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Pursuant to D.C. Circuit Rule 28(a)(1), Appellee Federal Trade Commission   

states as follows: 

(A) Parties and Amici 

All parties, intervenors, and amici appearing before the district court and in 

this Court are listed in the Principal Brief for Appellant. 

(B) Rulings Under Review 

References to the rulings at issue appear in the Principal Brief for Appellant. 

(C) Related Cases 

This case has not been previously before this Court, and no related cases are 

pending before this Court or any other court. 

  



ii 
 

TABLE OF CONTENTS 

 PAGE 

CERTIFICATE AS TO PARTIES, RULINGS, AND RELATED CASES ............. i 
 
TABLE OF AUTHORITIES ................................................................................... iv 
 
GLOSSARY ............................................................................................................. ix 
 
QUESTIONS PRESENTED ..................................................................................... 1 
 
STATUTES AND REGULATIONS ........................................................................ 2 
 
STATEMENT OF THE CASE ................................................................................. 2 
 
A.       Statutory and Regulatory Background ........................................................... 4 

 1. The Premerger Notification Program ..……………………………….4 

 2. Transfers of Exclusive Rights to a Patent  ..………………………….5 

B. The Commission’s Rulemaking ..................................................................... 8 

C.       The District Court Proceeding ..................................................................... 12 

SUMMARY OF ARGUMENT .............................................................................. 13 

STANDARD OF REVIEW .................................................................................... 17 

ARGUMENT .......................................................................................................... 18 

I. THE COMMISSION’S DEFINITION OF WHAT IT MEANS TO “ACQUIRE”  
 AN “ASSET” IS CONSISTENT WITH THE TEXT OF THE HSR ACT .................. 20  
  



iii 
 

 A. The HSR Act Is Silent Concerning Whether The FTC 
  May Taylor Its Definitions of “Asset” and “Acquisition” 
  To Transactional Concerns Arising In Specific  
  Industries …..………………………………………………………..20 
 
 B. The Legislative History Of The HSR Act Does Not Resolve 
  The Statutory Silence ......................................................................... 26 
 
 C. The FTC’s Construction Of The HSR Is Reasonable ........................ 29 
 
II. THE COMMISSION COMPLIED WITH THE ADMINISTRATIVE PROCEDURE  
 ACT ... ............................................................................................................ 34 

 A. The FTC Reasonably Explained Why It Defined “Acquire” 
  And “Asset” For The Pharmaceutical Industry Alone ....................... 34 
 
 B. The Commission Properly Relied On Its Experience ........................ 39 

 C. The Commission Reasonably Responded To PhRMA’s  
  Expert ................................................................................................. 44 
   
III. VACATUR WOULD BE UNWARRANTED EVEN IF PHRMA’S 
 CHALLENGES HAD MERIT.............................................................................. 48 
  
CONCLUSION ....................................................................................................... 50 
 
CERTIFICATE OF COMPLIANCE 
 
CERTIFICATE OF SERVICE 
 
 
 



iv 
 

TABLE OF AUTHORITIES* 

CASES PAGE 

Allied-Signal, Inc. v. U.S. Nuclear Regulatory Comm'n, 
988 F.2d 146 (D.C. Cir. 1993) ................................................................ 19, 48, 49 

Am. Bar Ass'n v. FTC, 
430 F.3d 457 (D.C. Cir. 2005) ............................................................................ 33 

Am. Radio Relay League, Inc. v. FCC, 
524 F.3d 227 (D.C. Cir. 2008) ............................................................................ 43 

Amer. Chem. Council v. Dep't of Transp., 
468 F.3d 810 (D.C. Cir. 2006) ............................................................................ 19 

Associated Gas Distrib. v. FERC, 
824 F.2d 981 (D.C. Cir. 1987) ............................................................................ 26 

Bd. of County Com'rs of Kay County, Okla. v. Federal Housing Finance Agency, 
754 F.3d 1025 (D.C. Cir.2014) ........................................................................... 33 

Chamber of Commerce v. SEC, 
412 F.3d 133 (D.C. Cir. 2005) ................................................................ 40, 47, 48 

Chamber of Commerce v. SEC, 
443 F.3d 890 (D.C. Cir. 2006) ...................................................................... 41, 43 

∗Chevron U.S.A., Inc. v. Natural Res. Def. Council, 
467 U.S. 837 (1984) .................................................................... 17, 20, 21, 30, 32 

City of Las Vegas v. Lujan, 
891 F.2d 927 (D.C. Cir. 1989) ...................................................................... 31, 37 

Conservation Force, Inc. v. Jewell, 
733 F.3d 1200 (D.C. Cir. 2013) .......................................................................... 33 

Consumer Elec. Ass'n v. FCC, 
347 F.3d 291 (D.C. Cir. 2003) ............................................................................ 20 

Eagle Broad. Grp., Ltd. v. FCC, 
563 F.3d 543 (D.C. Cir. 2009) ............................................................................ 26 

Emory v. United Air Lines, Inc., 
720 F.3d 915 (D.C. Cir. 2013) ............................................................................ 26 

FCC v. Fox Television Stations, Inc., 
556 U.S. 502 (2009) ............................................................................................ 38 

                                           

*   Authorities upon which we chiefly rely are marked with asterisks. 



 

v 
 

FDA v. Brown & Williamson Tobacco Corp., 
529 U.S. 120 (2000) ............................................................................................ 20 

Fox Television Stations, Inc. v. FCC, 
280 F.3d 1027 (D.C. Cir. 2002) .......................................................................... 48 

Greater Boston Int'l Television Corp. v. FCC, 
444 F.2d 841 (D.C. Cir. 1970) ............................................................................ 38 

Int'l Union, United Mine Workers of Am. v. Mine Safety & Health Admin., 
626 F.3d 84 (D.C. Cir. 2010) ........................................................................ 17, 18 

Investment Co. Inst. v. CFTC, 
720 F.3d 370 (D.C. Cir. 2013) ............................................................................ 31 

Lujan v. Defenders of Wildlife, 
504 U.S. 555 (1992) ............................................................................................ 19 

Manufactured Hous. Instit. v. EPA, 
467 F.3d 391 (4th Cir. 2006)............................................................................... 31 

Mattox v. FTC, 
752 F.2d 116 (5th Cir. 1985)................................................................................. 4 

Melcher v. FCC, 
134 F.3d 1143 (D.C. Cir. 1998) .......................................................................... 40 

NACS v. Bd. of Governors of Fed. Reserve Sys., 
2014 WL 1099633 (D.C. Cir. 2014) ................................................................... 32 

NRDC v. EPA, 
489 F.3d 1250 (D.C. Cir. 2007) .......................................................................... 26 

NRDC v. EPA, 
749 F.3d 1055 (D.C. Cir. 2014) .................................................................... 25, 33 

∗Nat'l Ass'n of Broadcasters v.  FCC, 
740 F.2d 1190 (D.C. Cir. 1984) .............................................................. 15, 31, 37 

Nat'l Cable & Telecomm. Ass'n v. FCC, 
567 F.3d 659 (D.C. Cir. 2009) ............................................................................ 40 

Nat'l Mining Ass'n v. MSHA, 
116 F.3d 520 (D.C. Cir. 1997) ............................................................................ 40 

Nat'l Tour Brokers Ass'n v. ICC, 
671 F.2d 528 (D.C. Cir. 1982) ............................................................................ 39 

∗Personal Watercraft Indus. Ass'n v. Dep't of Commerce, 
48 F.3d 540 (D.C. Cir. 1995) ........................................................................ 31, 37 

SCM Corp. v. Xerox Corp., 
645 F.2d 1195 (2d Cir. 1981) ................................................................................ 5 



 

vi 
 

In re Sealed Case, 
237 F.3d 657 (D.C. Cir. 2001) ............................................................................ 33 

Sherley v. Sebelius, 
689 F.3d 776 (D.C. Cir. 2012) ............................................................................ 17 

Texas Oil & Gas Ass'n v. EPA, 
161 F.3d 923 (5th Cir. 1998)......................................................................... 24, 27 

U.S. Lines, Inc. v. Fed. Mar. Comm'n, 
584 F.2d 519 (D.C. Cir. 1978) ............................................................................ 41 

U.S. Telecom Ass'n v. FBI, 
276 F.3d 620 (D.C. Cir. 2002) ............................................................................ 48 

United States v. Ali, 
718 F.3d 929 (D.C. Cir. 2013) ............................................................................ 26 

United States v. Edge Broadcasting Co., 
509 U.S. 418 (1993) ............................................................................................ 31 

United States v. Mead Corp., 
533 U.S. 218 (2001) ............................................................................................ 32 

Vill. of Barrington, Ill. v. Surface Transp. Bd., 
636 F.3d 650 (D.C. Cir. 2011) ............................................................................ 21 

Wells Fargo Bank, N.A. v. FDIC, 
310 F.3d 202 (D.C. Cir. 2002) ............................................................................ 20 

Whitman v. American Trucking Ass'n, Inc., 
531 U.S 457 (2001) ............................................................................................. 26 

Williamson v. Lee Optical Co., 
348 U.S. 483 (1955) ...................................................................................... 15, 31 

∗Wisconsin Power & Light Co. v. FERC, 
363 F.3d 453 (D.C. Cir. 2004) ...................................................................... 40, 41 

WorldCom Inc. v. FCC, 
238 F.3d 449 (D.C. Cir. 2001) ............................................................................ 18 

STATUTES 

Hart Scott Rodino Antitrust Improvements Act of 1976 

15 U.S.C. § 18a(a) ....................................................................................... 1, 4, 20 

15 U.S.C. § 18a(c)(6) .......................................................................................... 24 

15 U.S.C. § 18a(c)(7) .......................................................................................... 24 

15 U.S.C. § 18a(c)(8) .......................................................................................... 24 



 

vii 
 

15 U.S.C. § 18a(c)(11) ........................................................................................ 24 

15 U.S.C. § 18a(d)(1) .......................................................................................... 25 

15 U.S.C. § 18a(d)(2)(A) ...................................................................... 1, 4, 13, 21 

15 U.S.C. § 18a(d)(2)(B) .................................................................................... 23 

15 U.S.C. § 18a(d)(2)(C) ...................................................................... 1, 4, 13, 25 

15 U.S.C. § 18a(h) .............................................................................................. 42 

5 U.S.C. § 706(2)(A) ................................................................................................ 17 

35 U.S.C. § 271(a) ...................................................................................................... 6 

REGULATIONS 

16 C.F.R. Parts 801 through 803 ................................................................................ 4 

16 C.F.R. § 801.1(c)(6) ............................................................................................ 33 

16 C.F.R. § 801.1(c)(7) ............................................................................................ 33 

16 C.F.R. § 801.1(o) ........................................................................................... 10, 36 

16 C.F.R. § 801.1(p) ................................................................................................. 10 

16 C.F.R. § 801.1(q) ................................................................................................. 10 

16 C.F.R. § 801.2(g)(2) ...................................................................................... 10, 21 

16 C.F.R. § 801.2(g)(3) ............................................................................................ 10 

43 Fed. Reg. 33,458 (July 31, 1978) ........................................................................ 34 

LEGISLATIVE 

122 Cong. Rec. H8137 (Aug. 2, 1976)..................................................................... 28 

122 Cong. Rec. H8140 (Aug. 2, 1976)..................................................................... 28 

122 Cong. Rec. H10,290 (Sept. 16, 1976) ............................................................... 29 

122 Cong. Rec. S7927 (May 25, 1976) .................................................................... 28 

122 Cong. Rec. 29,342 (Sept. 8, 1976) .............................................................. 28, 29 

122 Cong. Rec. 30,877 (Sept. 16, 1976) .................................................................. 28 

H.R. Rep. No. 94-1373 (1976), reprinted in 1976 U.S.C.C.A.N. 2637 .................... 4 
 
S. 1284, 94th Cong. § 7A(b)(2)(A)-(B) (May 6, 1976) .......................................... 27 



 

viii 
 

S. Rep. No. 94-803 (1976) ........................................................................................ 4 

MISCELLANEOUS 
 
8 Phillip E. Areeda & Herbert Hovenkamp, ANTITRUST LAW 
¶ 1600 (3d ed. 2010) ................................................................................................. 45 
 
ABA Section of Antitrust Law, PREMERGER NOTIFICATION PRACTICE 
MANUAL 38 (4th ed. 2007) ......................................................................................... 6 
 
Federal Trade Comm'n & U.S. Dep't of Justice, HART SCOTT RODINO 
ANNUAL REPORT: FISCAL YEAR 2013, available at 
http://www.ftc.gov/reports/federal-trade-commission-bureau-competition- 
department-justice-antitrust-division-hart-sco-3 ........................................................ 5 
 
U.S. Dep't of Justice & Federal Trade Comm'n, Antitrust Guidelines 
for the Licensing of Intellectual Property § 5.7 (1995), reprinted in  
4 Trade Reg. Rep. (CCH) ¶ 3,132 .............................................................................. 6 

 



ix 

 

GLOSSARY 

Act 

Antitrust agencies  

Hart-Scott-Rodino Act 

The Federal Trade Commission and the Antitrust 
Division of the Department of Justice 

APA  

Commission 

Administrative Procedure Act  

Federal Trade Commission 

DOJ 

FTC  

The Department of Justice Antitrust Division 

Federal Trade Commission 

HSR Act 

HSR Rules  

Hart-Scott-Rodino Act  

FTC Rules Implementing the HSR Act  

NPR  Notice of Proposed Rulemaking  

PhRMA  Pharmaceutical Research and Manufacturers of 
America  

PNO  Premerger Notification Office  

  

 

 



1 

 

QUESTIONS PRESENTED  

The Hart-Scott-Rodino Act states that “no person shall acquire … assets of 

any other person” in excess of a monetary threshold without first notifying the 

government of the transaction.  15 U.S.C. § 18a(a).  Congress did not define what 

it means to “acquire” “assets,” but instead authorized the FTC to “define the terms 

used” in the Act and to “prescribe … rules … necessary and appropriate to carry 

out the purposes” of the Act.  15 U.S.C. § 18a(d)(2)(A), (C). 

Under long-established FTC practice, a company “acquires” an “asset” if it 

exclusively licenses all the rights granted by a patent, generally or for a particular 

field of use.  In recent years, it has become increasingly common in the 

pharmaceutical industry for a patent licensee to acquire an exclusive license for 

most, but not all, of the rights granted by a patent.  Although such exclusive license 

agreements technically fell outside the FTC’s traditional view of “asset” 

acquisitions for notification purposes, they are, for all relevant purposes, 

economically equivalent to the long-reportable exclusive patent licenses that 

transfer all rights.  In the proceeding under review, the FTC issued a rule 

establishing that the exclusive transfer of “all commercially significant rights” to a 

pharmaceutical patent constitutes the “acquisition” of an “asset.”   

The questions presented are: 
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1. Whether the Hart-Scott-Rodino Act gives the FTC discretion to define 

what it means to “acquire” an “asset” in the form of exclusive rights to a 

pharmaceutical patent without having to extend the same definition for every other 

type of patent; and  

2. Whether the FTC supplied a reasoned justification for adopting a 

definition for exclusive rights to a pharmaceutical patent rather than patents in all 

other industries. 

STATUTES AND REGULATIONS 

All applicable statutes and regulations are contained in the Brief for 

Appellant. 

STATEMENT OF THE CASE 

 This case involves an FTC rule defining what it means to “acquire” an 

“asset” for purposes of an antitrust law—the Hart-Scott-Rodino Act—that 

Congress authorized the FTC to implement.  The meaning of those terms is not 

always obvious when it comes to the licensing of exclusive patent rights.  Over the 

past few years, the Commission has considered many transactions and received 

many inquiries—almost solely from the pharmaceutical industry—involving 

licenses that convey almost all, but not entirely all, of the rights under a patent.  In 

one common scenario unique to pharmaceutical product development, Company X 
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transfers all rights under a pharmaceutical patent exclusively to Company Y, 

except that X retains the limited right to continue manufacturing products under 

the patent for Y’s exclusive benefit.  Such asset transfers can raise all of the same 

economic concerns that underlie the reporting requirement for transfers of all 

patent rights.  The Commission responded by adopting the rule at issue here, which 

makes such transactions reportable by adopting new definitions of the key statutory 

terms “acquire” and “asset” as they relate to exclusive rights to pharmaceutical 

patents.  Because the Commission saw no indication that similar arrangements are 

used in other fields, it did not address non-pharmaceutical patents.   

Appellant Pharmaceutical Research and Manufacturers of America 

(PhRMA) does not appear to challenge the substantive merits of the new rule.  In 

particular, PhRMA nowhere explains why these asset transfers should be exempt 

from the reporting requirements despite their potential competitive significance.  

Instead, PhRMA argues that, in adopting the new rule, the FTC was required to 

subject all other companies throughout the economy to the same treatment, even 

though such transfers rarely (if ever) arise in other industries and no analogous 

regulatory problems have arisen there.  Nothing in this statutory scheme requires 

that anomalous result, and the Commission acted reasonably in constraining its 

new rule to the scope of the identified problem. 
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A. Statutory and Regulatory Background 

1. The Premerger Notification Program  

The Hart-Scott-Rodino Antitrust Improvements Act of 1976 (HSR Act) 

requires persons intending to “acquire, directly or indirectly, any … assets of any 

other person” at or above a threshold value to provide notice of the transaction to 

the FTC and the Department of Justice and wait a designated period before 

consummating it.  15 U.S.C. § 18a(a).  The Act enables the antitrust enforcement 

agencies to evaluate the competitive implications of large acquisitions before they 

occur and to seek to enjoin a transaction if either agency foresees a substantially 

likely harm to competition.  See S. Rep. No. 94-803 at 1 (1976); H.R. Rep. No. 94-

1373 at 5 (1976), reprinted in 1976 U.S.C.C.A.N. 2637; Mattox v. FTC, 752 F.2d 

116, 119-20 (5th Cir. 1985). 

Congress expressly authorized the FTC to “define the terms used” in the 

HSR Act, 15 U.S.C. § 18a(d)(2)(A), and to “prescribe … rules as may be necessary 

and appropriate to carry out the purposes” of the Act, 15 U.S.C. § 18a(d)(2)(C).  

The Commission has issued rules implementing the Act, which are codified at 16 

C.F.R. Parts 801 through 803.  It periodically amends these rules to improve the 

program’s effectiveness in order to better assess anticompetitive transactions 

before they happen.  
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The FTC’s Premerger Notification Office (PNO) administers the premerger 

notification program and has primary responsibility for answering the public’s 

questions about application of the HSR Rules.  A significant body of experience 

informs the PNO’s judgment about how the HSR notification program can be 

improved to protect competition.  Each year, the PNO answers thousands of 

inquiries, providing guidance on the potential reportability of individual 

transactions.  See Federal Trade Comm’n & U.S. Dep’t of Justice, HART SCOTT 

RODINO ANNUAL REPORT: FISCAL YEAR 2013, at 3, available at 

http://www.ftc.gov/reports/federal-trade-commission-bureau-competition-

department-justice-antitrust-division-hart-sco-3.  The Commission maintains a 

database of the PNO’s informal interpretations, available on its public website, 

containing the letters and emails from practitioners seeking advice from the PNO.  

Id.; see http://ftc.gov/bc/hsr/informal/index.shtm. 

2. Transfers of Exclusive Rights to a Patent 

Patents are a form of property and thus constitute “assets” under the HSR 

Act.  SCM Corp. v. Xerox Corp., 645 F.2d 1195, 1210 (2d Cir. 1981).  When a 

patent holder sells the patent outright to another party, the transaction obviously 

involves the acquisition of an asset.  But where rights under the patent―as 

opposed to the patent itself―are conveyed (for example, by an exclusive license), 

http://www.ftc.gov/reports/federal-trade-commission-bureau-competition-department-justice-antitrust-division-hart-sco-3
http://www.ftc.gov/reports/federal-trade-commission-bureau-competition-department-justice-antitrust-division-hart-sco-3
http://ftc.gov/bc/hsr/informal/index.shtm
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the question can be more complex.  The PNO has long advised the public that the 

transfer of exclusive rights to a patent is a reportable asset acquisition because such 

a transaction is substantively the same as an outright sale and carries the same 

potential anticompetitive effects.  JA 6-7, 75.1   

The PNO has traditionally analyzed such exclusive patent licenses by asking 

whether the license transferred all of the rights granted by the patent―i.e., the right 

to “make, use, and sell” the products covered by the patent.  See 35 U.S.C. § 

271(a) (defining patent infringement).  Thus, an exclusive license to manufacture a 

product, develop it for all potential uses, and sell it without restriction would 

constitute the acquisition of an asset under the HSR Act.  JA 6-7, 75.  Although not 

codified, the “make, use and sell” approach is well-established and widely known 

by practitioners.  JA 7, 75; see ABA Section of Antitrust Law, PREMERGER 

NOTIFICATION PRACTICE MANUAL 38 (4th ed. 2007).2   

                                           
1 See also U.S. Dep’t of Justice & Federal Trade Comm’n, Antitrust Guidelines for 
the Licensing of Intellectual Property § 5.7 (1995), reprinted in 4 Trade Reg. Rep. 
(CCH) ¶  13,132 (“[t]he Agencies will apply a merger analysis to an outright sale 
by an intellectual property owner of all of its rights to that intellectual property and 
to a transaction in which a person obtains through grant, sale, or other transfer an 
exclusive license for intellectual property”). 
2 The PNO has always taken the position that retention of “co-rights,” such as the 
right to co-develop and co-market the product along with the licensee does not 
render a patent license non-exclusive.  JA 7, 76.  The rulemaking under review 
codifies, but does not alter, that longstanding position.  Id. 
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Transfers of exclusive rights to a patent by license are commonly used in the 

pharmaceutical industry, which has been filing HSR notifications and seeking 

guidance from the PNO involving such transactions since the early 1980s.  JA 75, 

at n.7.  In the five years before this rulemaking, all of the 66 HSR filings received 

by the PNO involving exclusive patent licenses were for pharmaceutical patents.  

JA 77.  Moreover, almost all of the requests to the PNO for guidance about the 

reportability of exclusive patent licenses have concerned transactions in the 

pharmaceutical industry.  JA 7, 77. 

In recent years, patent licensing practices in the pharmaceutical industry 

have evolved from straightforward grants of the exclusive right to “make, use and 

sell” products under a patent to arrangements in which the pharmaceutical 

company acquires almost all, but not quite all, of the exclusive rights under a 

patent.  For example, the patent holder may retain the limited right to manufacture 

products under the patent, but only for the licensee’s benefit.  JA 7, 75.  Such an 

arrangement may be beneficial to both parties because the licensor has 

manufacturing expertise or owns a production facility that has already obtained the 

requisite approval from the Food and Drug Administration.  JA 7.  Yet the 

arrangement nevertheless may effect a transfer of all commercially significant 

rights in products covered by the patent, such as the sole right to decide if and 
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when to commercialize the patent and how to market and price the product covered 

by the license.   

Under the traditional “make, use, and sell” approach, the licensor’s retention 

of these limited manufacturing rights made the transaction non-reportable.  JA 7, 

75.  Thus, the parties to such transactions could enter into licensing transactions 

that potentially affected competition without providing notice under the HSR Act 

or waiting the designated time before closing, even though such transactions pose 

the same competitive concerns that justify HSR filing requirements for transfers of 

all rights to a patent.  

B. The Commission’s Rulemaking 

To close this loophole and clarify when filing is required, the Commission 

proposed in August 2012 to define when an exclusive license for a pharmaceutical 

patent constitutes the “acquisition” of an “asset” under the HSR Act.  JA 5-10.  

The proposed definition stated that “[t]he transfer of patent rights … constitutes an 

asset acquisition” whenever the license conveys all “commercially significant 

rights” to a patent.  JA 9.  That term, the agency proposed, would mean “the 

exclusive rights to a patent that allow only the recipient of the exclusive patent 

rights to use the patent in a particular therapeutic area (or specific indication within 

a therapeutic area).”  Id.  All commercially significant rights would be transferred, 
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the Commission proposed, “even if the patent holder retains limited manufacturing 

rights” or co-rights.  Id.  The agency explained that the proposed definitions 

“should greatly simplify the question of whether an asset acquisition is occurring” 

in a pharmaceutical patent transaction, while “providing [the FTC and DOJ] with a 

better opportunity to review the transfers of exclusive rights to a patent in the 

pharmaceutical industry for competitive concerns.”  JA 8.   

The Commission received three public comments.  PhRMA opposed the 

proposed rule, while two other commenters supported it.  PhRMA also met with 

each of the Commissioners and FTC staff to discuss the proposed rule.  JA 65-70.  

In November 2013, after reviewing the comments, the Commission unanimously 

adopted the Rule as proposed, and the DOJ concurred.  JA 74-82. 

The Commission explained that “[i]n recent years … it has become more 

common for pharmaceutical companies to transfer most but not all of the rights” 

under a patent.  JA 75.  As a result, the traditional “make, use, and sell” test “is no 

longer adequate in evaluating the reportability of exclusive licenses in the 

pharmaceutical industry.”  Id.  The new rule, the Commission explained, would 

“capture[] more completely what the ‘make, use, and sell’ approach was a proxy 

for, namely whether the license has transferred the exclusive right to commercially 

use the patent.”  JA 76.   
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The Final Rule provides that, in the pharmaceutical industry, the “transfer of 

patent rights . . . constitutes an asset acquisition” within the meaning of the HSR 

Act when “all commercially significant rights to a patent … are transferred to 

another entity.”  16 C.F.R. § 801.2(g)(2) and (3); JA 82.  As proposed in the notice, 

the term “commercially significant rights” means “the exclusive rights to a patent 

that allow only the recipient of the exclusive patent rights to use the patent in a 

particular therapeutic area (or specific indication within a therapeutic area).”  16 

C.F.R. § 801.1(o); JA 81.  Commercially significant rights are transferred, the Rule 

makes clear, “even if the patent holder retains limited manufacturing rights” or 

“co-rights.”3  The Rule provides various examples of the application of these 

concepts.  JA 82. 

                                           
3 The term “limited manufacturing rights” is defined to “mean[] the rights retained 
by a patent holder to manufacture the product(s) covered by a patent when all other 
exclusive rights to the patent within a therapeutic area (or specific indication 
within a therapeutic area) have been transferred to the recipient of the patent rights. 
The retained right to manufacture is limited in that it is retained by the patent 
holder solely to provide the recipient of the patent rights with product(s) covered 
by the patent (which either the patent holder alone or both the patent holder and the 
recipient may manufacture).”  16 C.F.R. § 801.1(p); JA 81.  The term “co-rights” 
is defined to mean “shared rights retained by the patent holder to assist the 
recipient of the exclusive patent rights in developing and commercializing the 
product covered by the patent.  These co-rights include, but are not limited to, co-
development, co-promotion, co-marketing and co-commercialization.”  16 C.F.R. 
§ 801.1(q); JA 81-82.   
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The Commission explained that, for two core reasons, it adopted definitions 

of “acquire” and “asset” only for pharmaceutical patents.  First, based on HSR 

filings made and questions posed to the PNO, the pharmaceutical industry is the 

only one in which the Commission has identified a need to clarify the reportability 

of transactions involving transfers of exclusive patent licenses.  JA 77.  The PNO 

“has not processed filings” involving exclusive patent licenses “in any other 

industry in the past five years,” id., and the pharmaceutical industry is “the only 

industry to the PNO’s knowledge in which exclusive patent licenses are prevalent,” 

JA 77-78; see also JA 75 (such deals becoming “more common”).  Second, the 

Commission explained that its experience with such transactions in the 

pharmaceutical industry “allow[ed] it to develop a rule that is tailored to exclusive 

patent licenses in the pharmaceutical industry, defining the relevant scope of the 

transfer of part of a patent by reference to the therapeutic area or specific indication 

within a therapeutic area.”  JA 77.  Such concepts have meaning only in the 

pharmaceutical industry.   
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C. The District Court Proceeding 

PhRMA challenged the Rule in district court.  As here, it argued mainly that 

the HSR Act prohibits the FTC from issuing a rule that defines terms only for the 

pharmaceutical industry.  The parties cross-moved for summary judgment. 

In a 70-page opinion released on May 30, 2014, the district court granted the 

FTC’s motion for summary judgment and denied PhRMA’s motion.  The court 

rejected PhRMA’s contention that the HSR Act’s recitation that “no person” may 

acquire assets without notification unambiguously forbids the FTC to define 

statutory terms with respect to a particular industry.  That claim, the court 

determined, ignores “the broader language” of the statute “granting the FTC 

rulemaking and exemption authority.”  JA 321.  In particular, the court held, the 

Act gives the FTC a “blank slate” to define the terms in the statute and “broadly 

award[s]” the FTC authority to issue rules as “necessary and appropriate” JA 324.  

“Nothing in this text restricts the FTC to generating only general rules rather than 

industry specific rules.”  Id.  The district court determined that the FTC had come 

to a “permissible construction of the authorit[y] granted to the FTC under the HSR 

Act.”  JA 337.   

The court also held that the Commission had acted reasonably in adopting an 

incremental approach tailored to a problem that had arisen only in the 
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pharmaceutical industry.  JA 339-40, 342-44.  The court found that, in 

distinguishing between pharmaceutical and non-pharmaceutical exclusive patent 

licenses, the FTC had properly relied on its expertise “informed by years of 

administering the premerger notification program.”  JA 346.  The court similarly 

rejected PhRMA’s argument that the FTC was required to produce “physical 

records of everything that has contributed to its expertise over time.”  JA 347.  The 

PNO’s informal interpretations are publicly available and searchable on the FTC’s 

website, and the Notice of  Proposed Rulemaking apprised commenters that the 

FTC was relying on this database to support the proposed rule.  Thus, PhRMA had 

an opportunity to respond, and it did in fact respond by using information in this 

database to craft its comments.  JA 352-54.  

SUMMARY OF ARGUMENT 

Congress broadly authorized the Commission to “define the terms used” in 

the HSR Act and to “prescribe … rules … necessary and appropriate to carry out 

the purposes” of the Act.  15 U.S.C. § 18a(d)(2)(A), (C).  Exercising that authority 

here, the Commission defined when a transfer of exclusive rights to a 

pharmaceutical patent constitutes the “acquisition” of an “asset” under the Act.  

PhRMA does not dispute the substance of the Commission’s definition of those 

two terms.  Instead, PhRMA complains that the Rule is too narrow.  It argues that, 
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under Chevron Step 1, the Act unambiguously prohibits any rule tailored to asset 

acquisitions that arise only in particular industries, and it further argues that the 

Commission inadequately justified the need for such a rule here.  Both arguments 

are meritless. 

1.  Nothing in the HSR Act even arguably, let alone unambiguously, bars the 

Commission from adopting definitions of “asset” and “acquisition” that narrowly 

target observable problems found only in specific industries.  PhRMA purports to 

find such an unambiguous textual prohibition in the phrase “no person,” but that 

argument illogically ignores the Commission’s antecedent definitions of “asset” 

and “acquisition.”  Those definitions in fact apply to all persons that might engage 

in the defined categories of asset acquisitions.  And PhRMA’s argument 

independently founders on the Act’s structure, which plainly authorizes the 

Commission to draw industry-specific distinctions as appropriate to reflect 

underlying economic realities.      

PhRMA’s legislative history arguments fare no better.  The snippets that 

PhRMA emphasizes show merely that Congress did not authorize the Commission 

to require particular companies or industries to report transactions falling below the 

Act’s minimum dollar thresholds.  Nothing in this legislative history suggests that 

Congress intended to deprive the Commission of authority―which it expressly 
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granted elsewhere―to define terms with respect to parties or transactions that meet 

those thresholds.   

The Commission’s statutory construction is also entirely reasonable under 

Chevron Step 2.  When writing regulations, agencies “need not deal in one fell 

swoop with the entire breadth of a novel development; instead, ‘reform may take 

place one step at a time, addressing itself to the phase of the problem which seems 

most acute to the [regulatory] mind.’ ” Nat’l Ass’n of Broadcasters, 740 F.2d 1190, 

1207 (D.C.Cir.1984) (quoting Williamson v. Lee Optical Co., 348 U.S. 483, 489 

(1955)).  PhRMA identifies no reason why an incremental approach is 

unreasonable here.  And PhRMA is likewise wrong to argue (for the first time on 

appeal) that the Commission has previously “disclaimed” authority to issue 

notification rules that apply to specific industries.  To the contrary, the 

Commission has in fact previously defined terms in the Act on an industry-specific 

basis.   

2.  PhRMA’s various APA claims are without merit.  As the Commission 

explained, it limited the Rule as it did because, in its experience administering the 

HSR notification program, the kinds of exclusive patent licenses covered by the 

Rule appear frequently in the pharmaceutical industry but rarely, if ever, in other 

sectors.  PhRMA argues that agency experience of this type cannot support such 
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policy distinctions, but that argument collides with a solid wall of contrary 

precedent.  

There is also no merit to PhRMA’s argument that the Commission 

inadequately disclosed the basis of its experience―HSR filings and requests for 

PNO guidance on the reportability of exclusive licenses.  The FTC highlighted the 

PNO’s database of informal guidance in the Notice of Proposed Rulemaking, and 

that database is both publicly available and easily searchable.  Indeed, PhRMA 

itself used this database in formulating its comments on the Rule.  As to the HSR 

filings, PhRMA does not challenge the district court’s finding that the FTC could 

not lawfully disclose such confidential submissions, and PhRMA also does not 

explain how its lack of access to them could have prejudiced it.    

Finally, contrary to PhRMA’s argument, the Commission responded 

adequately to the report of PhRMA’s expert declarant.  In particular, the 

Commission reasonably found that the licensing agreements he cited from other 

industries were mere distribution agreements and, as such, were entirely unlike the 

kinds of exclusive patent licenses at issue here.   

3.  Even if there were some basis for a remand, vacatur of the Rule would be 

unwarranted.  If, as PhRMA argues, the Commission somehow acted improperly in 

limiting its Rule to the pharmaceutical context, the most obvious solution on 
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remand would be to extend that Rule to other contexts, not to rescind it in the one 

context—exclusive pharmaceutical patent licenses—where it is most needed.  The 

pharmaceutical industry would thus almost certainly end up on remand being 

subject to the same filing requirements as today.  And vacatur would be not only 

pointless in that respect, but also, in the interim, affirmatively harmful to the core 

objective of the HSR Act:  ensuring that large transactions of this type are 

reviewed for potentially anticompetitive consequences.  

STANDARD OF REVIEW 

Although the district court’s grant of summary judgment is subject to de 

novo review, Sherley v. Sebelius, 689 F.3d 776, 780 (D.C. Cir. 2012), the 

Commission’s underlying interpretation of its statute is reviewed under the 

deferential framework of Chevron U.S.A., Inc. v. Natural Res. Def. Council, 467 

U.S. 837 (1984).  Unless Congress has spoken to the “precise question at issue,” 

the Court will defer to any reasonable interpretation of the statute offered by the 

agency.  Id. at 842-43.  Other challenges to an agency’s rulemaking discretion are 

subject to reversal only if the agency’s decision is “arbitrary, capricious, an abuse 

of discretion, or otherwise not in accordance with law.”  5 U.S.C. § 706(2)(A).  An 

agency satisfies the requirement of reasoned decisionmaking if it articulates a 

“rational connection between the facts found and the choice made.”  Int’l Union, 



18 

 

United Mine Workers of Am. v. Mine Safety & Health Admin., 626 F.3d 84, 90 

(D.C. Cir. 2010) (internal quotation marks omitted).  Finally, in APA challenges 

such as this, a court “presumes the validity of agency action.”  WorldCom Inc. v. 

FCC, 238 F.3d 449, 457 (D.C. Cir. 2001) (internal quotation marks omitted).   

ARGUMENT 

Under the rule at issue here, the exclusive license of all commercially 

significant rights to a pharmaceutical patent involves the “acquisition” of an 

“asset” for reporting purposes, even though the seller retains limited rights to 

manufacture for the buyer’s benefit.  Significantly, PhRMA does not argue that the 

statute precludes the FTC from interpreting the relevant statutory terms—“acquire” 

and “asset”—to reach that sensible outcome.  Any such argument would be 

frivolous because such transfers fall well within the plain meaning of those terms.  

Nor does PhRMA articulate any reason why such transfers should be treated 

differently from transfers of all rights under a pharmaceutical patent, which are 

economically equivalent in all relevant respects and have long been subject to 

reporting requirements.  Ultimately, then, the question here is not whether 

PhRMA’s members should be freed from the relevant reporting obligations, but 

whether the Commission must extend those same obligations to other industries in 

supposedly analogous circumstances.  But even if that question were resolved in 
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PhRMA’s favor, PhRMA’s members would face exactly the same filing 

obligations they complain about here.   

It is thus uncertain that PhRMA has pleaded an injury in fact that is “likely” 

to be “redressed by a favorable decision.”  Lujan v. Defenders of Wildlife, 504 U.S. 

555, 561 (1992) (internal quotation marks omitted); see also Amer. Chem. Council 

v. Dep’t of Transp., 468 F.3d 810, 818-21 (D.C. Cir. 2006) (holding that petitioners 

failed to establish standing to challenge narrowness of agency’s rule because the 

court was “left to wonder,” among other things, “how setting aside the [agency’s] 

Final Rule would likely remedy any alleged injury”).4  But even if PhRMA could 

identify some basis for Article III standing, it has no valid basis on the merits for 

challenging the Commission’s decision to confine the Rule to the lone industry 

context where it is demonstrably needed.   

                                           
4 If this Court were to vacate the Rule outright, as PhRMA requests, PhRMA’s 
members would not face the relevant filing obligations until the Commission 
adopted a new rule.  But that vacatur request is untenable, see Section III, infra, 
and thus cannot satisfy the redressability requirement.  In the event of a remand, 
the Commission would far more likely broaden the reporting rule than eliminate it 
altogether.  Vacatur would thus be inappropriate because it would accomplish 
nothing beyond a brief suspension of the Rule’s operations in the one industry 
where it is actually needed, thereby imposing “disruptive consequences” in the 
form of “an interim change that [would] itself be changed.”  Allied-Signal, Inc. v. 
U.S. Nuclear Regulatory Comm’n, 988 F.2d, 146, 150-51 (D.C. Cir. 1993). 
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I. THE COMMISSION’S DEFINITION OF WHAT IT MEANS TO “ACQUIRE” AN 
“ASSET” IS CONSISTENT WITH THE TEXT OF THE HSR ACT. 
 
“When a litigant challenges the Commission’s interpretation of a statute that 

it administers,” the Court’s review “is governed by” Chevron, 467 U.S. at 842-843. 

Consumer Elec. Ass’n v. FCC, 347 F.3d 291, 297 (D.C. Cir. 2003).  The analysis 

begins “by asking whether Congress has spoken to ‘the precise question at issue.’”  

Wells Fargo Bank, N.A. v. FDIC, 310 F.3d 202, 205 (D.C. Cir. 2002) (quoting 

Chevron, 467 U.S. at 842).  If it has, “the inquiry is at an end; the court ‘must give 

effect to the unambiguously expressed intent of Congress.’”  FDA v. Brown & 

Williamson Tobacco Corp., 529 U.S. 120, 132 (2000) (quoting Chevron, 467 U.S. 

at 843).  But if the statute is silent or ambiguous on the precise question in dispute, 

the Court moves to Chevron’s second step, under which it will defer to the 

agency’s “permissible construction of the statute.”  Chevron, 467 U.S. at 843.  The 

Commission has satisfied both prongs of that test. 

A. The HSR Act Is Silent Concerning Whether The FTC May Tailor Its 
Definitions Of “Asset” and “Acquisition” To Transactional Concerns 
Arising In Specific Industries. 
 

The HSR Act requires notification of sizable transactions in which a party 

“acquire[s] … assets” from another party.  15 U.S.C § 18a(a).  Congress left those 

key terms undefined.  It did so quite deliberately, expressly delegating to the FTC 

the authority to “define the terms used” in the Act and to “prescribe … rules … 
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necessary and appropriate to carry out the purposes” of the Act.  15 U.S.C. 

§ 18a(d)(2)(A), (C).  That is exactly what the agency did in this rulemaking.   

As the Commission explained, the challenged rule “defines when the 

transfer of exclusive rights to a pharmaceutical patent or part of a patent constitutes 

the acquisition of an asset.”  JA 76, at n.9; JA 78, 82; see 16 C.F.R. § 801.2(g)(2) 

(rule addresses when “[t]he transfer of patent rights” in the pharmaceutical industry 

“constitutes an asset acquisition”).  PhRMA ignores that central step:  defining 

what it means to “acquire” an “asset.”  It contends instead that the meaning of the 

statute turns entirely on the statutory requirement that “no person” shall acquire 

assets without prior notification, and that this “no person” language “forecloses” 

any rule that applies only to some persons.  To prevail on this Chevron Step 1 

argument, PhRMA would have to “show that the statute unambiguously forecloses 

the [agency]’s interpretation.”  Vill. of Barrington, Ill. v. Surface Transp. Bd., 636 

F.3d 650, 661 (D.C. Cir. 2011) (citing Chevron, 467 U.S. at 843 n.11).  For two 

independent reasons, PhRMA has failed to make that showing. 

First, PhRMA’s “plain meaning” argument addresses the wrong question 

because it ignores the relevant statutory terms.  Under the statutory language (“no 

person shall acquire … assets”), whether a transaction involves the “acquisition” of 

“assets”—the question that the FTC addressed here—is logically antecedent to any 
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question about who must report such a transaction.  Whether a given transaction 

constitutes an “asset” “acquisition” that gives rise to potential antitrust concerns 

can vary from one economic context to another.  Here, the FTC reasonably 

determined that certain transfers of exclusive pharmaceutical patent rights are 

functionally equivalent to, and have the same potential antitrust effects as, an 

outright sale of a patent, and thus are properly viewed as asset acquisitions under 

the Act.  That determination, moreover, is binding on all “persons” that might 

engage in such transactions, not just some.  PhRMA wrongly suggests otherwise, 

e.g., Br. 13-14, 19, but only because it jumps straight to the “no person” language 

without examining, much less challenging, the FTC’s underlying definitions of 

“asset” and “acquisition.”   

In short, nothing in the Act remotely—let alone “unambiguously,” Vill. of 

Barrington, 636 F.3d at 661—speaks to whether the antecedent terms “acquire” 

and “asset” may be defined with respect to transactions that arise only in particular 

industries.  Instead, Congress left that question to the Commission—both 

implicitly (by its silence on whether the relevant definitions can be industry-

specific) and explicitly (by expressly delegating definitional and rulemaking 

authority to the Commission).  
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Second, PhRMA’s argument would fail even if it were meaningful to focus 

on the term “no person” in isolation from the defined terms “asset” and 

“acquisition.”  Congress authorized the Commission to “exempt, from the 

requirements of this section, classes of persons, acquisitions, transfers, or 

transactions which are not likely to violate the antitrust laws.”  15 U.S.C. 

§ 18a(d)(2)(B).  This language shows that Congress wished to grant the 

Commission discretion to apply the reporting requirements flexibly, as will best 

serve the purposes of the antitrust laws while minimizing unnecessary burdens on 

commerce.  As the district court held, that authority directly supports the FTC’s 

authority to adopt rules that apply narrowly because it “make[s] plain that the 

reporting requirements were intended to be a scalpel, rather than a blunt sword.”  

JA 323.   

There is no merit to PhRMA’s contrary interpretation of the same provision.  

PhRMA argues that section 18a(d)(2)(B) authorizes the agency to allow 

exemptions from generally applicable reporting duties, but does not authorize 

selective imposition of such duties.  Br. 21.  Of course, the power to exempt and 

power to impose are simply two sides of the same coin, as the district court 

recognized.  JA 323.  Thus, any regime that forbade selective impositions of rules 

but permitted selective exemptions would be inadministrable and, indeed, 
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conceptually intractable.  But even if that were not the case, PhRMA’s argument 

rests on the assumption that “no person” is the controlling statutory language.  

Again, it is not.   

In a related vein, PhRMA asserts that the Act’s industry-specific exceptions, 

see 15 U.S.C. § 18a(c)(6), (7), (8), (11), indicate that Congress was “aware of 

extant industry-specific antitrust laws … and intentionally imposed a general 

notification requirement.”  Br. 25.  That claim also rests on the premise that the 

interpretation of the statute turns on the meaning of “no person,” and it founders on 

the error in that premise.  Exemptions for specific industries and other regulatory 

schemes that apply to those industries show nothing about Congress’s intent to 

allow the Commission to define terms that apply to one industry.  The Act’s 

exemptions do not “speak to the scope of the [agency’s] plenary rulemaking 

authority” to differentiate among groups of covered parties.  Texas Oil & Gas 

Ass’n v. EPA, 161 F.3d 923, 938-39 (5th Cir. 1998) (rejecting a similar argument).  

PhRMA fares no better when it contends (Br. at 26) that the FTC cannot define the 

Act’s terms to “thwart the very statute the definitions are intended to serve.”  This 

argument, too, illogically assumes its own incorrect conclusion—that the HSR Act 

unambiguously precludes definitions that apply only to transaction structures 

unique to particular industries.   
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PhRMA also errs in arguing―for the first time on appeal―that the 

Commission’s authority to prescribe rules as “necessary and appropriate” pertains 

only to the contents of the notification to be filed with the antitrust agencies.  Br. 

28.  Even if PhRMA could raise newly minted arguments now, the claim fails 

because it confuses two independent grants of authority.  Section 18a(d)(1), on 

which PhRMA relies, directs the FTC to prescribe that HSR filings “be in such 

form and contain such documentary material and information relevant to a 

transaction as is necessary and appropriate to enable the [antitrust agencies] to 

determine whether such acquisitions may, if consummated, violate the antitrust 

laws,” 15 U.S.C. § 18a(d)(1).  But section 18a(d)(2)(C)―the provision relevant 

here―authorizes the FTC to “prescribe such other rules as may be necessary and 

appropriate to carry out the purposes of the” Act, 15 U.S.C. § 18a(d)(2)(C) 

(emphasis added).  The first provision does not limit the authority conveyed by the 

second, and PhRMA’s reading would render the latter provision redundant.5  

                                           
5 PhRMA cites NRDC v. EPA, 749 F.3d 1055 (D.C. Cir. 2014), to challenge the 
FTC’s execution of its “necessary and appropriate” authority.  Br. 28-29.  That 
case is inapposite because it involved a statute in which―unlike here―“Congress 
has not left the agency a gap to fill.”  Id. at 1064.  In particular, the Court found 
that EPA lacked authority to regulate conditions under which courts could award 
civil penalties in private actions for Clean Air Act violations because the statute 
gave another entity―the judiciary―the authority to determine the availability of 
remedies in private actions, and the EPA’s authority to determine the availability 
of penalties extended only to penalties in administrative actions.  Id. at 1063.  In 
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Having fundamentally misread this statutory scheme, PhRMA relies in vain 

on inapposite APA cases involving entirely dissimilar statutory schemes.  See 

generally United States v. Ali, 718 F.3d 929, 938 (D.C. Cir. 2013) (noting the 

“fundamental canon of statutory construction that the words of a statute must be 

read in their context”).  For example, Whitman v. American Trucking Ass’n, Inc., 

531 U.S 457, 468 (2001), is irrelevant here because it involved an agency 

regulation that, unlike this one, was “unambiguously” at odds with the text of the 

statute.  And NRDC v. EPA, 489 F.3d 1250, 1259 (D.C. Cir. 2007), likewise 

concerned an agency-defined term that directly contradicted an applicable statutory 

definition.  PhRMA’s other “no person” cases—Eagle Broad. Grp., Ltd. v. FCC, 

563 F.3d 543 (D.C. Cir. 2009), and Emory v. United Air Lines, Inc., 720 F.3d 915 

(D.C. Cir. 2013)—involved entirely different statutory language and did not even 

address the question whether, or how, the “no person” language in those schemes 

affected the agency’s rulemaking authority.      

B. The Legislative History Of The HSR Act Does Not Resolve The 
Statutory Silence. 

Without support in the statutory text, PhRMA turns next to the legislative 

history of the HSR Act and focuses on the interplay between the House and Senate 
                                                                                                                                        
the absence of such clear expressions of congressional intent, courts defer broadly 
to agency decision to regulate “as necessary and appropriate.”  Associated Gas 
Distrib. v. FERC, 824 F.2d 981, 1001 (D.C. Cir. 1987). 



27 

 

bills.  That legislative history does not support PhRMA’s position at all, let alone 

so clearly and directly as to overcome normal principles of Chevron deference.  

See Texas Oil & Gas Ass’n, 161 F.3d at 938 (holding that “[t]he legislative history 

also falls short of expressing a clear congressional intent to prevent differentiated 

treatment”). 

The Senate bill for what became the HSR Act would have authorized the 

FTC to require premerger notification from “any person or persons, or any class or 

category thereof,” “[n]otwithstanding any other provision of law or the 

applicability of section (a) of this section”—the section that prescribes size 

thresholds triggering the premerger notification requirement.  Hart-Scott Antitrust 

Act of 1976, S. 1284, 94th Cong. § 7A(b)(2)(A)-(B) (May 6, 1976).  That language 

did not ultimately appear in the bill as enacted.  According to PhRMA, that 

omission proves that Congress must have intended to bar the FTC from tailoring its 

statutory definitions to transactions that arise only in particular industries.     

It shows no such thing.  As the Act’s sponsors indicated and the 

“notwithstanding” clause confirms, the Senate provision would have allowed the 

Commission to require particular categories of persons to report transactions 

falling below the Act’s minimum thresholds.  Senator Hart explained that the 

Senate bill provision addressed “transactions between persons not meeting the 
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minimum size criteria.”  122 Cong. Rec. 29,342 (Sept. 8, 1976); see also 122 

Cong. Rec. 30,877 (Sept. 16, 1976) (“[t]he Senate bill permitted the FTC, with 

participation of the Department of Justice, to promulgate rules subjecting ‘small’ 

mergers . . . to the notification and waiting requirements”).  Thus, when Rep. 

Hutchinson6 stated that “[t]he grant of discretion to enforcement agencies to 

enlarge the coverage of the law is most unusual,” 122 Cong. Rec. H8140 (Aug. 2, 

1976), and Rep. Rodino stated that “the coverage of this bill should be decided by 

Congress―not the FTC and the Justice Department,” 122 Cong. Rec. 30,877 

(Sept. 16, 1976), they were talking about who gets to decide the size of the 

transactions that warrant mandatory pre-closing review.  They were not addressing 

whether the Commission could tailor its definitions of “asset” and “acquisition” to 

transactions specific to a particular industry.  In short, nothing in this legislative 

history suggests that Congress intended to deprive the Commission of 

authority―which it explicitly granted elsewhere―to define terms that apply to 

parties or transactions that meet the Act’s size-related thresholds.7   

                                           
6 PhRMA incorrectly identifies Rep. Hughes as the speaker.  Br. 31. 
7 PhRMA also misreads various other aspects of the legislative history.  Contrary 
to PhRMA’s suggestion, the House did not add the “no person” provision; the 
Senate did.  Compare 122 Cong. Rec. S7927 (May 25, 1976) (Senate version 
states, “except as exempted … no person or person shall”), with 122 Cong. Rec. 
H8137 (Aug. 2, 1976) (House version states, “except as exempted … no 
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PhRMA nonetheless contends that the accompanying floor statements 

suggest congressional disfavor for any industry-specific notification rules.  Not so.  

PhRMA cites Sen. Hart’s statement that the Senate provision would permit the 

antitrust agencies “to require premerger notifications from particular companies or 

industries or from any class or category of persons.”  But that snippet ignores Sen. 

Hart’s prefatory explanation that this provision specifically related to “transactions 

between persons not meeting the minimum size criteria.” 122 Cong. Rec. 29,342.  

As the district court correctly determined, “[t]his legislative history only 

demonstrates that Congress did not wish to burden small companies, or parties 

engaging in small transactions, with the HSR Act’s reporting requirements.”  JA 

331. 

C. The FTC’s Construction of the HSR Act Is Reasonable. 

Because Congress has not “directly addressed the precise question at issue,” 

the Commission’s interpretation must be upheld if it “is based on a permissible 

                                                                                                                                        
corporation shall”).  For that reason, in addition to those discussed in Section I.A 
above, there is no basis for PhRMA’s claim that the House somehow used that 
language to repudiate what PhRMA calls the Senate bill’s “industry-specific 
focus.”  See Br. 30, 33.  PhRMA also mischaracterizes Rep. Rodino’s statement 
that “the House prevailed in 90 percent of the areas ….”  See Br. 31.  It is clear 
from the context that Rep. Rodino was talking about the parens patriae provisions 
in the bill, not the premerger notification provisions.  122 Cong. Rec. H10,290 
(Sept. 16, 1976) (addressing “Title III, the Parens Patriae Act”). 
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construction of the statute.”  Chevron, 467 U.S. at 843.  Here, the Commission 

acted reasonably in construing what it means to “acquire an asset” in the specific 

context of pharmaceutical patents.   

The HSR Act enables the antitrust enforcement agencies to evaluate the 

competitive implications of large acquisitions before they occur and to seek 

injunctions against any anticompetitive transactions.  See p. 4, supra.  As the 

Commission explained, the pharmaceutical industry has used unique patent 

licensing practices, not found in other industries, that raise the same potential 

antitrust concerns as long-reportable transfers of pharmaceutical patent rights but 

do not fall within the traditional “make, use, and sell” test.  JA 77; see JA 75.  All 

of the 66 exclusive patent licensing transactions in the past five years have 

involved pharmaceutical patents, and the vast majority of public inquiries 

concerning exclusive patent licenses have involved pharmaceuticals.  Id.  In short, 

that industry “is where the need for clarification arises and where the Commission 

has experience with the relevant transactions.”  Id.  Moreover, “the Commission 

has not found a need for a rule applicable to other industries.”  Id.    

Furthermore, “the Commission’s experience with [exclusive patent license] 

transactions in the pharmaceutical industry allows it to develop a rule that is 

tailored to” that industry.  Id.  For example, the Commission explained, the 
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pharmaceutical-specific definitions cover “the transfer of part of a patent by 

reference to the therapeutic area or specific indication within a therapeutic area.”  

Id.  That type of distinction is unique to pharmaceutical patents.  

This case thus provides a textbook example of the need for incremental 

rulemaking, a bedrock principle of administrative law.  An agency may 

appropriately limit rules to areas where it has observed a problem.  Agencies “need 

not deal in one fell swoop with the entire breadth of a novel development; instead, 

‘reform may take place one step at a time, addressing itself to the phase of the 

problem which seems most acute to the [regulatory] mind.’” Nat’l Ass’n of 

Broadcasters, 740 F.2d at 1207 (quoting Williamson v. Lee Optical Co., 348 U.S. 

at 489).  Similarly, “[a]n agency does not have to ‘make progress on every front 

before it can make progress on any front.’”  Personal Watercraft Indus. Ass’n v. 

Dep’t of Commerce, 48 F.3d 540, 544 (D.C. Cir. 1995) (quoting United States v. 

Edge Broadcasting Co., 509 U.S. 418, 434 (1993)); accord Investment Co. Inst. v. 

CFTC, 720 F.3d 370, 378 (D.C. Cir. 2013); City of Las Vegas v. Lujan, 891 F.2d 

927, 935 (D.C. Cir. 1989) (“agencies have great discretion to treat a problem 

partially”).8  PhRMA gives no reason why an incremental approach is 

unreasonable here. 

                                           
8 See also Manufactured Hous. Instit. v. EPA, 467 F.3d 391, 400-01 (4th Cir. 2006) 
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Rather than grappling with such issues, PhRMA’s Chevron Step 2 argument 

boils down to a rehash of its Step 1 claim.  It asserts, for example, that deference is 

warranted only “when Congress has delegated to the agency the power it claims.”  

Br. 35.  Again, however, Congress has delegated to the Commission the authority 

to define terms in the Act.  See United States v. Mead Corp., 533 U.S. 218, 229 

(2001) (“We have recognized a very good indicator of delegation meriting 

Chevron treatment in express congressional authorizations to engage in the process 

of rulemaking or adjudication that produces regulations or rulings for which 

deference is claimed.”).  If PhRMA means to argue that Congress must have 

affirmatively authorized industry-specific notification rules, that argument would 

turn Chevron on its head.  The point of Chevron is that congressional silence 

authorizes the agency to fill the legislative gap―and that the agency’s reasonable 

interpretation of an ambiguous statute merits deference.  467 U.S. at 843; see 

NACS v. Bd. of Governors of Fed. Reserve Sys., 746 F.3d 474, 488 (D.C. Cir. 

2014) (“the question then is how [the statutory provision] limits the Board’s 

                                                                                                                                        
(upholding EPA regulation treating apartment buildings differently from 
manufactured home communities for purposes of determining whether 
submetering constituted a sale of water, effectively exempting apartment buildings 
from certain water safety requirements; although EPA had deemed the water 
distribution system to be safe in apartment houses, it could not categorically say 
the same for manufactured home communities, which would be exempted on a 
case-by-case basis). 
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discretion to define the statutory term … not whether that section affirmatively 

grants the Board authority to allow [the substance of the rule]”).9 

Finally, PhRMA argues for the first time on appeal that the FTC’s statutory 

interpretation merits no deference because, PhRMA asserts, the FTC has “routinely 

disclaimed” authority to issue industry-specific rules.  Br. 37.  PhRMA did not 

make this argument below and has thus waived it.  Bd. of Cnty. Com’rs of Kay 

Cnty., Okla. v. Federal Housing Finance Agency, 754 F.3d 1025, 1031 (D.C. Cir. 

2014); see Conservation Force, Inc. v. Jewell, 733 F.3d 1200, 1206 n.6 (D.C. Cir. 

2013) (“We are not obliged to consider this late-stage reformulation of appellants’ 

challenge.”).  The argument is untenable anyway.  In fact, the Commission has 

previously defined terms in the Act on an industry-specific basis.  See 16 C.F.R. § 

801.1(c)(6) (providing definition of  “hold” specific to banks and trust companies), 

and § 801.1(c)(7) (providing definition of “hold” specific to insurance companies).  

The statements from the initial HSR Rules on which PhRMA relies stand only for 

the unremarkable propositions that an acquisition is reportable whenever the Act’s 

                                           
9 The cases that PhRMA cites (Br. 35-37) have no bearing on this case.  In In re 
Sealed Case, 237 F.3d 657, 667 (D.C. Cir. 2001), the statute at issue 
unambiguously prohibited the agency’s action.  In Am. Bar Ass’n v. FTC, 430 F.3d 
457, 468 (D.C. Cir. 2005), Congress had not delegated to the agency the authority 
to define the categories of persons subject to the statute’s requirements; rather, the 
statute itself provided these definitions.  Likewise, in NRDC, 749 F.3d at 1064, 
“Congress ha[d] not left the agency a gap to fill.”  See note 5, supra. 
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criteria are satisfied and that the agency is appropriately cautious about granting 

exemptions for particular industries.  The Commission nowhere disclaimed the 

authority to define statutory terms for a particular industry.  Indeed, at the time it 

made those statements, the Commission simultaneously issued the above industry-

specific definitions.  See 43 Fed. Reg. 33,458 (July 31, 1978). 

II. THE COMMISSION COMPLIED WITH THE ADMINISTRATIVE PROCEDURE 
ACT. 
 
As noted, PhRMA does not dispute the substance of the Commission’s 

definition of what it means to “acquire” an “asset.”  For example, it does not argue 

that the Commission lacked a strong basis for concluding that the asset transfers at 

issue here, in which one party conveys all rights under a patent other than limited 

manufacturing rights, raise the same competitive concerns as transfers of literally 

all rights under a patent.  Instead, it complains that the Commission acted 

arbitrarily when it applied this approach to the pharmaceutical industry alone, 

rather than to all industries throughout the economy.  That contention lacks merit. 

A. The FTC Reasonably Explained Why It Defined “Acquire” and 
“Asset” For The Pharmaceutical Industry Alone. 
 

The Commission thoroughly explained why the Rule addresses only 

pharmaceutical patents.  “In recent years,” the Commission observed, “it has 

become more common for pharmaceutical companies to transfer most but not all of 
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the rights to ‘make, use and sell’ under an exclusive license, such that the ‘make, 

use and sell’ approach is no longer adequate in evaluating the reportability of 

exclusive licenses in the pharmaceutical industry for HSR purposes.”  JA 75.  In 

the five years prior to the rulemaking, for example, the PNO received filings for 66 

transactions involving exclusive patent licenses, all of which were for 

pharmaceutical patents.  JA 77.  Similarly, the pharmaceutical industry is where 

the need for clarification has arisen.  Requests for guidance from the PNO on the 

treatment of exclusive patent licensing transactions have come overwhelmingly 

from practitioners in matters involving the pharmaceutical industry.  JA 78.10   

By contrast, “the Commission has not found a need for a rule applicable to 

other industries” because they have not given rise to similar transactions or been 

the subject of inquiries to the PNO.  JA 77.  The Commission recognized that 

exclusive patent licenses of the type covered by this rule might be used in other 

industries―and it pledged to monitor the market and take action if necessary.  But 

it found no evidence that such licensing arrangements are common outside of the 

pharmaceutical industry today.  Notably, no third-party commenters, such as 

                                           
10 Although PhRMA purported to identify similar licensing agreements from other 
industries, the Commission properly determined that those agreements were, in 
fact, not comparable; instead, they were simple distribution agreements.  See 
Section II.C, infra.   
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consumer groups or other interested parties that typically bring such matters to the 

FTC’s attention, suggested that exclusive patent licenses of this type are often 

employed outside the pharmaceutical industry.11   

The Commission also explained that its experience with exclusive patent 

licenses in this context allowed it to fashion a rule with sufficient specificity to 

provide meaningful guidance to the pharmaceutical industry.  Thus, it defined the 

relevant scope of the transfer of “part of a patent” by reference to a “particular 

therapeutic area (or specific indication within a therapeutic area).”  16 C.F.R. 

§ 801.1(o); see JA 76-77.  That terminology applies only to pharmaceuticals, 

although the Commission “will continue to assess the appropriateness of a similar 

rule for other industries” if and when issues arise there.  JA 79.  This targeted 

approach enabled the Commission to implement an easily administered rule for the 

one industry where a problem has arisen rather than searching at length for 

analogous criteria to govern rules for other industries, where real-world examples 

of a problem have not arisen.   

                                           
11 PhRMA misses the mark in arguing (Br. 47) that the prevalence of these 
transactions in the pharmaceutical industry means nothing because the HSR Act 
does not mention frequency of use as a condition of reportability.  That is no 
reason why the Commission may not consider whether there is a problem before it 
determines a solution. 
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The specificity of the Commission’s approach is a strength, not a 

shortcoming.  The Commission is appropriately cautious about intruding in areas 

of the economy where it has lacked an opportunity to assess the need for, and 

impact of, its proposed regulatory actions.  This Court, too, has encouraged 

agencies to exercise such regulatory caution.  As it has explained, an agency “need 

not deal in one fell swoop with the entire breadth of a novel development”; instead, 

“reform may take place one step at a time, addressing itself to the phase of the 

problem which seems most acute to the [regulatory] mind.”  Nat’l Ass’n of 

Broadcasters, 740 F.2d at 1207 (internal quotation marks omitted); see p. 31, 

supra.  “Nothing in [the statute] or in the Administrative Procedure Act, or in any 

judicial decision, forces an agency to refrain from solving one problem while it 

ponders what to do about others.”  Personal Watercraft Indus. Ass’n, 48 F.3d at 

546; accord City of Las Vegas, 891 F.2d at 935 (“agencies have great discretion to 

treat a problem partially”).  Those principles are dispositive here. 

PhRMA next argues that the Commission inadequately explained its 

supposed “depart[ure]” from a “longstanding view[]” that HSR rules should apply 

across all industries.  See Br. 41-42 (emphasis and quotation marks omitted).  That 

argument is without merit.  While HSR rules and practices have typically applied 

to all industries, the Commission has sometimes tailored specific rules to particular 
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industries, see p. 33, supra, and here the Commission explained at length its 

reasons for acting incrementally in this case.  Thus, even if the FTC could be said 

to have modified some discernible policy, the agency satisfied its burden to 

provide “reasoned analysis indicating that prior policies and standards are being 

deliberately changed, not casually ignored.”  Greater Boston Int’l Television Corp. 

v. FCC, 444 F.2d 841, 852 (D.C. Cir. 1970); see also FCC v. Fox Television 

Stations, Inc., 556 U.S. 502, 514-15 (2009) (rejecting argument that agency 

reversing prior policy was required to show “reasons more substantial than those 

required to adopt the policy in the first instance”).  

Finally, PhRMA is flatly wrong to contend that this rulemaking “represents 

the first time [the] FTC has required notification for exclusive patent licenses.”  Br. 

41.  Under the traditional “make, use, and sell” test, the Commission has long 

required parties to report exclusive patent licenses exceeding the applicable 

monetary thresholds.  PhRMA has never previously contended otherwise, and 

indeed its constituent members have been filing HSR notifications for exclusive 

patent licenses for decades.  See p. 7, supra.  The Rule here does nothing more 

than specify that this reportability requirement extends to exclusive pharmaceutical 

patent licenses in which the licensor retains limited manufacturing rights because, 

as the FTC found, such licenses raise the same potential competitive concerns as 
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licenses that convey all rights.  PhRMA has never identified any basis for 

questioning that finding—not before the Commission, not in the district court, and 

not here on appeal.  Any challenge to that finding, or to the reportability of 

exclusive licenses more generally, is thus waived.12 

B. The Commission Properly Relied On Its Experience. 

The Commission’s experience in assessing exclusive patent licenses 

informed its decision to address such licenses in the pharmaceutical industry.  

PhRMA claims that the Commission may not legitimately rely on its experience in 

formulating regulatory policy.  Br. 44-45.  That argument runs headlong into 

numerous decisions of this Court.  It is black letter law that, where a rule is the 

product of an agency’s “long experience administering the existing … rules,” the 

agency’s “perceptions based on its experience” provides sufficient support under 

the arbitrary and capricious standard to sustain the rule change as a rational 

decision.  Nat’l Tour Brokers Ass’n v. ICC, 671 F.2d 528, 533 (D.C. Cir. 1982).   

                                           
12 Contrary to PhRMA’s contention, there is no FTC policy that transactions are 
reportable only if the agency determines that, at some level of specificity, they are 
“likely to be anticompetitive.”  Br. 42.  The statute requires reporting any time a 
person “acquires an asset” above a certain size.  If it does, Congress provided that 
the transaction triggers sufficient competitive concern to require a filing, subject 
only to the FTC’s discretionary exemption authority.  That filing requirement 
applies whether particular transactions are likely to cause competitive harm or 
would prove difficult to unwind.   
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Put another way, an agency may “properly take official notice . . . of matters 

known to the agency through its cumulative experience and consequent expertise.”  

Wisconsin Power & Light Co. v. FERC, 363 F.3d 453, 463 (D.C. Cir. 2004);  

Accord Nat’l Mining Ass’n v. Mine Safety & Health Admin., 116 F.3d 520, 546-47 

(D.C. Cir. 2010) (agency provided a “reasoned explanation” by explaining what 

the “[a]gency experience” was and how it informed the agency’s determination); 

Chamber of Commerce of the U.S. v. SEC, 412 F.3d 133, 142 (D.C. Cir. 2005) (“an 

agency need not—indeed cannot—base its every action upon empirical data; 

depending upon the nature of the problem, an agency may be ‘entitled to conduct 

... a general analysis based on informed conjecture’”) (quoting Melcher v. FCC, 

134 F.3d 1143, 1158 (D.C. Cir. 1998); see also Nat’l Cable & Telecomm. Ass’n v. 

FCC, 567 F.3d 659, 669 (D.C. Cir. 2009) (emphasis added) (holding that courts 

should give “deference to predictive judgments that necessarily involve the 

expertise and experience of the agency.”). 

There is similarly no merit to PhRMA’s argument that the Commission 

inadequately disclosed the underpinnings of its experience―HSR filings and 

requests for PNO guidance.  As discussed below, the PNO guidance was in fact 

available to PhRMA, and although federal law bars disclosure of HSR filings, their 

confidentiality did not prejudice PhRMA here. 
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First, PNO’s database of informal guidance, on which the Commission 

relied in its Notice of Proposed Rulemaking (JA 7), is easily accessible to PhRMA 

and all other members of the public.  It is available on the Commission’s public 

website and is searchable in various ways, including by date, keyword, and 

relevant HSR Rule.  See http://ftc.gov/bc/hsr/informal/index.shtm (cited at JA 75, 

n.8).  Not only is the database publicly available, but PhRMA itself actually used it 

in formulating its comments on the Rule.  JA 22.  As this Court has held, an 

agency “may rely on publicly available information so long as it is referenced, 

thereby enabling meaningful adversarial comment and judicial review; such 

material need not be directly introduced into the record.”  Wisconsin Power & 

Light Co., 363 F.3d at 463 (internal quotation marks omitted); see also U.S. Lines, 

Inc. v. Fed. Mar. Comm’n, 584 F.2d 519, 534-35 (D.C. Cir. 1978) (holding that an 

agency may “rely on data in its files, or on public information, in reaching its 

decision . . . [so long as it] specif[ies] what is involved in sufficient detail to allow 

for meaningful adversarial comment and judicial review.”).13   

                                           
13 Chamber of Commerce v. SEC, 443 F.3d 890 (D.C. Cir. 2006), is inapposite.  
There, the agency had given no indication, before issuing its rule, that it might base 
its decision on the information in question, and the information was not of the sort 
“relied upon by the [agency] during the normal course of its official business.” Id. 
at 895, 904–06.  Here, by contrast, the Commission informed the public in the 
Notice of Proposed Rulemaking that the proposed rule was based in part on these 
materials.  JA 75. 

http://ftc.gov/bc/hsr/informal/index.shtm
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PhRMA is wrong that the database cannot be usefully searched.  A simple 

search for basic terms such as “patent” and “license” (which covers both “license” 

and “licensing”) turns up a large number of relevant interpretations, in which 

pharmaceutical patent inquiries clearly predominate.  Furthermore, PhRMA’s 

contention that this material is “heavily redacted” (Br. 51) is simply not true.  

Though the names and contact information of the practitioners submitting inquiries 

have been redacted, the database reproduces in full the text of the inquiries and the 

PNO’s responses, which typically make clear the nature and context of the 

transactions in question.    

PhRMA also suggests in passing (Br. 48-49) that the Commission should 

have divulged the 66 individual HSR filings that it cited for the observation that 

pharmaceutical patents accounted for every single instance over the preceding five 

years in which parties filed HSR notification involving exclusive patent licenses.  

The HSR Act, however, makes such filings confidential.  It provides that “[a]ny 

information or documentary material filed … pursuant to this section shall be 

exempt from disclosure … and no such information or documentary material may 

be made public,” except in circumstances not present here.  15 U.S.C. § 18a(h); see 

JA 349-51.  The FTC thus had no lawful basis for revealing these reports to 

PhRMA, and PhRMA does not even contend otherwise on appeal.   
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In any event, keeping these HSR filings confidential did nothing to prejudice 

PhRMA, and that lack of prejudice is itself fatal to PhRMA’s APA challenge.  See 

Am. Radio Relay League v. FCC, 524 F.3d 227, 237 (D.C. Cir. 2008) (“the [C]ourt 

will not set aside a rule absent a showing by the petitioners that they suffered 

prejudice from the agency's failure to provide an opportunity for public comment”) 

(quotation marks and citation omitted).  HSR filings do not represent the type of 

“technical studies and data” that aggrieved parties might wish to contest and that 

an agency might thus be required to make available for close scrutiny.  See id.; 

Chamber of Commerce v. SEC, 443 F.3d 890, 900 (D.C. Cir. 2006).  And the 

Commission did not rely on these HSR filings to make a technical judgment or 

establish a technical standard.  It used them only as a general source of background 

experience to inform its judgment that, in fact, exclusive patent licenses arise 

overwhelmingly in the pharmaceutical industry.  The filings were relevant only 

because they involved exclusive licenses in the pharmaceutical industry, not 

because of their particular content.  PhRMA’s retained expert also had no need to 

know the specific details of these (or thousands of other) confidential filings in 

order to argue, as he in fact did, that exclusive patent licenses are also used in other 

industries.   
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Finally, there is no merit to PhRMA’s complaint that the FTC “did not say 

how many—if any—[of the 66 filings] were the ‘exclusive patent licensing 

arrangements that transfer all of the rights to commercially use a patent or part of a 

patent’ that the Final Rule targets.”  Br. 48.  First, these 66 filings were significant 

because they all arose from the pharmaceutical industry and thus showed that 

exclusive patent licensing is a phenomenon nearly unique to that industry.  Second, 

PhRMA does not deny that, in a significant subset of exclusive pharmaceutical 

patent licenses, the licensee retains limited manufacturing rights, as defined in the 

Rule; were it otherwise, PhRMA would not have filed suit.  Those two facts are 

logically sufficient to explain why the Commission reasonably concluded that the 

Rule needed to address only exclusive pharmaceutical licenses:  the same retained-

manufacturing loophole rarely, if ever, arises in other industries. 

C. The Commission Reasonably Responded to PhRMA’s Expert. 

PhRMA is also wrong that the Commission failed to respond adequately to 

the report of its expert, Dr. Varner.  As the district court noted, the Commission 

discussed at length all of the major points made by Dr. Varner.  Op JA 340.  See 

JA 76-79.  In particular, the Commission explained that Dr. Varner’s analysis drew 

false comparisons because the licensing agreements he cited from other industries 
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are entirely unlike “the kinds of agreements that are the subject of the Rule.” JA 

77.  That determination was reasonable. 

The Rule applies to patent licenses that transfer all significant rights to 

commercially use a patent to the exclusion of all other potential users, even the 

licensor.  Such licenses “are functionally equivalent to patent transfers and are thus 

properly viewed as asset acquisitions under the Act.”  JA 78.  As the Commission 

emphasized, however, “[e]xclusive licenses that do not involve the transfer of 

exclusive rights to use the patent or part of the patent, such as an exclusive 

distribution agreement, are not covered by the rule.”  JA 76, at n.10 (emphasis 

added).14  The Commission further explained that the licensing agreements from 

other industries cited by Dr. Varner are in fact mere “exclusive distribution 

agreements, which convey to the licensee only the exclusive right to distribute the 

patented product,” but do not convey “all commercially significant rights to the 

patent.”  JA 77.   

The two non-pharmaceutical licensing agreements that PhRMA cites in its 

brief illustrate the Commission’s point.  See Br. 56.  The Donlar-FMC agreement 

                                           
14 Such distribution agreements are not commonly considered transactions in which 
one party “acquires” the “assets” of another.  See generally 8 Phillip E. Areeda & 
Herbert Hovenkamp, ANTITRUST LAW ¶ 1600 (3d ed. 2010) (discussing 
distribution restraints).    
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is a “Market Development and Distributorship Agreement” specifying that the 

relationship between the parties “shall be that of a seller and buyer,” and granting 

to the licensee “and its customers” a non-exclusive license “to practice” the 

patented technology.15  The Medi-Ject-BIG license is an “Exclusive License and 

Supply Agreement” providing that “[a]ll proprietary rights ... with respect to the 

Patent Rights ... shall at all times remain solely with” the licensor.16   

Those agreements starkly contrast with exclusive patent licenses in the 

pharmaceutical industry that grant the licensee all commercially significant rights, 

which extend well beyond mere distribution and bar the licensor from playing any 

continued role in product development.  As Dr. Varner’s own declaration reveals, 

such licenses encompass the rights granted in, for example, (1) an “Agreement . . . 

For the Licensing and Development of Glufosfamide,” granting an  “exclusive 

license . . . under and using the Licensed Patents and Licensed Know-How . . . to 

develop, make, have made, use, supply, offer for sale, sell, import, export and 

otherwise distribute [the] Licensed Product”;17 and (2) a “Licensing Agreement” 

                                           
15 JA 39 (Varner Dec. at n.34, citing ex. 10.6 of 
http://sec.gov/Archives/edgar/data/1047175/0000950124-97-005153.txt). 
16 JA 41 (Varner Dec. at n.39, citing 10.4 of 
http://www.sec.gov/Archives/edgar/data/1016169/0001045969-00-000229.txt). 
17 JA 43 (Varner Dec. n.50, citing Ex. 10.2 of 
http://www.sec.gov/Archives/edgar/data/1183765/000119312504059933/dex106.h

http://sec.gov/Archives/edgar/data/1047175/0000950124-97-005153.txt
http://www.sec.gov/Archives/edgar/data/1016169/0001045969-00-000229.txt
http://www.sec.gov/Archives/edgar/data/1183765/000119312504059933/dex106.htm
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granting “an exclusive (even as to NexMed) . . . license, under the NexMed Patent 

Rights and NexMed Know-How to research, have researched, develop, have 

developed, make, have made, use, have used, import, have imported, offer for sale, 

sell, have sold and otherwise commercialize” the licensed products.18  Unlike the 

other agreements discussed above, these licenses transferred all significant rights to 

decide if and when to commercialize a patent and how to market and price the 

product covered by the license.   

The Commission thus did not “disregard” Dr. Varner’s study, as PhRMA 

wrongly charges.  The Commission examined those materials, found them 

unpersuasive, and explained its reasons for doing so.  As the district court noted, 

the Commission “simply arrived at a different conclusion,” and did so reasonably.  

JA 357.  The Commission “made clear enough the limitations of the study,” and 

there is “no cause to disturb its ultimate judgment that the study was unpersuasive 

evidence.”  Chamber of Comm., 412 F.3d at 143 (internal quotation marks 

omitted). 

                                                                                                                                        
tm).  
18 JA 45 (Varner Dec. at n.63, citing Ex. 99.1 of 
http://www.sec.gov/Archives/edgar/data/1017491/000114420405028876/v025708
_ex99-1.htm). 

http://www.sec.gov/Archives/edgar/data/1183765/000119312504059933/dex106.htm
http://www.sec.gov/Archives/edgar/data/1017491/000114420405028876/v025708_ex99-1.htm
http://www.sec.gov/Archives/edgar/data/1017491/000114420405028876/v025708_ex99-1.htm
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III. VACATUR WOULD BE UNWARRANTED EVEN IF PHRMA’S CHALLENGES 
HAD MERIT. 

Even if there were some basis for a remand, remand without vacatur would 

enable the FTC to address any legal deficiencies in its order with the least amount 

of disruptive consequences to the public.  This Court has long held that it may 

remand an inadequately supported rule to an agency for additional proceedings 

without vacating the rule during the interim.  E.g., Allied-Signal, Inc. v. U.S. 

Nuclear Regulatory Comm’n, 988 F.2d 146, 150-51 (D.C. Cir. 1993); Chamber of 

Commerce, 412 F.3d at 145.  “The decision whether to vacate depends on the 

seriousness of the order’s deficiencies (and thus the extent of doubt whether the 

agency chose correctly) and the disruptive consequences” of multiple changes in 

the regulatory regime.  Allied-Signal, 988 F.2d at 150 (quotation marks and citation 

omitted).19  

Here, PhRMA does not even challenge the Commission’s definition of 

“asset” and “acquisition” to impose reporting obligations on the transactions in 

question, nor does it explain why exclusive licenses with retained manufacturing 

rights should be treated any differently from exclusive licenses without such 
                                           
19 Where there is a sufficiently high probability that the agency will be able to 
justify retaining its rule, the Court may remand without vacatur even where “the 
disruptive consequences of vacatur might not be great.”  Fox Television Stations, 
Inc. v. FCC, 280 F.3d 1027, 1049 (D.C. Cir. 2002); see U.S. Telecom Ass’n v. FBI, 
276 F.3d 620, 627 (D.C. Cir. 2002) 
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retained rights.  The question here is thus not whether the FTC can require 

pharmaceutical companies to notify the agency of such licenses.  The only question 

is whether the Commission must extend that approach to other segments of the 

economy and whether it has adequately explained its decision not to do so.  

However the Court decides that issue, the pharmaceutical industry, where nearly 

all such licenses arise, would almost certainly end up on remand being subject to 

the same HSR filing requirements as it is today.   

It would be pointless to vacate those requirements as to the pharmaceutical 

industry only to have them promptly reapplied.  See Allied-Signal, 988 F.2d at 150-

51 (vacatur analysis turns in part on concerns about “the disruptive consequences 

of an interim change that may itself be changed”).  And doing so would risk 

anticompetitive harm in the interim.  The HSR Act ensures that antitrust 

enforcement agencies can review potentially anticompetitive transactions before 

they occur.  It would make little sense to expose the public to such harm merely 

because the existing rule is insufficiently broad.   
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CONCLUSION 

 This Court should affirm the judgment of the district court. 
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