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IN THE MATTER OF 
 

FRESENIUS MEDICAL CARE AG & CO. KGaA, 
AND 

DAIICHI SANKYO COMPANY, LTD. 
 

CONSENT ORDER, ETC., IN REGARD TO ALLEGED VIOLATIONS 
OF SEC. 7 OF THE CLAYTON ACT AND SEC. 5 OF THE FEDERAL 

TRADE COMMISSION ACT 
 

Docket C-4236; File No. 081 0146 
Complaint, October 20, 2008 – Decision, October 20, 2008 

 
This consent order relates to a proposed agreement between subsidiaries of 
Fresenius Medical Care and Daiichi Sankyo to grant an exclusive license to 
Fresenius subsidiary FMC USA Manufacturing to manufacture, distribute, and 
sell Venofer, a preparation used to treat dialysis patients, to independent 
outpatient dialysis clinics in the United States. Luitpold Pharmaceuticals, a 
subsidiary of Daiichi Sankyo, retains the right to sell Venofer in the United 
States to any other customer, including doctor’s offices, hospitals and hospital-
based dialysis clinics. The transaction may enable Fresenius to increase prices 
it charges its own clinics, which, in turn, would raise reimbursement rates that 
the Centers for Medicare & Medicaid Services pays for Venofer. Under the 
order, Fresenius is restricted from reporting an intra-company transfer price 
higher than the level set forth in the order, which is derived from current 
market prices. The order further provides that if a generic Venofer product 
receives final approval by the U.S. Food and Drug Administration, Fresenius 
would be required to report its intra-company transfer price at either the level 
set forth in the order or the lowest price at which Fresenius sells Venofer to any 
customer, whichever is lowest, until December 31, 2011. On January 1, 2012, 
the order removes the lowest-priced-customer restriction, while the level set 
forth in the order remains in place. The order also provides that if Medicare & 
Medicaid Services implements regulations that eliminate the potential 
anticompetitive harm of this transaction, those regulations will supersede the 
order. The order prohibits Luitpold and Fresenius from sharing confidential 
business information relating to the manufacture, sale, or distribution of 
Venofer, and requires the parties to provide notice to the Commission prior to 
modifying the license agreement. Finally, the order provides that the 
Commission may appoint a Monitor Trustee if necessary. 
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Participants 
 

For the Commission:  Sylvia M. Brooks, Lisa De Marchi 
Sleigh, Daniel P. Ducore, David A. Garcia, Michael R. Moiseyev, 
Christina R. Perez, James E. Southworth, and Steven Tenn. 

 
For the Respondents:  Larri A. Short, Arent Fox LLP; Robert 

L. Magielnicki, Sheppard, Mullin, Richter & Hampton LLP; and 
Susan S. DeSanti and Katherine Funk, Sonnenschein Nath & 
Rosenthal LLP. 
 

COMPLAINT 
 
Pursuant to the provisions of the Federal Trade Commission 

Act, as amended, 15 U.S.C. § 41 et seq., and by virtue of the 
authority vested in it by said Act, the Federal Trade Commission, 
having reason to believe that Fresenius Medical Care AG & Co. 
KGaA (“Fresenius”) and Daiichi Sankyo Company, Ltd. 
(“Daiichi”), have violated Section 5 of the Federal Trade 
Commission Act, as amended, 15 U.S.C. § 45, and, in addition, 
violated Section 7 of the Clayton Act, as amended, 15 U.S.C. § 
18, and it appearing to the Commission that a proceeding by it in 
respect thereof would be in the public interest, hereby issues this 
Complaint stating its charges in that respect as follows: 
 

I.  DEFINITIONS 
 

1. “IV Iron” means second-generation intravenous iron 
therapy products, including Venofer (iron sucrose) and Ferrlecit 
(sodium ferric gluconate).  

 
2. “Independent Outpatient Dialysis Clinics” means facilities 

that provide dialysis services and that are not hospital-based 
facilities and do not meet all of the criteria set forth in 42 C.F.R. 
§413.174(c) (and any successor or amended regulations). 

3. “Medicare Part B” means Section 1847A(b); 42 U.S.C. § 
1395w-3a(c). 
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4. Manufacturers’ Average Sales Price has the same meaning 

as that in 42 U.S.C. § 1395w-3a(c). 
 

5. “CMS” means Centers for Medicare & Medicaid Services 
of the United States Department of Health & Human Services. 

 
6. “Respondents” means Fresenius and Daiichi, individually 

and collectively. 
 

7. “Medicare Improvements for Patients and Providers Act of 
2008” or “MIPPA,” means Public Law No. 110-275. 

 
8. “Bundled Payment System” means the system created 

under Section 153(b) of the MIPPA whereby, among other things, 
reimbursement to providers of dialysis services for IV Iron 
administered to dialysis patients will be included in a single 
payment, and no longer billed separately, by January 1, 2015. 
 

II.  RESPONDENTS 
 

9. Fresenius Medical Care AG & Co. KGaA is a partnership 
limited by shares organized, existing and doing business under 
and by virtue of the laws of the Federal Republic of Germany, 
with its offices and principal place of business located at Else-
Kröner-Straße 1, 61352 Bad Homburg, Germany. Fresenius 
Medical Care AG & Co. KGaA is the parent of Fresenius Medical 
Care Holdings, Inc., a New York corporation, d/b/a Fresenius 
Medical Care North America (“FMCNA”) with its office and 
principal place of business located at 920 Winter St., Waltham, 
MA 023451-1457. Renal Therapies Group (“RTG”), a division of 
FMCNA , manufactures, sells and distributes equipment, supplies 
and pharmaceuticals to dialysis providers. RTG is the parent 
entity of FMC USA Manufacturing (“FMCUSA”), which is the 
Fresenius signatory to the Proposed Transaction. 
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10. Daiichi Sankyo Company, Ltd. is a corporation organized, 
existing and doing business under and by virtue of the laws of 
Japan, with its office and principal place of business located at 3-
5-1, Nihonbashi Honcho, Chuo-Ku, Tokyo 103-8426, Japan. 
Daiichi Sankyo, Inc. (“DSI”), a wholly owned subsidiary of 
Daiichi Sankyo Company, Ltd., is a corporation organized, 
existing and doing business under and by virtue of the laws of 
Delaware, with its office and principal place of business located at 
Two Hilton Court, Parsippany, New Jersey 07054. Luitpold 
Pharmaceuticals, Inc., a wholly owned subsidiary of DSI, is a 
corporation organized, existing and doing business under and by 
virtue of the laws of New York, with its office and principal place 
of business located at One Luitpold Drive, Shirley, New York 
11967. American Regent, Inc., a wholly owned subsidiary of 
Luitpold Pharmaceuticals, Inc., is a corporation organized, 
existing and doing business under and by virtue of the laws of 
New York, with its office and principal place of business located 
at One Luitpold Drive, Shirley, New York. 11967. Luitpold 
licences Venofer from Vifor (International) Inc. (“Vifor”), the 
Swiss pharmaceutical company that developed the product. 
Luitpold’s subsidiary, American Regent, Inc. (“American 
Regent”), markets and distributes all of Luitpold’s injectable 
products, including Venofer, to customers around the United 
States. 

 
11. Respondents are, and at all times relevant herein have 

been, engaged in commerce, as “commerce” is defined in Section 
1 of the Clayton Act, as amended, 15 U.S.C. §12, and are 
corporations whose business is in or affects commerce, as 
“commerce” is defined in Section 4 of the Federal Trade 
Commission Act, as amended, 15 U.S.C. § 44. 
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III.  THE PROPOSED TRANSACTION 
 

12. Pursuant to a License, Distribution, Manufacturing and 
Supply Agreement dated July 8, 2008, Luitpold and Vifor agreed 
to grant FMCUSA an exclusive sublicense to distribute, 
manufacture and sell Venofer to Independent Outpatient Dialysis 
Clinics in the United States for a term of ten years with an option 
to extend the agreement for an additional ten years (hereinafter 
“Proposed Transaction”). Luitpold retains the right to sell Venofer 
in the United States to any other customer, including doctor’s 
offices, hospitals and hospital-based dialysis clinics. 
 

IV.  THE RELEVANT MARKET 
 

13. For the purposes of this Complaint, the relevant line of 
commerce in which to analyze the effects of the Proposed 
Transaction is the manufacture, distribution and sale of IV Iron. 
IV Iron is critical for the effective treatment of dialysis patients, 
the vast majority of whom suffer from chronic anemia. 

 
14. For the purposes of this Complaint, the United States is the 

relevant geographic area in which to analyze the effects of the 
Proposed Transaction in the relevant line of commerce. 
 

V.  THE STRUCTURE OF THE MARKET 
 

15. The U.S. market for IV Iron is highly concentrated. 
Luitpold and Watson Pharmaceuticals (“Watson”) are the only 
two suppliers of IV Iron in the United States. Luitpold 
manufactures, distributes and sells Venofer, and Watson 
manufactures, distributes and sells Ferrlecit. 

 
16. CMS reimburses Independent Outpatient Dialysis Clinics 

for the vast majority of the IV Iron used in the United States. 
Currently, CMS’s reimbursement rate for Venofer is one hundred 
and six percent of the Manufacturers’ Average Sales Price to all 
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purchasers. Each calendar quarter, pursuant to Medicare Part B, 
drug manufacturers are required to submit the Manufacturers’ 
Average Sales Price to CMS and that information is used to 
calculate the CMS reimbursement rate for each IV Iron product. 

 
VI.  ENTRY CONDITIONS 

 
17. Entry into the relevant line of commerce described in 

Paragraphs 13 and 14 would not be timely, likely, or sufficient in 
its magnitude, character, and scope to deter or counteract the 
anticompetitive effects of the Proposed Transaction. 
 

VII.  EFFECTS OF THE PROPOSED TRANSACTION 
 

18. The effects of the Proposed Transaction, if consummated, 
may be substantially to lessen competition and to tend to create a 
monopoly in the relevant market in violation of Section 7 of the 
Clayton Act, as amended, 15 U.S.C. § 18, and Section 5 of the 
FTC Act, as amended,15 U.S.C. § 45, by, among others, enabling 
Fresenius to report higher prices for Venofer used in its own 
clinics to CMS thereby increasing the Manufacturer’s Average 
Sales Price and, therefore, the reimbursement rate for Venofer. By 
increasing the reimbursement rate for Venofer, CMS would be 
forced to pay higher prices for Venofer administered to dialysis 
patients covered by Medicare. 

 
19. The effects described in Paragraph 18 would persist until 

the Bundled Payment System is fully implemented. 
 

VIII.  VIOLATIONS CHARGED 
 

20. The Proposed Transaction described in Paragraph 12 
constitutes a violation of Section 5 of the FTC Act, as amended, 
15 U.S.C. § 45. 

 
21. The Proposed Transaction described in Paragraph 12, if 

consummated, would constitute a violation of Section 7 of the 
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Clayton Act, as amended, 15 U.S.C. § 18, and Section 5 of the 
FTC Act, as amended, 15 U.S.C. § 45. 

 
WHEREFORE, THE PREMISES CONSIDERED, the 

Federal Trade Commission on this twentieth day of October, 
2008, issues its Complaint against said Respondents. 
 

By the Commission. 
 
 
 
 
 
 

DECISION AND ORDER 
 

The Federal Trade Commission (“Commission”), having 
initiated an investigation of the proposed exclusive sublicense and 
manufacturing and supply agreement for Venofer, an intravenous 
iron drug used for the treatment of anemia, to free-standing 
outpatient dialysis clinics, between Fresenius Medical Care AG & 
Co. KGaA, a German partnership limited by shares, and including 
entities and divisions controlled by Fresenius Medical Care AG & 
Co. KGaA, including (1) Fresenius Medical Care Holdings, Inc., a 
New York corporation wholly owned by Fresenius Medical Care 
AG & Co. KGaA, d/b/a Fresenius Medical Care North America, 
(2) Fresenius Medical Services, which operates dialysis clinics 
throughout North America, (3) Renal Therapies Group, which 
manufactures, sells and distributes equipment, supplies and 
pharmaceuticals to dialysis providers, and (4) Renal Research 
Institute, which engages in dialysis research and development 
(hereafter collectively referred to as “Respondent Fresenius”) and 
Daiichi Sankyo Company, Ltd., a Japanese pharmaceutical 
company, and entities controlled by Daiichi Sankyo Company, 
Ltd., including (1) Daiichi Sankyo, Inc., a Delaware corporation, 
wholly owned by Daiichi Sankyo Company, Ltd., (2) Luitpold 
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Pharmaceuticals, Inc., a New York corporation, wholly owned by 
Daiichi Sankyo, Inc., and (3) American Regent, Inc., a New York 
corporation, wholly owned by Luitpold Pharmaceuticals, Inc. 
(hereafter collectively referred to as “Respondent Daiichi”) 
(collectively referred to as “Respondents”); Respondents having 
been furnished thereafter with a copy of a draft Complaint that the 
Bureau of Competition proposed to present to the Commission for 
its consideration and which, if issued by the Commission, would 
charge Respondents with violations of Section 7 of the Clayton 
Act, as amended, 15 U.S.C. § 18, and Section 5 of the Federal 
Trade Commission Act, as amended, 15 U.S.C. § 45; and 

 
Respondents, their attorneys, and counsel for the Commission 

having thereafter executed an Agreement Containing Consent 
Order (“Consent Agreement”), containing an admission by 
Respondents of all the jurisdictional facts set forth in the aforesaid 
draft Complaint, a statement that the signing of said Consent 
Agreement is for settlement purposes only and does not constitute 
an admission by Respondents that the law has been violated as 
alleged in such Complaint, or that the facts as alleged in such 
Complaint, other than jurisdictional facts, are true, and waivers 
and other provisions as required by the Commission’s Rules; and 

 
The Commission, having thereafter considered the matter and 

having determined that it had reason to believe that Respondents 
have violated the said Acts, and that a Complaint should issue 
stating its charges in that respect, and having accepted the 
executed Consent Agreement and placed such Consent Agreement 
on the public record for a period of thirty (30) days for the receipt 
and consideration of public comments, now in further conformity 
with the procedure described in Commission Rule 2.34, 16 C.F.R. 
§ 2.34, the Commission hereby makes the following jurisdictional 
findings and issues the following Decision and Order (“Order”): 
 
1. Respondent Fresenius Medical Care AG & Co. KGaA is a 
partnership limited by shares organized, existing and doing 
business under and by virtue of the laws of the Federal Republic 
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of Germany, with its office and principal place of business located 
at Else-Kröner-Straße 1, 61352 Bad Homburg, Germany. 
Fresenius Medical Care AG & Co. KGaA is the parent of 
Fresenius Medical Care Holdings, Inc., a New York corporation, 
d/b/a Fresenius Medical Care North America (“FMCNA”) with its 
office and principal place of business located at 920 Winter St., 
Waltham, MA 023451-1457. Within FMCNA there are three 
main operating units: (1) Fresenius Medical Services, which 
provides dialysis services; (2) Renal Therapies Group, which 
manufactures, sells and distributes equipment, supplies and 
pharmaceuticals used primarily in the treatment of hemodialysis, 
and (3) Renal Research Institute, which engages in dialysis 
research and development.  

 
2. Respondent Daiichi Sankyo Company, Ltd. is a corporation 
organized, existing and doing business under and by virtue of the 
laws of Japan, with its office and principal place of business 
located at 3-5-1, Nihonbashi Honcho, Chuo-Ku, Tokyo 103-8426, 
Japan. Daiichi Sankyo, Inc. (“DSI”), a wholly owned subsidiary 
of Daiichi Sankyo Company, Ltd., is a corporation organized, 
existing and doing business under and by virtue of the laws of 
Delaware, with its office and principal place of business located at 
Two Hilton Court, Parsippany, New Jersey 07054. Luitpold 
Pharmaceuticals, Inc., a wholly owned subsidiary of DSI, is a 
corporation organized, existing and doing business under and by 
virtue of the laws of New York, with its office and principal place 
of business located at One Luitpold Drive, Shirley, New York 
11967. American Regent, Inc., a wholly owned subsidiary of 
Luitpold Pharmaceuticals, Inc., is a corporation organized, 
existing and doing business under and by virtue of the laws of 
New York, with its office and principal place of business located 
at One Luitpold Drive, Shirley, New York 11967. 

 
3. The Federal Trade Commission has jurisdiction of the subject 
matter of this proceeding and of Respondents, and the proceeding 
is in the public interest. 
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ORDER 

 
I. 

 
IT IS ORDERED that, as used in this Order, the following 

definitions shall apply: 
 

A. “Fresenius” means Fresenius Medical Care AG & Co. 
KGaA, its directors, officers, employees, agents, 
representatives, successors, and assigns; and its joint 
ventures, subsidiaries (including Fresenius Medical Care 
Holdings, Inc.), divisions, groups, and affiliates controlled 
by Fresenius Medical Care AG & Co. KGaA, and the 
respective directors, officers, employees, agents, 
representatives, successors, and assigns of each. 

 
B. “Daiichi” means Daiichi Sankyo Company, Ltd., its 

directors, officers, employees, agents, representatives, 
successors, and assigns; and its joint ventures, subsidiaries 
(including Daiichi Sankyo, Inc., Luitpold Pharmaceuticals, 
Inc., and American Regent, Inc.), divisions, groups and 
affiliates controlled by Daiichi Sankyo Company, Ltd., 
and the respective directors, officers, employees, agents, 
representatives, successors, and assigns of each. 

 
C. “Luitpold” means Luitpold Pharmaceuticals, Inc., its 

directors, officers, employees, agents, representatives, 
successors, and assigns; and its joint ventures, subsidiaries 
(including American Regent, Inc.), divisions, groups and 
affiliates controlled by Luitpold Pharmaceuticals, Inc., and 
the respective directors, officers, employees, agents, 
representatives, successors, and assigns of each. 

 
D. “Commission” means the Federal Trade Commission. 
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E. “ANDA” means Abbreviated New Drug Application filed 
with the United States Food and Drug Administration 
pursuant to 21 C.F.R. Part 314. 

 
F. “Clinic” means a facility that provides hemodialysis or 

peritoneal dialysis services to patients suffering from end 
stage renal disease. For purposes of this Order, “Clinic” 
does not include in-hospital-based dialysis units for acute 
kidney events or hospital-based clinics managed by 
Respondent Fresenius. 

 
G. “CMS” means the Centers for Medicare & Medicaid 

Services. 
 
H. “Fresenius Clinic” means a Clinic that is wholly owned, 

managed, or controlled by Respondent Fresenius or is a 
joint venture between Respondent Fresenius and another 
Person. 

 
I. “HHS” means the United States Department of Health & 

Human Services including all of its agencies and offices 
including, but not limited to, CMS. 

 
J. “HHS-CMS Requirement” means: 

 
1. any statute or regulation, including, but not limited to, 

42 U.S.C. § 1395w-3a, and 42 C.F.R. Part 414, 
Subparts J and K; 

  
2. any HHS review or study of Manufacturer’s Average 

Sales Price and other prices, comparisons of such 
prices, or modifications of payment amounts for drug 
products, including, but not limited to 42 U.S.C. § 
1395w-3a(d); and 

3. any HHS or CMS guidance, ruling, statement of 
policy, or agreement Relating To or affecting the 
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average sales price payment methodology as set forth 
in 42 U.S.C. § 1395w-3a, including, but not limited to 
the valuation of intra-company transfer prices for the 
purposes of calculating, or determining payment of, 
the Manufacturer’s Average Sales Price for Venofer. 

 
K. “License Agreement” means the “License, Distribution, 

Manufacturing and Supply Agreement by and between 
Luitpold Pharmaceuticals, Inc., American Regent, Inc. and 
Fresenius USA Manufacturing, Inc. July 8, 2008,” 
attached as Confidential Exhibit A to this Order. For 
purposes of this Order, the License Agreement includes 
sales and distribution contracts between Respondent 
Daiichi and its Venofer customers that have or will be 
assumed and serviced by Respondent Fresenius. 

 
L. “Manufacturer’s Average Sales Price” has the same 

meaning as that in 42 U.S.C. § 1395w-3a(c), including any 
supplements, modifications, amendments, or changes, 
thereto, and any HHS or CMS guidance, ruling, statement 
of policy, or agreement relating thereto. 

 
M. “Material Confidential Information” means competitively 

sensitive, proprietary, and all other information that is not 
in the public domain owned by or pertaining to a Person or 
a Person’s business, and includes, but is not limited to, all 
customer lists, price lists, contracts, cost information, 
marketing methods, patents, technologies, processes, or 
other trade secrets. 

 
N. “Person” means any natural person, partnership, 

corporation, association, trust, joint venture, government, 
government agency, division, or department, including 
HHS and CMS, or other business or legal entity. 
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O. “Relating To” means pertaining in any way to, and is not 
limited to that which pertains exclusively to or primarily 
to. 

 
P. “Venofer” means a drug product covered by NDA 21-135, 

in all dosage forms, formulations, line extensions and 
package configurations and comprising iron sucrose as an 
active ingredient, used for the treatment of anemia in end 
stage renal disease kidney dialysis patients, and any 
improvements to such formulations or dosages as hereafter 
may be developed and marketed, and including any next 
generation parenteral iron product, including VIT-45 
(ferric carboxymaltose) that may be developed and 
marketed in the United States. 

 
II. 

 
IT IS FURTHER ORDERED that: 

 
A. Respondent Fresenius shall: 

 
1. For purposes of reporting the Manufacturer’s Average 

Sales Price for Venofer to CMS as required under the 
provisions of 42 U.S.C. § 1395w-3a, include the value 
of all intra-company transfers of Venofer to Fresenius 
Clinics; and 

 
2. For purposes of calculating the Manufacturer’s 

Average Sales Price for Venofer, report the price of 
each such intra-company transfer described in 
Paragraph II.A.1. at no greater than the lesser of: 

 
a. the lowest per unit (as established by the Secretary 

of HHS under 42 U.S.C. § 1395w-3a(b)(2)(B)) 
price of Venofer sold by Luitpold to a purchaser 
(excluding sales exempted in 42 U.S.C. § 1395w-
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3a(c)(2)) in the United States, attached as 
Confidential Exhibit B, as of the date the 
Agreement Containing Consent Order was signed 
by Respondent Fresenius, or 

 
b. the lowest per unit (as established by the Secretary 

of HHS under 42 U.S.C. § 1395w-3a(b)(2)(B)) 
price of Venofer sold by Respondent Fresenius to 
any purchaser (excluding sales exempted in 42 
U.S.C. § 1395w-3a(c)(2)) in the United States. 
Provided, however, Respondent Fresenius:  

 
(1) shall not be required to comply with this 

Paragraph II.A.2.b. unless and until the date 
that the United States Food and Drug 
Administration has issued its final approval of 
a generic Venofer ANDA; and 

 
(2) the provisions of this Paragraph II.A.2.b. shall 

expire on December 31, 2011, after which date 
Respondent Fresenius shall comply with 
Paragraph II.A.2.a. 

 
3. If any change or modification to an HHS-CMS 

Requirement is implemented that changes or modifies 
Respondent Fresenius’ obligations pursuant to 
Paragraph II.A. of this Order (“Change”), such that 
Paragraph II.A. conflicts or interferes with Respondent 
Fresenius’ ability to comply with, or CMS’s ability to 
enforce, such Change, then the Change shall terminate 
Respondent Fresenius’ obligations pursuant to 
Paragraph II.A. of this Order. Provided, however, 
CMS, in its sole authority, shall determine whether 
Paragraph II.A. conflicts or interferes with Respondent 
Fresenius’ ability to comply with, or CMS’s ability to 
enforce, such Change. Provided, further, however, that 
before Respondent Fresenius’ obligations under 
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Paragraph II.A. terminate, Respondent Fresenius (1) 
shall receive a statement from CMS notifying 
Respondent Fresenius that the Change now regulates 
Respondent Fresenius’ calculation of the value of 
intra-company transfers of Venofer to Fresenius 
Clinics for purposes of reporting the Manufacturer’s 
Average Sales Price for Venofer to CMS, and (2) shall 
have complied with the reporting requirements of 
Paragraph VII. 

 
B. Respondent Fresenius shall not, directly or indirectly, 

discuss with, or provide, disclose or otherwise make 
available to, Respondent Daiichi, or any person working 
on behalf of Respondent Daiichi, any Material 
Confidential Information Relating To Respondent 
Fresenius’ pricing of Venofer or Respondent Fresenius’ 
costs of manufacture, sale, or distribution of Venofer, 
unless specifically provided for in the License Agreement. 

 
C. The purpose of Paragraph II of this Order is to ensure the 

continuation of the supply and competitive pricing of 
Venofer in the same manner as existed at the time of the 
announcement of the License Agreement, and to remedy 
the lessening of competition alleged in the Commission’s 
Complaint. 

 
III. 

 
IT IS FURTHER ORDERED that Respondent Daiichi shall 

not, directly or indirectly, discuss with, or provide, disclose or 
otherwise make available to, Respondent Fresenius, or any Person 
working on behalf of Respondent Fresenius, any Material 
Confidential Information Relating To Respondent Daiichi’s 
pricing of Venofer or Respondent Daiichi’s costs of manufacture, 
sale, or distribution of Venofer, unless specifically provided for in 
the License Agreement. 
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IV. 
 

IT IS FURTHER ORDERED that: 
 

A. Nothing in this Order shall prevent Respondent Fresenius 
from complying with any HHS-CMS Requirement; and 

 
B. Nothing in this Order shall release Respondent Fresenius 

from any potential civil or administrative claim the United 
States has or may have under the False Claims Act, 31 
U.S.C. §§ 3729-33; the Program Fraud Civil Remedies 
Act, 31 U.S.C. §§ 3801-12; the Civil Monetary Penalties 
Law, 42 U.S.C. § 1320a-7a; the exclusion statute, 42 
U.S.C. § 1320a-7(b)(7); or any common law theories of 
fraud, unjust enrichment, payment by mistake, breach of 
contract, or disgorgement, in connection with its 
calculation and reporting of the Manufacturer’s Average 
Sales Price. 

 
V. 

 
IT IS FURTHER ORDERED that, for the term of this 

Order, Respondents shall not, without providing advance written 
notification to the Commission in the manner described in this 
paragraph, directly or indirectly modify, change or amend the 
License Agreement. Said advance written notification shall 
contain (i) a detailed description of the proposed modification, 
change, or amendment to such agreements, and (ii) documents 
discussing the reasons for the proposed modification, change, or 
amendment (hereinafter referred to as “the Notification”), 
provided, however, (i) no filing fee will be required for the 
Notification, (ii) an original and one copy of the Notification shall 
be filed only with the Secretary of the Commission and need not 
be submitted to the United States Department of Justice. 
Respondents shall provide the Notification to the Commission at 
least thirty (30) days prior to instituting the modifications, 
changes, or amendments (hereinafter referred to as the “first 
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waiting period”). If, within the first waiting period, 
representatives of the Commission make a written request for 
additional information or documentary material (within the 
meaning of 16 C.F.R. § 803.20), Respondents shall not institute 
changes to the agreements until thirty (30) days after submitting 
such additional information or documentary material. Early 
termination of the waiting periods in this paragraph may be 
requested and, where appropriate, granted by letter from the 
Bureau of Competition.  
 

VI. 
 

IT IS FURTHER ORDERED that: 
 

A. The Commission may, at any time after the Order 
becomes final, appoint a Monitor to assure that 
Respondent Fresenius expeditiously complies with all of 
its obligations and performs all of its responsibilities as 
required by this Order. 

 
B. Not later than ten (10) days after appointment of a 

Monitor, Respondent Fresenius shall execute an agreement 
that, subject to the prior approval of the Commission, 
confers on the Monitor all the rights and powers necessary 
to permit the Monitor to monitor Respondent Fresenius’ 
compliance with the terms of this Order in a manner 
consistent with the purposes of this Order. 

 
C. No later than one (1) day after the Monitor is appointed 

pursuant to this Paragraph, Respondent Fresenius shall, 
pursuant to the Monitor Agreement and to this Order, 
transfer to the Monitor all the rights, powers, and 
authorities necessary to permit the Monitor to perform his 
or her duties and responsibilities in a manner consistent 
with the purposes of this Order. 
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D. In the event a substitute Monitor is required, the 
Commission shall select the Monitor, subject to the 
consent of Respondent Fresenius, which consent shall not 
be unreasonably withheld. If Respondent Fresenius has not 
opposed, in writing, including the reasons for opposing, 
the selection of a proposed Monitor within ten (10) days 
after notice by the staff of the Commission to Respondent 
Fresenius of the identity of any proposed Monitor, 
Respondent Fresenius shall be deemed to have consented 
to the selection of the proposed Monitor. Respondent 
Fresenius shall comply with the terms of Paragraph VI.B. 
and VI.C. after the appointment of the substitute Monitor. 

 
E. Respondent Fresenius shall consent to the following terms 

and conditions regarding the powers, duties, authorities, 
and responsibilities of the Monitor: 

 
1. The Monitor shall have the power and authority to 

monitor Respondent Fresenius’ compliance with the 
terms of this Order, and shall exercise such power and 
authority and carry out the duties and responsibilities 
of the Monitor in a manner consistent with the 
purposes of this Order and in consultation with the 
Commission, including, but not limited to: 

 
a. Assuring that Respondent Fresenius expeditiously 

complies with all of its obligations and performs 
all of its responsibilities as required by this Order; 
and 

 
b. Assuring that Material Confidential Information is 

not received or used by Respondent Fresenius, 
except as allowed in this Order. 

 
2. The Monitor shall act in a fiduciary capacity for the 

benefit of the Commission. 
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3. The Monitor shall serve for such time as is necessary 
to monitor Respondent Fresenius’ compliance with the 
provisions of this Order. 

 
4. Subject to any demonstrated legally recognized 

privilege, the Monitor shall have full and complete 
access to Respondent Fresenius’ personnel, books, 
documents, records kept in the ordinary course of 
business, facilities and technical information, and such 
other relevant information as the Monitor may 
reasonably request, related to Respondent Fresenius’ 
compliance with its obligations under this Order. 
Respondent Fresenius shall cooperate with any 
reasonable request of the Monitor and shall take no 
action to interfere with or impede the Monitor’s ability 
to monitor Respondent Fresenius’ compliance with 
this Order. 

 
5. The Monitor shall serve, without bond or other 

security, at the expense of Respondent Fresenius on 
such reasonable and customary terms and conditions as 
the Commission may set. The Monitor shall have 
authority to employ, at the expense of Respondent 
Fresenius, such consultants, accountants, attorneys and 
other representatives and assistants as are reasonably 
necessary to carry out the Monitor’s duties and 
responsibilities. The Monitor shall account for all 
expenses incurred, including fees for services 
rendered, subject to the approval of the Commission. 

 
6. Respondent Fresenius shall indemnify the Monitor and 

hold the Monitor harmless against any losses, claims, 
damages, liabilities, or expenses arising out of, or in 
connection with, the performance of the Monitor’s 
duties, including all reasonable fees of counsel and 
other reasonable expenses incurred in connection with 
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the preparations for, or defense of, any claim, whether 
or not resulting in any liability, except to the extent 
that such losses, claims, damages, liabilities, or 
expenses result from gross negligence, willful or 
wanton acts, or bad faith by the Monitor. 

 
7. Respondent Fresenius shall report to the Monitor in 

accordance with the requirements of this Order and/or 
as otherwise provided in any agreement approved by 
the Commission. The Monitor shall evaluate the 
reports submitted to the Monitor by Respondent 
Fresenius, with respect to the performance of 
Respondent Fresenius’ obligations under this Order. 

 
8. Within one (1) month from the date the Monitor is 

appointed pursuant to this paragraph, every sixty (60) 
days thereafter, and otherwise as requested by the 
Commission, the Monitor shall report in writing to the 
Commission concerning performance by Respondent 
Fresenius of its obligations under this Order. 

 
9. Respondent Fresenius may require the Monitor and 

each of the Monitor’s consultants, accountants, 
attorneys, and other representatives and assistants to 
sign a customary confidentiality agreement; provided, 
however, such agreement shall not restrict the Monitor 
from providing any information to the Commission. 

 
F. The Commission may, among other things, require the 

Monitor and each of the Monitor’s consultants, 
accountants, attorneys, and other representatives and 
assistants to sign an appropriate confidentiality agreement 
Relating To Commission materials and information 
received in connection with the performance of the 
Monitor’s duties. 
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G. If the Commission determines that the Monitor has ceased 
to act or failed to act diligently, the Commission may 
appoint a substitute Monitor in the same manner as 
provided in this Paragraph VI. 

 
H. The Commission may on its own initiative, or at the 

request of the Monitor, issue such additional orders or 
directions as may be necessary or appropriate to assure 
compliance with the requirements of this Order. 

 
VII. 

 
IT IS FURTHER ORDERED that: 

 
A. Beginning thirty (30) days after the date this Order 

becomes final, each Respondent shall submit to the 
Commission a verified written report setting forth in detail 
the manner and form in which it intends to comply, is 
complying, and has complied with the terms of this Order. 

 
B. Within thirty (30) days after Respondent Fresenius 

terminates its reporting of the Manufacturer’s Average 
Sale Price of Venofer to CMS, Respondent Fresenius shall 
submit to the Commission a written report detailing the 
circumstances of such termination. Respondent Fresenius 
shall include in such report a written statement from CMS 
documenting the termination of its reporting of the 
Manufacturer’s Average Sale Price for Venofer to CMS. 

 
C. Within ten (10) days after the United States Food and 

Drug Administration has approved a generic Venofer 
ANDA, Respondent Fresenius shall submit to the 
Commission and CMS a report stating that the ANDA was 
approved. 
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D. Within ten (10) days after Respondent Fresenius sells 
Venofer to a purchaser at a price pursuant to Paragraph 
II.A.2.b., Respondent Fresenius shall submit to the 
Commission and CMS a report stating: 

 
1. the price it is charging for Venofer to a purchaser 

pursuant to Paragraph II.A.2.b., and 
 
2. when it began selling Venofer at that price. 

 
The reporting requirements of this Paragraph VII.C. shall 
apply every time Respondent Fresenius changes the price 
it is selling Venofer to a purchaser pursuant to Paragraph 
II.A.2.b.  

 
E. If, pursuant to Paragraph II.A.2.b., Respondent Fresenius 

changes how it reports the price of each intra-company 
transfer described in Paragraph II.A.1, for purposes of 
calculating the Manufacturer’s Average Sales Price for 
Venofer, then by January 10, 2012, Respondent Fresenius 
shall submit to the Commission and CMS a report stating 
when and if Respondent will revert to the obligations in 
Paragraph II.A.2.a. 

 
F. Within thirty (30) days after any Change as described in 

Paragraph II.A. of this Order and before Respondent 
Fresenius terminates its obligations under Paragraph II.A., 
Respondent Fresenius shall submit to the Commission a 
written report detailing the circumstances of such Change 
and an explanation of why such Change supercedes 
Respondent Fresenius’ obligations pursuant to Paragraph 
II.A. of this Order. Such report shall include a statement 
from CMS notifying Respondent Fresenius that the 
Change now regulates Respondent Fresenius’ calculation 
of the Manufacturer’s Average Sales Price for Venofer to 
CMS. 
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G. Beginning twelve (12) months after the date this Order 
becomes final, and annually thereafter on the anniversary 
of the date this Order becomes final, until the Order 
terminates, each Respondent shall submit to the 
Commission a verified written report setting forth in detail 
the manner and form in which the Respondent is 
complying and has complied with this Order. Respondent 
Fresenius shall submit at the same time a copy of these 
reports to the Monitor, if any Monitor has been appointed. 

 
VIII. 

 
IT IS FURTHER ORDERED that each Respondent shall 

notify the Commission at least thirty (30) days prior to: 
 

A. Any proposed dissolution of that Respondent; 
 
B. Any proposed acquisition, merger, or consolidation of that 

Respondent; or 
 
C. Any other change in that Respondent, including, but not 

limited to, assignment and the creation or dissolution of 
subsidiaries, if such change might affect compliance 
obligations arising out of the Order. 

 
IX. 

 
IT IS FURTHER ORDERED that, for purposes of 

determining or securing compliance with this Order, and subject 
to any legally recognized privilege, and upon written request and 
upon five (5) days notice to each Respondent made to its principal 
United States offices, registered office of its United States 
subsidiary, or its headquarters address, each Respondent shall, 
without restraint or interference, permit any duly authorized 
representative of the Commission to: 
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A. access, during business office hours of Respondent and in 
the presence of counsel, to all facilities and access to 
inspect and copy all books, ledgers, accounts, 
correspondence, memoranda and all other records and 
documents in the possession or under the control of such 
Respondent related to compliance with this Order, which 
copying services shall be provided by such Respondent at 
the request of the authorized representative(s) of the 
Commission and at the expense of the Respondent; and 

 
B. interview officers, directors, or employees of such 

Respondent, who may have counsel present, regarding 
such matters. 

 
X. 

 
IT IS FURTHER ORDERED that this Order shall terminate 

the earlier of: 
 

A. Ninety (90) days after CMS ceases to require Respondent 
Fresenius to report the Manufacturer’s Average Sales 
Price for Venofer to CMS; or 

 
B. On October 20, 2018. 

 
By the Commission. 

 
 
 
 
 
 

CONFIDENTIAL EXHIBIT A 
[Redacted From Public Record But Incorporated By 

Reference] 
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CONFIDENTIAL EXHIBIT B 
[Redacted From Public Record But Incorporated By 

Reference] 
 
 
 
 
 
 

ANALYSIS OF CONSENT ORDER TO AID PUBLIC 
COMMENT 

 
I.  Introduction 
 

The Federal Trade Commission (“Commission”) has accepted, 
subject to final approval, an Agreement Containing Consent Order 
(“Consent Agreement”) from Fresenius Medical Care Ag & Co. 
KGaA (“Fresenius”) and Daiichi Sankyo Company, Ltd. 
(“Daiichi”), which is designed to remedy the effects that would 
otherwise result from Fresenius’s proposed acquisition of an 
exclusive sublicense from Daiichi’s wholly owned subsidiary 
Luitpold Pharmaceuticals, Inc. (“Luitpold”) to manufacture and 
supply Venofer in the United States (hereinafter “License 
Agreement”). Venofer is an intravenously-administered 
preparation of iron sucrose that is used primarily to treat iron 
deficiency anemia in patients with chronic kidney disease 
undergoing dialysis treatment. 

 
Pursuant to a License, Distribution, Manufacturing and Supply 

Agreement dated July 8, 2008, Luitpold and Vifor (International) 
Inc. agreed to grant Fresenius an exclusive sublicense to 
distribute, manufacture and sell Venofer to independent outpatient 
dialysis clinics in the United States for a term of ten years with an 
option to extend the agreement for an additional ten years. 
Luitpold retains the right to sell Venofer in the United States to 
any other customer, including hospitals, doctor’s offices, and 
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hospital-based dialysis clinics. The transaction is purely vertical 
since Fresenius does not sell products that compete with Venofer. 

 
The Commission’s Complaint alleges that the proposed 

acquisition, if consummated, would violate Section 7 of the 
Clayton Act, as amended, 15 U.S.C. § 18, and Section 5 of the 
Federal Trade Commission Act, as amended, 15 U.S.C. § 45, by 
enabling Fresenius to increase prices it charges its own clinics, 
which, in turn, would raise reimbursement rates that the Centers 
for Medicare & Medicaid Services (“CMS”) pays for Venofer. 
The proposed Consent Agreement would remedy the alleged 
violations by limiting Fresenius’s ability to inflate the intra-
company transfer price it reports to CMS for Venofer as a 
mechanism to increase reimbursement rates. 

 
The proposed Consent Agreement has been placed on the 

public record for thirty (30) days for receipt of comments by 
interested persons. Comments received during this period will 
become part of the public record. After thirty (30) days, the 
Commission will again review the proposed Consent Agreement 
and the comments received, and will decide whether it should 
withdraw from the proposed Consent Agreement, modify it, or 
make final the Decision and Order. 
 
II.  The Parties 
 

Fresenius is the world’s largest provider of dialysis products 
and services to patients suffering from chronic kidney disease, a 
condition that affects 1.6 million people worldwide. Fresenius is 
already vertically integrated in that it provides dialysis services 
through its approximately 1,650 owned or managed dialysis 
clinics and supplies its own and other clinics with a broad range 
of dialysis-related products, such as hemodialysis machines, 
dializers and related disposable products. 

 
Daiichi, through its wholly owned subsidiary Luitpold, 

licenses Venofer from Vifor (International) Inc., a Swiss 
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pharmaceutical company that developed the product. Luitpold’s 
subsidiary, American Regent, Inc., markets and distributes all of 
Luitpold’s injectable products, including Venofer, to customers in 
the United States.  
 
III.  Intravenous Iron  
 

Intravenous (“IV”) iron is critical for the effective treatment of 
dialysis patients, the vast majority of whom suffer from chronic 
anemia. Without IV iron treatments, dialysis patients would suffer 
significantly higher mortality rates and a lower quality of life. In 
the United States, Luitpold’s Venofer and Ferrlecit, which is 
manufactured by Watson Pharmaceutical Inc. (“Watson”), are the 
two IV iron products used most commonly to treat iron deficiency 
anemia in patients undergoing chronic hemodialysis. These 
second-generation IV iron drugs do not induce the side effects 
associated with first-generation IV iron products. Because of these 
side effects, sales of first generation IV irons in the United States 
are minimal. 

 
The U.S. market for second-generation IV iron is highly 

concentrated. Luitpold and Watson are the only two suppliers of 
these drugs in the United States. In addition, entry into this market 
would not be timely, likely, or sufficient in its magnitude, 
character, and scope to deter or counteract the effects of the 
proposed transaction.  
 
IV.  Reimbursement for Intravenous Iron 
 

Approximately 80 percent of outpatient dialysis services, for 
patients of all ages, are reimbursed under the Medicare Part B 
end-stage renal disease (“ESRD”) program, at an annual cost of 
$7.9 billion, of which $2.9 billion was for separately billable 
drugs, with IV iron payments accounting for $400 million. 
Medicare reimburses dialysis clinics based on the drug 
manufacturer’s Average Sales Price (“ASP”) plus six percent. 
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ASP is calculated by averaging the prices paid by all customers, 
including any discounts or rebates. A clinic’s profit depends not 
just on how much it pays for the product but the difference 
between the clinic’s acquisition price and the average sale price. 
An independent clinic, one not vertically integrated with the sale 
of the product, prefers, all other things equal, an acquisition price 
that maximizes the difference between its acquisition cost and the 
average selling price. 

 
The reimbursement system will change, beginning as early as 

2011 and completely by 2014. On July 15, 2008, Congress 
enacted the Medicare Improvements for Patients and Providers 
Act of 2008 (“MIPPA”), which will make substantial changes to 
the Medicare program relating to dialysis services and, once fully 
implemented, would eliminate the regulations that give rise to the 
concerns created by the proposed transaction. MIPPA mandates 
that CMS start a process of shifting from a system in which it 
pays separately for physician-administered drugs for dialysis 
patients to a system in which all the costs of providing care to 
dialysis patients would be bundled together into a single capitated 
payment, beginning on January 1, 2011 and phased in until full 
implementation is achieved on January 1, 2014. Once the change 
from a separately-billed, ASP-based payment for Venofer to a 
universal bundled payment for dialysis services is in effect, the 
adverse effects of the proposed transaction on reimbursement 
rates will disappear. 

 
IV. Competitive Effects 
 

Unremedied, the proposed transaction would give Fresenius, 
the largest provider of ESRD dialysis services in the United 
States, the ability to increase Medicare reimbursement payments 
for Venofer. After the transaction, the competitive market will no 
longer determine the price that Fresenius’s clinics will pay for IV 
iron. Instead, the price Fresenius’s clinics pay will become an 
internal transfer price, and that internal transfer price could 
become the price that Fresenius reports as the price it charges its 
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own clinics for the product. Increasing the internal transfer price 
would, in turn, increase ASP and, hence, reimbursement to 
clinics, including Fresenius, for their use of Venofer. Unlike a 
“real” price increase, it would be costless for Fresenius to inflate 
its internal transfer price to CMS because it would not impact 
Fresenius’s actual cost of providing Venofer to its patients, nor 
would it adversely affect demand. In fact, artificially raising ASP 
would increase the demand for Venofer among other dialysis 
clinics because it would cause reimbursement levels to go up. 
 
V.  The Consent Agreement 
 

The proposed order reduces Fresenius’s ability to report 
inflated intra-company transfer prices to CMS for Venofer. Under 
the proposed order, Fresenius would be restricted from reporting 
an intra-company transfer price higher than the level set forth in 
the order. That level is derived from current market prices. The 
order further provides that if a generic Venofer product receives 
final approval by the United States Food and Drug 
Administration, Fresenius would be required to report its intra-
company transfer price at either (1) the level set forth in the order 
or (2) the lowest price at which Fresenius sells Venofer to any 
customer, whichever is lowest, until December 31, 2011. On 
January 1, 2012, the order removes the lowest-priced-customer 
restriction, while the level set forth in the order remains in place. 
By 2012, at least 50 percent of ESRD dialysis services will be 
covered under the capitated reimbursement system implemented 
by MIPPA. The order also provides that if CMS implements 
regulations that eliminate the potential anticompetitive harm of 
this transaction, those regulations will supersede the order. 

 
The order accomplishes two goals. First, it prevents the 

acquisition from driving up ASP and reimbursement rates by 
requiring Fresenius to report its transfer price in line with current 
market conditions. Second, it is designed to capture potential 
near-term changes in the market caused by generic entry, should it 
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occur, and to ensure that the price Fresenius reports to CMS 
reflects the competitive impact of such future generic competition. 
When fully implemented, the reimbursement methodology of the 
new bundled pricing system will eliminate the concerns raised by 
the transaction. Therefore, the price-adjustment provision expires 
as the reimbursement mechanism changes.1 

 
The order also prohibits Luitpold and Fresenius from sharing 

confidential business information relating to the manufacture, 
sale, or distribution of Venofer, as Luitpold will continue to sell 
Venofer to non-dialysis clinics, and requires the parties to provide 
notice to the Commission prior to modifying the License 
Agreement. Finally, to enable the Commission to ensure 
compliance with the order, the proposed order provides that the 
Commission may appoint a Monitor Trustee. The Commission 
has not determined to appoint a monitor at this time, however, 
because currently it does not appear that compliance with the 
order would be time consuming or require particular expertise. 
Nevertheless, should it become necessary or appropriate, the 
proposed order requires Fresenius and Daiichi to execute an 
agreement conferring upon the Interim Monitor all of the rights 
and powers necessary to permit the monitor to satisfy his 
responsibilities. 
 

The purpose of this analysis is to facilitate public comment on 
the proposed Consent Agreement, and it is not intended to 
constitute an official interpretation of the proposed Order or to 
modify its terms in any way. 

 
 

                                                 
1 The Commission is grateful to CMS staff for assisting the 

Commission as it considered the competitive implications of the proposed 
transaction and crafted an appropriate remedy. 
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IN THE MATTER OF 
 

BIOQUE TECHNOLOGIES, INC., 
VITTORIO A. BONOMO, 

AND 
CHRISTINE A. GUILMAN 

 
CONSENT ORDER, ETC., IN REGARD TO ALLEGED VIOLATIONS  

OF SEC. 5 OF THE FEDERAL TRADE COMMISSION ACT 
 

Docket No. C-4237; File No. 082 3095 
Complaint, October 22, 2008 – Decision, October 22, 2008 

 
This consent order addresses advertising for Serum GV, represented by the 
respondents to be an effective treatment for skin cancer. The order requires the 
respondents to have competent and reliable scientific evidence substantiating 
any claims that a covered product or service is an effective treatment for skin 
cancer, including melanoma; prevents melanoma; is recognized by the medical 
profession as an effective treatment for skin cancer; or is clinically proven to 
prevent or treat melanoma. The order further requires that such claims be true 
and non-misleading. The order requires the respondents to possess competent 
and reliable scientific evidence for any claims about the absolute or 
comparative benefits, performance, efficacy, safety, or side effects of any 
covered product or service. The claims also must be true and non-misleading. 
The order prohibits the respondents from making misrepresentations about the 
existence, contents, validity, results, conclusions, or interpretations of any test 
or study. The order does not prohibit the respondents from making 
representations for any drug that are permitted by the Food and Drug 
Administration. The order requires the respondents to send to the consumers 
identified in the order a notification letter drafted by the FTC to inform them 
about the consent agreement. The order provides for the payment of $9,035.85, 
the full amount of sales of the product, to the Commission. Additional 
provisions require the respondents to keep copies of relevant advertisements 
and materials substantiating claims made in the advertisements; to provide 
copies of the order to certain of their personnel; to notify the Commission of 
changes in corporate structure (for the corporate respondent) and changes in 
employment (for the individual respondents) that might affect compliance 
obligations under the order; and to file compliance reports with the 
Commission. 
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Participants 
 

For the Commission:  Richard L. Cleland, Mary K. Engle, 
Diana Finegold, Karen Mandel, and Rosemary Rosso. 

 
For the Respondents:  Not represented by counsel. 

 
COMPLAINT 

 
The Federal Trade Commission, having reason to believe that 

Bioque Technologies, Inc., a corporation, and Vittorio A. 
Bonomo, individually and as a director of the corporation, and 
Christine A. Guilman, individually and as an officer of the 
corporation (“Respondents”), have violated the provisions of the 
Federal Trade Commission Act, and it appearing to the 
Commission that this proceeding is in the public interest, alleges: 
 

1. Respondent Bioque Technologies, Inc. (“Bioque”) is a 
Virginia corporation with its principal office or place of business 
at 200 Country Club Drive SW, Blacksburg, Virginia 24060.  
 

2. Respondent Vittorio A. Bonomo is a director of Bioque. 
Individually or in concert with others, he formulates, directs, 
controls, or participates in the policies, acts, or practices of 
Bioque, including the acts and practices alleged in this complaint. 
His principal office or place of business is the same as that of the 
corporation. 

 
3. Respondent Christine A. Guilman is an officer of Bioque. 

Individually or in concert with others, she formulates, directs, 
controls, or participates in the policies, acts, or practices of 
Bioque, including the acts and practices alleged in this complaint. 
Her principal office or place of business is the same as that of the 
corporation. 

 
4. Respondents have labeled, advertised, offered for sale, 

sold, and distributed Serum GV, a purported cancer treatment, to 
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the public. Serum GV is a topical serum containing annona 
muricata as the purported active ingredient. Annona muricata, 
also known as graviola, is an extract from the soursop or 
guanabana tropical fruit tree. Serum GV is a “drug” within the 
meaning of Sections 12 and 15 of the Federal Trade Commission 
Act. 

 
5. The acts and practices of Respondents alleged in this 

complaint have been in or affecting commerce, as “commerce” is 
defined in Section 4 of the Federal Trade Commission Act. 

 
6. Respondents have disseminated or have caused to be 

disseminated advertisements for Serum GV, including but not 
necessarily limited to the attached Exhibit A. These 
advertisements contain the following statements: 
 

a. SERUM GV 
Extraordinarily effective topical skin cancer treatment 
Clinically proven and professionally endorsed 
formulation—active ingredient prevents and helps 
correct melanoma 
 
Stamp of approval—The medical profession has 
recognized Serum GV as the only available and 
effective topical treatment for skin cancer. 
Keep the doctor away—Clinical trials and research 
studies have demonstrated that Serum GV’s active 
ingredient—a glycol isolate of annona muricata—
prevents development of melanoma; it has a natural 
affinity to cancer cells in their earliest stages and 
destroys them by cutting off their energy supply. 
Serves as an excellent non-surgical alternative for 
abnormal skin conditions—such as moles, lumps and 
warts. 
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Support System—In cases where cancer has already 
appeared in the skin tissue, Serum GV boosts the 
body’s own defense system to destroy the cancer cells. 
*     *     * 
Gently massage a small amount of Serum GV into and 
around targeted areas of abnormality — such as moles, 
lumps, and warts. Apply at least once daily; applying 
twice will speed up results. 
 
[Exhibit A, Page 1 (bold and italics in original).] 

 
7. Through the means described in Paragraph 6, Respondents 

have represented, expressly or by implications, that Serum GV: 
 

a. is an effective treatment for skin cancer, including 
melanoma; and 

 
b. prevents melanoma. 

 
8. Through the means described in Paragraph 6, Respondents 

have represented, expressly or by implication, that they possessed 
and relied upon a reasonable basis that substantiated the 
representations set forth in Paragraph 7, at the time the 
representations were made. 

 
9. In truth and in fact, Respondents did not possess and rely 

upon a reasonable basis that substantiated the representations set 
forth in Paragraph 7, at the time the representations were made. 
Therefore, the representation set forth in Paragraph 8 was, and is, 
false and misleading. 

 
10. Through the means described in Paragraph 6, Respondents 

have represented, expressly or by implication, that Serum GV: 
 

a. is recognized by the medical profession as an effective 
treatment for skin cancer; and 
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b. is clinically proven to prevent or treat melanoma. 
 

11. In truth and in fact, Serum GV is not recognized by the 
medical profession as an effective treatment for skin cancer and is 
not clinically proven to prevent or treat melanoma. Therefore, the 
representations set forth in Paragraph 10 were, and are, false and 
misleading. 

 
12. The acts and practices of Respondents as alleged in this 

complaint constitute unfair or deceptive acts or practices and the 
making of false advertisements, in or affecting commerce in 
violation of Sections 5(a) and 12 of the Federal Trade 
Commission Act. 
 

THEREFORE, the Federal Trade Commission this twenty-
second day of October, 2008, has issued this complaint against 
Respondents. 
 

By the Commission. 
 

  



585 
 
 

Complaint 
 

 

BIOQUE TECHNOLOGIES, INC. 

EXHIBIT A 
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DECISION AND ORDER 
 

The Federal Trade Commission (“Commission”) having 
initiated an investigation of certain acts and practices of the 
Respondents named in the caption hereof, and the Respondents 
having been furnished thereafter with a copy of a draft of 
complaint which the Bureau of Consumer Protection proposed to 
present to the Commission for its consideration and which, if 
issued by the Commission, would charge Respondents with 
violation of the Federal Trade Commission Act; and 

 
The Respondents and counsel for the Commission having 

thereafter executed an agreement containing a consent order, an 
admission by the Respondents of all the jurisdictional facts set 
forth in the aforesaid draft of complaint, a statement that the 
signing of said agreement is for settlement purposes only and does 
not constitute an admission by the Respondents that the law has 
been violated as alleged in the complaint, or that the facts as 
alleged in such complaint, other than jurisdictional facts, are true, 
and waivers and other provisions as required by the Commission’s 
Rules; and  

 
The Commission having thereafter considered the matter and 

having determined that it had reason to believe that the 
Respondents have violated the said Act, and that complaint should 
issue stating its charges in that respect, and having thereupon 
accepted the executed consent agreement and placed such 
agreement on the public record for a period of thirty (30) days, 
now in further conformity with the procedure prescribed in § 2.34 
of its Rules, the Commission hereby issues its complaint, makes 
the following jurisdictional findings and enters the following 
order: 
 

1.  Respondent Bioque Technologies, Inc. (“Bioque”) is a 
Virginia corporation with its principal office or place of business 
at 200 Country Club Drive SW, Blacksburg, Virginia 24060. 
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2. Respondent Vittorio A. Bonomo is a director of Bioque. 
Individually or in concert with others, he formulates, directs, 
controls, or participates in the policies, acts, or practices of 
Bioque, including the acts and practices alleged in the complaint. 
His principal office or place of business is the same as that of the 
corporation. 

 
3. Respondent Christine A. Guilman is an officer of Bioque. 

Individually or in concert with others, she formulates, directs, 
controls, or participates in the policies, acts, or practices of 
Bioque, including the acts and practices alleged in the complaint. 
Her principal office or place of business is the same as that of the 
corporation. 

 
4. The Federal Trade Commission has jurisdiction of the 

subject matter of this proceeding and of the Respondents, and the 
proceeding is in the public interest. 
 

ORDER 
 

DEFINITIONS 
 

For purposes of this Order, the following definitions shall 
apply: 
 

1. Unless otherwise specified, “Respondents” shall mean: 
 

A. Bioque Technologies, Inc. (“Bioque”), a corporation, 
its successors and assigns and its officers; 

 
B. Vittorio A. Bonomo (“Bonomo”), individually, and as 

a director of Bioque; 
 
C. Christine A. Guilman (“Guilman”), individually, and 

as an officer of Bioque; 
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and each of the above’s agents, representatives, and 
employees. 

 
2. “Serum GV” shall mean Serum GV and any other product 

containing annona muricata, soursop, guanabana, or 
graviola. 

 
3. “Commerce” shall mean as defined in Section 4 of the 

FTC Act, 15 U.S.C. § 44. 
 
4. “Competent and reliable scientific evidence” shall mean 

tests, analyses, research, studies, or other evidence based 
on the expertise of professionals in the relevant area, that 
has been conducted and evaluated in an objective manner 
by persons qualified to do so, using procedures generally 
accepted in the profession to yield accurate and reliable 
results. 

 
5. “Covered product or service” shall mean any health-

related service or program; or any food, dietary 
supplement, device, or drug, including, but not limited to, 
Serum GV. 

 
6. “Endorsement” shall mean as defined in 16 C.F.R. § 

255.0(b). 
 
7. “Food,” “drug,” and “device” shall mean as defined in 

Section 15 of the FTC Act, 15 U.S.C. § 55. 
 
8. The term “including” shall mean “without limitation.” 
 
9. The terms “and” and “or” shall be construed conjunctively 

or disjunctively as necessary, to make the applicable 
phrase or sentence inclusive rather than exclusive. 
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I. 
 

IT IS ORDERED that Respondents, directly or through any 
corporation, partnership, subsidiary, division, trade name, or other 
device, in connection with the advertising, promotion, offering for 
sale, or sale of Serum GV or any other covered product or service, 
in or affecting commerce, shall not represent, in any manner, 
expressly or by implication, including through the use of a 
product name or endorsement, that such product or service: 
 

A. is an effective treatment for skin cancer, including 
melanoma; 

 
B. prevents melanoma;  
 
C. is recognized by the medical profession as an effective 

treatment for skin cancer; or 
 
D. is clinically proven to prevent or treat melanoma, 

 
unless the representation is true, non-misleading, and, at the time 
it is made, Respondents possess and rely upon competent and 
reliable scientific evidence that substantiates the representation. 
 

II. 
 

IT IS FURTHER ORDERED that Respondents, directly or 
through any corporation, partnership, subsidiary, division, trade 
name, or other device, in connection with the advertising, 
promotion, offering for sale, or sale of any covered product or 
service, in or affecting commerce, shall not make any 
representation, in any manner, expressly or by implication, 
including through the use of a product name or endorsement, 
about the absolute or comparative benefits, performance, efficacy, 
safety, or side effects of such covered product or service, unless 
the representation is true, non-misleading, and, at the time it is 
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made, Respondents possess and rely upon competent and reliable 
scientific evidence that substantiates the representation. 

 
III. 

 
IT IS FURTHER ORDERED that Respondents, directly or 

through any corporation, partnership, subsidiary, division, trade 
name, or other device, in connection with the advertising, 
promotion, offering for sale, or sale of any covered product or 
service, in or affecting commerce, shall not misrepresent, in any 
manner, expressly or by implication, including through the use of 
a product name or endorsement, the existence, contents, validity, 
results, conclusions, or interpretations of any test or study. 
 

IV. 
 

IT IS FURTHER ORDERED that: 
 

A. Nothing in this Order shall prohibit Respondents from 
making any representation for any drug that is permitted in 
labeling for such drug under any tentative or final standard 
promulgated by the Food and Drug Administration, or 
under any new drug application approved by the Food and 
Drug Administration; and 

 
B. Nothing in this Order shall prohibit Respondents from 

making any representation for any product that is 
specifically permitted in labeling for such product by  
regulations promulgated by the Food and Drug 
Administration pursuant to the National Labeling and 
Education Act of 1990. 
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V. 
 

IT IS FURTHER ORDERED that: 
 

A. Respondents shall, within seven (7) days after the date of 
entry of this Order, deliver to the Commission a list, in the 
form of a sworn affidavit, of all consumers who purchased 
Serum GV, on or after January 1, 2003 through the date of 
entry of this Order, to the extent they have such 
information in their possession or control. Such list shall 
include each consumer’s name and address, the product(s) 
purchased, the total amount of moneys paid less any 
amount credited for returns or refunds, and, if available, 
the consumer’s telephone number and email address; and 

 
B. Except as provided in this Order, Respondents, and their 

officers, agents, servants, employees, and attorneys and all 
other persons or entities who receive actual notice of this 
Order by personal service or otherwise, are permanently 
restrained and enjoined from selling, renting, leasing, 
transferring, or otherwise disclosing the name, address, 
telephone number, credit card number, bank account 
number, email address, or other identifying information of 
any person who paid any money to any Respondent, at any 
time prior to entry of this Order, in connection with the 
purchase of Serum GV. Provided, however, that 
Respondents may disclose such identifying information as 
required in Subparagraph A above, or to any law 
enforcement agency, or as required by any law, regulation, 
or court order. 

 
VI. 

 
IT IS FURTHER ORDERED that within forty-five (45) 

days after the date of entry of this Order, Respondents shall send 
by first class mail, postage prepaid, an exact copy of the notice 
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attached as Attachment A to all persons identified in Part V(A). 
The mailing shall not include any other documents. 
 

VII. 
 

IT IS FURTHER ORDERED that Respondents shall pay to 
the Federal Trade Commission the sum of nine thousand, thirty-
five dollars and eighty-five cents ($9,035.85). This payment shall 
be made in the following manner: 
 

A. The payment shall be made by wire transfer or certified or 
cashier’s check made payable to the Federal Trade 
Commission, the payment to be made no later than fifteen 
(15) days after the date that this order becomes final. 

 
B. In the event of any default in payment, which default 

continues for ten (10) days beyond the due date of 
payment, the amount due, together with interest, as 
computed pursuant to 28 U.S.C. § 1961(a), from the date 
of default to the date of payment, shall immediately 
become due and payable to the Commission.  

 
C. The funds paid by Respondents, together with any accrued 

interest, shall, in the discretion of the Commission, be 
used by the Commission to provide direct redress to 
purchasers of Serum GV in connection with the acts and 
practices alleged in the complaint, and to pay any 
attendant costs of administration. If the Commission 
determines, in its sole discretion, that redress to purchasers 
of this product is wholly or partially impracticable or is 
otherwise unwarranted, any funds not so used shall be paid 
to the United States Treasury. Respondents shall be 
notified as to how the funds are distributed, but shall have 
no right to contest the manner of distribution chosen by 
the Commission. No portion of the payment as herein 
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provided shall be deemed a payment of any fine, penalty, 
or punitive assessment. 

 
D. Respondents relinquish all dominion, control, and title to 

the funds paid, and all legal and equitable title to the funds 
vests in the Treasurer of the United States and in the 
designated consumers. Respondents shall make no claim 
to or demand for return of the funds, directly or indirectly, 
through counsel or otherwise; and in the event of 
bankruptcy of any Respondent, Respondents acknowledge 
that the funds are not part of the debtor’s estate, nor does 
the estate have any claim or interest therein. 

 
VIII. 

 
IT IS FURTHER ORDERED that Respondent Bioque, and 

its successors and assigns, and Respondents Bonomo and 
Guilman shall, for five (5) years after the last date of 
dissemination of any representation covered by this order, 
maintain and upon reasonable notice make available to the 
Federal Trade Commission for inspection and copying: 
 

A. All advertisements and promotional materials containing 
the representation; 

 
B. All materials that were relied upon in disseminating the 

representation; and 
 
C. All tests, reports, studies, surveys, demonstrations, or 

other evidence in their possession or control that 
contradict, qualify, or call into question the representation, 
or the basis relied upon for the representation, including 
complaints and other communications with consumers or 
with governmental or consumer protection organizations. 

 
IX. 
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IT IS FURTHER ORDERED that Respondent Bioque, and 
its successors and assigns, and Respondents Bonomo and 
Guilman shall deliver a copy of this order to all current and future 
principals, officers, directors, and other employees with 
managerial authority having responsibilities with respect to the 
subject matter of this order, and shall secure from each such 
person a signed and dated statement acknowledging receipt of the 
order. Respondents shall deliver this order to current personnel 
within thirty (30) days after the date of service of this order, and 
to future personnel within thirty (30) days after the person 
assumes such position or responsibilities. 
 

X. 
 

IT IS FURTHER ORDERED that Respondent Bioque, and 
its successors and assigns, shall notify the Commission at least 
thirty (30) days prior to any change in the corporation that may 
affect compliance obligations arising under this order, including, 
but not limited to, dissolution, assignment, sale, merger, or other 
action that would result in the emergence of a successor 
corporation; the creation or dissolution of a subsidiary, parent, or 
affiliate that engages in any acts or practices subject to this order; 
the filing of a bankruptcy petition; or a change in the corporate 
name or address. Provided, however, that, with respect to any 
proposed change in the corporation about which Respondents 
learn less than thirty (30) days prior to the date of such action is to 
take place, Respondents shall notify the Commission as soon as is 
practicable after obtaining such knowledge. All notices required 
by this Part shall be sent by certified mail to the Associate 
Director, Division of Enforcement, Bureau of Consumer 
Protection, Federal Trade Commission, 600 Pennsylvania 
Avenue, N.W., Washington, D.C. 20580. 
 

XI. 
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IT IS FURTHER ORDERED that Respondents Bonomo and 
Guilman, for a period of ten (10) years after the date of issuance 
of this order, shall notify the Commission of the discontinuance of 
their individual current business or employment, or of their 
individual affiliation with any new business or employment. The 
notice shall include the Respondent’s new business address and 
telephone number and a description of the nature of the business 
or employment and their duties and responsibilities. All notices 
required by this Part shall be sent by certified mail to the 
Associate Director, Division of Enforcement, Bureau of 
Consumer Protection, Federal Trade Commission, 600 
Pennsylvania Avenue, N.W., Washington, D.C., 20580. 
 

XII. 
 

IT IS FURTHER ORDERED that Respondent Bioque, and 
its successors and assigns, and Respondents Bonomo and 
Guilman shall, within sixty (60) days after service of this order, 
and, upon reasonable notice, at such other times as the Federal 
Trade Commission may require, file with the Commission a 
report, in writing, setting forth in detail the manner and form in 
which they have complied with this order. 
 

XIII. 
 

This order will terminate on October 22, 2028, or twenty (20) 
years from the most recent date that the United States or the 
Federal Trade Commission files a complaint (with or without an 
accompanying consent decree) in federal court alleging any 
violation of the order, whichever comes later; provided, however, 
that the filing of such a complaint will not affect the duration of: 
 

A. Any Part in this order that terminates in less than twenty 
(20) years; 

 
B. This order’s application to any Respondent that is not 

named as a defendant in such complaint; and 
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C. This order if such complaint is filed after the order has 

terminated pursuant to this Part. 
 
Provided, further, that if such complaint is dismissed or a federal 
court rules that the Respondent did not violate any provision of 
the order, and the dismissal or ruling is either not appealed or 
upheld on appeal, then the order will terminate according to this 
Part as though the complaint had never been filed, except that the 
order will not terminate between the date such complaint is filed 
and the later of the deadline for appealing such dismissal or ruling 
and the date such dismissal or ruling is upheld on appeal. 
 

By the Commission. 
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ATTACHMENT A 
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ANALYSIS OF CONSENT ORDER TO AID PUBLIC 
COMMENT 

 
The Federal Trade Commission (“FTC” or “Commission”) 

has accepted, subject to final approval, an agreement containing a 
consent order from Bioque Technologies, Inc., Vittorio A. 
Bonomo, and Christine A. Guilman (together, “Respondents”). 

 
The proposed consent order has been placed on the public 

record for thirty (30) days for receipt of comments by interested 
persons. Comments received during this period will become part 
of the public record. After thirty (30) days, the Commission will 
again review the agreement and the comments received, and will 
decide whether it should withdraw from the agreement or make 
final the agreement’s proposed order. 

 
This matter involves the advertising and promotion of Serum 

GV, a topical serum that, according to its label, contains, among 
other ingredients, extract of annona muricata, also known as 
graviola, derived from the soursop or guanabana tree. According 
to the FTC complaint, Respondents represented that Serum GV is 
an effective treatment for skin cancer, including melanoma, and 
that it prevents melanoma. The complaint alleges that 
Respondents failed to have substantiation for these claims. Also 
according to the FTC complaint, Respondents represented that 
Serum GV is recognized by the medical profession as an effective 
treatment for skin cancer and that it is clinically proven to prevent 
or treat melanoma. The complaint alleges that these claims are 
false and misleading because Serum GV is not recognized by the 
medical profession as an effective treatment for skin cancer and is 
not clinically proven to prevent or treat melanoma. The proposed 
consent order contains provisions designed to prevent 
Respondents from engaging in similar acts and practices in the 
future. 
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Part I of the proposed order requires Respondents to have 
competent and reliable scientific evidence substantiating any 
claims that a covered product or service is an effective treatment 
for skin cancer, including melanoma; prevents melanoma; is 
recognized by the medical profession as an effective treatment for 
skin cancer; or is clinically proven to prevent or treat melanoma. 
The provision further requires that such claims be true and non-
misleading. A “covered product or service” is defined in the order 
as “any health-related service or program; or any food, dietary 
supplement, device, or drug, including, but not limited to, Serum 
GV.” 

 
Part II of the proposed order requires the Proposed 

Respondents to possess competent and reliable scientific evidence 
for any claims about the absolute or comparative benefits, 
performance, efficacy, safety, or side effects of any covered 
product or service. The claims also must be truthful and non-
misleading. 

 
Part III of the proposed order prohibits Respondents from 

making future misrepresentations about the existence, contents, 
validity, results, conclusions, or interpretations of any test or 
study. 

 
Part IV of the proposed order provides that the order does not 

prohibit Respondents from making representations for any drug 
that are permitted in labeling for the drug under any tentative final 
or final Food and Drug Administration (“FDA”) standard or under 
any new drug application approved by the FDA and 
representations for any product that are specifically permitted in 
labeling for that product by regulations issues by the FDA under 
the Nutrition Labeling and Education Act of 1990. 

 
Part V of the proposed order requires Respondents to provide 

the FTC with a list of all consumers that they know purchased 
Serum GV and prohibits Respondents from using or disclosing the 



FEDERAL TRADE COMMISSION DECISIONS 
VOLUME 146 

 
Analysis to Aid Public Comment 

 

 
 

600 

consumer information, except to a law enforcement agency or as 
required by law. 

 
Part VI of the proposed order requires Respondents to send to 

the consumers identified in Part V a notification letter drafted by 
the FTC to inform them about the consent agreement. 

 
Part VII of the proposed order provides for the payment of 

$9,035.85, the full amount of sales of the product, to the 
Commission. 

 
Parts VIII through XII of the proposed order require 

Respondents to keep copies of relevant advertisements and 
materials substantiating claims made in the advertisements; to 
provide copies of the order to certain of their personnel; to notify 
the Commission of changes in corporate structure (for the 
corporate respondent) and changes in employment (for the 
individual respondents) that might affect compliance obligations 
under the order; and to file compliance reports with the 
Commission. Part XIII provides that the order will terminate after 
twenty (20) years under certain circumstances. 
 

The purpose of this analysis is to facilitate public comment on 
the proposed order, and it is not intended to constitute an official 
interpretation of the agreement and proposed order or to modify in 
any way their terms. 
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HOLLY A. BACON,  
D/B/A CLEANSING TIME PRO  

 
CONSENT ORDER, ETC., IN REGARD TO ALLEGED VIOLATIONS  

OF SEC. 5 OF THE FEDERAL TRADE COMMISSION ACT 
 

Docket No. C-4238; File No. 082 3119 
Complaint, October 22, 2008 – Decision, October 22, 2008 

 
This consent order relates to claims made by Holly A. Bacon, doing business as 
Cleansing Time Pro, that Cleansing Time Pro Black Salve & Tablets were 
effective to treat, prevent, or cure numerous forms of cancer and various viral 
infections. The order requires the respondent to have competent and reliable 
scientific evidence substantiating any claim that Cleansing Time Pro Black 
Salve & Tablets, or any other covered product or service, is effective in the 
prevention, treatment, or cure of cancer, hepatitis, HIV, SARS, West Nile 
Virus, or Avian Bird Flu. The order requires that any future claim about the 
absolute or comparative benefits, performance, efficacy, safety or side effects 
of any covered product or service be truthful and supported by competent and 
reliable scientific evidence. The order also addresses the charge of deceptive 
endorsement by requiring that respondent disclose any material connection 
between an endorser and respondent, if such a connection exists. The order 
does not prohibit the respondent from making representations for any drug that 
are permitted by the Food and Drug Administration. The order requires the 
respondent to compile a list of all consumers who purchased Cleansing Time 
Pro Black Salve & Tablets since July 1, 2005, and to mail a letter to each 
purchaser describing the scientific evidence related to these products. The 
respondent is prohibited from providing any identifying information about her 
purchasers to anyone other than the Commission, another law enforcement 
agency, or as required by law. Additional provisions require the respondent to 
keep copies of relevant advertisements and materials that substantiate claims 
made in the advertisements; to provide copies of the order to certain of her 
employees; to notify the Commission of her affiliation with any new health-
related business or employment; and to file compliance reports with the 
Commission. 
 

Participants 
 

For the Commission:  Kenneth Abbe and Matthew D. Gold. 
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For the Respondent:  Marie C. Mirch, Mirch & Mirch. 
 

COMPLAINT 
 

The Federal Trade Commission, having reason to believe that 
Holly A. Bacon, doing business as Cleansing Time Pro 
(“respondent”), has violated the provisions of the Federal Trade 
Commission Act, and it appearing to the Commission that this 
proceeding is in the public interest, alleges: 
 

1. Respondent is the sole proprietor of Cleansing Time Pro, a 
Nevada company with its principal office or place of business at 
9732 State Rt. 445, #114, Sparks, Nevada 89436. 

  
2. Respondent has advertised, labeled, offered for sale, sold, 

and distributed herbal products to the public, including Cleansing 
Time Pro Black Salve & Tablets. Respondent offers these 
products through her website, www.cleansingtimepro.com. 
Cleansing Time Pro Black Salve & Tablets are “foods” and/or 
“drugs” within the meaning of Sections 12 and 15 of the Federal 
Trade Commission Act. 

 
3. According to respondent’s promotional materials, 

Cleansing Time Pro Black Salve & Tablets contain “blood root, 
galangal & zinc chloride in a base of blended synergistic herbs (+ 
calcium in the tablets).” Cleansing Time Pro Black Salve is an 
ointment that respondent recommends for external use. 
Alternatively, respondent recommends that consumers take the 
product internally by purchasing Black Salve Tablets or by 
placing an amount of the Black Salve ointment into a gelatin 
capsule.  
 

4. Respondent promotes her Cleansing Time Pro Black Salve 
Tablets and Gelatin Capsules as an internal treatment or cure for 
many kinds of cancer including stomach, colon, prostate, 
testicular, bladder, throat, thyroid, mouth, cervical, uterine, 
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ovarian, pancreatic, breast, lung, liver, kidney, brain, and bone 
cancers, as well as lymphoma. Respondent also promotes these 
products as an internal treatment for various viral infections, 
including hepatitis, HIV, SARS, West Nile Virus, and Avian Bird 
Flu. Respondent promotes her Cleansing Time Pro Black Salve as 
an external treatment for carcinoma, melanoma, and other skin 
cancers. Excluding shipping and handling fees, respondent 
charges $49.95 for a one-ounce jar of Cleansing Time Pro Black 
Salve, and $34.95 for a 15-day supply of Cleansing Time Pro 
Black Salve Tablets (60 tablets).  
 

5. The acts and practices of respondent alleged in this 
complaint have been in or affecting commerce, as “commerce” is 
defined in Section 4 of the Federal Trade Commission Act. 
 

6. Respondent has disseminated or caused to be disseminated 
advertisements for Cleansing Time Pro Black Salve & Tablets, 
including but not necessarily limited to the attached Exhibits A 
and B. These advertisements contain the following statements: 
 

Internet Advertising (respondent’s website, www.cleansing 
timepro.com) 

 
A. “Cleansing Time Pro 

 
CANCER, VIRUS & HEART DISEASE PRODUCTS 
NATURAL - EASY TO USE 
USE IN THE COMFORT OF YOUR OWN HOME 
NO HEALTH INSURANCE REQUIRED 
 
We have many testimonials to support our products 
from people who have used them to avoid major 
operations, radiation, chemotherapy & other drugs! 
We invite you to read this entire page & click on the 
buttons to the left to learn more about these wonderful 
products. 
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Cleansing TimeTM Pro Black Salve & Tablets: 
 
All natural herbal cancer & virus treatment & 
preventative that is the ‘ORIGINAL FORMULA’ and 
is the Grandfather of black salve used for over 116 
years! This product has been used successfully on 
humans, pets & animals to prevent cancer, treat & 
overcome a wide range of internal & external cancers, 
viruses and other illnesses. It starts working in 5 
seconds! 
 
Known Uses for Cleansing TimeTM Pro Black Salve & 
Tablets 
 
• Used in place of radiation therapy treatments & 

chemotherapy treatments 
• Used to attack all known forms of cancer in & on 

the human & animal 
• Used to eliminate fluid build up around tumors & 

shink [sic] them 
• Used to normalize a-typical cells with the 

capability of becoming a cancer 
• Used internally to treat & overcome a variety of 

cancers, malignancies & tumors. Used for stomach 
cancer, colon cancer, prostate cancer, testicular 
cancer, bladder cancer, throat cancer, thyroid 
cancer, mouth cancer, cervical cancer, uterine 
cancer, ovarian cancer, pancreatic cancer, breast 
cancer, lung cancer, liver cancer, kidney cancer, 
brain cancer & brain tumors, lymphoma, blood 
diseases, bone cancer & all types of viruses 

• Used externally as a skin cancer treatment, 
treating carcinoma, melanoma, warts, moles & as a 
drawing salve 

• People with in-operable cancers sent home to die 
have used black salve with astonishing results 
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. . . 
• Used to treat all types of hepatitis viruses, HIV, 

SARS & West Nile Virus 
. . .  

 
Testimonials and classic examples: 
 
Unfortunately there is not enough room on this site to 
cover all the testimonials from people who have used 
these products to treat minor conditions to very serious 
conditions by both humans and their pets & animals. 
You are always welcome to use the products first hand 
to discern their value and/or pass the information along 
to those who may benefit. 
 
I had lymphoma B cancer & used this herbal Black 
Salve internally & Black Salve Tablets instead of a 
doctors prescribed 68 radiation treatments with 
excellent results! I avoided all the unwanted long term 
side effects of radiation by using black salve. I have 
chosen to share my experience with others so that they 
may benefit from it as I have. My cancer is gone and 
as an added bonus I have a lot more energy. My 
oncologist told me near the middle of my black salve 
treatment I had ‘the blood of a child’ but he didn’t 
know why. I had serious reservations about having 
radiation because of all I’ve heard & seen from people 
who have had it. After all these years of humans being 
subjected to radiation and all the testing they’ve done 
with it, people are still dying from it! In my opinion, 
black salve is the safest and most effective alternative 
to radiation. Holly B. 
 
I have been plagued for 20 years with malignant basil 
cell carsinoma. [sic] My face & forehead have seven 
scars from the doctor’s knife. Recently my daughter, 
who used black salve for her horse’s melanoma, gave 
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me a little dab of black salve. I used it on what I was 
sure was another malignant cancer. I made 1 
application & about 10 days [sic] the tumor came off 
in the bandaid. There was a hole about 1/8 of an inch 
deep. It has now filled in & I don’t believe there will 
be much of a scar, if any. I have the salve on another 
& hopefully the last, cancer & it’s working just like 
the first. To me this is a miracle salve. Bill P., TX. 

. . . 
 
About Cleansing Time Pro 
 
Cleansing Time Pro was established to meet the 
concerns and problems faced by cancer, virus, heart & 
vascular diseased victims who are seeking treatment 
for their conditions. 
 
We began on the frontiers and over 116 years later are 
on the cutting edge of protecting people from such 
deadly diseases as the Bird Flu, SARS and the West 
Nile Virus worldwide! It was only months ago we first 
heard of these and they spread quickly to the U.S. It is 
common knowledge there is little that can be done 
once infected, according to health professionals. 
Medical facilities have even tried to hide the number 
of people infected! This is because they are not 
knowledgeable about and did not use our herbal 
treatment that is effective against viruses but instead 
relied on traditional medical paths. They soon 
discovered they were faced with full blown epidemics 
and most recently of SARS and the West Nile Virus. 
Cleansing Time Pro is all about revealing the facts. 
With Cleansing Time Pro’s Black Salve Tablets, why 
not protect or treat yourself? It starts working within 5 
seconds! 

. . . 
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While traditional medical paths have helped many they 
have also made many, many people sick. In contrast, 
Cleansing Time Pro is here to make people aware 
there is an alternative & there is something you can do 
right now even if you have no insurance! Our 
alternative treatment products have over 116 years of 
history behind them with many, many testimonials to 
prove their weight for treating & overcoming a long 
list of conditions unrelated & related to viruses & 
cancer in & on the human body as well as most pets & 
animals. Do you have heart or vascular problems? We 
have helped thousands with that too! 
We believe our products are key to treatment of 
cancer, viruses, heart & vascular disease and 
prevention can be attained here in the U.S. as well as 
abroad. 

. . .” 
 
[Exhibit A, respondent’s website www.cleansingtime 
pro.com, as accessed on February 6, 2008] 

 
Print Advertising (respondent’s Black Salve & Tablet 
Information & Instruction Package) 

 
B. “DIRECTIONS FOR HUMAN USE: 

. . . 
 
Black Salve - Used Externally (Read carefully - starts 
working within 5 seconds) 
 
Black Salve has been used to draw out all kinds of 
foreign material from the body such as glass, wood, 
shrapnel as well as cancer tumors and abnormal cells 
and tissue. 
. . . 
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The medical approach is successful in some peoples 
lives. However, some people who use Black Salve do 
not have medical operations, chemotherapy or 
radiation treatments with reported results. Some 
people have had all operations, chemotherapy and 
radiation either in whole or in part and have taken 
Black Salve with reported results. Some people with 
inoperable cancer/tumors have taken Black Salve with 
reported results. So it doesn’t matter where you are in 
your treatment, just that you are doing something, 
because time is of the essence. Most people like the 
fact that Black Salve, a natural holistic folk remedy, 
can be taken in the comfort of their own home without 
insurance. 
. . . 
IMPORTANT WARNING NOTES: 
. . . 
 
Black salve can cause swelling. Because of this, 
people with brain tumors should not take black salve. 
However, if treating a brain tumor(s) with black salve 
you may need a qualified surgeon to insert a small 
hole(s) in the scull [sic] to relieve pressure. Do not 
think this is odd in any way. Many brain tumors are 
inoperable. However, a small hole is far superior to the 
sort of treatment one would receive from the full 
blown standard medical procedures. 
. . . 
 
Known Uses For Cleansing timeTM Pro Black Salve 
& Tablets: 
 
• Used in place of radiation therapy treatments & 

chemotherapy treatments 
• Used to attack all known forms of cancer in & on 

the human & animal bodies 
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• Used to eliminate fluid build up around tumors & 
shrink them 

• Used to normalize a-typical cells with the 
capability of becoming a cancer 

• Used internally to prevent & treat a variety of 
cancers, malignancies & tumors such as in the 
stomach, colon, prostate, testicles, bladder, throat, 
thyroid, mouth, cervix, uterus, ovaries, pancreas, 
breasts, lungs, liver, kidney, skin, lymph nodes, 
extremities, blood, brain & bone & terminal cancer 

• Used internally to prevent & treat all types of 
viruses & virus infections such as colds, flu, strep 
throat, mouth & gum diseases, yeast infections, all 
types of herpes & hepatitis viruses, shingles and 
even things such as prevention & treatment of 
HIV, SARS, West Nile Virus & Avian Bird Flu 

• Used externally to treat skin cancer, carcinoma, 
melanoma, warts, moles & as a drawing salve 

. . .  
 
• Used to purify blood & induce oxygen into the 

system inhibiting carcinogen growth 
. . . 
 
Ingredients & Formula: 
 
Blood root, galangal & zinc chloride in a base of 
blended synergistic herbs (+ calcium in the tablets). 
Extensive research into herbal and plant life properties 
has indicated substantial disease prevention and 
healing qualities in each as well as having a 
multiplying effect when combined together. 
 
Cleansing Time Pro’s products have a natural 
chemical which enhances an enzyme known to 
neutralize carcinogens prior to their stimulating tumor 
growth. This works directly on the immune system 
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and, quite naturally, acts as a preventative in that 
capacity. Reference: National Academy of Science. 
 
Several case histories have revealed that formulating 
the proper portions of various herbal, as well as 
mineral ingredients results in a wide variety of healing 
abilities. Improper portions of the ingredients will not 
result in a favorable outcome. Therefore, duplication 
of ‘Original Formula’ Cleansing Time Pro Black Salve 
should not & can not be achieved. 
 
History of Black Salve: 
 
In 1890 Tom McCreary was diagnosed as having 
incurable, cancerous tumors on his neck, by 
physicians. They refused to operate, not wanting to 
risk his jugular vein. Tom said he paid attention to a 
repeated dream that came to him about how to make a 
remedy to cure himself. He obtained the elements and 
herbs for the remedy from some gypsies traveling 
through Texas at the time. He mixed up a black salve 
and applied it to his tumors. In less than a month Tom 
was healed and went on to live another 70 years. Over 
his lifetime, he was a preacher, rancher, doctor, farmer 
and sheriff under Judge Parker. He lived with a 
strength that became legendary. Tom kept the formula 
for the black salve to himself except for sharing it with 
an old friend. After Tom’s long life, his son Howard 
and grandson Mickey, sought out the old friend who 
taught them how to make the black salve. Howard 
McCreary, attempting to make the black salve 
available to everyone, started a company in the ‘60’s. 
The company had some tests done in the early ‘70’s at 
the University of Colorado to discover more about it. 
The Veterinarian College at Fort Collins tested it on all 
viruses known at the time. They discovered that it 
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killed those known viruses on contact. They 
discovered that with one application, sarcoids on 
horses (similar to skin cancer) had an 80% cure. With 
two applications, they achieved 100% cure. For many 
years it had been used to cure cancer in cows, save 
herds of calves from early viral diseases and treat 
abnormal tissue growths in all kinds of pets. By word 
of mouth, ranchers, homesteaders and folks on the 
rodeo circuits used it on external cancers, tumors and 
growths on themselves. Some successfully treated 
gangrene and even leprosy, in situations far from 
towns and doctors. Tom’s son, Howard McCreary, was 
the first to use it internally. He had been diagnosed as 
having stomach cancer in the ‘60’s. After he checked 
himself in the hospital for surgery the night before, as 
they did in those days, he took the first dose in a 
capsule without telling his doctors. The next morning 
they postponed his surgery because he was running a 
fever which continued for several days. On the 5th 
day, Howard said he passed a large quantity of black, 
vile smelling feces - apparently the growth itself. 
When the doctors took x-rays, they discovered that the 
cancerous growth was gone. Howard went on to live 
another 25 years without recurring stomach cancer. 
. . .” 
 
[Exhibit B, respondent’s Black Salve & Tablet 
Information & Instruction Package] 
 
Deceptive Representations Regarding the  

Efficacy of Cleansing Time Pro Black Salve & Tablets 
 

7. Through the means described in Paragraph 6, respondent 
has represented, expressly or by implication, that Cleansing Time 
Pro Black Salve & Tablets: 
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A. are effective in preventing, treating and/or curing all 
cancers, malignancies and tumors, including, but not limited 
to, stomach cancer, colon cancer, prostate cancer, testicular 
cancer, bladder cancer, throat cancer, thyroid cancer, mouth 
cancer, cervical cancer, uterine cancer, ovarian cancer, 
pancreatic cancer, breast cancer, lung cancer, liver cancer, 
kidney cancer, brain cancer and brain tumors, lymphoma, 
blood diseases, and bone cancer; 

 
B. are effective in treating inoperable cancers; 
 
C. are effective in treating skin cancer, including 

melanoma; 
  
D. are effective in reducing the size of, or eliminating, 

cancerous tumors;  
 
E. are safer and more effective in the treatment of cancer 

than are conventional cancer therapies, such as surgery, 
radiation, chemotherapy, and other drug treatments; and 

 
F. are effective in preventing, treating, and/or curing 

numerous viral infections, including hepatitis, HIV, SARS, 
West Nile Virus, and Avian Bird Flu. 

 
8. Through the means described in Paragraph 6, respondent 

has represented, expressly or by implication, that she possessed 
and relied upon a reasonable basis that substantiated the 
representations set forth in Paragraph 7, at the time the 
representations were made. 
  

9. In truth and in fact, respondent did not possess and rely 
upon a reasonable basis that substantiated the representations set 
forth in Paragraph 7, at the time the representations were made. 
Therefore, the representation set forth in Paragraph 8 was, and is, 
false or misleading.  
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Deceptive Representation Regarding  
Endorser of Cleansing Time Pro Black Salve & Tablets 

 
10. Through the means described in Paragraph 6, respondent 

has disseminated testimonials for Cleansing Time Pro Black Salve 
& Tablets from consumers who purportedly were treated or cured 
of cancer in the ordinary course of using the product. Respondent 
has failed to disclose adequately that one of the endorsers had a 
material connection with Cleansing Time Pro. Specifically, at the 
time of providing her endorsement, one of the consumers was 
Holly A. Bacon, the sole owner of Cleansing Time Pro. This fact 
would materially affect the weight and credibility given by 
consumers to the endorsement and would be material to 
consumers in their purchase or use of the products. Therefore, the 
failure to adequately disclose this fact, in light of the 
representation made, was, and is, a deceptive practice. 
 

11. The acts and practices of respondent as alleged in this 
complaint constitute unfair or deceptive acts or practices, and the 
making of false advertisements, in or affecting commerce in 
violation of Sections 5(a) and 12 of the Federal Trade 
Commission Act. 
 

THEREFORE, the Federal Trade Commission this twenty-
second day of October, 2008, has issued this complaint against 
respondent. 
 

By the Commission. 
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HOLLY A. BACON 

DECISION AND ORDER 
 

The Federal Trade Commission having initiated an 
investigation of certain acts and practices of the respondent named 
in the caption hereof, and the respondent having been furnished 
thereafter with a copy of a draft of complaint which the Western 
Region proposed to present to the Commission for its 
consideration and which, if issued by the Commission, would 
charge respondent with violation of the Federal Trade 
Commission Act; and 

 
The respondent and counsel for the Commission having 

thereafter executed an agreement containing a consent order, an 
admission by the respondent of all the jurisdictional facts set forth 
in the aforesaid draft of complaint, a statement that the signing of 
said agreement is for settlement purposes only and does not 
constitute an admission by respondent that the law has been 
violated as alleged in such complaint, or that the facts as alleged 
in such complaint, other than jurisdictional facts, are true, and 
waivers and other provisions as required by the Commission’s 
Rules; and 

 
The Commission having thereafter considered the matter and 

having determined that it had reason to believe that the respondent 
has violated the said Act, and that complaint should issue stating 
its charges in that respect, and having thereupon accepted the 
executed consent agreement and placed such agreement on the 
public record for a period of thirty (30) days, now in further 
conformity with the procedure prescribed in Section 2.34 of its 
Rules, the Commission hereby issues its complaint, makes the 
following jurisdictional findings, and enters the following order: 
 

1. Respondent Holly A. Bacon is the sole proprietor of 
Cleansing Time Pro, a Nevada company with its principal office 
or place of business at 9732 State Rt. 445, #114, Sparks, Nevada 
89436.  

 



FEDERAL TRADE COMMISSION DECISIONS 
VOLUME 146 

 
Decision and Order 

 

 
 

648 

2. The Federal Trade Commission has jurisdiction of the 
subject matter of this proceeding and of the respondent, and the 
proceeding is in the public interest. 
 

ORDER 
 

DEFINITIONS 
 

For purposes of this order, the following definitions shall 
apply: 
 

1. Unless otherwise specified, “respondent” means Holly A. 
Bacon, individually and doing business as Cleansing Time 
Pro, her successors and assigns, and her officers, agents, 
representatives and employees. 

 
2. “Commerce” means as defined in Section 4 of the Federal 

Trade Commission Act, 15 U.S.C. § 44. 
 
3. “Competent and reliable scientific evidence” means tests, 

analyses, research, studies, or other evidence based on the 
expertise of professionals in the relevant area, that has 
been conducted and evaluated in an objective manner by 
persons qualified to do so, using procedures generally 
accepted in the profession to yield accurate and reliable 
results. 

 
4. “Food” and “drug” mean “food” and “drug” as defined in 

Section 15 of the Federal Trade Commission Act, 15 
U.S.C. § 55. 

 
5. “Covered product or service” means any food, dietary 

supplement, or drug, including, but not limited to, 
Cleansing Time Pro Black Salve & Tablets, or any other 
health-related product, service, or program. 
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6. “Endorsement” means as defined in 16 C.F.R. § 255.0(b). 
 
7. “Clearly and prominently” means as follows: 

 
a. In an advertisement communicated through an 

electronic medium (such as television, video, radio, 
and interactive media such as the Internet and online 
services), the disclosure shall be presented 
simultaneously in both the audio and video portions of 
the advertisement. Provided, however, that in any 
advertisement presented solely through video or audio 
means, the disclosure may be made through the same 
means in which the ad is presented. The audio 
disclosure shall be delivered in a volume and cadence 
sufficient for an ordinary consumer to hear and 
comprehend it. The video disclosure shall be of a size 
and shade, and shall appear on the screen for a 
duration, sufficient for an ordinary consumer to read 
and comprehend it. In addition to the foregoing, in 
interactive media the disclosure shall also be 
unavoidable and shall be presented prior to the 
consumer incurring any financial obligation. 

 
b. In a print advertisement, promotional material 

(including, but not limited to a rebate coupon or form), 
or instructional manual, the disclosure shall be in a 
type size and location sufficiently noticeable for an 
ordinary consumer to read and comprehend it, in print 
that contrasts with the background against which it 
appears. In multipage documents, the disclosure shall 
appear on the cover or first page. 

 
c. On a product label, the disclosure shall be in a type 

size and location on the principal display panel 
sufficiently noticeable for an ordinary consumer to 
read and comprehend it, in print that contrasts with the 
background against which it appears. 
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The disclosure shall be in understandable language and 
syntax. Nothing contrary to, inconsistent with, or in 
mitigation of the disclosure shall be used in any 
advertisement or on any label. 

 
8. The term “including” in this order means “without 

limitation.” 
 
9. The terms “and” and “or” in this order shall be construed 

conjunctively or disjunctively as necessary, to make the 
applicable phrase inclusive rather than exclusive. 

 
I. 

 
IT IS ORDERED that respondent, directly or through any 

corporation, subsidiary, division, or other device, in connection 
with the advertising, labeling, promotion, offering for sale, sale, 
or distribution of Cleansing Time Pro Black Salve & Tablets, or 
any other covered product or service, in or affecting commerce, 
shall not represent, in any manner, expressly or by implication, 
including through the use of a product name or endorsement: 
 

A. that such product is effective in the prevention, treatment, 
or cure, or assists in the prevention, treatment, or cure, of 
cancer; 

 
B. that such product is effective in the treatment of inoperable 

cancers; 
 
C. that such product is effective in the treatment of skin 

cancer, including melanoma;  
 
D. that such product reduces the size of, or eliminates, 

cancerous tumors; 
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E. that such product is safer and more effective in the 
treatment of cancer than are conventional cancer therapies, 
such as surgery, radiation, chemotherapy, and other drug 
treatments; or 

 
F. that such product is effective in the prevention, treatment, 

or cure, or assists in the prevention, treatment, or cure, of 
hepatitis, HIV, SARS, West Nile Virus, or Avian Bird Flu, 

 
unless the representation is true, non-misleading, and, at the time 
it is made, respondent possesses and relies upon competent and 
reliable scientific evidence that substantiates the representation.  
 

II. 
 

IT IS FURTHER ORDERED that respondent, directly or 
through any corporation, subsidiary, division, or other device, in 
connection with the advertising, labeling, promotion, offering for 
sale, sale, or distribution of any covered product or service, in or 
affecting commerce, shall not make any representation, in any 
manner, expressly or by implication, including through the use of 
a product name or endorsement, about the absolute or 
comparative benefits, performance, efficacy, safety, or side effects 
of such covered product or service, unless the representation is 
true, non-misleading, and, at the time it is made, respondent 
possesses and relies upon competent and reliable scientific 
evidence that substantiates the representation. 
 

III. 
 

IT IS FURTHER ORDERED that respondent, directly or 
through any corporation, subsidiary, division, or other device, in 
connection with the advertising, labeling, promotion, offering for 
sale, sale, or distribution of any covered product or service, in or 
affecting commerce, shall not make any representation, in any 
manner, expressly or by implication, about any user or endorser of 
such product or service unless she discloses, clearly and 
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prominently, a material connection, when one exists, between 
such user or endorser and the respondent or any other individual 
or entity manufacturing, advertising, promoting, offering for sale, 
selling, or distributing such product or service. For purposes of 
this Part, “material connection” means any relationship that 
materially affects the weight or credibility of the user testimonial 
or endorsement and that would not reasonably be expected by 
consumers. 
 

IV. 
 

IT IS FURTHER ORDERED that: 
 

A. Nothing in this order shall prohibit respondent from 
making any representation for any drug that is permitted in 
labeling for such drug under any tentative or final standard 
promulgated by the Food and Drug Administration, or 
under any new drug application approved by the Food and 
Drug Administration; and 

 
B. Nothing in this order shall prohibit respondent from 

making any representation for any product that is 
specifically permitted in labeling for such product by 
regulations promulgated by the Food and Drug 
Administration pursuant to the Nutrition Labeling and 
Education Act of 1990. 

 
V. 

 
IT IS FURTHER ORDERED that: 

 
A. Within thirty (30) days of the date of entry of this order, 

respondent shall compile a list containing the full name 
and mailing address, the product(s) purchased, and, if 
available, the consumer’s telephone number and email 
address, of every person who has purchased Cleansing 
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Time Pro Black Salve & Tablets from the respondent since 
July 1, 2005; and 

 
B. Within forty-five (45) days after the date of entry of this 

order, respondent shall send by first class mail, postage 
prepaid, an exact copy of the notice attached as 
Attachment A to all persons identified in Subparagraph A 
of this Paragraph. The mailing shall not include any other 
documents.  

 
VI. 

 
IT IS FURTHER ORDERED that respondent shall not sell, 

rent, lease, transfer, or otherwise disclose the name, address, 
telephone number, credit card number, bank account number, e-
mail address, or other identifying information of any person who 
paid any money to respondent, at any time prior to entry of this 
order, in connection with the purchase of Cleansing Time Pro 
Black Salve & Tablets. Provided, however; that respondent shall 
disclose to the FTC, upon request, the list compiled pursuant to 
Paragraph V.A of this order; and respondent may disclose such 
identifying information to a law enforcement agency or as 
required by any law, regulation, or court order. 
 

VII. 
 

IT IS FURTHER ORDERED that respondent shall, for five 
(5) years after the last date of dissemination of any representation 
covered by this order, maintain and upon request make available 
to the Federal Trade Commission for inspection and copying: 
 

A. A specimen copy of all advertisements and promotional 
materials containing the representation; 

 
B. All materials that were relied upon in disseminating the 

representation; and 
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C. All tests, reports, studies, surveys, demonstrations, or 
other evidence in her possession or control that contradict, 
qualify, or call into question the representation, or the 
basis relied upon for the representation, including 
complaints and other communications with consumers or 
with governmental or consumer protection organizations.  

 
VIII. 

 
IT IS FURTHER ORDERED that respondent shall deliver a 

copy of this order to all current and future principals, officers, 
directors, and managers, and to all current and future employees, 
agents, and representatives having responsibilities with respect to 
the subject matter of this order, and shall secure from each such 
person a signed and dated statement acknowledging receipt of the 
order. Respondent shall deliver this order to current personnel 
within thirty (30) days after the date of service of this order, and 
to future personnel within thirty (30) days after the person 
assumes such position or responsibilities. Respondent shall 
maintain and upon request make available to the Federal Trade 
Commission for inspection and copying a copy of each signed 
statement acknowledging receipt of the order.  
 

IX. 
 

IT IS FURTHER ORDERED that respondent, for a period 
of three (3) years after the date of issuance of this order, shall 
notify the Commission of the discontinuance of her current 
business or employment, or of her affiliation with any new health-
related business or employment. The notice shall include 
respondent’s new business address and telephone number and a 
description of the nature of the business or employment and her 
duties and responsibilities. All notices required by this Part shall 
be sent by certified mail to the Associate Director, Division of 
Enforcement, Bureau of Consumer Protection, Federal Trade 
Commission, Washington, D.C. 20580.  
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X. 
 

IT IS FURTHER ORDERED that respondent shall, within 
sixty (60) days after the date of service of this order, and at such 
other times as the Federal Trade Commission may require, file 
with the Commission a report, in writing, setting forth in detail the 
manner and form in which she has complied with this order.  
 

XI. 
 

This order will terminate on October 22, 2028, or twenty (20) 
years from the most recent date that the United States or the 
Federal Trade Commission files a complaint (with or without an 
accompanying consent decree) in federal court alleging any 
violation of the order, whichever comes later; provided, however, 
that the filing of such a complaint will not affect the duration of: 
 

A. Any Part in this order that terminates in less than twenty 
(20) years; 

 
B. This order’s application to any respondent that is not 

named as a defendant in such complaint; and 
 
C. This order if such complaint is filed after the order has 

terminated pursuant to this Part. 
 
Provided, further, that if such complaint is dismissed or a federal 
court rules that the respondent did not violate any provision of the 
order, and the dismissal or ruling is either not appealed or upheld 
on appeal, then the order will terminate according to this Part as 
though the complaint had never been filed, except that the order 
will not terminate between the date such complaint is filed and the 
later of the deadline for appealing such dismissal or ruling and the 
date such dismissal or ruling is upheld on appeal. 
 

By the Commission. 
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ANALYSIS OF CONSENT ORDER TO AID PUBLIC 
COMMENT 

 
The Federal Trade Commission has accepted, subject to final 

approval, an agreement containing a consent order from Holly A. 
Bacon, doing business as Cleansing Time Pro (“respondent”). 

 
The proposed consent order has been placed on the public 

record for thirty (30) days for reception of comments by interested 
persons. Comments received during this period will become part 
of the public record. After thirty (30) days, the Commission will 
again review the agreement and the comments received and will 
decide whether it should withdraw from the agreement or make 
final the agreement’s proposed order. 

 
This matter concerns the advertising and promotion of 

products known as Cleansing Time Pro Black Salve & Tablets. 
According to their labels, these products contain “blood root, 
galangal & zinc chloride in a base of blended synergistic herbs (+ 
calcium in the tablets).” Cleansing Time Pro Black Salve is an 
ointment that respondent recommends for external use. 
Alternatively, respondent recommends that consumers take the 
product internally by purchasing Black Salve Tablets or by 
placing an amount of the Black Salve ointment into a gelatin 
capsule.  

 
The Commission’s complaint charges that respondent claimed 

that Cleansing Time Pro Black Salve & Tablets were effective to 
treat, prevent, or cure numerous forms of cancer and various viral 
infections, including hepatitis, HIV, SARS, West Nile Virus, and 
Avian Bird Flu. The complaint alleges that respondent did not 
have a reasonable basis for these claims. The Commission’s 
complaint also challenges respondent’s testimonial advertising. 
The complaint alleges that respondent failed to disclose 
adequately that one of the endorsers was respondent Holly A. 
Bacon herself. The complaint alleges that this was a deceptive act 
or practice, because the fact that one of the endorsers had a 
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material connection with Cleansing Time Pro would materially 
affect the weight and credibility given by consumers to the 
endorsement and would be material to consumers in their 
purchase or use of the products. 

 
The proposed consent order contains provisions designed to 

prevent respondent from engaging in similar acts and practices in 
the future. Part I requires respondent to have competent and 
reliable scientific evidence substantiating any claim that 
Cleansing Time Pro Black Salve & Tablets, or any other covered 
product or service, is effective in the prevention, treatment or cure 
of cancer, cancer, hepatitis, HIV, SARS, West Nile Virus, or 
Avian Bird Flu. A “covered product or service” is defined as any 
food, dietary supplement, or drug, including, but not limited to, 
Cleansing Time Pro Black Salve & Tablets, or any other health-
related product, service, or program. Part II requires that any 
future claim about the absolute or comparative benefits, 
performance, efficacy, safety or side effects of any covered 
product or service be truthful and supported by competent and 
reliable scientific evidence.  

 
Part III of the proposed order addresses the deceptive 

endorsement claim by requiring that respondent disclose any 
material connection between an endorser and respondent, if such a 
connection exists. “Material connection” is defined as any 
relationship that materially affects the weight or credibility of the 
user testimonial or endorsement and that would not reasonably be 
expected by consumers.  

 
Part IV of the proposed order provides that the order does not 

prohibit respondent from making representations for any drug that 
are permitted in labeling for the drug under any tentative or final 
Food and Drug Administration (“FDA”) standard or under any 
new drug application approved by the FDA; and representations 
for any product that are specifically permitted in labeling for that 
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product by regulations issued by the FDA under the Nutrition 
Labeling and Education Act of 1990. 

 
Part V of the proposed order requires respondent to compile a 

list of all consumers who purchased Cleansing Time Pro Black 
Salve & Tablets from respondent since July 1, 2005, and to mail a 
letter (Attached to the proposed order as Attachment A) to each 
purchaser describing the scientific evidence related to these 
products. Part VI prohibits respondent from providing any 
identifying information about her purchasers to anyone other than 
the Commission, another law enforcement agency, or as required 
by law.  

 
Parts VII through X of the proposed order require respondent 

to keep copies of relevant advertisements and materials that 
substantiate claims made in the advertisements; to provide copies 
of the order to certain of her employees; to notify the Commission 
of her affiliation with any new health-related business or 
employment; and to file compliance reports with the Commission. 
Part XI of the proposed order is a “sunset” provision, dictating 
that the order will terminate twenty years from the date it is issued 
or twenty years after a complaint is filed in federal court, by either 
the United States or the FTC, alleging any violation of the order. 
 

The purpose of this analysis is to facilitate public comment on 
the proposed order. It is not intended to constitute an official 
interpretation of the agreement and proposed order or to modify in 
any way their terms. 

 
 


