antitrust Law ¶ 240c3 (4th ed. 2013) 
consider the particular circumstances of an industry and therefore 

can affect the antitrust analysis in a variety of ways. For instance, regulatory requirements may 
shape the definition of relevant markets. See, e.g., McWane, Inc., 2014 WL 556261, at *13 
(F.T.C. Jan. 30, 2014), 783 F.3d 814 (11th Cir. 2015). The presence 
and effect of regulatory schemes may also be relevant to assess elements of a monopolization 
claim, including whether the subject firm possesses monopoly power and whether it has 
unlawfully acquired or maintained such power. 
708 F.2d 1081, 1107-08 (7th Cir. 1983); Areeda & Hovenkamp, supra ¶¶ 246a, 246b. And, in 
rare cases, regulation can completely shield a party from liability where conduct that is ordinarily 
unreasonable under the antitrust laws is rendered reasonable in light of regulatory orders or 
objectives. Areeda & Hovenkamp, supra ¶ 246b; see also Mid-
Tel. & Tel. Co., 615 F.2d 1372, 1390 (5th Cir. 1980). This last consideration underlies the good-
faith regulatory compliance defense addressed by this motion. See RSuppOpp at 19-20. 

The good-faith regulatory compliance defense (also known as the regulatory justification 
defense) has rarely been invoked, and its precise contours are not well established. Most of the 
cases applying the defense arose decades ago in a single regulatory setting 
telecommunications and involved issues raised by denials of, or restrictions on, 
interconnections.8 See S. 740 F.2d 980 (D.C. Cir. 
1984); 708 F.2d 1081; Phonetele , Inc. v. Am. Tel. & Tel. Co., 664 F.2d 716 
(9th Cir. 1981); Mid- 615 F.2d 1372. Courts that have recognized the 
defense have not fully delineated how it would apply outside the factual contexts before them. 
Perhaps the clearest explanation is set out in Phonetele, which states: 

If a defendant can establish that, at the time the various anticompetitive acts 
alleged here were taken, it had a reasonable basis to conclude that its actions were 

7 The Noerr-Pennington doctrine, which immunizes from antitrust scrutiny activities designed to influence the 

government responses, misrepresentatio_ns outside of the 
Enforcement Perspectives on the Noerr-Pennington Doctrine 5 Oct. 2006), https://www.ftc.gov/reports/ftc-staff-
report-conceming-enforcement-perspectives-noerr-pennington-doctrine. The state-action immunity also receives less 
weight when the State delegates authority to active market participants. N.C. State Bd. of Dental .Examiners v. FTC, 

-action immunity are most essential when the State seeks to delegate 
its regulatory power to active market participants, for established ethical standards may blend with private 

). 

8 The few cases addressing the defense outside telecommunications include Columbia Steel CastingCo., Inc. v. 
Portland Gen. Elec. Co., 111 F.3d 1427 (9th Cir. I996) (electric utilities), and Illinois ex rel. Hartigan v. Panhandle 
E. Pipe Line Co., 730 F. Supp. 826 (C.D. III. 1990), 935 F.2d 1469 (7th Cir. 1991) (natural gas pipelines). 

https://www.ftc.gov/reports/ftc-staff


  

     
  

         
    

  

       
       

         
            

        
           

 
          

      
       

           

       
          

         
      

     
       
           

    
      

      

  
       

 

         
         

         

    
 

 

      
   

         
    

   

        
       

          
            

        
           

 
           

      
       

           
 

       
          

         
      

     
       
           

   
      

      

  
        

 

         
         

         

 
 

Commc'ns, see also MCI Commc 'ns, 

Complaint Counsel ask that we reject the Board's regulatory compliance defense as a 

review and, if appropriate, correct the defendant' s performance of its obligations. 

MCI Commc 'ns, 
Texas Commc 'ns Sys., 

defendants an opportunity "to show that their actions were justified by the constraints of the 
schemes in which they operated." 

("the sole legal perspective is that afforded by the antitrust law"); (''the impact of 
regulation must be assessed simply as another fact of market life"); Texas Commc 'ns Sys., 
615 F .2d at 13 85 ("The fact of regulation may . . . operate within the confines of the applicable 
antitrust laws."). 

Complaint Counsel preserve the ability to later argue that the Board's conduct was neither subjectively nor 
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necessitated by concrete factual imperatives recognized as legitimate by the 
regulatory authority, then its actions did not violate the antitrust laws. 

664 F.2d at 737-38. In addition to this objective test, the defendant must show that its action was 
taken because of the regulatory obligations, rather than business considerations. S. Pac . 

740 F.2d at 1009; 708 F.2d at 1138. 

matter of law without assessing reasonableness. CCM at 13.9 Complaint Counsel assert that the 
regulatory compliance defense is an offshoot of implied immunity and shares many of its 
elements. Id. at 10-11. In addition to the requirements above, they argue that the regulatory 
compliance defense can be upheld only if (1) there is a conflict between a federal regulatory 
statute and antitrust law, (2) the defendant is a regulated entity, defined as an entity that is 
obliged to comply with a regulatory scheme or face sanctions, and (3) a federal agency has 
authority to Id. 
at 1-2, 13-18. Complaint Counsel claim these conditions are not satisfied here. Id. But they 
identify no case that expressly holds that their three propositions are essential prerequisites for 
the good-faith regulatory compliance defense. Rather, Complaint Counsel derive these factors 
from the factual contexts of cases applying the defense and from case law concerning implied 
antitrust immunity. 

Although both the regulatory compliance defense and implied antitrust immunity can 
insulate a defendant from antitrust liability, the doctrines are separate and distinct. Courts have 
allowed antitrust defendants to raise the regulatory compliance defense even when those courts 
have rejected implied antitrust immunity. See, e.g., Phonetele, 664 F.2d at 742; 
708 F.2d at 1138; Mid- 615 F.2d at 1380-81. Implied antitrust immunity, 
or implied repeal, provides a narrow exemption from the antitrust laws when antitrust 
enforcement would be repugnant to a regulatory scheme. See Credit Suisse Secs. (USA) LLC v. 
Billing, 551 U.S. 264, 276 (2007); Gordon v. N.Y. Stock Exch., 422 U.S. 659, 688-90 (1975). 
The good-faith regulatory compliance defense, on the other hand, provides that, when assessing 
whether conduct is anticompetitive, courts must take regulation into account and allow 

regulatory Phonetele, 664 F.2d at 743. In making this 
assessment, the defense is considered solely within the context of antitrust analysis. Id at 742 

see also id. 
Mid-

None of the regulatory compliance defense cases expressly sets out the prerequisites 
Complaint Counsel urge us to adopt, and, at this point, we decline to hold that those factors are 
always necessary. This does not mean, however, that they are irrelevant. For instance, although 

objectively reasonable. Id. 
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to provide parties with "'breathing space' between the dictates of the regulatory regime and the 
antitrust laws." 

ke; the conduct must be "necessitated" by 

34 (regulatory justification defense fails where conduct "resulted from an exercise of 
discretion" rather than "adherence tc regulatory obligations"); 

the same cautionary principle may well govern any adjustment of the antitrust laws' application 

(regulatory justification defense "should be viewed as a factual inquiry"). The application of this 

ssment of it requires an appreciation of the Board's conduct in relation to both Dodd 

Complaint Counsel's Motion for Partial 
ummary Decision Dismissing Respondent's Fourth Affirmative Defense is 
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the regulatory compliance defense case law does not require a clear repugnancy between the 
statutory regimes, there must be some inconsistency between the antitrust laws and the 
imperatives imposed on the respondent by the federal regulation. Indeed, the defense is intended 

Phonetele, 664 F.2d at 741 n.63. The defense does not insulate anticompetitive 
conduct that a respondent freely chooses to underta 
regulatory and factual imperatives. See id. at 737-38; Illinois ex rel. Hartigan, 730 F. Supp. at 
933-

see also Columbia Steel Casting 
Co., 111 F.3d at 1445 (regulatory justification defense inapplicable in the absence of 
compulsion). 

As noted above, exemptions from the antitrust laws should be narrowly construed, and 

based on regulatory concerns. But determining exactly how the good-faith regulatory compliance 
defense applies here requires additional factual development. The defense depends heavily on 
the design of the particular regulatory scheme at issue and the specific conduct challenged. 
Courts that have applied the defense have linked its contours to the specific regulations and facts 
in those cases. See Phonetele, Inc. v. Am. Tel. & Tel. Co., 889 F.2d 224, 229 (9th Cir. 1989) 

defense in the context of Dodd-Frank requirements is an issue of first impression, and our 
asse -Frank 
and the antitrust laws, an appreciation best derived following factual inquiry at trial.10 

Accordingly, IT IS ORDERED THAT 
S DENIED. 

By the Commission. 

10 There are no uncontested facts material to the resolution of this motion, and therefore we decline to make any 
findings of fact at this stage. 

https://trial.10


  

 

  

  

       

     

   

        
          

            
      

 

        

      

     
        

    
   

       
   

          
         

           
          

           

    
 

 

  

   

   

       

       

 

   

        
        

           
      

   

        

      

     
      

    
   

 

 

       
  

          
         

          
        

           

 

Order denying respondent's motion to 
against Intel."] 

On April 29, 2019, Chief Administrative Law Judge D. Michael Chappell (the "ALJ") 

("Freedom") by Otto Bock HealthCare North America, Inc. ("Respondent" or "Otto Bock") may 

entirety of the ALJ's Initial Decision and Order. Respondent also filed an expedited Motion for 
Extension of Time and Increase in Word Limits for its appeal briefs (the "Motion"). Respondent 
requests that, "due to the 
this case and also the unusually large size of the hearing record evidence," the deadline for its 

briefing appeals from an ALJ' s Initial Dec 

to inform the Commission's decision making. Thus, the Commission will extend these deadlines 
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IN THE MATTER OF 

OTTO BOCK HEALTHCARE NORTH AMERICA, INC. 

Docket No. 9378. Order, May 22, 2019 

disqualify Commissioner Rosch with respect to any adjudicative proceeding 

ORDER DENYING RESPONDENT S MOTION FOR EXTENSION OF TIME AND INCREASE IN WORD 

LIMITS 

issued an Initial Decision finding that the consummated acquisition of FIH Group Holdings, LLC 

substantially lessen competition in the relevant market for the sale of microprocessor knees to 
prosthetic clinics in the United States. ID at 3, 35. The ALJ found that the acquisition violated 
Section 7 of the Clayton Act and Section 5 of the FTC Act. ID at 3. He issued an order that 
requires Respondent to divest the Freedom business, with potential exemptions for certain assets, 
within 90 days of when the order becomes final.  Id. at 238-39. 

On May 8, 2019, Respondent filed a Notice of Appeal stating that it would appeal the 

unique complexity and extensiveness of the legal and factual issues in 

opening appeal brief be extended by twenty-one days (to June 19, 2019) and its reply brief by an 
additional seven days. Motion at 3. For similar reasons, Respondent requests that the word limit 
for its opening and reply briefs be expanded to 32,750 and 21,000 words, respectively, from 
14,000 and 7,000 words, respectively, as set forth in Commission Rule 3.52(c) and (e), 16 C.F.R. 
§ 3.52(c) and (e).  Complaint Counsel oppose the Motion. 

Request for Extension of Time 

Commission Rule 3.52(b), 16 C.F.R. § 3.52(b), provides the relevant timetable for 
ision. The appealing party files its opening brief 

within 30 days of issuance of the Initial Decision; the answering brief, if any, is filed within 30 
days of service of the opening brief; and the reply brief, if any, is filed within seven days after 
service of the answering brief. An additional day is allowed when service of the immediately 
preceding brief has been electronic. 16 C.F.R. § 4.3(c). These time periods ordinarily should 
provide parties enough time to file briefs of sufficient quality and detail to present their case and 

only for good cause shown. Commission Rule 4.3(b), 16 C.F.R. § 4.3(b). 



 

         
          

          
           

         
          

       
       

        

         

        
         

 

 

         
          

  
      

 

 

   

 

         
         

         
          

        
         

       
       

       

         
 

        
        

  

 

 

         
         

  

 

  

   
      

  

  

Respondent's counse 

from unnecessary delay in resolving this appeal. Freedom's operations are currently being held 

e whether Freedom's assets will 

The Commission has also determined to deny Respondent's request to increase by more 
fold the word count of its appeal briefs. "Extensions of word count 1 

disfavored," and are only granted based upon a "strong showing that undue prejudice would 
result from complying with the existing limit." 16 C.F.R § 3.52(k). Here, Respondent has not 

justify a need for prolix briefs in this case. The Commission's standard word limits are sufficient 

Respondent's Motion is 

the parties' briefing shall proceed according to 
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The Commission has determined to deny the instant Motion because Respondent has 
failed to demonstrate good cause to revise the presumptive filing deadlines. Respondent has not 
shown that this merger case presents unusually extensive or complex factual issues. It involves 
only a single alleged relevant antitrust market in a single, unified geography. Nor has 
Respondent pointed to any novel legal issues. Further, Respondent has not shown that 
compliance with the standard deadlines will cause it prejudice.  Although the trial record is large, 

l is undoubtedly well familiar with it, having represented the Respondent at 
trial below and having prepared a pre-trial brief, proposed findings of fact, conclusions of law, 
and post-trial briefs. Finally, the Commission is mindful of the potential harm to consumers 

separate from Respondent Otto Bock pursuant to a December 19, 2017 agreement between 
Respondent and Complaint Counsel.  ID at 8.  We do not prejudg 
ultimately reside in the hands of Otto Bock or a divestiture buyer, but in either event, consumers 
are best served by those assets promptly finding their permanent home. This will maximize the 
opportunity and incentive for their owner to put them to their best competitive use. 

Request for Increase in Word Limits 

than two- imitations are 

shown that the issues that the parties need to address are more numerous or complex than in 
other competition cases reviewed by the Commission. The size of the trial record alone does not 

for parties to address the allegations, defenses, and remedies presented here. 

Accordingly, 

IT IS HEREBY ORDERED THAT DENIED, and 

IT IS FURTHER ORDERED THAT 
the schedule and with the word limits prescribed in Commission Rules 3.52(b) - (e) and pursuant 
to the provision of Rule 4.3. 

By the Commission. 



  

 

  

 

   

          
        

        
    

         
         

        
       

        
         

 

    
 

 

  

   

  

 

    

          
       

        
    
 

        
        

        
        

        
         

 

  

Order scheduling oral argument on respondent's appeal of the Initial 
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IN THE MATTER OF 

OTTO BOCK HEALTHCARE NORTH AMERICA, INC. 

Docket No. 9378. Order, June 4, 2019 

Decision. 

ORDER SCHEDULING ORAL ARGUMENT 

The Respondent has filed an Appeal Brief perfecting its appeal from the Initial Decision 
in this matter. The Commission has determined to conduct the Oral Argument in this matter on 
Thursday, July 25, 2019, at 2:00 p.m. in Hearing Room 532 of the Headquarters Building of the 
Federal Trade Commission, located at 600 Pennsylvania Avenue, N.W., Washington, D.C. 
20580. 

Each side will be allotted forty-five minutes to present its argument. Respondent will 
have the opportunity to open the argument and will be permitted to reserve time for rebuttal. If 
either side wishes to provide the Commission with a short written or electronic compilation of 
material to facilitate its presentation during the Oral Argument, any such compilation may 
contain only public information that is already in the record of the proceeding, and copies must 
be filed with the Secretary or Acting Secretary of the Commission and provided to opposing 
counsel no later than July 18, 2019, at 5:00 p.m. Eastern Time. 

By the Commission. 



 

 

  
      

 

  

 
  

  
  

 
  

  
 

   

  

  
  

 
 

  
 

  

 

  

  

 

  

  

 

 

  
  

  

   

 
  

   
  

  
   

   
  

 
  

 
   

  
   

 
  
  

   
 
 
 
 

 

   

iV Cocktails" 

________________________ 

TABLE OF COMMODITIES 

VOLUME 167 

Page(s) 

advertising and promotional campaign ........................................................................................ 71, 118 

carbon monoxide ....................................................................................................................................386 
competitive business information ....................................................................................................... 1 

diesel fuel, retail ..................................................................................................................................... 165 

FIT Organic Mosquito Repellent .................................................................................................. 71, 118 

gasoline, retail ......................................................................................................................................... 165 
generic Opana ER................................................................................................................................... 443 

handbags .................................................................................................................................................. 498 
hockey pucks........................................................................................................................................... 516 
HyCO ....................................................................................................................................................... 386 
hydrogen .................................................................................................................................................. 386 

industrial gas ........................................................................................................................................... 386 
information security ............................................................................................................................... 874 
intravenous drip cocktails...................................................................................................................... 209 

.......................................................................................................................................... 209 

microprocessor prosthetic knees .......................................................................................................... 537 
Myers Cocktail........................................................................................................................................ 209 

PET........................................................................................................................................................... 273 
polyethylene terephthalate resin ........................................................................................................... 273 

Services: 
casino .......................................................................................................................................... 295 
cooling ........................................................................................................................................ 892 
electrical ..................................................................................................................................... 892 
heating......................................................................................................................................... 892 
recreational horseback riding...................................................................................................906 
snack box subscription.............................................................................................................. 790 

student loans, refinancing...................................................................................................................... 340 

titanium dioxide......................................................................................................................................829 

wallets ...................................................................................................................................................... 498 




