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UNITED STATES OF AMERICA 
BEFORE THE FEDERAL TRADE COMMISSION 

COMMISSIONERS: Lina Khan, Chair 
Noah Joshua Phillips 
Rohit Chopra 
Rebecca Kelly Slaughter 
Christine S. Wilson 

In the Matter of 

HEALTH RESEARCH LABORATORIES, LLC, 
a limited liability company, 

WHOLE BODY SUPPLEMENTS, LLC, 
a limited liability company, and 

KRAMER DUHON, 
individually and as an officer of HEALTH 
RESEARCH LABORATORIES,LLC and 
WHOLE BODY SUPPLEMENTS, LLC 

DOCKET NO. 9397 

RESPONDENTS’ OPPOSITION TO SUMMARY DISPOSITION AND REPLY 
FINDINGS OF FACT, CONCLUSIONS OF LAW, AND BRIEF 

Pursuant to the Commission’s July 30, 2021 Order,1 Respondents Health Research 

Laboratories, LLC (“HRL”), Whole Body Supplements, LLC (“WBS”), and Kramer Duhon 

(collective “Respondents”) provide the following Opposition to Summary Disposition and 

Reply Findings of Fact, Conclusions of Law, and Brief. 

1 The Commission’s July 30, 2021 Order authorized Respondents to file their opposition to summary 
judgment and their reply findings of fact, conclusions of law, and brief in one document. This filing is 
intended to respond to all motions, briefs, affidavits, and proposed orders filed by Complaint Counsel on 
August 20, 2021. 

i 
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I. INTRODUCTION 

Respondents have repeatedly argued that, pursuant to 16 C.F.R. § 3.12(b) as 

previously interpreted by the FTC (74 Fed. Reg. 1804, 1808 (Jan. 13, 2009), the Complaint 

and the Answer provide the record on which the Commissions “shall issue” a decision. On 

July 30, 2021, the Commission ruled that Complaint Counsel may present facts “beyond 

the Complaint” and authorized Complaint Counsel to file a motion for summary 

disposition under 16 C.F.R. § 3.24. In response to the Commission’s Order, Complaint 

Counsel filed numerous affidavits and 27-page brief. Respondents file this opposition 

pursuant to 16 C.F.R. § 3.24(a)(2). 

II.  FACTS 

As set forth in the Declaration of Kramer Duhon,1 which is incorporated herein by 

reference, Respondents have worked diligently for more than six years to comply with the 

FTC’s never-ending requests for information and documents. Complaint counsel’s 

argument that the alleged violations of the FTC Act were committed deliberately and 

intentionally is contradicted by Respondents’ long history of compliance with the FTC’s 

numerous requests. 

A. Respondents’ Compliance with 2015 Civil Investigative Demand. 

The current dispute with the FTC traces its origins to a Civil Investigative Demand 

served by the FTC on January 7, 2015. See RX 1. For almost three years, Respondents 

1 See RX 1 (Declaration of Kramer Duhon). 

1 
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repeatedly complied with the FTC’s changing requests for information and documents. See 

RX 1. Respondents spent hundreds of hours and hundreds of thousands of dollars 

diligently answering the FTC’s interrogatories and providing documents requested by the 

FTC. See RX 1. As explained in more detail below, Respondents provided names, addresses, 

and telephone numbers for their suppliers and vendors so that the FTC could verify the 

information provided was accurate and complete. See id. Respondents provided multi-year 

spreadsheets that included detailed product and financial information. See id. Over the 

course of several years, Respondents provided thousands of pages of documents and 

answered hundreds of written interrogatories. See id. Providing the information and 

documents requested by the FTC was all-consuming because the requests constantly 

changed and evolved over time. See id. 

B. Respondents’ Compliance with Consent Judgment. 

By November 2017, Respondents thought that the issues with the FTC would be 

finally resolved through an agreed order submitted to a federal court in Maine. See RX 1. 

On November 30, 2017, the FTC and the State of Maine filed their Complaint against 

Respondents in the United States District Court for the District of Maine, along with a Joint 

Motion to Enter Final Judgment. On January 15, 2018, the Court signed a Stipulated Final 

Judgment and Order for Permanent Injunction and Other Equitable Relief (the “Consent 

Judgment”). See RX 1. 

The Respondents actively tried to comply with the requirements of the Consent 

Judgment. Examples include the following: 

2 
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a. The Consent Judgment banned Respondents from making any 
representations regarding weight loss in connection with the sale of any Dietary 
Supplement, Food, or Drug. Respondents stopped selling all weight-loss products 
before the Consent Judgment was signed and, after the date of the Consent 
Judgment, Respondents have not made any of the “banned weight-loss claims” 
referenced in paragraph I of the Order. 

b. The Consent Judgment banned Respondents from making any 
representations regarding joint-related disease claims and Alzheimer’s disease, 
memory, and cognitive performance claims in connection with the sale of any 
Dietary Supplement, Food, or Drug. Respondents stopped selling all such products 
before the Consent Judgment was signed and, after the date of the Consent 
Judgment, Respondents have not made any of the “prohibited representations” 
regarding “other weight-loss claims, joint-related disease claims, and Alzheimer’s 
Disease, memory, or cognitive performance claims” referenced in paragraph II of the 
Order.2 

Respondents took many other actions to comply with the Consent Judgment, 

including preserving records, making required disclosures to customers and the FTC, 

obtaining informed consent for billing, honoring refunds, providing a simple mechanism 

for consumers to stop recurring charges, providing periodic compliance reports, and 

numerous other activities. See RX 1. 

C. FTC Searches for Another Dispute. 

Respondents’ hope of a final resolution with the FTC soon faded. In April 2018, 

three months after the entry of the Consent Judgment, the FTC started another round of 

interrogatories and document requests. See RX 1. For the next 18 months, Respondents 

responded to request after request for information and documents. See RX 1. Respondents 

again provided thousands of pages of documents and answered dozens of interrogatories. 

2 See RX 1. 

3 
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See RX 1. After scouring the Respondents’ records for 18 months, the FTC eventually 

found another area of dispute. 

D. The “Aged Garlic Extract” Dispute. 

The FTC’s current complaint, which originated shortly before the filing of the 

Contempt Motion (as defined below), is primarily about black garlic. Two of the four 

products at issue, Black Garlic Botanicals and BG18 (“Black Garlic Products”), are the 

same product under different labels and account for roughly 70 percent of the revenue at 

issue. See RX 1. 

The Black Garlic Products contain 1,200 mg of black garlic. See RX 1. Black garlic 

is made by treating garlic cloves at high temperature and humidity for a period of time. See 

RX 1. The process turns the garlic cloves to purple or black and eliminates the smell and 

taste of fresh garlic. See RX 1. Because all black garlic is aged, black garlic is frequently 

referred to as “aged black garlic.” See RX 1. 

The FTC never contended that the Black Garlic Products did not contain the 

represented amounts of black garlic or that the products contained any substance that is 

harmful to humans. See RX 1. In other words, this is not a case of Respondents selling 

supplements that did not contain black garlic or a case where Respondents sold supplements 

that contained harmful compounds. See RX 1. FTC also did not dispute the existence of 

valid and reputable scientific studies that substantiated the health benefits of aged garlic.3 

3 In fact, in connection with the Motion for Contempt, the FTC submitted the Expert Report of Frank M. 
Sacks, M.D., a Professor of Medicine at Harvard Medical School, who acknowledged that the studies supplied 
by Respondents of aged garlic extract “reported favorable effects on coronary calcium scores” and that one 

4 
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The FTC’s complaints regarding the Black Garlic Products were more technical and 

nuanced. The FTC’s argument was the “aged garlic extract” and “aged black garlic” were 

not identical, so Respondents’ scientific studies—showing the health effects of aged garlic— 

were not substantiation for any statements about aged black garlic. See RX 1. 

There is no material difference in aged black garlic vs aged garlic extract. However, 

out of an abundance of caution, Respondents did not send any mailers or advisements 

regarding Black Garlic Products the FTC first raised this issue. See RX 1. All of the 

advertisements at issue in this proceeding were sent prior to September 2019. See RX 1. In 

other words, immediately after the FTC first raised its aged garlic extract argument, the 

Respondents ceased selling the Black Garlic Products. 

E. FTC’s Motion for Contempt. 

On December 17, 2019, the FTC and the State of Maine filed a Motion for Order 

to Show Cause Why Health Research Laboratories, LLC, Whole Body Supplements, LLC, 

and Kramer Duhon Should Not Be Held in Contempt for Violating the Final Judgment and 

Order for Permanent Injunction (“Contempt Motion”) in the United States District Court 

for the District Court of Maine, alleging a violation of only one particular subsection of the 

31-page Consent Judgment. See RX 1. At the same time, the FTC requested that the Court 

study “showed a favorable effect of aged garlic extract on systolic blood pressure.” See RX 2 (Contempt 
Motion in FTC, et al. v. Health Research Laboratories, LLC, et al., Case No. 2:17-cv-00467-JDL (D. Maine) 
Dkt. No. 21, PageId# 366-67). 

5 
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modify the Consent Judgment to include additional prohibitions that were not in the 

original Consent Judgment. See RX 1.4 

After extensive briefing over several months and a hearing, on August 12, 2020, the 

Court denied the FTC’s Motion for an Order to Show Cause. The Court found that Section 

II.H of the FTC’s Consent Judgment was “facially ambiguous” and, therefore, the 

allegations in the FTC’s Contempt Motion “fail to support a finding of civil contempt” 

under Section II.H of the Consent Judgment.5 

Pursuant to the FTC’s request, the Court granted the FTC until October 31, 2020, 

to seek leave to file an amended motion for Order to Show Cause. See RX 1. The FTC did 

not seek leave to amend its motion. See RX 1. Instead, on November 13, 2020, the FTC 

filed an Administrative Complaint with the FTC, seeking a cease and desist order to prevent 

Respondents from “disseminat[ing] or caus[ing] to be disseminated advertising and 

promotional materials”6 for four supplements that the Commission contends were “not 

substantiated at the time the representations were made.”7 The Administrative Complaint 

concerned the exact same alleged acts and practices regarding the same four supplements 

that were the subject of the Contempt Motion. 

4 FTC, et al. v. Health Research Laboratories, LLC, et al., Case No. 2:17-cv-00467-JDL (D. Maine), Dkt. 
No. 22, PageId# 587. 
5 RX 3 (Order). 
6 See Complaint ¶¶ 7, 9, 11, and 13. 
7 See Complaint ¶¶ 15, 17, 19, and 21. 

6 
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F. FTC’s Administrative Complaint. 

The filing of the Administrative Complaint was unnecessary and not statutorily 

authorized. The alleged act or practice that was the subject of the Complaint had ceased 

more than a year prior to the filing of the Administrative Complaint.8 Further, if the FTC 

wanted certain advertising and marketing to cease, the FTC could have accomplished this 

purpose through a simple written request. See RX 1. The long history of Respondents’ 

compliance with the FTC’s numerous requests demonstrates that Respondents would have 

ceased the advertisements if the FTC would have made the request before filing this 

proceeding. See RX 1. 

Despite the FTC’s stated policy to conduct these administrative proceedings 

“expeditiously,”9 Complaint Counsel has had no interest in resolving this proceeding 

expeditiously and obtaining the statutorily-authorized cease and desist order. 

Consequently, Respondents were forced to try to expeditiously resolve this proceeding 

without Complaint Counsel’s cooperation. See RX 1. On January 13, 2021, Respondents 

filed a Motion for Acceptance of Contested Cease-and-Desist Order, requesting that the 

FTC enter a binding cease and desist order that granted the following relief to the FTC: 

Respondents shall “cease and desist” from disseminating or causing to be 
disseminated all advertising or promotional materials for all dietary 
supplement products referenced in the Complaint (i.e., Black Garlic 

8 As the FTC’s own evidence shows, Respondents voluntarily ceased the advertising and marketing long before 
the Administrative Complaint was filed. See CCX2 – Averill Affidavit, Attachment F (showing that the last 
advertisement was sent on August 22, 2019). The Contempt Motion was filed on December 17, 2019. The 
Administrative Complaint was filed on November 13, 2020. 
9 See 16 C.F.R. 3.1 (“the Commission’s policy is to conduct such proceedings expeditiously.”). 

7 
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Botanicals, BG18, The Ultimate Heart Formula, and Neupathic), as well as 
any substantially similar products. 

Respondents shall cease and desist from selling or causing to be sold all 
dietary supplement products referenced in the Complaint (i.e., Black Garlic 
Botanicals, BG18, The Ultimate Heart Formula, and Neupathic), as well as 
any substantially similar products. 

The terms “cease and desist” are intended to have the same meaning and 
scope as such terms are used in Sections 5(a) and 12 of the FTC Act, 15 U.S.C. 
§ 45(a) and 52.10 

To end this proceeding and avoid unnecessary costs, Respondents sought to have the 

Administrative Law Judge and the Commission enter a cease and desist order against the 

Respondents. Respondents made this request early in the case—only five weeks after they 

filed their Answer. Remarkably, Complaint Counsel opposed the entry of any cease-and-

desist order and did not propose an alternative cease and desist order.11 

On February 1, 2021, ALJ Chappell entered an Order Denying Respondents’ 

Motion for Acceptance of Contested Stipulated Cease and Desist Order. In response to this 

ruling, Respondents filed a motion for leave to elect not to contest the material allegations 

of fact in the Complaint, as permitted by 16 C.F.R. § 3.12(b)(2). The FTC opposed 

Respondents’ decision not to contest the material factual allegations in the FTC’s own 

Complaint and, in an effort to prevent the quick resolution of this administrative 

10 See Respondents’ Motion for Acceptance of Contested Stipulated Cease-and-Desist Order, filed January 
13, 2021. 
11 See Complaint Counsel’s Opposition to Respondents’ Motion for Self-Imposed Cease-and-Desist Order, 
filed January 25, 2021; see also Certificate of Conference with Respondents’ Motion for Acceptance of 
Contested Stipulated Cease-and-Desist Order, filed January 13, 2021 (requesting that, if the FTC could not 
agree to the proposed cease and desist order, whether there was other language the FTC would propose for a 
cease and desist order). 

8 

https://order.11
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proceeding, Complaint Counsel sought to amend the Complaint to include numerous other 

allegations.12 

On March 12, 2021, ALJ Chappell entered an Order Denying Complaint Counsel’s 

Motion to Amend the Complaint. ALJ Chappell noted that “Complaint Counsel’s seeking 

the proposed amendments, in reaction to Respondents’ election under Rule 3.12(b)(2), 

appears to be more of a strategic effort to counter Respondents’ effort to bring this case to 

a resolution, than an effort to facilitate a determination of this case on the merits.”13 

On March 30, 2021, Respondents filed their Amended Answer and, pursuant to 16 

C.F.R. § 3.12(b), elected not to contest the material factual allegations in the Complaint. 

G. Reasons Why Respondents Elected Not to Contest the Facts Alleged in the 
Complaint. 

Complaint Counsel has argued that Respondents’ election not to contest the facts 

alleged in the Complaint is evidence of the deliberateness of Respondents’ conduct. 

Complaint Counsel is wrong. Respondents elected not to contest the material facts alleged 

in the Complaint because: (a) based on historical data, Respondents believed that this Part 

3 Administrative Proceeding is not a fair and impartial process, 14 so Respondents had no 

hope of prevailing, regardless of the evidence presented; and (b) Respondents came to the 

12 See Complaint Counsel’s Opposition to Motion to Amend Answer and Cross Motion to Amend Complaint, 
filed on February 24, 2021. 
13 See Order Denying Complaint Counsel’s Motion to Amend the Complaint, filed on March 12, 2021. 
14 Respondents disclosed this reason when they elected not to contest the facts alleged in the Complaint. See 
Motion to Amend Answer, filed February 12, 2021 (“Respondents do not believe that the Part 3 
administrative process is fair, impartial, or constitutional.”). 

9 

https://allegations.12


FEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 13 of 465 * PUBLIC *

 
 

  

           

      

           
 
           

          

               

      

          
            

           
             

               
            

             
              
         

 
             

              

               

             

         

                                                
                    

            
      

                  
              

              

PUBLIC 

realization that Respondents could not afford to continue business operations while 

constantly responding to the FTC’s endless, repetitive actions. 

1. The FTC’s Unfair and Biased Administrative Process. 

According to information on the FTC’s website, once the FTC Commissioners 

approve a complaint, the FTC Commissioners have historically used their veto appellate 

power to ensure that they have a 100 percent success rate on the approved Complaint.15 In 

2015, former FTC Commissioner Wright observed: 

The FTC has voted out a number of complaints in administrative 
adjudication that have been tried by the administrative law judges in the past 
nearly twenty years. In each of those cases, after the administrative decision 
is appealed to the Commission, the Commission has ruled in favor of FTC 
staff and found liability. In other words, in 100 percent of cases where the 
administrative law judge ruled in favor of the FTC staff, the Commission 
affirmed liability; and in 100 percent of the cases in which the administrative 
law judge [ ] found no liability, the Commission reversed. This is a strong 
sign of an unhealthy and biased institutional process.16 

Based on the comments on the FTC’s website by former Commissioner Wright and 

information derived from the FTC’s website, it was apparent to Respondents that no one 

had won a Part 3 administrative proceeding in 25 years. See RX 1. Consequently, it made 

no sense to continue paying hundreds of thousands of dollars to defend an administrative 

cease and desist action, particularly one that involved marketing and advertising that 

15 See RX 4 (Joshua D. Wright, Section 5 Revisited: Time for the FTC to Define the Scope of its Unfair 
Competition Authority at 6 (2015)) and RX 5 (Chart of post-2015 FTC administrative cases compiled by 
others from public information the FTC website). 
16 RX 4 (Joshua D. Wright, Section 5 Revisited: Time for the FTC to Define the Scope of its Unfair 
Competition Authority at 6 (2015) (emphasis added). The FTC’s success rate post-2015 appears to have 
continued. See RX 5 (Chart prepared by others from publicly available data on the FTC’s website). 

10 

https://process.16
https://Complaint.15
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Respondents had ceased more than a year prior to the filing of the Administrative 

Complaint. 

2. The Financial Toll of Fighting a Government Agency. 

From January 2015 through January 2021 (when Respondents filed their Motion to 

Amend the Answer), Respondents paid an $800,000 settlement, approximately $235,000 

in legal fees to Olshan for FTC-related issues and advertising review, $71,000 to Olshan’s 

medical researcher (Inna Yegorova), $82,000 to other consultants, and roughly $152,000 

in legal fees for the defense of the Contempt Motion and this administrative proceeding. 

See RX 1. In addition, HRL and WBS’s small staff spent vast amounts of time responding 

to the FTC’s seemingly never-ending series of questions and document requests. See RX 1. 

Further, considering the experts necessary to defend the action and the extensive discovery 

sought by the FTC, Respondents could not continue to incur the financial burden of fighting 

the FTC. See RX 1. The expenses far exceeded the net profits from the four supplements 

in question.17 Eventually, Respondents decided that the best course of action was for the 

Respondents to cease all business operations for all products. HRL and WBS have 

permanently ceased all operations and have no intention of continuing any future business 

operations. 

17 HRL and WBS 
11 

https://question.17
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III. ARGUMENT AND OBJECTIONS 

A. No Evidence or Argument that the Challenged Practices Are Likely to Reoccur. 

The filing of the Administrative Complaint was unnecessary. Section 5 is a forward-

looking provision concerned with remedying ongoing conduct that poses a current risk to 

consumers. See New Std. Pub. Co. v. FTC, 194 F.2d 181, 183 (4th Cir. 1952) (“The 

commission is not authorized to issue a cease and desist order as to practices long 

discontinued, and as to which there is no reason to apprehend renewal.” (citations omitted). 

Thus, to be entitled to relief under Section 5, Complaint Counsel must prove that the 

challenged practices are likely to reoccur.18 Complaint Counsel failed to do so, and for good 

reason. 

The undisputed record makes plain that Respondent voluntarily ceased the 

challenged practices years ago.19 Complaint Counsel has the burden of proof. Complaint 

Counsel has introduced no evidence that the alleged acts or practices that are the subject of 

the Complaint are likely to recur. Complaint Counsel has not even argued that the conduct 

is likely to recur.20 Because of the lack of evidence of a likelihood of reoccurrence, “no 

18 See, e.g., Oregon-Washington Plywood Co. v. FTC, 194 F.2d 48, 51 (9th Cir. 1952); see also Dejay Stores 
v. FTC, 200 F.2d 865, 867 (2d Cir. 1952) (holding that Commission lacks authority to issue cease and desist 
order “when it appears that the practice has been ‘surely stopped’”). 
19 See CCX2 – Averill Affidavit, Attachment F (showing that the last advertisement was sent on August 22, 
2019). The Contempt Motion was filed on December 17, 2019. The Administrative Complaint was filed on 
November 13, 2020. 
20 See Oregon-Washington Plywood, 194 F.2d at 51 (“The record here is silent as regards the existence of 
any special circumstances suggesting a likelihood that the petitioners will resume the practices discontinued 
so many years prior to the issuance of the complaints. It seems, indeed, doubtful that the orders in question 
would have been entered had not the Commission erroneously indulged the presumption that the activities 
continued. The discretion residing in the Commission is a reasoned discretion, not an arbitrary one, and we 

12 

https://recur.20
https://reoccur.18
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order is necessary, nor should one be entered.” Oregon-Washington Plywood, 194 F.2d at 

51 (noting that “tackl[ing] this problem at the tomb instead of the womb” is inappropriate 

and subverts Section 5 because “the object of the proceeding is to stop the unfair practice”). 

For these reasons, Complaint Counsel is not entitled to, and the Commission cannot issue, 

the proposed relief. 

B.  Respondents’ Statement of Disputed Facts. 

Pursuant to Rule 3.12(b)(2), Respondents elected not to content the material factual 

allegations in the Complaint. Because Complaint Counsel seeks findings of fact beyond the 

facts alleged in the Complaint, Respondents assert the following objections to the proposed 

findings of fact requested by Complaint Counsel and aver that the facts below are disputed 

facts:21 

Multiple Proposed Facts With No Record Support (23, 24, 31, 32, 33, 34, 35, 39, 

40, 42, 43, 44, 48, 49, 50, 59, 61, 63, 64, 66, 67, 70, 71, and 82 through 90): The proposed 

facts in Complaint Counsel’s proposed Finding of Fact Nos. 23, 24, 31, 32, 33, 34, 35, 39, 

40, 42, 43, 44, 48, 49, 50, 59, 61, 63, 64, 66, 67, 70, 71, and 82 through 90 were included 

in the legal counts, not the allegations of fact, of the Complaint and are contested by 

are unable to see any substantial ground for inferring that the present public interest is served by the 
Commission's action.”). 
21 For ease of reference, the numbering of the objections corresponds to Complaint Counsel’s proposed 
findings of fact submitted on August 25, 2021. Rule 3.24 required that Complaint Counsel, as the movant, 
file a separate and concise statement of material facts. Complaint Counsel did not file a separate and concise 
statement of material facts. Pursuant to the Commission’s July 30, 2021 Order, the statement of disputed 
material facts are incorporated in this opposition, rather than a separate document. 

13 
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Respondents.22 Pursuant to 16 CFR § 3.12(b)(2), Respondents elected not to contest 

material allegations of facts. These statements are taken from Counts I through IV of the 

legal counts (not the factual allegations) of the Complaint and are hereby disputed. 

Complaint Counsel has the burden of proving all of these contested facts. See In re Pfizer, 

Inc., 81 F.T.C. 23 (1972) (discussing expert testimony and evidence needed). Because there 

is no evidence in the record for these proposed findings, these findings should be denied. 

Disclaimer Findings (27, 41, 46, and 65): Through proposed Finding of Fact Nos. 

27, 41, 46, and 65, Complaint Counsel seeks findings regarding the sufficiency and efficacy 

of disclaimers included in the advertisements, but Complaint Counsel has offered no expert 

testimony, customer surveys, or other evidence to prove the requested facts. Because 

Complaint Counsel has submitted no evidence in the record for the requested findings and 

these specific facts regarding the sufficiency and efficacy of the disclaimers are disputed, 

these proposed findings of fact should be denied. 

Maine Proceedings (73 through 92): Through proposed Findings of Fact Nos. 73 

through 92, the FTC seeks to include findings of fact related to the FTC’s failed attempt to 

seek contempt against Respondents in Maine. The FTC Rule of Practice governing 

administrative complaints states that a complaint must contain “[a] clear and concise 

factual statement sufficient to inform each respondent with reasonable definiteness of the 

22 Respondents are not contesting that the mailer included the statements and images referenced. Respondents 
are contesting the purported fact that the advertisements convey the claims that the referenced products cure, 
treat, or mitigate certain diseases. The FTC has presented no expert witness or other evidence in the record 
for these purported findings. See In re Pfizer, Inc., 81 F.T.C. 23 (1972). 

14 
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type of acts or practices alleged to be in violation of the law.” 16 C.F.R § 3.11. None of 

these proposed facts are included in the Complaint. 

Complaint Counsel sought permission to include some of these proposed facts in the 

Complaint, but ALJ Chappell denied that request. See Order Denying Complaint Counsel’s 

Motion to Amend the Complaint (signed March 12, 2021). ALJ Chappell ruled that 

“allowing the proposed amendments risk injecting into this case the merits of whether 

Respondents’ conduct violated the Maine consent judgment, which would complicate 

resolution of the case on the merits.” Id. ALJ Chappell also found that, “[u]nder these 

circumstances, allowing the proposed amended complaint would not serve the purpose of 

Rule 3.15(a)(1) and would also unnecessarily frustrate the right to obtain expedited 

proceedings under Rule 3.12(b)(2).” Complaint Counsel elected not to appeal this ruling. 

Respondents object to proposed Findings of Fact Nos. 73 through 92 because (a) 

the facts are not included in the live Complaint in this case and Respondents did not receive 

fair notice of these facts before Respondents elected not to contest the facts alleged in the 

Complaint; (b) these facts are not in the record created by the Complaint and the Answer, 

as set forth in Rule 3.12(b)(2); (c) these facts are irrelevant to this proceeding; (d) including 

these facts, and any later use of these facts by the FTC, would violate Respondents’ due 

process rights under the United States Constitution; and (e) as set forth below, relitigation 

of the issues decided in the Maine action is barred by the doctrines of quasi-estoppel, res 

judicata, and collateral estoppel. 

15 
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Curtis Walcker Hearsay Statements (93, 94, and 95). The statements attributed 

to Curtis Walcker are hearsay opinions of a witness who was not subject to cross 

examination. Complaint Counsel seeks to introduce the statements to prove that 

“Respondents did not make any changes to their Black Garlic Botanicals mailer after 

receiving” the purported feedback from Walcker. Complaint Counsel’s evidence does not 

prove this allegation, because there is no evidence regarding the dates of either mailer. 

Further, none of the requested findings regarding Curtis Walcker were included in the 

Complaint with “reasonable definiteness” or any “definiteness.” 16 C.F.R § 3.11. Pursuant 

to 16 C.F.R 3.12, ALJ Chappell found that Respondents had waived the right to hearing 

and that the parties could not engage in further discovery. Presenting these hearsay 

statements at the Eleventh hour when Respondents have to ability to cross-examine the 

witness violates Respondents’ due process rights and Respondents’ right to cross-examine 

adverse witnesses under the Sixth Amendment to the United States Constitution. 

C. Objections to Proposed Conclusions of Law. 

1. No Statutory Authority for Conclusions of Law. 

Section 5 of the FTC Act authorizes the FTC to “make a report in writing in which 

it shall state its findings as to the facts,” but nothing in Section 5 of the FTC authorizes the 

FTC to state its findings as to the law. See 15 U.S.C. § 45(b). Respondents object to all 

conclusions of law by the Commission. Neither the FTC Act, nor the United States 

Constitution, authorize the FTC to decide or opine on matters of law. 

16 
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2. Disguised Findings of Fact Within Purported Conclusions of Law. 

The Complaint does not include any allegations that the alleged conduct by 

Respondents was serious, deliberate, or intentional, or that Respondents disregarded the 

Stipulated Order. Yet, at this Eleventh hour, after Respondents exercised their right to not 

contest the facts alleged in the Complaint, Complaint Counsel now seeks to include 

numerous purported conclusions of law that are essentially unpled factual allegations 

regarding intent and deliberateness.  

Respondent vigorously dispute that Respondents deliberately or intentionally 

violated any provision of the FTC Act. Pursuant to 16 C.F.R. § 3.24(b), Respondents 

submit the Declaration of Kramer Duhon which shows (a) extensive efforts by Respondents 

to comply with the FTC’s never-ending requests over a multi-year period; (b) Respondents’ 

compliance with the Consent Judgment; (c) the origin and nature of the dispute with the 

FTC regarding the advertisements related to Black Garlic; (d) the constant changing nature 

of the FTC’s requests and demand; and (e) the valid reasons that Respondents elected not 

to contest the material allegations of fact in the Complaint. See RX 1. This declaration is 

incorporated by referenced in its entirety. This declaration counters the following proposed 

Conclusions of Law (i.e., factual allegations): Nos. 33, 34, 47, 48, 52, 56, 57, 58, 71, and 

75. This declaration also counters the allegations in the following proposed Findings of 

Fact: Nos. 88-90, and 93-95. 

Respondents object to all conclusions of law and findings of facts related to the 

allegation that the conduct of Respondents was deliberate or intentional (including any 

17 
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allegation that Respondents intentionally disregarded the Stipulated Order) on the 

following grounds: (a) the Complaint includes no allegations that any of the alleged 

violations were committed deliberately or intentionally; (b) injecting proposed findings on 

a standard of conduct at this stage of the case deprives Respondents of their due process 

rights under the United States Constitution; and (c) whether Respondents’ conduct was 

deliberate and intentional is a disputed fact issue for which summary disposition is improper 

(See RX 1). 

3. Relitigation of Maine Contempt Motion is Barred. 

In Proposed Conclusions of Law Nos. 33, 34, 48, 51, and 52, Complaint Counsel 

seeks conclusions of law regarding an alleged violation of the Consent Judgment entered in 

the United States District Court for the District of Maine. None of these allegations 

regarding the Maine action are included in the Complaint. See 16 C.F.R § 3.11. Further, 

due to the ruling in the Maine act, the FTC is estopped from now claiming that Respondents 

violated the Consent Judgment. 

On December 17, 2019, the FTC filed its Motion for Contempt and alleged that 

Respondents “brazenly” ignored “the Court’s order barring them from making 

unsubstantiated claims for their dietary supplements.”23 On August 12, 2020, U.S. District 

Judge Jon Levy of the United States District Court for the District of Maine found the 

following in his Order denying the Contempt Motion: 

23 See RX 1; see also RX 2 (Contempt Motion in FTC v. Health Research Laboratories, LLC, Case No. 2:17-
CV-00467-JDL, Dkt. No. 21, PageID# 182). 

18 
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Because I have previously determined that Section II.H is facially ambiguous, 
and because the Plaintiffs do not seek a hearing at which to offer extrinsic 
evidence to cure the ambiguity, I conclude that Section II.H does not “clearly 
and unambiguously” prohibit the Contempt Defendants’ allegedly 
contumacious conduct. Accordingly, I conclude as a matter of law that the 
allegations in the Plaintiffs’ motion for an Order to Show Cause fail to 
support a finding of civil contempt under Section II.H, and the Plaintiffs’ 
motion for an Order to Show Cause is denied. Additionally, because the 
Plaintiffs have represented that their motion to modify the Judgment “is 
predicated on Defendants’ contempt” under Section II.H, ECF No. 42 at 2, 
their motion to modify the Judgment is denied.24 

The issue of whether Respondents violated the Consent Judgment has been decided against 

the FTC. The FTC chose not to appeal that decision or to file an amended motion within 

the time period permitted by the Court. Under the doctrines of quasi-estoppel, res judicata, 

and collateral estoppel, Judge Levy’s August 12, 2020 decision bars any relitigation of the 

issue of whether Respondents violated the FTC’s ambiguous Consent Judgment, including 

any findings of fact or conclusions of law regarding the conduct that was the subject of the 

prior Contempt Motion. See In re Paige, 610 F.3d 865, 872 (5th Cir. 2010) (collecting 

authorities for the proposition that “it is beyond doubt that [an unappealed order] 

constitute[s] a final judgment on the merits” for res judicata purposes). 

D. Objections to Relief Requested by Complaint Counsel. 

As set forth in other sections of this Response, Complaint Counsel’s requested relief 

should be denied outright. But even if some relief were warranted—and it is not—only 

Section I of Complaint Counsel’s Proposed Order reasonably relates to Respondents’ 

24 See RX 1; see also RX 3 (Order in FTC v. Health Research Laboratories, LLC, Case No. 2:17-CV-00467-
JDL, Dkt. No. 52, PageID# 845). 

19 
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alleged misconduct. FTC v. Nat’l Lead Co., 352 U.S. 419, 428 (1957) (holding that the 

Commission’s cease and desist orders must have a “reasonable relation to the unlawful 

practices found to exist”). Imposing other obligations against Respondents is unreasonable, 

unnecessary, unconstitutional, and not statutorily permitted. 

1. Even if the Commission Could Issue the Requested Relief, Complaint 
Counsel’s Proposed Order Is Impermissibly Vague, Overbroad, and 
Unconstitutional. 

If the Commission issues any relief—and it should not—that relief should be 

confined to Section I of Complaint Counsel’s Proposed Order. Section I seeks to 

permanently ban Respondents from the supplements industry. This ban is effectively a 

cease and desist order that permanently prohibits Respondents from advertising, selling, 

and promoting all Dietary Supplements (not just the four supplements at issue) under all 

circumstances. 

Section I’s Dietary Supplements ban is the broadest “cease and desist” relief even 

possibly authorized by the FTC Act. Imposing other obligations against Respondents is 

unreasonable, unnecessary, unconstitutional, and not statutorily permitted. 

2. Sections I and II: The FTC Death Penalty Cease and Desist. 

For companies that have sold only supplements, Sections I and II of the Proposed 

Order are the business equivalent of the death penalty. Section I seeks to permanently ban 

Respondents from advertising, marketing, promoting, offering for sale any Dietary 

Supplement (not just the four supplements at issue) or assisting others in the advertising, 

marketing, promoting, or offering for sale any Dietary Supplement. Section II seeks to 

20 
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permanently ban Respondents from “advertising, marketing, promoting, or offering for 

sale” any product (not just Food, Drugs, or Dietary Supplements) that purportedly “cures, 

treats, mitigates, prevents, or reduces the risk of any disease.” These restrictions fail for 

several reasons. 

First, “any product” that purportedly “cures, treats, mitigates, prevents, or reduces 

the risk of any disease” is facially overbroad and bears no reasonable relation to the four 

Dietary Supplements at issue. This restriction could apply to anything—from sneakers 

(which could be used for exercise and thus reduce the risk of disease) to toothbrushes 

(prevents gum disease) to keyboards (mitigates the risk of carpal tunnel). E.g., Chrysler 

Corp. v. FTC, 561 F.3d 357, 365 (D.C. Cir. 1977) (deleting remedies with “potentially 

limitless” application as “lack[ing] a reasonable relationship to the violations found to 

exist”). The proposed prohibition also purports to apply regardless of the efficacy of the 

products in preventing disease. 

Second, the relief in Section II is vague and unpled. Respondents have a due process 

right to fair notice of the contours of any cease and desist order issued by the Commission. 

LabMD v. FTC, 894 F.3d 1221, 1235 (11th Cir. 2018). This means that both the 

Complaint and Proposed Order must spell out with “clarity and precision” Complaint 

Counsel’s requested relief. Id. But Section II’s relief is neither contained in the Complaint 

nor specific. As discussed above, “any product” that purportedly “cures, treats, mitigates, 

prevents, or reduces the risk of any disease” is virtually limitless. Accordingly, and “given 

the severity of the civil penalties a district court may impose for the violation of a cease and 

21 
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desist order,” awarding the relief sought in Section II of the Proposed Order would violate 

Respondents’ due process rights. Id. 

Third, Section II violates Respondents’ First Amendment rights. To start, Section II 

fails the test articulated by the Supreme Court in Central Hudson Gas & Elec. Corp. v. 

Pub. Serv. Comm’n of N.Y., 447 U.S. 557, 566 (1980), which requires (i) an asserted 

governmental interest that is substantial; (ii) regulation that directly advance the 

governmental interest; and (iii) regulation that is not more extensive than is necessary to 

serve the governmental interest. Respondents voluntarily stopped the challenged practices 

years ago. So on its face, Section II does not involve a substantial government interest.  

Even if it did, its sweeping prohibitions do not directly advance that interest and are far 

broader than necessary to serve that interest.25 Moreover, Section II amounts to an 

unlawful prior restraint on free speech by prohibiting Respondents from making “any 

representation, expressly or by implication, that a product cures, treats, mitigates, prevents, 

or reduces the risk of any disease.” As addressed above, this prohibition is so broad that it 

could reach every product in the marketplace. Complaint Counsel’s suggestion that this is 

not a true prior restraint disregards both Section II’s plain text and the stark penalties 

Respondents face for potential disobedience. Complaint Counsel’s argument that the prior 

restraint doctrine does not apply to commercial speech likewise falls flat. See N.Y. Mag. v. 

Metr. Transp. Auth., 136 F.3d 123, 131–32 (2d Cir. 1998). 

25 E.g., Ocheesee Creamery LLC v. Putnam, 851 F.3d 1228, 1240 (11th Cir. 2017) (“The State’s mandate 
was clearly more extensive than necessary to serve its interest in preventing deception and ensuring adequate 
nutritional standards.”). 

22 
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Banning Respondents from making any “disease” claims about “any product” is 

overly broad, unconstitutionally vague, and not reasonably related to the conduct that is 

the subject of the Complaint. For these reasons, Section II should be deleted. 

3. Sections III, IV, and V: FTC’s Request for Unnecessary and Unreasonable 
Additional Prohibitions on the Sale of Food and Drugs. 

Considering the broad and sweeping nature of Sections I and II, the other section of 

Complaint Counsel’s Proposed Order are unnecessary and unreasonable and will only lead 

to further confusion. Sections III and IV prohibit Respondents, their agents, and persons 

working in concert or participation with Respondents from making misleading 

representations or misrepresentations regarding any Food or Drug. Section V requires 

certain human clinical tests or studies if Respondents make any representations regarding 

any tests or studies related to any Food or Drug. 

Sections III, IV, and V fail for the same reasons detailed above as to Section II—they 

are facially overbroad and bear no reasonable relation to the four Dietary Supplements at 

issue, are vague and unpled and thus violate Respondents’ due process rights, and violate 

Respondents’ First Amendment rights both under Central Hudson and as unlawful prior 

restraints on speech. 

Simply put, there is no evidence that Respondents have ever made any 

representations regarding any products other than Dietary Supplements. Given that 

Respondents are banned from the supplements industry, it is neither reasonable nor 

necessary to ban Respondents from making representations regarding Food and Drugs. 

23 
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Banning Respondents and persons working in concert with Respondents from making any 

misrepresentations regarding any Food or Drug is overly broad, unconstitutionally vague, 

and not reasonably related to the conduct that is the subject of the Complaint. 

4. Section VI through XII: Statutorily Unauthorized Obligations. 

Sections VI through XII of Complaint Counsel’s Proposed Order seek to impose a 

series of obligations upon Respondents far beyond the statutorily authorized cease and 

desist order. Proposed Section VI would require Respondents to identify all Eligible 

Customers, mail FTC-drafted letters to all Eligible Customers, and submit reports and data 

to the FTC. Proposed Section VII would control Respondents’ customer data and, if 

requested by the FTC, require Respondents to destroy the data.26 

Proposed Section IX is the FTC’s “scarlet letter” requirement. Section IX seeks to 

require for twenty years that Respondents provide a copy of the Order to every future 

business associate and employee and that Respondent obtain a “signed and dated 

acknowledgment of receipt” of the Order for all such persons.27 Under Proposed Section 

X, the FTC seeks to require Respondents for twenty years to submit periodic compliance 

reports, under the penalty of perjury, that require Respondents to provide a host of 

information and data. For example, Proposed Section X seeks to require Respondents to 

26 Respondents do not challenge Proposed Section VIII because Respondents have already voluntarily canceled 
all subscription plans. 
27 This provision is one of the most offensive requested by Complaint Counsel.  If a future business associate 
or employees decides that he or she does not want to sign the FTC’s Acknowledge Form (which is, of course, 
their right), Respondents could face massive civil penalties. See LabMD, 894 F.3d at 1234 (noting that “[t]he 
imposition of penalties upon a party for violating an imprecise cease and desist order—up to $41,484 per 
violation or day in violation—may constitute a denial of due process.”). 

24 
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(a) identify and describe all future businesses and all business activity (including businesses 

that have nothing to do with Dietary Supplements);28 (b) describe in detail how Respondents 

are in compliance with the Order; and (c) identify all future employment, and all addresses 

and telephone numbers. Proposed Section XI seeks to require Respondents for twenty years 

to “create” and “retain” (a) accounting records showing revenue, costs, and profit from all 

good and services (not just Dietary Supplements); (b) personnel records for all employees; 

(c) consumer complaints and refund requests (regardless of the business); (d) “records 

necessary to demonstrate full compliance with each Provision of this Order, including all 

submissions to the Commission”; (e) advertising and marketing materials regarding any 

representations; and (f) other records. Respondents must also somehow create records 

“that tend to show any lack of compliance by Respondents with this Order.” Cf. FTC v. 

Colgate-Palmolive Co., 380 U.S. 374, 392 (1965) (holding FTC cease and desist orders 

must be “clear and precise”) 

Proposed Section XII would require Respondents for the next twenty years to submit 

additional compliance reports, produce whatever documents are requested by the FTC, 

answer interrogatories, and “sit for investigative hearings” within 30 days of a request. 

Proposed Section XII would require Respondents to “permit representatives of the 

Commission” to interview “anyone affiliated” with “any Respondent.” This imprecise and 

impermissible provision would arguably require the Respondents to compel their spouses, 

28 At least one Circuit has found that this exact provision was impermissible. See Fanning v. FTC, 821 F.3d 
164, 177 (1st Cir. 2016). 

25 
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children, priests, or lawyers to testify before the FTC or face civil penalties of $41,484 per 

violation.29 

The relief requested by the FTC in Proposed Sections VI through XII of the Proposed 

Order is not authorized by the FTC Act. See 15 U.S.C. § 45(b). Sections VI through XII of 

the Proposed Order do not instruct Respondents to “cease and desist” from any act or 

practice. See, e.g., LabMD, 894 F.3d at 1237 (vacating cease and desist order that did “not 

enjoin a specific act or practice” but mandated broad affirmative relief). Instead, these 

provisions are the equivalent of a mandatory injunction that command Respondents to take 

numerous indefinite actions for a twenty-year period or else face severe penalties. The FTC 

Act only authorizes the Commission to enter “an order requiring” Respondents to “cease 

and desist from using such method of competition or such act or practice.” 15 U.S.C. § 

45(b). Section 5 of the FTC does not authorize the FTC to enter a mandatory injunction 

that commands Respondents to take affirmative actions for twenty years.30 

The relief requested by the FTC in Proposed Sections VI through XII of the Proposed 

Order violates Respondents’ due process rights because these commands were not identified 

with “reasonable definiteness” in the Complaint. LabMD v. FTC, 894 F.3d 1221, 1235 

(11th Cir. 2018). The FTC Rules of Practice require that a complaint contain “[a] clear 

29 Sections 5(l ) and 5(m)(1)(B) of the FTC Act set the maximum penalty at $10,000, but the Commission 
may adjust this figure for inflation under 16 C.F.R. § 1.98. The current penalty of $41,484 figure applies to 
penalties assessed after January 22, 2018. Id 
30 Compare 15 U.S.C. § 45(b) (defining the FTC’s power as the ability to enter a cease and desist order) with 
15 U.S.C. § 53 (granting the district courts, not the FTC, the right provide equitable relief through a 
permanent injunction). 

26 

https://years.30
https://violation.29


FEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 30 of 465 * PUBLIC *

 
 

  

           

                  

             

         

             

            

               

            

             

             

            

             

            

         

              

           

              

              

               

             

          

PUBLIC 

and concise factual statement sufficient to inform each respondent with reasonable 

definiteness of the type of acts or practices alleged to be in violation of the law.” 16 C.F.R 

§ 3.11. As noted by the Eleventh Circuit, “the remedy the complaint seeks must comport 

with this requirement of reasonable definiteness.” See id. Injecting these burdensome, 

imprecise, and overly broad commands into the cease and desist order now, which would 

subject Respondents to severe penalties if the commands are not followed, violates 

Respondents’ due process rights. Id. At 1235–37; see BMW of N. Am., Inc. v. Gore, 517 

U.S. 559, 574 & n.22, (1996) (“Elementary notions of fairness enshrined in our 

constitutional jurisprudence dictate that a person receive fair notice . . . of the conduct that 

will subject him to punishment . . . [T]he basic protection against judgments without notice 

afforded by the Due Process Clause is implicated by civil penalties.”) (cleaned up); Sessions 

v. Dimaya, 138 S. Ct. 1204, 1228–29 (2018) (Gorsuch, J., concurring) (suggesting that the 

severity of a civil penalty corresponds with the degree of fair notice of unlawful conduct 

that must be afforded to the defendant). 

The overly broad and imprecise nature of the commands in Sections VI through XII 

of Complaint Counsel’s Proposed Order violates Respondents’ due process rights. 

Administrative cease and desist orders are required to be clear and precise to avoid raising 

questions as to their meaning and application. See FTC v. Colgate-Palmolive Co., 380 U.S. 

374, 392, 85 S.Ct. 1035, 1046, 13 L.Ed.2d 904 (1965). The commands in Proposed 

Sections VI through XII do not clearly and precisely state what conduct is prohibited, are 

statutorily unauthorized, and are not reasonably related to the challenged practices. 
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E. Other Objections to this Part 3 Administrative Process. 

Respondents object to this administrative process and the entry of a cease and desist 

order on the following grounds, and request a ruling on these objections: 

1. Violation of Article II of the United States Constitution and the Constitution’s 
Separation of Powers. 

Respondents object to an administrative cease and desist order by this Commission 

because the FTC’s administrative process and structure violates Article II of the United 

States Constitution. The Commissioners are not subject to Presidential control and cannot 

be removed by the President except for “inefficiency, neglect of duty, or malfeasance in 

office.” 15 U.S.C. § 41. This structure violates Article II of the Constitution and the 

Constitution’s separation of powers. See Seila Law LLC v. Consumer Financial Prot. 

Bureau, 140 S.Ct. 2183, 2193 (2020) (“The President’s power to remove—and thus 

supervise—those who wield power on his behalf follows from the text of Article II, was 

settled by the First Congress, and was confirmed in the landmark decision Myers v. United 

States, 272 U.S. 52 (1926).”). To be clear, Respondents contend that the 1935 decision by 

the Supreme Court of the United States in Humphrey’s Executor v. U.S., 295 U.S. 602 

(1935), which was “fundamental departure from our constitutional structure with nothing 

more than handwaving and obfuscating phrases such as ‘quasi-legislative’ and ‘quasi-

judicial,’”31 was wrongly decided. The United States Constitution did not authorize 

31 See Seila Law LLC v. Consumer Financial Prot. Bureau, 140 S.Ct. 2183, 2216 (2020) (J. Thomas, 
concurring). 

28 
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Congress to create the FTC as a “quasi-legislative” or “quasi-judicial” body whose 

leadership is not subject to at-will removal by the Executive Branch.  

2. The FTC’s request for a mandatory injunction is beyond the permissible 
scope of relief provided by 15 U.S.C. § 45(b). 

As previously discussed, Section 5 of the FTC Act does not include a general grant 

of authority for the FTC to enter whatever relief it deems appropriate. See 15 U.S.C. § 

45(b). Instead, the FTC’s authority under 15 U.S.C. § 45(b) is limited to entering an order 

against the Respondents “to cease and desist from using such method of competition or 

such act or practice” identified in the Complaint. 15 U.S.C. § 45(b). Nothing in language 

of Section 5 of the FTC Act grants the FTC authority to enter an order that grants equitable 

relief to the FTC or commands a party to take certain future actions or face severe civil 

penalties. The relief requested by Complaint Counsel in Sections IV through XII of 

Complaint Counsel’s Proposed Order is equitable relief, which the Commission is not 

authorized to grant under the FTC Act or the United States Constitution. 

3. Violation of the Respondents’ Due Process Rights. 

The FTC’s combined role of prosecutor, judge, and jury in the administrative 

proceedings violates the Due Process Clause of the Fifth Amendment to the United States 

Constitution. Due process requires “notice of the factual basis” of the Government’s 

assertions “and a fair opportunity to rebut the Government’s factual assertions before a 

neutral decisionmaker.” Hamdi v. Rumsfeld, 542 U.S. 507, 533 (2004). Any use of the 

findings of fact—which are decided without due process—to deprive Respondents of 
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property in a later action under 15 U.S.C. § 57b violates the Due Process Clause of the Fifth 

Amendment. See 15 U.S.C. § 57b(c). In particular, Respondents contend the provisions of 

the FTC Act that require the Commission’s findings of fact, if supported by evidence, to be 

“conclusive” are unconstitutional and violate the Due Process Clause of the Fifth 

Amendment because (a) the Commissioners who decide the facts are not neutral 

decisionmakers; and (b) the process by which the Commissioners decide the facts is 

unconstitutional. See 15 U.S.C. § 45(c) and 57b(c). 

4. Violation of the FTC’s Rules and Respondents’ Constitutional Rights. 

Under 16 C.F.R. § 3.11, the Complaint is required to include “[a] clear and concise 

factual statement sufficient to inform each respondent with reasonable definiteness of the 

type of acts or practices alleged to be in violation of the law.” 16 C.F.R § 3.11. Under 16 

C.F.R. § 3.12(b)(2), the Complaint and the Amended Answer in this case provide “a record 

basis on which the Commission shall issue a final decision containing appropriate findings 

and conclusions and a final order disposing of the proceeding.” 16 C.F.R § 3.12(b)(2). 

Respondents’ Amended Answer had the effect of dispensing with a hearing in this case and 

removing the proceedings to the Commission for determination of a final order. See 16 

C.F.R § 3.12(b)(2). In 2009, the Commission changed its Rules of Practice to “eliminate 

the ALJ’s authority to render an initial decision when the allegations of the complaint are 

admitted or there is a default. In those cases, the Commission would issue a final decision 

30 
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on the basis of the facts alleged in the complaint.” 74 Fed. Reg. 1804, 1808 (Jan. 13, 2009) 

(interim final rules with request for comment).32 

The Commission’s decision to issue findings of fact for facts that are not part of the 

record created by the Complaint and Answer violates the FTC’s regulations, the FTC’s prior 

rules, Respondents’ due process rights, and Respondents’ rights under the Fifth, Sixth, and 

Fourteenth Amendments to the United States Constitution. 

IV. CONCLUSION AND PRAYER 

For the reasons set forth herein, Respondents request that the Commission deny any 

requested summary disposition and dismiss the Complaint or, in the alternative and based 

on the record created by the Complaint and Answer, enter cease and desist order prohibits 

the acts or practices alleged in the Complaint without imposing additional mandatory 

obligations on the Respondents. 

32 In explaining the 2009 amendments to Rule 3.12(b)(2), the Commission stated that “the Commission would 
issue a final decision on the basis of the facts alleged in the complaint.” 74 Fed. Reg. at 1808. The Commission 
further noted that where the allegations are admitted pursuant to Rule 3.12(b), there would be no evidence 
to hear or “voluminous record” to review, and therefore, it would be more “efficient for the Commission to 
issue a final opinion and order without the intermediate step of an ALJ’s initial decision.” 73 Fed. Reg. 58832, 
58836 (Oct. 7, 2008) (Proposed Rules). In explaining the 2009 amendments to Rule 3.12(b)(2), the 
Commission also stated that these “cases can be resolved more expeditiously … the only issues in such cases 
are legal or policy ones.” 74 Fed. Reg. at 1808. 

31 

https://comment).32


FEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 35 of 465 * PUBLIC *

 
 

  

        

  
 

          
    

     
 

   
      

 
 

       
   

   
     

 

        

   
 

          
        

 
   

 
   

     
   

 
 

     
   

   
    

   
   

   
  

  
 

 

 

 
             
         
 

PUBLIC 
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Rohit Chopra 
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Christine S. Wilson 

In the Matter of 

HEALTH RESEARCH LABORATORIES, LLC, 
a limited liability company, 

WHOLE BODY SUPPLEMENTS, LLC, 
a limited liability company, and 
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individually and as an officer of HEALTH 
RESEARCH LABORATORIES, LLC and 
WHOLE BODY SUPPLEMENTS, LLC 
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UNITED STATES OF AMERICA 
BEFORE THE FEDERAL TRADE COMMISSION 

COMMISSIONERS: Lina Khan, Chair 
Noah Joshua Phillips 
Rohit Chopra 
Rebecca Kelly Slaughter 
Christine S. Wilson 

In the Matter of 

HEALTH RESEARCH LABORATORIES, LLC, 
a limited liability company, 

WHOLE BODY SUPPLEMENTS, LLC, 
a limited liability company, and 

KRAMER DUHON, 
individually and as an officer of HEALTH 
RESEARCH LABORATORIES, LLC and 
WHOLE BODY SUPPLEMENTS, LLC 

DOCKET NO. 9397 

DECLARATION OF KRAMER DUHON 

I, Kramer Duhon, hereby declare: 

I. Background Information. 

1. My name is Kramer Duhon. I am the CEO of Health Research Laboratories, 
LLC (“HRL”) and Whole Body Supplements, LLC (“WBS”). I, along with HRL and WBS, 
are collectively referred to as the “Respondents.” 

2. I have owned and managed HRL since approximately 2007 and WBS since 
approximately 2015. HRL and WBS were extremely small companies. From the formation 
of each company until they ceased all marketing in 2019, HRL and WBS had between two 
and four shared employees, including me. At no time did HRL and WBS collectively have 
more than six shared employees, including me. 

3. During the entire time of their existence and operation, there were no 
consumer lawsuits filed against HRL or WBS. In addition, during its entire existence, HRL 

1 
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only had one federal regulatory warning letter which was resolved in approximately 
October 2014.1 

4. At least a year prior to the FTC’s filing of the Administrative Complaint in 
this action, HRL and WBS ceased all marketing of all products. Both companies are still 
in existence, but, due to the FTC’s activities, the companies have no employees and have 
ceased all operations. 

5. Although I did not know it at the time, HRL and WBS started their path 
towards closure when I received the FTC’s Civil Investigative Demand in early 2015. 

II. The 2015 Civil Investigative Demand. 

6. On or about January 7, 2015, I received a Civil Investigative Demand 
(“CID”) from the FTC and immediately hired the law firm of Olshan Frome Wolosky LLP 
(“Olshan”) to represent Respondents in connection with the CID and all other legal issues 
related to the FTC.2 From January 7, 2015 until I terminated Olshan’s representation on or 
about November 13, 2019, Olshan represented the Respondents.3 

7. The CID was a shock and surprise to me when I received it. I had never 
received a CID before and I had no idea what a CID was. I remember the day distinctly 
because it was my last day of chemotherapy treatment for Hodgkin lymphoma. 

8. The CID initiated a multi-year process through which Respondents provided 
information and documents requested by the FTC. As explained in detail below, 
Respondents spent hundreds of hours and hundreds of thousands of dollars providing the 
information and documents requested by the FTC. Respondents tried to diligently answer 
the FTC’s interrogatories and to promptly provide documents requested by the FTC. As 
explained in more detail below, Respondents provided names, addresses, and telephone 
numbers for their suppliers and vendors so that the FTC could verify the information 
provided was accurate and complete. Respondents provided multi-year spreadsheets that 
included detailed product and financial information. Over the course of several years, 
Respondents provided thousands of pages of documents and answered hundreds of written 
interrogatories. Providing the information and documents requested by the FTC was all-

1 The warning letter was from the U.S. Food and Drug Administration and was promptly resolved without 
any legal or administrative action. 
2 Based on information that we found on the Olshan website, I believed Mr. Lustigman to be a very 
experienced advertising lawyer with specific expertise and experience in the law and regulations related to the 
FTC. Attachment A is a copy of Mr. Lustigman’s resume from the Olshan website. 
3 I am providing the information in this paragraph for background purposes because, as explained below, 
Olshan had numerous communications with the FTC over a period of several years. Most, if not all, of my 
communications with the FTC described in this declaration were through my counsel at Olshan. 

2 
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consuming because the requests constantly changed and evolved over time. Examples of 
the many communications with the FTC include the following:4 

a. On January 30, 2015, Respondents answered more than a dozen of the 
FTC’s interrogatories5 regarding Respondents’ corporate structure, 
ownership, officers, directors, affiliates, and business relationships. 

b. On January 30, 2015, the FTC sent a letter that provided a detailed schedule 
for three more rounds of discovery under which, over the course of months, 
Respondents were required to answer dozens of interrogatories and to 
provide thousands of documents. 

c. On February 24, 2015, pursuant to the FTC’s request, Respondents 
provided a 19-page supplemental response to the FTC’s CID, along with 
2,918 pages of documents requested by the FTC. Respondents provided the 
names of the ingredients for their products, the names and contact 
information for their suppliers, detailed product and financial information,6 

the URL addresses for their websites, the educational background and work 
history of the individual Respondent, billing and refund information, copies 
of consumer complaints, and other information. 

d. On March 16, 2015, pursuant to the FTC’s request, Respondents produced 
additional documents and responded to numerous additional 
interrogatories. 

e. On April 14, 2015, the FTC sent a letter claiming that there were deficiencies 
in the production submitted by HRL and requested that HRL provide 
additional information and documents in response to dozens of 
interrogatories and requests for documents. 

f. On May 12, 2015, The FTC sent an email, requesting dozens of additional 
items, including the substantiation for all of the products, documents related 
to the FDA warning letter, documents regarding customer service scripts, 
correspondence with numerous vendors, customer policies and training 
manuals, lists of upsold products, names of endorsers and testimonalists for 
products, names of all persons who created, evaluated, or approved all 

4 Respondents likely do not have a complete record of all communications between Olshan and the FTC 
because Respondents do not have access to Olshan’s records. 
5 Many of the interrogatories served by the FTC had multiple subparts. For purposes of this declaration, I 
refer to each subpart as a separate interrogatory. 
6 Respondents provided the per unit wholesale price, per unit retail price, number of units sold, gross sales 
per year, gross sale revenue, total dollar amount provided in refunds, total dollar amount spent on marketing, 
advertising and promotion, and total dollar amount spent on research and development. 

3 
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advertising, information on all web-based pop-up ads, banners or other 
internet content, inbound customer service voice records, names of all 
companies affiliated with Respondents, and other information. 

g. On June 30, 2015, pursuant to the FTC’s request, Respondents sent the FTC 
audio recordings for approximately 133 inbound customer calls. 

h. On August 19, 2015, the FTC requested additional information regarding 
mailing lists and mail codes. 

i. On August 31, 2015, the FTC requested additional customer information 
and additional information regarding the recorded calls provided to the 
FTC. 

j. On September 9, 2015, Respondents provided the additional information 
and documents. The FTC immediately requested additional information 
regarding certain customer calls. 

k. On October 15, 2015, pursuant to the FTC’s request, Respondents provided 
12 additional customer recordings. 

l. On October 20, 2015, the FTC requested recordings for 12 inbound customer 
calls. Respondents immediately responded and advised the FTC that the 
inbound calls (with the exception of two recordings) were already sent to the 
FTC. 

m. On October 22, 2015, pursuant to the FTC’s request, HRL provided two 
additional customer recordings. 

n. On April 7, 2016, after not hearing from the FTC for several months, the 
FTC requested that HRL update its responses to numerous interrogatories. 

o. On April 29, 2016, HRL advised the FTC that two of the products at issue 
had not been affirmatively marketed since prior to the receipt of the CID and 
that HRL had discontinued the alleged claims to which the FTC raised 
questions. HRL also provided supplemental sales and refund information 
and updated information regarding its vendor relationships. 

p. On October 17, 2016, after more than 20 months of investigating HRL, the 
FTC advised HRL’s counsel that the FTC and the Maine Attorney General 
wanted to seek authority to engage in consent negotiations regarding certain 
advertising and marketing practices. 

4 
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q. On November 29, 2016, the FTC advised HRL’s counsel that the FTC and 
the Maine Attorney General had approved a proposed federal complaint, 
but had authorized the FTC counsel to negotiate a resolution of the 
complaint charges. The FTC wanted “consumer redress,” which it 
calculated as “gross sales (including from continuity sales) minus refunds.” 
The FTC included a proposed Stipulated Final Judgment and Order for 
Permanent Injunction and Other Equitable Relief that the FTC had drafted, 
as well as a copy of the proposed Complaint that the FTC was threatening 
to file. 

r. On December 2, 2016, HRL’s counsel advised the FTC that it was interested 
in pursuing a settlement with the FTC and Maine. 

s. On January 6, 2017, the FTC requested additional revenue and sales 
information and additional information regarding the marketing involving 
two products. 

t. On January 13, 2017, HRL’s counsel provided the additional information 
requested by the FTC on January 6, 2017. 

u. On January 18, 2017, the FTC requested additional information regarding 
gross sales by HRL, the Duhons’ tax payments, the income from other 
sources on the Duhons’ tax returns, foreign bank accounts, foreign income, 
compensation paid to officers, balance sheets and income statements for 
other companies, payments for personal expenses, and QuickBooks reports 
for sales and refunds. 

v. On February 10, 2017, the FTC requested information and documents 
regarding Respondents’ income, assets, bank account statements, and other 
documents. The FTC threatened that, if it did not receive the additional 
information quickly, the FTC would prepare a complaint against 
Respondents. 

w. On February 21, 2017, the Respondents provided additional financial 
documents requested by the FTC. 

x. On February 23, 2017, the FTC sent a letter to Respondents’ counsel, 
requesting additional bank statements, documentation regarding 
investments, account statements from closed bank accounts, statements from 
several investments, and payment information on more than a dozen checks. 

y. On March 8, 2017, the FTC requested additional documents. 

5 
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z. On March 16, 2017, the FTC requested detailed information and documents 
regarding numerous financial transactions, accounts, and investments, 
including payments from my retirement account, names and contact 
information for the administrators of several investments, and additional 
statements for certain investments and bank accounts.  

aa. On April 7, 2017, at my request, I met with Thomas Pahl, the Acting 
Director of the FTC’s Bureau of Consumer Protection, at the FTC’s offices 
in Washington, D.C., in an attempt to resolve the FTC’s threatened 
complaint against me. On April 6, 2017, the day prior to the meeting, FTC’s 
Complaint Counsel sent me a list of 18 items (with multiple subparts each), 
seeking information and documents regarding various financial transactions 
over the previous five years. At the meeting, I provided some of the 
additional information requested by the FTC. After the meeting, the FTC’s 
counsel requested additional bank statements for additional periods of time. 

bb.On April 7, 2017, the FTC contacted one of Respondents’ vendors and 
requested detailed sales data for all products from 2013 to 2017. 

cc. On April 18, 2017, the FTC sent a revised offer to settle the monetary part 
of the proposed Complaint that the FTC had threatened to file. After 
assessing Respondents’ financial information, the FTC apparently concluded 
that Respondents simply did not have the ability to pay the amounts 
demanded by the FTC. 

dd.On April 26, 2017, the FTC sent a request to one of Respondents’ vendors 
to provide sales data for all HRL products from 2013 and all Client 
Relationship Management data for several years. 

ee. On May 17, 2017, the FTC requested additional information and documents 
from one of HRL’s vendors, including information regarding amounts spent 
by customers, total returns by customers, customer complaints, and refunds. 

ff. On May 24, 2017, the FTC sent a letter to Respondents’ counsel requesting 
detailed information regarding product advertising, websites, revisions to 
customer scripts, and changes to marketing. 

gg. On August 2, 2017, Respondents’ counsel sent a seven page “White Paper,” 
attempting to address the FTC’s concerns regarding the products at issue and 
issues with the FTC’s proposed Consent Judgment. Respondents provided 
information regarding studies on the products at issue and agreed to many 
of the prohibitions requested by the FTC in its proposed Consent Judgment. 

6 
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hh.On or about August 9 or 10, 2017, at my counsel’s request, I met with 
Commissioner McSweeney, Acting Chairman Ohlhausen, and others at the 
FTC’s offices in Washington D.C., in another attempt to resolve the FTC’s 
complaints. 

ii. On September 7, 2017, the FTC sent the proposed Consent Judgment to 
Respondents’ counsel with additional changes and prohibitions, which 
Respondents’ counsel accepted on September 14, 2017. 

jj. On November 14, 2017, I received notice that the FTC had approved the 
settlement. At that time, I thought all issues with the FTC had been resolved. 

The above list is not intended to be an exhaustive list of all communications with 
the FTC or all requests from the FTC. I am certain that there were dozens of telephone 
calls and numerous other written communications over the almost three year period from 
the service of the CID to the filing of the Consent Judgment. During this entire time period, 
I tried to provide the FTC with the information and documents it requested and to resolve 
its concerns. 

9. By November 2017, I thought that this issues with the FTC would be finally 
resolved through an agreed order submitted to a federal court in Maine. 

III. The Consent Judgment. 

10. On November 30, 2017, the FTC and the State of Maine filed their 
Complaint against Respondents in the United States District Court for the District of Maine, 
along with a Joint Motion to Enter Final Judgment. On January 15, 2018, the Court signed 
a Stipulated Final Judgment and Order for Permanent Injunction and Other Equitable 
Relief (the “Consent Judgment”). 

11. The Respondents actively tried to comply with the requirements of the 
Consent Judgment. Examples include the following: 

a. The Consent Judgment banned Respondents from making any 
representations regarding weight loss in connection with the sale of any 
Dietary Supplement, Food, or Drug. Respondents stopped selling all weight 
loss products before the Consent Judgment was signed and, after the date of 
the Consent Judgment, Respondents have not made any of the “banned 
weight-loss claims” referenced in paragraph I of the Order. 

b. The Consent Judgment banned Respondents from making any 
representations regarding joint-related disease claims and Alzheimer’s 
disease, memory, and cognitive performance claims in connection with the 
sale of any Dietary Supplement, Food, or Drug. Respondents stopped selling 

7 
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all of such products before the Consent Judgment was signed and, after the 
date of the Consent Judgment, Respondents have not made any of the 
“prohibited representations” regarding “other weight-loss claims, joint-
related disease claims, and Alzheimer’s Disease, memory, or cognitive 
performance claims” referenced in paragraph II of the Order. 

12. Respondents took many other actions to comply with the Consent Judgment, 
including preserving records, making required disclosures to customers and the FTC, 
obtaining informed consent for billing, honoring refunds, providing a simple mechanism 
for consumers to stop recurring charges, providing periodic compliance reports, and 
numerous other activities. 

13. After the Respondents settled with the FTC and I had paid the FTC $800,000, 
I assumed that all matters in dispute with the FTC had been resolved. Consequently, on 
March 29, 2018, pursuant to the Consent Judgment, Respondents’ counsel submitted the 
required Compliance Report and the required acknowledgment forms from seven vendors 
and business associates. Unfortunately, soon thereafter, the FTC started another campaign 
of requests for documents and information. Examples of the communications with the FTC 
include the following: 

a. On April 19, 2018, the FTC sent a letter to Respondents’ counsel, requesting 
a list of all persons who received a copy of the Consent Judgment, 
information regarding entities that acknowledged receipt of the Consent 
Judgment, names of employees that provide the post-sale consumer support, 
and a list of goods and services that Respondents advertise or sell. 

b. On May 11, 2018, pursuant to the FTC’s request, Respondents’ counsel 
provided the FTC with a Supplemental Compliance Report that provided 
information regarding the persons and entities that had received a copy of 
the Consent Judgment, the name of the entity that provided post-sale 
customer support, and information regarding the goods and services sold 
since the date of the Consent Judgment. 

c. On May 21, 2018, the FTC sent a letter to Respondents’ counsel, requesting 
that Respondents provide detailed information regarding products being 
sold and that Respondents produce all advertisements, scripts, direct mail 
pieces, website pages, and other documents for all products sold since April 
19, 2017. 

d. On December 19, 2018, the FTC requested additional information and 
documents regarding total revenue for Respondents’ products, refunds and 
chargebacks for products, complaints received, testimonials, and scientific 
studies or other documentation regarding Respondents’ products. 

8 
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e. On January 30, 2019, pursuant to the FTC’s request, Respondents’ counsel 
provided the FTC with information regarding consumer complaints, 
scientific studies regarding various products, and additional information. 

f. On March 28, 2019, the FTC requested the quantity of each ingredient in 
one of Respondent’s products, additional information regarding 
chargebacks and refunds, and additional information regarding any 
complaints from consumers regarding refunds. 

g. On June 6, 2019, the FTC sent another letter to Respondents’ counsel. The 
FTC contended that it had reviewed the purported substantiation submitted 
by Respondents in response to the FTC’s December 2018 letter and it did 
not identify any “human clinical testing of Black Garlic Botanicals, BG-18, 
Ultimate Heart Formula, or any essentially equivalent product as defined in 
the Order, showing that the three products cure, mitigate, or treat heart 
disease, atherosclerosis, or hypertension.” The FTC also claimed that it was 
necessary to have human clinical testing on Neupathic. The FTC also 
requested information regarding the total revenue from these products since 
the entry of the Order. 

h. On June 20, 2019, Respondents’ counsel responded to the FTC’s June 6, 
2019 letter and provided information regarding human clinical testing on 
what Respondents believed were essentially equivalent products to the 
products at issue, as well as additional financial information regarding the 
products at issue. 

i. On July 1, 2019, the FTC sent a letter to Respondents’ counsel, requesting 
additional information and documents. The FTC wanted additional 
information regarding the products at issue in this proceeding, including 
studies involving “human clinical testing” of Black Garlic Botanicals, BG-
18, Ultimate Heart Formula, Neupathic. The FTC also requested 
information regarding chargeback, return and refund volume, and 
information regarding revenue for these products. 

j. On September 4, 2019, the FTC sent a letter to Respondents’ counsel, stating 
that the FTC intended to file a motion for contempt related to Section II.H 
of the Consent Judgment with regard to Black Garlic Botanicals, BG-18, 
Ultimate Heart Formula, and Neupathic. The FTC sought to enter into a 
modified Consent Judgment (that prohibited additional conduct) and sought 
additional monetary payments. 

k. On September 27, 2019, pursuant to the FTC’s request, the Respondents 
produced additional documents. 

9 
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l. On September 29, 2019, Respondents’ counsel provided the FTC with 
updated revenue figures and claims substantiation for the Black Garlic 
Botanicals and BG-18 products, including numerous scientific studies. 
Respondents also advised the FTC that Respondents had stopped actively 
marketing the four products at issue (Black Garlic Botanicals, BG-18, 
Ultimate Heart Formula, and Neupathic). In other words, the FTC was 
advised that the alleged deceptive act or practice that was the subject of the 
later Administrative Complaint had ceased more than a year prior to filing 
of the Administrative Complaint.7 

IV. The Aged Garlic Extract Dispute. 

14. The current dispute with the FTC, which started shortly before the filing of 
the Contempt Motion (as defined below), is primarily about black garlic. Two of the four 
products at issue, Black Garlic Botanicals and BG18 (“Black Garlic Products”), are the 
same product under different labels and account for roughly 70 percent of the revenue at 
issue. 

15. The Black Garlic Products contain 1,200 mg of black garlic. Black garlic is 
made by treating garlic cloves at high temperature and humidity for a period of time. The 
process turns the garlic cloves to purple or black and eliminates the smell and taste of fresh 
garlic. Because all black garlic is aged, black garlic is frequently referred to as “aged black 
garlic.” 

16. To my knowledge, the FTC has never contended that the Black Garlic 
Products did not contain the represented amounts of black garlic or that the products 
contained any substance that is harmful to humans.8 In other words, this is not a case of 
Respondents selling supplements that did not contain black garlic or a case where 
Respondents sold supplements that contained harmful compounds. Further, to my 
knowledge, FTC did not dispute the existence of valid and reputable scientific studies that 
substantiated the health benefits of aged garlic.9 The FTC’s complaints regarding the Black 
Garlic Products were more technical and nuanced. The FTC’s complaints regarding the 
Black Garlic Products centered around what I refer to as the FTC’s “aged garlic extract” 

7 Through the Consent Judgment, the FTC had the legal ability to obtain records and contact vendors to verify 
that this fact. 
8 Pursuant to the FTC’s request, I provided samples of the Black Garlic Products, as well as the other products, 
to the FTC for testing. I presume that the FTC has tested the products. 
9 In fact, in connection with the Motion for Contempt, the FTC submitted the Expert Report of Frank M. 
Sacks, M.D., a Professor of Medicine at Harvard Medical School, who acknowledged that the studies supplied 
by Respondents of aged garlic extract “reported favorable effects on coronary calcium scores” and that one 
study “showed a favorable effect of aged garlic extract on systolic blood pressure.” See RX 2 (Contempt 
Motion in FTC, et al. v. Health Research Laboratories, LLC, et al., Case No. 2:17-cv-00467-JDL, filed 
December 17, 2019, Dkt. No. 21, PageId# 366-67). 

10 
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argument. In an October 21, 2019 email to Respondents’ counsel, FTC Complaint Counsel 
Elizabeth Averill explained this issue: 

One point that we might want to discuss during the call is that our 
information suggests that aged garlic extract and aged black garlic are not 
essentially equivalent products. They are prepared in different ways and have 
different chemical components, and therefore are not identical ingredients or 
the same form of the ingredients. The Budoff and Ried studies you have 
highlighted in your submissions tested aged garlic extract. 

17. The Budoff and Ried studies referenced by Complaint Counsel in her October 
21, 2019 email are studies that confirm the beneficial health effects of 1200 mg of aged 
garlic powder: 

Ried K., Travica N., Sali A. 2016 (PMID 26869811), The effect of aged garlic 
extract on blood pressure and other cardiovascular risk factors in 
uncontrolled hypertensives: the AGE at Heart trial. The Ried study 
determined that a daily intake of 1200 mg of aged garlic powder significantly 
reduced blood pressure and had beneficial effects on total cholesterol and 
low-density lipid cholesterol. With respect to hypertension, the Ried study 
concluded that aged garlic extract is effective in reducing blood pressure “in 
a large proportion of patients with uncontrolled hypertension.” The study 
found that aged garlic extract was superior to a placebo in lowering blood 
pressure in patients with uncontrolled hypertension. A copy of the Ried 2016 
Study is attached as Attachment B. 

Budoff M. 2006 (PMID 16484554), Aged Garlic Extract Retards Progression 
of Coronary Artery Calcification; Budoff M. et al. 2004 (PMID 15475033), 
Inhibiting progression of coronary calcification using Aged Garlic Extract in 
patients receiving statin therapy: a preliminary study. With respect to arterial 
plaque calcification, the Budoff studies found that patients given AGE 
demonstrated a significant slowing of the accumulation of coronary artery 
calcification during this randomized, placebo-controlled trial. The difference 
in progression was significant, whether measured by absolute plaque volume 
or percent change. According to the Budoff 2004 study, “Aged Garlic Extract 
(AGE) reduces multiple cardiovascular risk factors, including blood pressure, 
cholesterol, platelet aggregation and adhesion, while stimulating nitric oxide 
generation in endothelial cells.” Copies of the Budoff 2004 and 2006 Studies 
are attached as Attachment C. 

Ried K., Frank O., Stocks N. 2013 (PMID 23169470) Title: Aged garlic 
extract reduces blood pressure in hypertensives: a dose–response trial. The 
Ried 2013 study had a relatively large sample size and concluded that even a 
lower amount of aged garlic extract [compared to HRL’s 1200 mg products] 
yielded a reduction in systolic blood pressure that was “comparable to that 

11 
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achieved with commonly prescribed antihypertensive medicines, and is of 
clinical significance.” 

Ried K., Frank O., Stocks N. 2010 (PMID: 20594781) Title: Aged garlic 
extract lowers blood pressure in patients with treated but uncontrolled 
hypertension: A randomized controlled trial. Copies of the Ried 2013 and 
2010 studies are attached as Attachment D. 

18. The FTC’s aged garlic extract argument shocked me.10 Prior to the FTC’s 
raising this issue, I do not recall anyone ever asserting that there was a difference in the 
chemical composition or health benefits of “aged black garlic” vs “aged garlic extract.” I 
do not believe that there is a material difference in the health benefits of aged black garlic 
versus aged black garlic extract. However, out of an abundance of caution, Respondents 
did not send any mailers or advisements regarding Black Garlic Products after September 
2019. All of the advertisements at issue in this proceeding were sent prior to September 
2019. 

V. FTC’s Motion for Contempt. 

19. On December 17, 2019, the FTC and the State of Maine filed their Motion 
for Order to Show Cause Why Health Research Laboratories, LLC, Whole Body 
Supplements, LLC, and Kramer Duhon Should Not Be Held in Contempt for Violating the 
Final Judgment and Order for Permanent Injunction (“Contempt Motion”) in the United 
States District Court for the District Court of Maine, alleging a violation of only one 
particular subsection of the 31-page Consent Judgment.11 In its Motion for Contempt, the 
FTC alleged that Respondents “brazenly” ignored “the Court’s order barring them from 
making unsubstantiated claims for their dietary supplements.”12 At the same time, the FTC 
requested that the Court modify the Consent Judgment to include additional prohibitions 
that were not in the original Consent Judgment. In other words, the FTC was claiming that 
the Consent Judgment clearly prohibited the conduct for which the FTC was seeking 
contempt, but, at the same time, the FTC argued that the Consent Judgment needed to be 
modified to “accomplish the Order’s original purpose.”13 

20. As part of the FTC’s efforts to obtain a contempt order, the FTC told the 
district court that there were records proving the FTC’s interpretation was the parties’ 
intended interpretation: 

10 I believe that FTC first raised the “aged black garlic” issue on or about October 21, 2019, as reflected in 
Ms. Averill’s email, but it is possible that it was raised in late September 2019. 
11 RX 3 (Contempt Motion in FTC, et al. v. Health Research Laboratories, LLC, et al., Case No. 2:17-cv-
00467-JDL, Dkt. No. 21). 
12 Id. 
13 FTC, et al. v. Health Research Laboratories, LLC, et al., Case No. 2:17-cv-00467-JDL, Dkt. No. 22, 
PageId# 587. 

12 

https://Judgment.11
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Even if the Court were to determine the phrase “cures, mitigates, or treats 
any disease” is ambiguous, which it plainly is not, and looked beyond the 
four corners of the Stipulated Order for clarification, there is substantial 
evidence in the record demonstrating that the parties intended Section II.H to 
mean precisely what it says.14 

21. The FTC later admitted that there was no material evidence that could be 
presented that would support the FTC’s interpretation of Section II.H.15 

22. After extensive briefing over several months and a hearing, on August 12, 
2020, the Court denied the FTC’s Motion for an Order to Show Cause. Judge Levy stated 
the following in his Order: 

Because I have previously determined that Section II.H is facially ambiguous, 
and because the Plaintiffs do not seek a hearing at which to offer extrinsic 
evidence to cure the ambiguity, I conclude that Section II.H does not “clearly 
and unambiguously” prohibit the Contempt Defendants’ allegedly 
contumacious conduct. Accordingly, I conclude as a matter of law that the 
allegations in the Plaintiffs’ motion for an Order to Show Cause fail to 
support a finding of civil contempt under Section II.H, and the Plaintiffs’ 
motion for an Order to Show Cause is denied. Additionally, because the 
Plaintiffs have represented that their motion to modify the Judgment “is 
predicated on Defendants’ contempt” under Section II.H, ECF No. 42 at 2, 
their motion to modify the Judgment is denied. 

23. Pursuant to the FTC’s request, the Court granted the FTC until October 31, 
2020, to seek leave to file an amended motion for Order to Show Cause. The FTC did not 
seek leave to amend its motion. Instead, on November 13, 2020, the FTC filed an 
Administrative Complaint with the FTC, seeking a cease and desist order to prevent 
Respondents from “disseminat[ing] or caus[ing] to be disseminated advertising and 
promotional materials”16 for four supplements that the Commission contends were “not 
substantiated at the time the representations were made.”17 The Administrative Complaint 

14 FTC, et al. v. Health Research Laboratories, LLC, et al., Case No. 2:17-cv-00467-JDL, Dkt. No. 40, 
PageId# 771. 
15 See RX 3 (Order Denying Motion for Contempt in FTC, et al. v. Health Research Laboratories, LLC, et 
al., Case No. 2:17-cv-00467-JDL, Dkt. No. 52, Order, p. 3) (“At the conference, the Plaintiffs maintained 
their position that extrinsic evidence is admissible for purposes of determining whether Section II.H is clear 
and unambiguous, but indicated that in any event, they lacked sufficient extrinsic evidence to specifically 
prove that Section II.H clearly and unambiguously prohibits the conduct on which their contempt allegations 
are based.”)(emphasis added). 
16 See Complaint, ¶¶ 7, 9, 11 and 13. 
17 See Complaint, ¶¶ 15, 17, 19, and 21. 

13 
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concerned the exact same alleged acts and practices that were the subject of the Contempt 
Motion. 

VI. FTC’s Administrative Complaint. 

24. In my opinion, this administrative action has been an unnecessary waste of 
taxpayer resources. The FTC is seeking a cease and desist order for an alleged act or 
practice that, as the FTC knows, ceased more than a year prior to the filing of 
Administrative Complaint. If the FTC wanted the Respondents to cease using any specific 
advertisements or marketing, the FTC could have accomplished this purpose through a 
simple letter that directed the Respondents to “cease and desist” from sending out a specific 
advertisement. 

25. Complaint Counsel might argue that Respondents would not have ceased the 
complained-of marketing practices based simply on a written request from the FTC. This, 
of course, would be speculation because, prior to filing the Contempt Motion and the 
Administrative Complaint, the FTC never sent a written request to Respondents to cease 
and desist from the alleged marketing acts or practices that were the subject of the 
Contempt Motion and the Administrative Complaint. Further, the long history of this 
dispute shows that the Respondents have repeatedly complied with the FTC’s requests. As 
previously explained, Respondents have produced thousands of pages of documents to the 
FTC and answered hundreds of the FTC’s questions. For example, based on the FTC’s 
requests, Respondents produced databases of consumer records, multiple years of financial 
records, and contact information for all of Respondents’ vendors and business associates. 
Respondents agreed to a Consent Judgment under which Respondents paid the FTC 
$800,000 and agreed to extensive prohibitions on marketing and advertising. Additionally, 
as required, Respondents ceased marketing all weight loss products and all cognitive 
performance products. Further, as the FTC’s own evidence shows,18 Respondents 
voluntarily ceased the advertising and marketing at issue in the case prior to the filing of 
the Contempt Motion and the Administrative Complaint. 

26. The history of this administrative proceeding demonstrates that the FTC’s 
true purpose is not simply to obtain the statutory-authorized “cease and desist” order. 
Despite the FTC’s stated policy to conduct these administrative proceedings 
“expeditiously,”19 the FTC’s actions, as set forth below, show that the FTC has had no 
interest in resolving this proceeding expeditiously. 

18 See CCX2 – Averill Affidavit, Attachment F (showing that the last advertisement was sent on August 22, 
2019). The Contempt Motion was filed on December 17, 2019. The Administrative Complaint was filed on 
November 13, 2020. 
19 See 16 C.F.R. 3.1 (“the Commission’s policy is to conduct such proceedings expeditiously.”). 

14 
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27. On January 13, 2021, Respondents filed a Motion for Acceptance of 
Contested Cease-and-Desist Order, requesting that the FTC enter a binding cease and desist 
order that granted the following relief to the FTC: 

Respondents shall “cease and desist” from disseminating or causing to be 
disseminated all advertising or promotional materials for all dietary 
supplement products referenced in the Complaint (i.e., Black Garlic 
Botanicals, BG18, The Ultimate Heart Formula, and Neupathic), as well as 
any substantially similar products. 

Respondents shall cease and desist from selling or causing to be sold all 
dietary supplement products referenced in the Complaint (i.e., Black Garlic 
Botanicals, BG18, The Ultimate Heart Formula, and Neupathic), as well as 
any substantially similar products. 

The terms “cease and desist” are intended to have the same meaning and 
scope as such terms are used in Sections 5(a) and 12 of the FTC Act, 15 U.S.C. 
§ 45(a) and 52.20 

28. To end this proceeding and avoid unnecessary costs, Respondents sought to 
have the Administrative Law Judge and the Commission enter a cease and desist order 
against the Respondents. Respondents made this request early in the case—only five weeks 
after they filed their Answer. Remarkably, the FTC opposed the entry of any cease-and-
desist order and did not propose an alternative cease and desist order.21 

29. On February 1, 2021, ALJ Chappell entered an Order Denying Respondents’ 
Motion for Acceptance of Contested Stipulated Cease and Desist Order. In response to this 
ruling, Respondents filed a Motion for Leave to Amend, seeking to amend the answer in 
order to elect not to contest the material allegations of fact in the Complaint, as permitted 
by 16 C.F.R. § 3.12(b)(2). The FTC opposed Respondents’ effort to not contest the 
material factual allegations in the FTC’s own Complaint and, in an effort to prevent the 
quick resolution of this administrative proceeding, Complaint Counsel requested leave to 
amend the Complaint to include numerous other allegations.22 

20 See Respondents’ Motion for Acceptance of Contested Stipulated Cease-and-Desist Order, filed January 
13, 2021. 
21 See Complaint Counsel’s Opposition to Respondents’ Motion for Self-Imposed Cease-and-Desist Order, 
filed January 25, 2021; see also Certificate of Conference with Respondents’ Motion for Acceptance of 
Contested Stipulated Cease-and-Desist Order, filed January 13, 2021 (requesting that, if the FTC could not 
agree to the proposed cease and desist order, whether there was other language the FTC would propose for a 
cease and desist order). 
22 See Complaint Counsel’s Opposition to Motion to Amend Answer and Cross Motion to Amend Complaint, 
filed on February 24, 2021. 

15 
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30. On March 10, 2021, ALJ Chappell entered an Order Granting Respondents’ 
Motion for Leave to Amend Answer. ALJ Chappell found that Complaint Counsel had 
failed “to explain how amending the Answer is prejudicial to Complaint Counsel’s case.” 

31. On March 12, 2021, ALJ Chappell entered an Order Denying Complaint 
Counsel’s Motion to Amend the Complaint. ALJ Chappell noted that “Complaint 
Counsel’s seeking the proposed amendments, in reaction to Respondents’ election under 
Rule 3.12(b)(2), appears to be more of a strategic effort to counter Respondents’ effort to 
bring this case to a resolution, than an effort to facilitate a determination of this case on 
the merits.”23 

32. On March 30, 2021, Respondents filed their Amended Answer and, pursuant 
to 16 C.F.R. § 3.12(b), Respondents elected not to contest the allegations set forth in the 
Complaint. 

VII. Why Respondents Elected Not to Contests the Facts Alleged in the Complaint. 

33. The Commissioners may wonder why Respondents elected not to contest the 
the material facts in the Complaint if Respondents believed that they had done nothing 
wrong. Respondents elected not to contest the material facts alleged in the Complaint 
because: (a) Respondents understood that this Part 3 Administrative Proceeding is not a fair 
and impartial process, so Respondents had no hope of prevailing, regardless of what 
evidence the Respondents presented; and (b) Respondents came to the realization that 
Respondents could not afford to continue business operations while constantly responding 
to the FTC’s actions. 

A. The FTC’s Unfair and Biased Administrative Process. 

34. Soon after the FTC filed this Part 3 administrative action, I learned that the 
FTC’s administrative process was not a fair or impartial process with a neutral factfinder.24 

First, based on the Complaint, I understood that the FTC was seeking a “cease and desist 
order” that prohibited “disseminat[ing] or caus[ing] to be disseminated advertising and 
promotional materials” for four supplements—advertising that had ceased long before the 
administrative complaint was filed. Second, as I understand the process, the FTC’s 
Commissioners approve a complaint that is prosecuted by FTC lawyers before an 
Administrative Law Judge who is paid by the FTC, who renders a decision that is appealable 
to the FTC’s Commissioners on a de novo basis. See 16 C.F.R. § 3.54. According to 
information on the FTC’s website, once the FTC Commissioners approve a complaint, the 
FTC Commissioners use their veto appellate power to ensure that they have a 100 percent 

23 See Order Denying Complaint Counsel’s Motion to Amend the Complaint, filed on March 12, 2021. 
24 Respondents dislcosed this reason when they elected not to contest the facts alleged in the Complaint See 
Motion to Amend Answer, filed February 12, 2021 (“Respondents do not believe that the Part 3 
administrative process is fair, impartial, or constitutional.”). 

16 
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success rate on the approved Complaint.25 In 2015, former FTC Commissioner Wright 
observed: 

The FTC has voted out a number of complaints in administrative 
adjudication that have been tried by the administrative law judges in the past 
nearly twenty years. In each of those cases, after the administrative decision 
is appealed to the Commission, the Commission has ruled in favor of FTC 
staff and found liability. In other words, in 100 percent of cases where the 
administrative law judge ruled in favor of the FTC staff, the Commission 
affirmed liability; and in 100 percent of the cases in which the administrative 
law judge [ ] found no liability, the Commission reversed. This is a strong 
sign of an unhealthy and biased institutional process.26 

35. Based on the comments on the FTC’s website by former Commissioner 
Wright and the review of the cases in the attached chart, it was apparent that no Respondent 
had won a Part 3 administrative proceeding in 25 years. Consequently, it made no sense 
to me to continue paying hundreds of thousands of dollars to defend an administrative 
cease and desist action, particularly one that involved marketing and advertising that 
Respondents had ceased more than a year prior to the filing of the Administrative 
Complaint.  

B. The Financial Toll of Fighting a Government Agency. 

36. As previously explained, the FTC’s pursuit of claims against the Respondents 
started in approximately January 2015 with the issuance of the CID. From January 2015 
through January 2021 (when Respondents filed their Motion to Amend), Respondents paid 
approximately an $800,000 settlement, $235,000 in legal fees to Olshan for FTC-related 
issues and advertising review, roughly $71,000 to Olshan’s medical researcher (Inna 
Yegorova), $82,000 to other consultants, and roughly $152,000 in legal fees for the defense 
of the Contempt Motion and this administrative proceeding. In addition, HRL and WBS’s 
small staff spent vast amounts of time responding to the FTC’s seemingly never-ending 
series of questions and document requests. 

37. It appeared to me that, because of the manner in which the FTC was 
prosecuting this case, it would be extremely expensive to defend and, apparently, had no 
end. For example, in connection with the Contempt Motion, the FTC produced a detailed 
22-page expert report from a Harvard Medical School Professor (Dr. Frank M. Sacks, 
M.D.) and a 25-page expert report from a Professor of Internal Medicine from the 

25 See RX 4 (Joshua D. Wright, Section 5 Revisited: Time for the FTC to Define the Scope of its Unfair 
Competition Authority at 6 (2015)) and RX 5 (Post-2015 FTC cases chart compiled by others from the FTC 
website). 
26 RX 4 (Joshua D. Wright, Section 5 Revisited: Time for the FTC to Define the Scope of its Unfair 
Competition Authority at 6 (2015) (emphasis added)). The FTC’s success rate post-2015 appears to have 
continued. See RX 5 (Post-2015 cases chart). 
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University of Michigan (Dr. Charles F. Burant, M.D., PH.D.)  According to their reports, 
the FTC was paying each professor $350 an hour. Respondents simply did not have the 
resources to pay for medical experts and lawyers to defend advertising that had ceased long 
before the Administrative Complaint was filed. 

38.! In addition, in November 2020, Complaint Counsel served document 
requests and interrogatories.  In early January 2021, the FTC served approximately 13 
subpoenas on virtually every vendor and business partner connected to the Respondents, 
including Inna Yegorova, Kent Komae, Dietary Supplement Experts, Richard Cohen, 
Jennifer Osterhouse, Event Management Concepts, Stephen Kimball DM Copywriting, 
Page One Web Solutions, Direct Access Marketing, Impulse Media, Pure Source LLC, 
NexRep LLC, and Ship-Right Solutions. 

39.! The time and expense of this case far exceeded the net profits at issue. For 
the time period at issue, based on federal tax returns, I estimate that HRL and WBS 
collectively less than $70,000 in net profits for all products from 2018 through 2020.  
Consequently, I eventually decided that the best course of action was for the Respondents 
to cease all business operations for all products.  HRL and WBS have permanently ceased 
all operations and have no intention of continuing any future business operations.  

Pursuant to 28 U.S.C. § 1746, I declare under penalty of perjury that the foregoing 
is true and correct based on my personal knowledge, including documents for which I am 
a custodian. 

_______________________________________ 

is true and correct based on my personal knowledge, including documents for which I am 

_______________________________________
DUHON
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OLSHAN 

Andrew B. Lustigman 
Partner 

1325 Avenue of the T: 212.451.2258 
Americas F: 212.451.2222 
New York, NY 10019 alustigman@olshanlaw.com 

Practice Areas 

Advertising, Marketing & 
Promotions 

Brand Management & Protection 

Intellectual Property Law 

Litigation 

White Collar Defense & 
Government Investigations 

Honors 

Andy has been repeatedly ranked 
as a "Leading Lawyer" in 
Advertising: Transactional & 
Regulatory" by Chambers USA 
annually since 2008 

Andy has been recognized as a 
"Recommended Lawyer" in The 
Legal 500 U.S. in Media, 
technology and telecoms – 
Advertising and Marketing 
annually since 2016 

Andy has been selected by his 
peers for inclusion in The Best 
Lawyers in America in the field of 
Advertising Law, annually since 
2016 

Andy has been consistently 
named to the New York Super 
Lawyers list, a Thomson Reuters 
lawyer rating service, since 2008 

Andy has been named to the Top 
100: New York — Metro Super 
Lawyers list for 2019 and 2020 

Andy is AV-rated (“Preeminent”) 
by Martindale-Hubbell 

Education 

J.D., magna cum laude, American 
University, Washington College of 
Law, 1991 

PUBLIC

Andrew B. Lustigman represents marketers, advertisers, agencies 
and suppliers in connection with the legal aspects of their 
advertising and promotional marketing businesses. According to 
Chambers USA, Andrew was cited by clients as "pragmatic and 
always looking for solutions that meet a specific client's needs." 

Andy Lustigman is a member of the Olshan Executive Committee, Chair of the firm's 
Advertising, Marketing and Promotion's Group, and Co-Chair of Brand Management & 
Protection Group. 

Leveraging his extensive experience in advertising, marketing and promotions, Andy 
counsels domestic and international clients regarding a broad range of matters, 
including the clearance of advertising and marketing materials, the structuring of 
sweepstakes, games of skill, and other contests, the development of social media 
programs and direct marketing campaigns from a compliance standpoint, and the 
resolution of regulatory, competitor, intellectual property and privacy matters. Having 
been recognized by Chambers USA for fourteen consecutive years, Chambers noted 
that, “Andrew Lustigman provides clients with legal advice on a wide range of 
advertising concerns, from structuring sweepstakes to regulatory proceedings." The 
publication also notes that "Andrew has always made himself available on short or no 
notice to provide comprehensive support as needed. He is well versed in all facets of 
advertising and marketing. he responds quickly with pragmatic analysis and is good at 
thinking outside the box." 

Advertising Clearance and Promotional Marketing Compliance 

A significant portion of Andy's practice involves review of advertising and promotional 
campaigns to help ensure compliance with substantiation requirements and relevant 
legal standards. He provides advice for campaigns across all media channels — 
Internet, television, print, radio, direct mail, mobile, telemarketing, and other electronic 
media, as well as social media platforms. 

Regulatory Investigations and Litigation 

Andy regularly represents clients in advertising-related investigations and litigation 
brought by federal and state regulatory agencies, including the Federal Trade 
Commission, the Food and Drug Administration, Federal Communications Commission, 
the United States Postal Service, the United States Senate, state attorneys general and 
other governmental organizations. 
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Managing Editor, The 
American University Law 
Review 

B.A., University of Michigan, 1988 

Bar & Court Admissions 

New York 

New Jersey 

U.S. District Court District of New 
Jersey 

U.S. District Court District of 
Maryland 

U.S. District Court of the District 
of Columbia 

U.S. District Court District of 
Colorado 

U.S. District Court, Eastern, 
Southern, and Western Districts 
of New York 

U.S. Court of Appeals 2nd, 4th, 
11th Circuits 

U.S. Court of Appeals Federal 
Circuit 

U.S. Supreme Court 

Consumer and Business Litigation 

He also handles individual consumer, consumer class action, and related commercial 
litigation involving false and deceptive advertising issues, intellectual property, and 
corporate matters. He advises clients on strategies to address emerging threats and on 
creative and aggressive defense theories. In prosecuting and defending his clients’ 
interests, he frequently appears in federal and state court and before the National 
Advertising Division of the Better Business Bureaus. 

Health Product Counseling and Defense 

A core component of Andy's practice is advising clients on compliance with Federal 
Trade Commission and Food and Drug Administration requirements regarding 
advertising, labeling and distributing health-related products. These products include 
prescription drugs, OTC products, dietary supplements, medical devices, cosmetics, 
and medical foods. In addition, he frequently represents clients before these regulatory 
agencies in connection with investigations, warning letters, inspections, and litigation 
and in competitor disputes under the Lanham Act and state equivalents as well as in 
alternative dispute venues such as NAD and ERSP. 

Industry Expert 

Andy regularly appears on television, radio, and in publications such as the The Wall 
Street Journal, New York Post, National Law Journal, Inside Counsel, Bloomberg BNA, 
Law360, Mobile Marketer, Luxury Daily, and Response discussing important new cases 
and trends that advertisers and marketers need to know. He also contributes to the 
Brand Activation Association/Promotion Marketing Association's Promotion Marketing 
Law treatise and various American Bar Association publications. He frequently speaks 
on advertising and promotional marketing law topics throughout the country. 

Ranked by Chambers USA, Legal 500 US and Best Lawyers 

Each year since 2008, Andy has been selected as a Notable Practitioner in his practice 
area by Chambers USA, the leading legal directory that publishes annual rankings 
based on interviews with thousands of clients. According to Chambers USA, he was 
acclaimed by peers for his skill as an NAD practitioner and for his traditional advertising 
expertise, with Chambers noting, "He's the one guy in the industry I'd go to. Every 
single issue in advertising, compliance, litigation, whatever — he does it all, and he 
does it well." Chambers USA has also described Andy as a premier choice as he 
provides clients with legal advice on a wide range of advertising concerns, from 
structuring sweepstakes to regulatory proceedings. quoting clients who say "Andrew is 
amazing at what he does. He is very agreeable, social and has a winning personality." 
Legal 500 US has recognized Andy as a “Recommended Lawyer” in Advertising and 
Marketing since 2016. Clients praise Andy as ‘an excellent name in the arena' and also 
notes that 'Lustigman is particularly focused on FTC regulation and compliance matters, 
with a solid record in the retail, e-commerce, and pharmaceutical sectors.' Additionally, 
Andy was selected by his peers for inclusion in The Best Lawyers in America for his 
distinguished work in Advertising. 

Prior to joining Olshan, Andy was the principal of The Lustigman Firm, P.C. 
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PROFESSIONAL & COMMUNITY AFFILIATIONS 

LAWorld International Legal Network 

New York State Bar Association 

New Jersey Bar Association 

Association of the Bar of the City of New York, Consumer Affairs Committee 

Brand Activation Association/Promotion Marketing Association, Legal Affairs Committee 

American Bar Association, Committee on Promotion and Marketing Law (past chair) 

American Bar Association, Consumer Protection Committee 

Direct Marketing Association 

Federal Communications Bar Association 

Fellows of the American Bar Foundation 

REPRESENTATIVE MATTERS 

● Represented a global financial services firm in obtaining NAD decisions in 
connection with four multi-million dollar, wide-spread, national advertising 
campaigns. Prosecution of challenges resulted in decisions requiring competitors 
to significantly modify their wide-spread commercial advertising campaigns. 

● Represented a nutritional supplement industry leader in its challenge of the false 
and unsubstantiated claims made by a competing supplement provider that one 
of its products was superior. NAD ruled in favor of our client on all challenged 
claims and determined that the competitor should modify its advertising. 

● Provides ongoing advice to the leading consumer advocacy publisher in 
connection with Internet marketing promotions, mobile applications, review of 
direct mail subscription pieces, and contests and sweepstakes. Provides ongoing 
legal advice on regulatory and compliance matters. 

● Represents leading interactive promotion agency in structuring contests, drafting 
rules, and reviewing advertising and promotional materials. Provides ongoing 
legal support throughout the contest period and winner selection process. 

● Represents the largest subscription radio broadcaster in connection with 
advertising, marketing and business practices, ensuring compliance with a 
myriad of federal and state laws. Specifically provides guidance with respect to 
telemarketing, automatic renewal, billing disclosures, and collection issues. 

● Represents two leading interactive promotional marketing agencies and their 
clients with respect to their contests and promotions. Helps structure 
sweepstakes, draft rules, review advertising and promotional materials, and 
provides ongoing legal support throughout the sweepstakes period and winner 
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selection process. 

● Counsels mobile media and computing giant to ensure the marketing and 
business practices for its retail stores comply with a myriad of federal and state 
laws, specifically with respect to legal issues involving the retail marketing of the 
company’s mobile phone products. 

● Defended an Internet service provider in connection with a high-profile 
investigation brought by the New York Attorney General. Developed a strategy, 
assisted in responding to the investigation, and ultimately obtained a satisfactory 
resolution. The settlement was part of “Operation Clean Turf” which received 
national media attention. We continue to represent the company in ongoing 
matters. 

● Represented a technology company that powers leading hybrid travel agencies 
in connection with a competitor’s challenge to one of its agency’s online airline 
price and savings claims made in a wide-spread, multi-channel advertising 
campaign. NAD recognized that our client offers consumers air fare savings, 
including discount airfares, a best price guarantee, and additional savings 
opportunities that may not be generally available to consumers. We continue to 
represent the company in ongoing matters. 

● Represented telecommunications suppliers in litigation with the Vermont Attorney 
General, regarding marketing and billing practices of companies providing third-
party services. 

● Defending marketer of memorabilia in connection with an FTC and NY State 
investigation relating to its marketing practices, specifically providing proactive 
advice in terms of advertising review and responding to inquiries and media 
issues. 

● Advised investment banking firm in connection with its proposed acquisition of a 
stake in one of the largest health and fitness companies in the United States. 
Services included review of advertising, privacy, and marketing practices. 

● Successfully defeated a motion for class certification, reducing liability from $20 
million to $500, for a provider of on-demand automated voice broadcasting and 
bulk text messaging technology, that was named as a defendant in a class action 
lawsuit under the Telephone Consumer Protection Act. Also won a summary 
judgment motion against a co-defendant for indemnification. 
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The effect of aged garlic extract on blood 
pressure and other cardiovascular risk factors in 
uncontrolled hypertensives: the AGE at Heart trial 

This article was published in the following Dove Press journal: 
Integrated Blood Pressure Control
27 January 2016

Karin Ried1–3 

Nikolaj Travica1 

Avni Sali1 

1National Institute of Integrative 
Medicine, Melbourne, 2Faculty of 
Health Science and Medicine, Bond 
University, Gold Coast, 3Department 
of General Practice, University of 
Adelaide, Adelaide, Australia 

Background: Hypertension affects 30% of adults worldwide. Garlic supplements have 

shown promise in the treatment of uncontrolled hypertension, and the mechanism of action is 

biologically plausible. Our trial is the frst to assess the effect of aged garlic extract on central 

blood pressure and arterial stiffness, regarded as important risk factors for cardiovascular 

morbidity. 

Subjects and methods: A total of 88 general practice patients and community members with 

uncontrolled hypertension completed a double-blind randomized placebo-controlled trial of 

12 weeks investigating the effect of daily intake of aged garlic extract (1.2 g containing 1.2 mg 

S-allylcysteine) or placebo on blood pressure, and secondary outcome measures of central-

hemodynamics and other cardiovascular markers, including cholesterol, homocysteine, platelet 

function, and infammatory markers. 

Results: Mean blood pressure was signifcantly reduced by 5.0±2.1 mmHg (P=0.016) systolic, 

and in responders by 11.5±1.9 mmHg systolic and 6.3±1.1 mmHg diastolic compared to placebo 

(P,0.001). Central hemodynamic-measures tended to improve in the garlic group more than 

in the placebo group, including central blood pressure, central pulse pressure, mean arterial 

pressure, augmentation pressure, pulse-wave velocity, and arterial stiffness. While changes in 

other cardiovascular markers did not reach signifcance due to small numbers in subgroups 

with elevated levels, trends in benefcial effects of garlic on the infammatory markers TNFα, 

total cholesterol, low-density lipid cholesterol, and apolipoproteins were observed. Aged garlic 

extract was highly tolerable and acceptable, and did not increase the risk of bleeding in patients 

on blood-thinning medication. 

Conclusion: Our trial suggests that aged garlic extract is effective in reducing peripheral and 

central blood pressure in a large proportion of patients with uncontrolled hypertension, and has 

the potential to improve arterial stiffness, infammation, and other cardiovascular markers in 

patients with elevated levels. Aged garlic extract was highly tolerable with a high safety profle 

as a stand-alone or adjunctive antihypertensive treatment. 

Keywords: hypertension, central blood pressure, arterial stiffness, cardiovascular risk factors, 

aged garlic extract 

Correspondence: Karin Ried 
National Institute of Integrative 
Medicine, 21 Burwood Road, Hawthorn, 
Melbourne, VIC 3122, Australia 
Tel +61 3 9912 9545 
Fax +61 3 9804 0513 
Email karinried@niim.com.au 

Introduction 
Hypertension affects 1 billion (one in four) adults worldwide, and attributes to about 

40% of cardiovascular-related deaths.1–3 Standard antihypertensive medication is 

not always effective, leaving about 24% (3 million) of the adult population uncon-

trolled hypertensive.4 Garlic supplements have been associated with a blood pres-

sure (BP)-lowering effect of clinical signifcance in hypertensive patients.5–8 The 

mechanism of action is biologically plausible, whereby garlic’s BP-lowering effect 

submit your manuscript | www.dovepress.com Integrated Blood Pressure Control 2016:9 9–21 
Dovepress © 2016 Ried et al. This work is published and licensed by Dove Medical Press Limited. The full terms of this license are available at https://www.dovepress.com/terms.php 

and incorporate the Creative Commons Attribution – Non Commercial (unported, v3.0) License (http://creativecommons.org/licenses/by-nc/3.0/). By accessing the work you http://dx.doi.org/10.2147/IBPC.S93335 
hereby accept the Terms. Non-commercial uses of the work are permitted without any further permission from Dove Medical Press Limited, provided the work is properly attributed. For permission 
for commercial use of this work, please see paragraphs 4.2 and 5 of our Terms (https://www.dovepress.com/terms.php). 
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involves the hydrogen sulfde- and nitric oxide-signaling 

pathways.9 Garlic in the form of Kyolic aged garlic extract 

is particularly effective and tolerable with a high safety 

profle, and standardized by dosage of the active ingredient 

S-allylcysteine (SAC).6,10 

While previous research has shown aged garlic extract 

to reduce peripheral BP,5–8 this study is the frst to assess 

the effect of aged garlic extract on central hemodynamic 

measures, including central BP, central pulse pressure, pulse-

wave velocity (PWV), and arterial stiffness. 

Central hemodynamic measures and arterial stiffness are 

regarded as more important predictors or risk factors than 

peripheral BP for cardiovascular disease.11 Furthermore, 

arterial stiffness, an indicator of the loss of fexibility or 

hardening of the arteries, increases with age through loss of 

intact elastin and collagen fbers in the arterial wall, leading to 

atherosclerosis and contributing to increased BP.12 However, 

arterial stiffness is one of many other risk factors contributing 

to hypertension. 

Here, we describe the effect and tolerability of aged garlic 

extract as an adjunct treatment on peripheral (offce/clinical) 

BP, central hemodynamic measures, and cardiovascular 

markers in patients with uncontrolled hypertension. 

Subjects and methods 
Trial design and methods 
This study was approved by the Human Research Ethics Com-

mittee at National Institute of Integrative Medicine, and the trial 

was registered with the Australian New Zealand Clinical Trial 

Registry (ACTRN12613000747729). Participants provided 

informed written consent. 

Adults with uncontrolled hypertension (systolic BP 

[SBP] $140 mmHg and/or diastolic BP [DBP] $90 mmHg) 

were sought to participate in the double-blind randomized 

placebo-controlled parallel 12-week trial investigating the 

effect of aged garlic extract on BP and other cardiovascular 

markers/parameters. We recruited through seven general 

practices in metropolitan Melbourne, Australia, as well as 

by distribution locally of fyers, postcards, advertising in the 

local newspaper, our institute’s website, and social media. 

We included patients with a mean SBP $138 mmHg or mean 

DBP $85 mmHg under clinical trial conditions who had 

been either on an established plan of prescription antihyper-

tensive medication for at least 2 months or did not take any 

BP medication and their doctor did not plan to change their 

BP-medication regime during the trial. We excluded patients 

with unstable or serious conditions, including dementia, 

terminal illness, secondary hypertension, or pregnancy. 

Patients were also excluded if they were not able to give 

informed consent or were taking daily supplements contain-

ing aged garlic extract. 

Allocation and treatment 
Consenting eligible patients were randomly allocated to the 

garlic or placebo group using a computer-generated permuted 

random-number table provided by an independent consulting 

statistician. Patients were assigned either two capsules daily 

of Kyolic aged garlic extract (Reserve formula; Wakunaga 

of America Co Ltd, Mission Viejo, CA, USA)13 containing 

1.2 g of aged garlic extract powder and 1.2 mg SAC) or to 

two placebo capsules daily for 12 weeks. 

Kyolic aged garlic extract powder is manufactured 

from organically grown garlic bulbs that have undergone a 

20-month natural aging process at room temperature. During 

the aging process, volatile sulfur components found in raw 

garlic, such as allicin, are chemically converted into stable 

and standardizable components, including the main active 

component SAC.13,14 

Placebo capsules were matched in appearance to the 

active capsules, and packaged in identical containers by 

independent staff not involved in the trial. Activated carbon 

sachets were added to each container to disguise any odor. 

Patients, investigators, and research assistants were 

blinded to treatment allocation. Blinding success of patients 

was assessed at the end of the trial by questionnaire. Patients 

were instructed to take the trial capsules in the evening with 

food. Patients were reminded to take their usual prescription 

medication as instructed by their doctor. Compliance was 

assessed by daily entries in calendars provided. Baseline 

demographics, exercise, and stress levels were assessed at 

the frst appointment by questionnaire. 

Assessments 
Blood pressure monitoring 
Clinical blood pressure 
Primary outcome measures were SBP and DBP at 4, 8, and 

12 weeks compared with baseline. BP was measured by a 

trained research assistant using two independent devices: 

1) a calibrated and validated digital sphygmomanometer 

(HEM-907; Omron Corporation, Kyoto, Japan), and 2) an 

oscillometric ambulatory BP monitor (Mobil-O-Graph; 

IEM GmbH, Stolberg, Germany), with appropriately sized 

brachial cuffs. 

The displays of the BP monitors were positioned away 

from the patient to assure blinding to the BP readings. BP 

measurements were taken with the patient in a seated position 

submit your manuscript | www.dovepress.com Integrated Blood Pressure Control 2016:9 
Dovepress 
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Dovepress Aged garlic extract for hypertension 

with the arm supported at heart level, after 5 minutes’ rest, 

and after abstinence from food, caffeinated beverages, and 

smoking for a minimum of 2 hours prior to BP measurement 

at approximately the same time and day of the week. BP taken 

with the digital sphygmomanometer was recorded as three 

serial measurements at intervals of 30 seconds on both arms. 

Subsequently, BP was recorded with the Mobil-O-Graph 

device once on both arms, starting with the same arm as 

before. The mean of the BP measured with both devices on 

both arms was used in the analysis. If a BP reading deviated 

by more than 10 mmHg from the average reading, the BP 

reading on that arm was repeated. 

Central blood pressure, arterial stiffness 
With the Mobil-O-Graph device, we also assessed central 

hemodynamic measures, including central BP, PWV, pulse 

pressure, and arterial stiffness at baseline and 4, 8, and 

12 weeks. The Mobil-O-Graph uses brachial oscillometric 

BP waves for a noninvasive estimation of central BP, by 

taking a 10-second snapshot of the radial arterial pressure 

wave and calculating the ascending aortic pressure wave 

with the ARCSolver algorithm, which in turn provides 

central BP, aortic augmentation index, ejection duration, 

and subendocardial viability ratio.15 The Mobil-O-Graph has 

been validated for automated BP monitoring against invasive 

recordings using benchmark solid-state pressure sensor-

tipped catheters (Millar Instruments, Houston, TX, USA) 

and against a validated US Food and Drug Administration-

approved noninvasive system (SphygmoCor; AtCor Medical 

Inc., Sydney, Australia).16,17 

Aortic PWV is considered the gold standard in the 

assessment of arterial stiffness,11 and can be measured non-

invasively by brachial oscillometry or radial tonometry using 

the Mobil-O-Graph monitor.18 Measures of arterial stiffness, 

including augmentation pressure, augmentation index, and 

PWV, are strongly correlated with age and sex.19,20 

Cardiovascular biomarkers 
Fasted blood samples were taken by a research nurse at 

baseline and at 12 weeks to assess cardiovascular bio-

markers, including serum cholesterol and triglycerides, 

lipoproteins, homocysteine, platelet function, and the 

infammatory markers of ultrasensitive CRP, TNFα, and 

IL-1β. Platelet function was measured by clotting time on 

epinephrine/collagen and adenosine diphosphate/collagen 

using the PFA-100 platelet-function analyzer (Siemens AG, 

Munich, Germany), indicating platelet adhesion, activation, 

and aggregation. Principally, results indicate the longer 

the closure time the thinner the blood, and the shorter the 

closure time the thicker or stickier the blood. Liver and 

kidney function and glucose levels were also assessed by 

standard pathology assays. 

Tolerability and acceptability 
The tolerability of trial supplements was monitored throughout 

the trial by questionnaire at the 4-weekly appointments, and 

long-term acceptability was assessed at 12 weeks using our 

previously developed questionnaire.5,6 Patients were followed 

up by phone to assess reasons for withdrawal. 

Sample size 
A sample size of 100 patients was calculated based on the 

following assumptions: 1) to detect a difference of 10 mmHg 

SBP (standard deviation 10) or 6.5 mmHg DBP (standard 

deviation 10) in BP change between the active treatment 

(n=50) and control groups (n=50) with a power of $80% 

and 95% confdence; and 2) to account for 20% dropout or 

nonattendance at all appointments. Based on the experience 

of our previous trials,5,6 assuming a response rate of 15% 

and 50% of patients meeting eligibility criteria under trial 

conditions, we aimed to invite 1,630 patients from seven 

general practices. 

Statistical analysis 
Analyses were performed using IBM SPSS version 22. 

Statistical signifcance was set at P,0.05. Descriptive analy-

sis was carried out for baseline characteristics. Differences 

between the groups were assessed by χ2 test or Fisher’s 

exact test for binominal variables, Mann–Whitney U test 

for ordinal variables, and one-way analysis of variance with 

Bonferroni adjustment for continuous variables. Potential 

confounding variables were included in the analysis using 

analysis of covariance (ANCOVA), eg, age and sex relevant 

for some central hemodynamic measures, and any baseline 

variables signifcantly different between groups. Primary 

outcome measures were clinical and central BP, and second-

ary outcome measures were other hemodynamic measures 

and cardiovascular markers. 

Repeated-measure ANCOVA was used to assess the 

mean differences between groups for variables with multiple 

time points at 4, 8, and 12 weeks compared to baseline, 

including SBP and DBP and other central hemodynamic 

measures. Primary analysis was conducted with all partici-

pants following the protocol, excluding data points owing 

to BP-medication change and participant noncompliance of 

less than 50%. 

submit your manuscript | www.dovepress.com Integrated Blood Pressure Control 2016:9 
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Exploratory subgroup analysis using ANCOVA adjusted 

for baseline differences was performed by response to 

treatment for the primary outcome measure – BP. We defned 

responders to garlic treatment as mean reduction by more 

than 3% in SBP ($5 mmHg) or DBP ($3 mmHg) over time 

compared to baseline, which is clinically and statistically 

meaningful and similar to defnitions by others.21 

Exploratory subgroup analysis of secondary outcome 

measures using ANCOVA adjusted for age and sex was done 

by baseline levels (elevated versus normal) of selected central 

hemodynamic measures (eg, PWV, augmentation pressure, 

and augmentation index), and selected cardiovascular blood 

markers (total cholesterol, low-density lipoprotein [LDL], 

apolipoprotein A/B (ApoA/B), homocysteine, and platelet-

function markers). 

Results 
Participants 
The trial was conducted in Melbourne, Australia between 

September 2013 and August 2014. Two-thirds of the 

patients with uncontrolled hypertension on medical record 

were recruited from seven metropolitan general practices 

with the support of eleven doctors. A third of the patients 

were recruited by letterbox drop of fyers, postcard displays 

at local pharmacies, advertising in the local newspaper, 

and through our institute’s website and social media. 

Of the 1,170 invitations sent through general practices, 

13% responded. A total of 185 patients were screened for 

eligibility, and 104 patients (56%) were enrolled in the trial 

and randomly allocated to the garlic or the placebo group. 

Nine patients withdrew after their baseline assessment, 

due to personal reasons unrelated to the trial (Figure 1). 

After assessment of brachial BP and central hemodynamic 

measures using the digital sphygmomanometer and the 

ambulatory BP monitor (Mobil-O-Graph), eligible enrolled 

patients were asked to return to the clinic within the next few 

days for a fasted blood sample. On the day of the baseline 

blood-sample test, patients were provided with a month’s 

supply of the trial medication and a calendar, until the next 

appointment in 4 weeks’ time. 

Baseline characteristics were not signifcantly different 

between groups, including BP medication and other pre-

scription medication (eg, blood-thinning medication, lipid-

lowering medication, hormone-replacement therapy), as well 

as physical activities and stress levels (Table 1). 

Of the 95 participants who completed the trial, seven were 

excluded due to signifcant protocol deviation known to infu-

ence primary outcome measures, including BP-medication 

Recruitment Letters sent to general practice patients with hypertension on medical 
record: n=1,170 and flyers, newspaper advertising 

Patients screened: n=185 
(including 13% response rate from letters; 30% from community) 

Patients eligible and randomly allocated: n=104 (56%)Enrollment 

Aged garlic extract: n=55 
Two capsules/day for 12 weeks 

Allocation 

Follow-up 
Withdrawn after baseline as 

no longer interested: n=3 

Placebo: n=49 
Two capsules/day for 12 weeks 

Withdrawn after baseline as 
no longer interested: n=6 

Excluded due to 
significant protocol deviation: 
low compliance (<50%): n=1 
BP-medication change: n=4 

Excluded due to 
significant protocol deviation: 
low compliance (<50%): n=2 

Analysis 

Total included in analysis: n=50 Total included in analysis: n=38 

Figure 1 Trial flowchart.
Abbreviation: BP, blood pressure. 
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Table 1 Baseline characteristics 

Demographics All (n=88) Placebo (n=38) Garlic (n=50) Garlic subgroup Garlic subgroup 
responders (n=29) nonresponders (n=21) 

Mean ± SD 

Age 
Years 62.3±11.3 61.5±13.0 63.3±9.9 63.2±11.7 63.4±8.2 
BMI 
kg/m2 27.7±4.9 28.3±4.9 27.3±4.9 26.7±5.0 28.1 ±4.8 
Vigorous exercise 
Days/week 1.4±2.0 1.1±1.5 1.6±2.3 1.1±1.5 1.3±2.1 
Moderate exercise 
Days/week 3.6±2.4 3.5±2.4 3.6±2.4 3.5±2.4 3.5±2.5 
Stress score (Cohen) 
Range 0–40 points 10.1±6.6 12.0±6.5 13.9±6.6 13.8±6.5 13.9±6.7 
Other stressors 
Range 0–4 0.4±0.8 0.4±0.6 0.5±0.9 0.5±0.9 0.5±0.9 

n (%) 
Sex 
Male/female 47/41 (53/47) 19/19 (50/50) 28/22 (56/44) 17/12 (59/41) 10/11 (48/52) 
Current smoker 4 (5) 3 (8) 1 (2) 1 (3) 0 
Family history of CVD 56 (64) 26 (68) 30 (60) 17 (59) 13 (62) 
Heart attack 20 (23) 10 (26) 9 (18) 4 (14) 5 (23) 
Stroke 13 (15) 5 (13) 7 (14) 4 (14) 3 (14) 
CAD, bypass 13 (15) 3 (8) 10 (20) 5 (17) 5 (23) 
Hypertension 13 (15) 8 (21) 5 (10) 3 (10) 2 (10) 
BP medication 
Yes 63 (72) 26 (68) 37 (74) 23 (79) 14 (66) 
BP medications, n 
0 25 (28) 12 (32) 13 (26) 6 (21) 7 (33) 
1 35 (40) 12 (32) 23 (46) 15 (52) 8 (38) 
2 21 (24) 11 (29) 10 (20) 5 (17) 5 (24) 
3 6 (7) 2 (5) 4 (8) 3 (10) 1 (5) 
4 1 (1) 1 (3) 0 0 0 
BP-medication type 
ACEI 25 (28) 11 (29) 14 (28) 10 (34) 4 (19) 
A2RA 34 (39) 15 (40) 19 (38) 12 (41) 7 (33) 
CCB 22 (25) 10 (26) 12 (24) 7 (24) 5 (24) 
BB 8 (9) 4 (11) 4 (8) 10 (34) 2 (9) 
D 14 (16) 7 (18) 7 (14) 3 (10) 4 (19) 
Other medication 
Yes 41 (47) 23 (60) 18 (36) 9 (31) 9 (39) 
Blood-thinning medication 22 (25) 10 (20) 12 (32) 6 (21) 4 (19) 
Lipid (statin) 15 (17) 7 (18) 8 (16) 2 (7) 6 (29) 
Diabetes 6 (7) 1 (2) 5 (10) 2 (7) 3 (14) 
Depression/SSRI 7 (8) 2 (5) 5 (10) 2 (7) 3 (14) 
Reflux/PPI 7 (8) 4 (11) 3 (6) 1 (11) 2 (10) 
Thyroid 3 (3) 3 (8) 0 0 0 
HRT (% female) 3 (3) 2 (11) 1 (2) 0 1 (9) 

Note: Garlic subgroup responders = reduction in systolic BP/diastolic BP $5/3 mmHg over time. 
Abbreviations: ACEI, angiotensin II-converting enzyme inhibitor; A2RA, angiotensin II-receptor antagonist; BB, β-blocker; BP, blood pressure; BMI, body mass index; CAD, 
coronary artery disease; CCB, calcium-channel blocker; CVD, cardiovascular disease; D, diuretic; HRT, hormone-replacement therapy; PPI, proton-pump inhibitor; SD, 
standard deviation; SSRI, selective serotonin-reuptake inhibitor. 

change during the trial (n=4) and low compliance (,50%, sexes. The average body mass index in the trial participants 

n=3), resulting in 88 participants for full analysis. was slightly overweight with a mean of 27.7±5 kg/m2. 

A total of 50 participants were allocated to the garlic Participants exercised moderately an average of 3.5 days a 

group, and 38 participants to the placebo group, with a week (eg, 30 minutes of brisk walking, dancing, gardening, or 

mean age of 62±12 years and almost even distribution of housework) and 1.5 days vigorously (30 minutes of running, 
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fast cycling, fast swimming, heavy shoveling, or carrying 

heavy loads). The average stress levels of participants 

assessed by the Cohen Stress score22 were comparable to the 

population average in a similar age-group. 

Family history of cardiovascular events was reported by 

two-thirds of the participants, including myocardial infarction 

by almost 25% and stroke by 15% (Table 1). Three-quarters 

of participants were taking standard BP medication, with the 

majority taking one to two different types, with angiotensin 

II-receptor antagonists and angiotensin-converting enzyme 

inhibitors the most often prescribed, followed by calcium-

channel blockers, diuretics, and β-blockers. Almost half of 

the participants took other prescription medication, including 

blood thinners (25%) and lipid-lowering drugs (17%), and a 

few took medication for diabetes, depression, refux, thyroid 

issues, or hormone-replacement therapy (Table 1). 

Blood pressure and central 
hemodynamic measures 
Analysis of all participants (n=88) revealed a signifcant 

reduction in SBP from baseline in the garlic group compared 

with placebo over 12 weeks (mean difference in SBP ± 

standard error =-5.0±2.1 mmHg, P=0.016), but not for DBP 

(mean difference in DBP ± standard error =-1.9±1.2, P=0.12; 

Table 2 and Figure 2). 

About two-thirds of participants presented with high SBP 

or DBP at baseline, with about half of the participants having 

essential hypertension (SBP $140 and DBP $90). Subgroup 

analysis of participants with high SBP/DBP at baseline did 

not change results appreciably (Table 2). 

However, closer evaluation of participants in the garlic 

group revealed that a proportion of participants (50%–60%) 

responded to treatment over time. We defned responders to 

garlic treatment as mean reduction by more than 3% in SBP 

($5 mmHg) or DBP ($3 mmHg) over time compared to 

baseline, which is clinically and statistically meaningful and 

similar to defnitions by others,21 while mean BP, assessed by 

repeated-measure ANCOVA, did not change appreciably for 

nonresponders. Subgroup analysis of responders revealed an 

average reduction of 11.5±1.9 mmHg SBP and 6.3±1.1 DBP 

compared to placebo (P,0.001; Table 2 and Figure 2). 

A number of central hemodynamic measures tended to 

improve more in the garlic group compared to placebo, includ-

ing central SBP (mean difference =-3.8±1.9 mmHg, P=0.05), 

central pulse pressure (mean difference =-2.7±1.5 mmHg, 

P=0.08), total vascular resistance (mean difference =-0.07±0.03 

s ⋅ mmHg/mL, P=0.06), mean arterial pressure (mean 

difference =-3.1±1.8 mmHg, P=0.09), augmentation pressure 

if high at baseline (mean difference =-3.5±1.8 mmHg, P=0.06), 

and PWV if high at baseline (mean difference =-0.33±0.14 m/s, 

P=0.02) (Table 2). Trends were confrmed in ANCOVA analysis 

including age and sex as covariates. 

Blood tests 
None of the blood markers tested changed signifcantly over 

time; however, lipid levels, including total cholesterol and 

LDL, tended to improve slightly more in the garlic group 

(Table 3). Subgroup analysis by lipid-lowering medication 

(eg, statins) intake did not change results appreciably. ApoA 

levels were highly correlated with high density lipoprotein 

(HDL) levels (Pearson r=0.588, P,0.001), and ApoB levels 

were highly correlated with LDL levels (Pearson r=0.767, 

P,0.001), as expected. Reduction of ApoB when above the 

reference range was greater in the garlic group compared 

to placebo, albeit not statistically signifcant due to small 

sample size (mean difference =-29.1±46.3 mg/dL, P=0.3 

[n=12]). The average homocysteine level within participants 

in both groups was higher than the reference range (mean 

14.2±3.6 µmol/L), indicating potential underlying vitamin 

B
12

 or folate defciencies. 

Platelet-function analyses indicated a daily trial dosage 

of aged garlic extract to be safe, as platelet-aggregation times 

did not further increase in participants with slow platelet 

adhesion/aggression at baseline, often due to blood-thinning 

medication (eg, warfarin, aspirin). In contrast, platelet func-

tion tended to change more toward normal levels in the garlic 

group with high closure times (thin blood) at baseline for both 

agonists compared to the placebo group (Table 3). 

The infammatory marker TNFα was reduced in the garlic 

group compared to placebo with borderline signifcance 

(P=0.05), while changes in IL-1β were not signifcant, but 

greater reduction was observed in the garlic group (Table 3). 

Subgroup analyses excluding patients with high infamma-

tory markers due to acute infection did not change results 

appreciably (data not shown). Neither glucose levels nor 

kidney-function and liver-function test variables changed 

noticeably over time within or between groups (Table 4). 

Tolerability, acceptability, and blinding 
Compliance of included participants was high in both groups 

(96.6%±5.6%). About 40% of participants in both groups 

reported minor side effects, including refux (8%), burping (5%), 

bloating (3%), and also improved digestion (7%) (P.0.05; 

Table 5). Few participants found side effects bothersome, and 

usually experienced these only in the frst week of the trial. All 

but four participants found it easy (95%) and acceptable (100%) 
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Table 2 Blood pressure and central hemodynamic measures 

Measures Group n Baseline Baseline 12 weeks Change Mean difference between 
difference groups (garlic vs placebo) 

Office Variable Details Mean SD P-value Mean SD Mean SD Mean SE P-value 
BP difference 

SBP mmHg Placebo 38 142 9.4 140.3 18.2 -2.9 7.9 
Garlic 50 148.7 15.3 0.02 141.7 15.3 -8 10.6 -5 2.1 0.02 

SBP .138 mmHg 68% high at Placebo 26 146.4 7.5 141.4 9.4 -4.9 7 
baseline 
76% high at Garlic 38 153.8 13.8 0.02 143.8 12.1 -10 10.8 -5.1 2.4 0.04 
baseline 

SBP ,138 mmHg Placebo 12 132.4 4.5 133.8 7.7 1.4 8.1 

Garlic 12 132.4 4.2 NS 130.9 7.1 -1.5 6.6 -2.9 3 0.34 

SBP placebo Placebo 38 142 9.4 139.1 9.5 -2.9 7.9 

SBP responders 58% .5 mm Garlic 29 153.2 15.4 0.001 138.8 11.4 -14.4 8.8 -11.5 1.9 ,0.001 
change 

SBP nonresponders Garlic 21 142.3 12.9 NS 143.3 13.3 1 4.5 3.9 2.1 0.18 
DBP Placebo 38 87.8 9.1 86 9 -1.8 5 

Garlic 50 89.9 11.7 NS 86.1 11.3 -3.7 5.9 -1.9 1.2 0.12 

DBP .85 mmHg 63% high at Placebo 24 92.9 6.6 91.3 9.4 -2.3 5.7 
baseline 
64% high at Garlic 32 96.2 9 NS 92.4 9.9 -4.4 6.2 -2.1 0.19 
baseline 

DBP ,85 mmHg Placebo 14 79.1 5.1 78.5 7.5 -1 3.5 

Garlic 18 78.5 5.7 NS 76.7 7.7 -2.3 5 -1.3 1.6 0.40 

DBP placebo Placebo 38 87.8 9.1 86 9 -1.8 5 

DBP responders 50% .3 mm Garlic 25 93.2 11.4 NS 85.1 10.9 -1.8 3.8 -6.3 1.1 ,0.001 
change 

DBP nonresponders Garlic 25 86.5 11.1 NS 88.4 12.7 0.8 4 2.5 1.1 0.08 
MAP mmHg Placebo 38 112.7 10.6 110.4 8.8 -2.3 7.2 

Garlic 49 117.8 12.1 0.045 112.4 9.8 -5.4 9.3 -3.1 1.8 0.1 

HR L/min Placebo 38 70.4 9.6 70 8.5 -0.5 6 

Garlic 48 68.7 11.2 NS 67.9 10.7 -0.7 6.6 -0.2 1.4 0.9 

PP mmHg Placebo 38 51 9.3 49.8 9.2 -1.3 9.5 

Garlic 49 54.2 14.7 NS 50.2 10.1 -4 9.7 -2.7 2.1 0.2 

Central cSBP mmHg Placebo 38 129.3 9.3 126.8 9.9 -2.4 7.8 
BP 

Garlic 48 134.8 14.2 0.04 128.5 10.3 -6.2 9.7 -3.8 1.9 0.05 

cDBP mmHg Placebo 38 90.8 9.7 88.6 8.8 -2.2 6.3 

Garlic 48 95.1 12.3 0.08 90.4 10.7 -4.7 8 -2.6 1.6 0.11 

cPP mmHg Placebo 38 38.4 7.3 37.8 7.7 -0.5 6.4 

Garlic 49 40.6 11.8 NS 37.5 8 -3.2 7.4 -2.7 1.5 0.08 

Cardiac output L/min Placebo 38 5.3 0.6 5 0.5 -0.3 0.5 

Garlic 49 5.1 0.7 NS 5.1 0.7 -0.1 0.5 0.2 0.1 0.17 

TVR s ⋅ mmHg/mL Placebo 38 1.3 0.17 1.33 0.15 0.04 0.13 

Garlic 49 1.41 0.21 NS 1.39 0.15 -0.03 0.17 -0.07 0.03 0.06 

Cardiac index L/min × L/m2 Placebo 38 2.71 0.29 2.58 0.33 -0.13 0.25 

Garlic 49 2.65 0.45 NS 2.57 0.35 -0.06 0.32 0.07 0.06 0.28 

Arterial stiffness 
AP mmHg Placebo 38 10.1 6.5 10.8 6.6 0.76 5 

Garlic 49 13.2 8.9 0.07 11.6 4.9 -1 5.6 -1.9 1.2 0.12 

High AP* mmHg Placebo 14 15.4 6.9 14.4 8 -1 5.3 

Garlic 23 20.6 7.5 NS 15.2 3 -4.6 5.1 –3.5 1.8 0.06 

High AP, male mmHg Placebo 2 10 2.8 7.5 0 0.3 3.3 
Garlic 7 23.1 10.5 NS 15 7.1 -6.3 4.2 -6.6 2.7 0.04 

(Continued) 
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Table 2 (Continued) 

Measures Group n Baseline Baseline 12 weeks Change Mean difference between 
difference groups (garlic vs placebo) 

Office Variable Details Mean SD P-value Mean SD Mean SD Mean SE P-value 
BP difference 

High AP, female mmHg Placebo 11 17.5 6.2 19.5 11.5 -1.4 5.8 
Garlic 14 19 4.6 NS 18.4 6.4 -3.7 5.4 -2.3 2.3 0.32 

Low AP mmHg Placebo 24 6.9 3.5 8.7 4.6 1.8 4.6 
Garlic 26 6.6 2.8 NS 8.5 4.1 1.8 4.2 -0.03 1.3 0.98 

RM % Placebo 38 65.1 6.6 64.3 5.8 -0.82 5.2 
Garlic 49 63.6 8.2 NS 64.3 5.7 0.67 6.5 -1.5 1.3 0.25 

AI % Placebo 35 21.7 11.6 21.8 10 0.82 9.8 
Garlic 48 24 13.8 NS 24.2 11.1 -0.15 9.4 -0.97 3.1 NS 

AI high* % Placebo 12 31.8 7.2 26.4 8.3 -5 10.5 
Garlic 22 36.2 7.7 NS 31.3 8.9 -4.6 7.9 1.5 3.4 0.66 

AI low % Placebo 23 16.4 9.7 19.3 10.1 4.3 7.6 
Garlic 25 13.8 8.3 NS 18.1 9 3.6 9.1 -0.5 2.5 0.85 

PWV m/s Placebo 38 9.3 1.8 9.2 1.8 -0.071 0.33 
Garlic 49 9.8 1.9 NS 9.5 1.6 -0.28 0.58 -0.16 0.11 0.13 

PWV high# m/s Placebo 25 9.6 1.9 9.5 2 -0.15 0.35 
Garlic 31 10.2 2.2 NS 9.7 1.9 -0.49 0.62 -0.33 0.14 0.02 

PWV normal m/s Placebo 13 8.5 1.2 8.6 1.2 0.08 0.25 
Garlic 18 9 0.8 NS 9.1 0.9 0.07 0.29 0.01 0.1 0.89 

Notes: *Upper 50th percentile of population range adjusted for age and sex;19 #above normal population range, adjusted for age and sex.20 High AP/AI, upper 50% of 
population average; low AP/AI, lower 50% of population average; cardiac index, cardiac output from left ventricle in 1 minute per body surface area. 
Abbreviations:AI, augmentation index (at 75%); AP, augmentation pressure;BP, blood pressure; cSBP, central systolic BP; cDBP, central diastolic BP; cPP, central pulse pressure; 
HR, heart rate; MAP, mean arterial pressure; NS, not significant; PWV, pulse-wave velocity; RM, reflection magnitude; SD, standard deviation; SE, standard error;TVR, total 
vascular resistance. 
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Figure 2 Effect of aged garlic extract on blood pressure. 
Notes: Mean change in SBP (A) and DBP (B) over 12 weeks in the placebo and garlic groups, and responder (SBP change $5 mmHg, DBP change $3 mmHg) and nonresponder 
subgroups. 
Abbreviations: SBP, systolic blood pressure; DBP, diastolic BP. 
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Table 3 Cardiovascular markers by blood test 

Blood tests Reference range Units Group n Baseline Baseline 12 weeks Change from Change 
difference baseline difference 

Mean SD P-value Mean SD Mean SD P-value 

Lipids 
TG mmol/L Placebo 38 1.6 0.9 NS 1.5 1 -0.07 0.66 0.07 

Garlic 50 1.2 0.6 1.3 0.8 0.15 0.45 
TC ,5.5 mmol/L Placebo 38 5.3 1 NS 5.3 1.3 0.003 0.84 NS 

Garlic 50 5.5 1.3 5.5 1.2 -0.01 0.75 
TC subgroups High Placebo 17 6.1 0.6 NS 5.9 1.5 -0.16 1.1 NS 

Garlic 23 6.6 1 6.3 0.9 -0.27 0.79 
Normal Placebo 21 4.6 0.6 NS 4.7 0.7 0.13 0.54 NS 

Garlic 27 4.6 0.7 4.8 0.9 0.21 0.64 
LDL ,3.4 mmol/L Placebo 37 3.1 0.9 NS 3.1 1 -0.028 0.52 NS 

Garlic 50 0.8 1.1 3.2 0.9 -0.12 0.7 
LDL subgroups High Placebo 13 4 0.6 3.8 1.2 -0.2 0.76 NS 

Garlic 18 4.4 1 NS 4 0.6 -0.46 0.91 
Normal Placebo 24 2.6 0.6 2.7 0.6 0.061 0.29 NS 

Garlic 32 2.7 0.6 NS 276 0.7 0.069 0.46 
HDL 0.9–2.2 mmol/L Placebo 38 1.5 0.6 NS 1.4 0.5 -0.068 0.39 NS 

Garlic 50 1.7 0.6 1.7 0.6 -0.02 0.27 
TC/HDL Placebo 38 3.9 1.2 NS 3.9 1.1 -0.0026 0.48 NS 

Garlic 50 3.5 1.1 3.5 1 -0.0034 0.47 
ApoA 105–185 mg/dL Placebo 38 170.1 34.8 0.06 169.2 33.4 -0.92 21 NS 

Garlic 50 184.9 38 187.7 41.5 2.78 28.27 
ApoA subgroups High Placebo 8 219 34 NS 209.8 35.4 -9.25 27.28 NS 

Garlic 24 217 23.1 210.7 29.2 -6.25 23.81 
Normal Placebo 30 157.1 20.9 NS 158.4 23.3 1.3 18.94 NS 

Garlic 25 154.9 21.5 164.7 40 9.76 29.69 
ApoB 55–125 mg/dL Placebo 38 101.5 25.5 NS 101.2 31 -0.26 16.38 NS 

Garlic 50 102 32.5 100.7 30.8 -1.34 28.4 
ApoB subgroups High Placebo 5 146.2 23.9 NS 148.2 51.1 2 32.57 NS 

Garlic 7 160.9 32.2 129.7 57.4 -31.14 64.34 
Normal Placebo 32 96.1 16.4 NS 94.9 19.4 -1.15 13.11 NS 

Garlic 42 92.4 20.6 95.5 21.8 3.14 13.17 
Homocysteine 3.7–13.9 µmol/L Placebo 37 14.1 3.4 NS 13.5 4.3 -0.67 4.19 NS 

Garlic 50 14.2 3.7 14.9 4.5 0.67 3.88 
Homocysteine High Placebo 17 17 2.8 NS 15 5.4 -1.97 5.34 NS 
subgroups 

Garlic 26 17 2.6 16.9 4.6 -0.12 4.15 
Normal Placebo 20 11.8 1.3 NS 12.2 2.6 0.43 2.55 NS 

Garlic 24 11.2 1.7 12.8 3.2 1.57 3.44 
Platelet function 
Epi/Coll 120–150 s Placebo 35 143.3 45.8 NS 142.7 55.4 -0.52 37.7 NS 

Garlic 46 142.3 47.2 138.6 54.5 –3.67 45.2 
Epi subgroups Thick under 120 Placebo 12 101.7 15.7 NS 110.1 25.6 8.42 21.63 NS 

Garlic 18 102.5 10.4 107.9 32.7 5.4 32.9 
Thin over 150 Placebo 13 188.8 40.4 NS 178.8 73 -10 56.7 NS 

Garlic 16 193.4 41.9 180 61.9 –13.34 63.5 
ADP/Coll 85–110 s Placebo 34 95.4 21.6 NS 95.9 26.1 0.47 17.25 NS 

Garlic 41 92.8 21 89.6 16.3 -3.12 14.2 
Thick under 85 Placebo 12 75.4 5.9 NS 79.6 12.4 4.17 10.9 NS 

Garlic 17 77.4 4.6 84.4 12.1 7.06 11.1 
Thin over 110 Placebo 6 132 15.1 NS 125.7 41.4 -6.33 26.8 NS 

Garlic 5 137.4 25 117 19.3 -20.4 10 
Inflammatory markers
CRP mg/L Placebo 38 3.2 4.6 NS 4 4.6 0.8 3.7 NS 

Garlic 50 2.7 3.7 3.1 4.2 0.4 3.8 
TNFα fg/mL Placebo 27 245.6 269.5 NS 448.7 550.8 203.1 475.9 0.05 

Garlic 31 238.9 310.6 227.8 196.6 -11.1 358.6 
IL-1β fg/mL Placebo 27 145.6 89.2 NS 139.8 104.2 -5.8 96.0 NS 

Garlic 31 211.7 439.0 114.3 48.3 -97.4 433.6 

Abbreviations: ADP, adenosine diphosphate; ApoA, Apolipoprotein A; ApoB, Apolipoprotein B; Coll, collagen; Epi, epinephrine; HDL, high-density lipoprotein; LDL, low-
density lipoprotein; NS, not significant; SD, standard deviation; TC/HDL, total cholesterol:HDL ratio; TG, triglycerides.
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Table 4 Kidney- and liver-function test results 

Blood tests Reference Unit Group n Baseline Baseline 12 weeks Change from Change 
range difference baseline difference 

Mean SD P-value Mean SD Mean SD P-value 

Kidney function 
Na mmol/L Placebo 38 139.8 2.7 NS 139.8 2.2 0.1 1.9 NS 

Garlic 49 140.1 2.3 139.9 2.3 -0.2 2.3 
K mmol/L Placebo 38 4.46 0.53 NS 4.3 0.4 -0.1 0.6 NS 

Garlic 49 4.55 0.47 4.4 0.4 -0.1 0.5 
Cl mmol/L Placebo 38 103.1 3.4 NS 103.3 2.9 0.3 2.8 NS 

Garlic 49 103.5 2.9 103.3 2.6 -0.1 2.5 
Bicarbonate mmol/L Placebo 38 28.3 2.8 NS 30.1 2.2 1.8 3.1 0.03 

Garlic 49 29.1 2.6 29.5 2.4 0.3 2.9 
Urea mmol/L Placebo 38 6.1 1.8 NS 6.2 1.6 0.1 1.5 NS 

Garlic 49 5.8 1.4 5.7 1.4 0.1 1.4 
eGFR mL/min Placebo 38 86.2 9.4 NS 84.9 9.6 -1.2 5.1 0.06 

Garlic 8 85.6 9.5 86.4 9.3 0.9 4.8 
Creatinine µmol/L Placebo 38 69.7 18.5 NS 70.63 17.34 1 7.8 0.05 

Garlic 49 69.8 15.4 67.18 16.42 -2.8 9.1 
Ca mmol/L Placebo 38 2.3 0.1 NS 2.33 0.096 -0.01 0.1 NS 

Garlic 50 2.3 0.1 2.33 0.07 -0.0012 0.1 
CorCa mmol/L Placebo 36 2.3 0.1 NS 2.23 0.07 -0.02 0.1 NS 

Garlic 50 2.3 0.1 2.24 0.07 -0.004 0.1 
Phosphate mmol/L Placebo 38 1.06 0.2 NS 1.02 0.2 -0.4 0.2 NS 

Garlic 50 1.04 0.2 1.05 0.1 0.01 0.2 
Urate mmol/L Placebo 38 0.37 0.1 NS 0.36 0.096 -0.01 0.06 

Garlic 50 0.35 0.1 0.36 0.09 -0.01 0.06 NS 
Liver function 
Bilirubin µmol/L Placebo 38 11.4 4.7 NS 12 4.22 0.6 3.5 NS 

Garlic 50 11.4 4.5 11.7 4.4 0.3 3.4 
ALT U/L Placebo 38 30.5 14.1 0.12 30.8 14.5 0.3 10.1 NS 

Garlic 50 25.7 13.8 25.5 14.1 -0.3 6.1 
AST U/L Placebo 38 26.2 6.8 NS 28.3 10.7 2.1 7.7 0.03 

Garlic 50 26.5 8.1 25.5 7.3 -1 5.7 
ALP U/L Placebo 38 67.4 14.4 0.005 71.2 18.1 3.8 10.9 NS 

Garlic 50 78.6 22 80.1 24.4 1.5 10.8 
GGT U/L Placebo 38 39.2 58 0.5 42.9 90.1 3.8 35.5 NS 

Garlic 50 32.7 30.3 34.8 34.8 2.1 12.2 
Total protein g/L Placebo 38 72.6 4.1 NS 73 4.3 0.3 3.8 NS 

Garlic 50 72.7 5.1 73 3.7 0.3 5.1 
Albumin g/L Placebo 38 44.3 3.3 NS 45 3.5 0.7 2.7 NS 

Garlic 50 44.2 2.9 44.4 2.5 0.2 3.1 
Globulin g/L Placebo 38 28.3 3 NS 28 3.3 -0.3 2.1 NS 

Garlic 50 28.5 3.4 28.5 3.1 0.1 2.5 
Glucose mmol/L Placebo 38 5.4 1.1 5.3 1 -0.1 0.5 0.19 

Garlic 49 5.3 1.2 NS 5.5 1.7 0.2 1.1 

Abbreviations: CorCa, corrected calcium for albumin; eGFR, estimated glomerular filtration rate; NS, not significant; SD, standard deviation.

to take two trial capsules a day for 12 weeks, and about 80% Discussion 
stated they would be willing to continue taking the capsules if Our trial suggests that aged garlic extract is superior to placebo 

they helped with BP control (Table 5). Blinding success was in lowering BP in patients with uncontrolled hypertension. 

assessed at the end of the trial by questionnaire. While more A dosage of two capsules daily containing 1.2 g of aged 

participants in the garlic group (42%) than in the placebo group garlic extract and 1.2 mg of SAC signifcantly lowered SBP 

(21%) guessed their allocation correctly, a larger proportion by 5 mmHg compared with placebo over 12 weeks (P=0.016), 

in both groups were unsure or incorrect (garlic 58%, placebo and was highly tolerated. BP changes were observed only in 

79%; P=0.023; Table 5). a proportion of participants, whereby 50%–58% responded 
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Table 5 Tolerability, acceptability, and blinding 

Tolerability All Garlic Placebo 
(n=88) (n=50) (n=38) 

n (%) n (%) n (%) 
Side effects 
Total 28 (32) 18 (36) 10 (26) 
Reflux 7 (8) 5 (10) 2 (5) 
Improved digestion 6 (7) 5 (10) 1 (2) 
Garlic taste 3 (3) 3 (6) 0 
Hot flushes 4 (5) 3 (6) 1 (2) 
Burping 4 (5) 2 (4) 2 (5) 
Bloating 3 (3) 1 (2) 2 (5) 
Flatulence 3 (3) 1 (2) 2 (5) 
Dizzy 1 (1) 1 (2) 0 (0) 
Nosebleed 1 (1) 1 (2) 0 
Diarrhea 2 (2) 1 (2) 1 (2) 
Indigestion 2 (2) 1 (2) 1 (2) 
Difficulty swallowing capsules 2 (2) 1 (2) 1 (2) 
Nausea 1 (1) 0 1 (2) 
Dry mouth 1 (1) 0 1 (2) 
Acceptability 
Easy taking capsules 

Easy 84 (95) 48 (96) 36 (95) 
Acceptable 

Acceptable 88 (100) 50 (100) 38 (100) 
Willing to continue 

Agree 74 (84) 44 (88) 30 (79) 
Unsure 11 (13) 4 (8) 7 (18) 
Disagree 3 (3) 2 (4) 1 (3) 

Willing to spend (AU$0.3/capsule) 
Agree 70 (80) 42 (84) 28 (76) 
Unsure 14 (16) 7 (14) 7 (19) 
Disagree 3 (3) 1 (2) 2 (5) 

Blinding 
Correct 29 (33) 21 (42) 8 (21) 
Unsure 46 (52) 22 (44) 24 (63) 
Incorrect 13 (15) 7 (14) 6 (16) 

Notes: Acceptability was measured using 5-point Likert scales. The two highest 
categories were combined (eg, very easy/easy, very acceptable/acceptable, strongly 
agree/agree). 

to treatment by a reduction in SBP of more than 5 mmHg 

(58%) or a reduction in DBP of more than 3 mmHg (50%). 

Subgroup analysis of responders revealed a signifcant aver-

age reduction of 11 mmHg SBP and 6 mmHg DBP compared 

to placebo (P,0.001). 

Interindividual differences in BP response to garlic treat-

ment are biologically plausible9 and in line with our previous 

research, whereby SBP was reduced signifcantly in about 

70% of participants.6 Average BP reduction of responders in 

this trial is also consistent with meta-analyses of the effect 

of garlic on BP in hypertensives by 9–10 mmHg SBP and 

by 4–8 mmHg DBP (P,0.001).8,23 

Garlic-derived polysulfdes can infuence BP via the nitric 

oxide- and hydrogen sulfde-signaling pathways.9 Several 

dietary and genetic factors infuence the effciency of these 

pathways, including vitamin B
6
, vitamin B

12
, and folate 

levels or genetic polymorphisms, eg, the transsulfuration 

gene CBS, and hence support or ameliorate the BP response 

to garlic intake.9 

In our study, responders and nonresponders did not 

differ by age, sex, body mass index, or BP-medication 

intake. Therefore, we speculate that the variability in BP 

response to garlic in this study may be linked to underly-

ing vitamin B
6
, vitamin B

12 
or folate defciency, or genetic 

polymorphisms. 

Variation in vitamin B
12 

levels prevalent in middle-aged 

populations is supported by the relatively high mean homo-

cysteine levels found in our study sample, and the lack of 

effect of garlic on homocysteine levels, in line with the lit-

erature linking low vitamin B
12 

levels and high homocysteine 

levels with hypertension and cardiovascular disease.24 

Secondary outcome measures, including central hemo-

dynamics, such as central SBP, central pulse pressure, mean 

arterial pressure, total vascular resistance, arterial stiffness, 

and PWV, were positively infuenced by aged garlic extract. 

Central hemodynamic measures are regarded as more impor-

tant predictors than peripheral BP for cardiovascular disease.11 

Our fndings are in line with a previous trial showing a benef-

cial effect of aged garlic extract plus coenzyme Q
10 

on PWV 

and endothelial function,25 and provide new evidence that aged 

garlic extract has the potential to reduce central BP and arterial 

stiffness in individuals with uncontrolled hypertension. 

While we did not fnd signifcant differences in other 

cardiovascular markers, favorable effects observed in the 

infammatory marker TNFα, as well as total cholesterol, 

LDL cholesterol, and correlated ApoA and ApoB levels, 

were in line with previous research, whereby garlic was 

found to reduce the proinfammatory markers IL-1β and 

TNFα, subsequent activation of nuclear factor NFκB, and 

levels of oxidative LDL in vitro.26,27 Furthermore, a previous 

meta-analysis of 39 trials suggested garlic was effective in 

reducing total cholesterol and LDL cholesterol by 10% in 

individuals with slightly elevated levels.28 

Platelet-function testing provided evidence that Kyolic aged 

garlic extract was safe, even if taken in addition to blood-thinning 

medication, which is in line with previous research,10 and in 

contrast to raw garlic intake.29 In our sample, Kyolic aged garlic 

extract tended to normalize platelet function. 

While our study was adequately powered and adjusted for 

confounding factors for the primary outcome measures – SBP 

and DBP – allowing also for exploration by subgroups of 

responders/nonresponders, our study has a few limitations. 
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The dropout rate in the placebo group (22%) was higher 

than in the garlic group (9%), which may have led to some 

biased results.Assessments of the effect of aged garlic extract 

on most secondary outcome measures, including arterial 

stiffness measures and cardiovascular blood markers, were 

limited by the smaller sample size in subgroups of partici-

pants with elevated levels of these markers at baseline. Intake 

of prescription medication, including medicines for BP, lipid-

lowering agents, or hormone-replacement therapy were not 

matched between the groups, and numbers were too small in 

each category to undertake subgroup analyses. However, dif-

ferences between the groups were not statistically signifcant, 

and did not change results appreciably when incorporated in 

the analyses as covariates. 

Further larger studies are needed to assess the full poten-

tial of aged garlic extract on arterial stiffness measures, 

including PWV and augmentation pressure, as well as on 

cardiovascular biomarkers, such as infammatory markers, 

lipids, and platelet function. Additionally, future research 

should test the hypothesis that individuals’ responsiveness 

to aged garlic extract intake may be dependent on underlying 

dietary and genetic factors, such as vitamin B
6
, vitamin B

12
, 

folate levels, and CBS gene polymorphisms. 
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Inhibiting progression of coronary calcification using Aged Garlic 
Extract in patients receiving statin therapy: a preliminary study. 
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Abstract 
BACKGROUND: Aged Garlic Extract (AGE) reduces multiple cardiovascular risk factors, including 
blood pressure, cholesterol, platelet aggregation and adhesion, while stimulating nitric oxide 
generation in endothelial cells. However, no study has evaluated the ability of AGE to inhibit 
vascular calcification, a marker of plaque formation in human coronary arteries. 

OBJECTIVE: To assess the efficacy of Aged Garlic Extract (AGE) on changing the rate of 
atherosclerosis progression as compared to placebo. 

DESIGN: A placebo-controlled, double-blind, randomized pilot study to determine whether the 
atherosclerotic plaque burden detected by electron beam tomography (EBT) will change at a 
different rate under the influence of AGE as compared to placebo. Twenty-three patients were 
enrolled, and 19 patients completed the study protocol. AGE 4 ml or the equivalent amount of 
placebo was given to subjects. Duration of the study was 1 year. S-allylcysteine (SAC), one of the 
active compound of AGE, was measured in the blood as a compliance marker. 

RESULTS: The mean change of the calcium score (volumetric method) for the AGE group (n = 9) 
was 7.5 +/- 9.4% over 1 year. The placebo group (n = 10) demonstrated an average increase in 
calcium scores of 22.2 +/- 18.5%, significantly greater than the treated cohort (P = 0.046). There 
were no significant differences in individual cholesterol parameters or C reactive protein between 
the groups. In patients randomized to AGE, there was a nonsignificant trend for improving 
cholesterol/high-density lipoprotein ratio (P = 0.07) and homocysteine level (P = 0.08). 

CONCLUSIONS: This small pilot study indicates the potential ability of AGE to inhibit the rate of 
progression of coronary calcification, as compared to placebo over 1 year. Should these findings be 
extended and confirmed in larger studies, garlic may prove useful for patients who are at high risk 
of future cardiovascular events. 
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n
d A

S
C
V
D

 ris
k a

c
ro
s
s p

o
p
u
la
tio

n
s is 

s
u
b
s
ta
n
tia

l. O
u
r u

n
d
e
rs
ta
n
d
in
g o

f th
e p

a
th
o
g
e
n
e
s
is a

n
d e

tio
lo
g
y o

f c
o
ro
n
a
ry A

S
C
V
D
, a

s w
e
ll a

s its c
lin
ic
a
l im

p
lic
a
tio

n
s
, 

h
a
s g

ro
w
n tre

m
e
n
d
o
u
s
ly o

v
e
r th

e p
a
s
t 2

0 y
. T

h
e ro

le g
a
rlic m

ig
h
t p

la
y in tre

a
tin

g A
S
C
V
D

 h
a
s b

e
e
n p

o
s
tu
la
te
d fo

r m
a
n
y 

y
e
a
rs
, b

u
t u

n
til re

c
e
n
tly n

o s
tu
d
ie
s o

n g
a
rlic

’s a
b
ility to in

h
ib
it th

e a
th
e
ro
s
c
le
ro
tic p

ro
c
e
s
s h

a
v
e b

e
e
n re

p
o
rte

d
. A

 p
ilo
t 

s
tu
d
y e

v
a
lu
a
tin

g c
o
ro
n
a
ry a

rte
ry c

a
lc
ifi
c
a
tio

n a
n
d th

e e
ffe

c
t o
f g
a
rlic th

e
ra
p
y in a g

ro
u
p o

f p
a
tie

n
ts w

h
o w

e
re a

ls
o o

n s
ta
tin 

th
e
ra
p
y s

u
g
g
e
s
te
d in

c
re
m
e
n
ta
l b
e
n
e
fi
ts
. T

h
e im

p
lic
a
tio

n
s o

f th
is s

tu
d
y m

u
s
t b
e p

u
t in c

o
n
te
x
t o
f th

e p
o
te
n
tia

l im
p
o
rta

n
c
e 

o
f e

a
rly a

th
e
ro
s
c
le
ro
s
is d

e
te
c
tio

n a
n
d p

re
v
e
n
tio

n
. 

J
. N

u
tr. 1

3
6
: 7

4
1
S
–
7
4
4
S
, 2

0
0
6
. 

K
E
Y

 W
O
R
D
S
: 

� 
a
g
e
d g

a
rlic e

x
tra

c
t 

� 
a
th
e
ro
s
c
le
ro
s
is 

� 
c
a
rd
io
v
a
s
c
u
la
r 

� 
e
le
c
tro

n b
e
a
m

 to
m
o
g
ra
p
h
y 

� 
c
a
lc
ifi
c
a
tio

n

C
alcifi

cation 
an

d 
atherosclerosis. 

C
alciu

m
 
d
eposition 

in 
th
e w

alls of coron
ary arteries is an active process, rath

er th
an a 

sim
ple m

in
eral precipitation in th

e ath
erom

atou
s plaq

u
e (1

). 
C
alcifi

cation 
h
as 

been 
sh
ow

n 
to 

be 
an 

early 
featu

re 
of 

ath
ero

sclerotic plaq
u
e form

ation
, begin

n
in
g w

ith fatty-streak 

1
 P
u
b
lis
h
e
d 

in a 
s
u
p
p
le
m
e
n
t 
to T

h
e 

J
o
u
rn
a
l 
o
f 
N
u
tritio

n
. P

re
s
e
n
te
d 

a
t 
th
e 

s
y
m
p
o
s
iu
m

 ‘‘S
ig
n
ifi
c
a
n
c
e o

f G
a
rlic a

n
d Its C

o
n
s
titu

e
n
ts in C

a
n
c
e
r a

n
d C

a
rd
io
v
a
s
-

c
u
la
r D

is
e
a
s
e
’’ h

e
ld A

p
ril 9

–
1
1
, 2

0
0
5 a

t G
e
o
rg
e
to
w
n U

n
iv
e
rs
ity
, W

a
s
h
in
g
to
n
, D

C
. 

T
h
e s

y
m
p
o
s
iu
m

 w
a
s s

p
o
n
s
o
re
d b

y S
tra

n
g C

a
n
c
e
r P

re
v
e
n
tio

n C
e
n
te
r, a

ffi
lia
te
d 

w
ith W

e
ill M

e
d
ic
a
l C

o
lle
g
e o

f C
o
rn
e
ll U

n
iv
e
rs
ity
, a

n
d H

a
rb
o
r-U

C
L
A

 M
e
d
ic
a
l C

e
n
te
r, 

a
n
d c

o
-s
p
o
n
s
o
re
d b

y A
m
e
ric

a
n B

o
ta
n
ic
a
l C

o
u
n
c
il, A

m
e
ric

a
n In

s
titu

te fo
r C

a
n
c
e
r 

R
e
s
e
a
rc
h
, 
A
m
e
ric

a
n 

S
o
c
ie
ty 

fo
r 
N
u
tritio

n
, 
L
ife 

E
x
te
n
s
io
n 

F
o
u
n
d
a
tio

n
, 
G
e
n
e
ra
l 

N
u
tritio

n C
e
n
te
rs
, N

a
tio

n
a
l N

u
tritio

n
a
l F

o
o
d
s A

s
s
o
c
ia
tio

n
, S

o
c
ie
ty o

f A
th
e
ro
s
c
le
-

ro
s
is Im

a
g
in
g
, S

u
s
a
n S

a
m
u
e
li C

e
n
te
r fo

r In
te
g
ra
tiv
e M

e
d
ic
in
e a

t th
e U

n
iv
e
rs
ity o

f 
C
a
lifo

rn
ia
, Irv

in
e
. 
T
h
e s

y
m
p
o
s
iu
m

 w
a
s s

u
p
p
o
rte

d b
y A

la
n J

a
m
e
s G

ro
u
p
, L

L
C
, 

A
g
e
n
c
ia
s M

o
tta

, S
.A
., A

n
tis
tre

s
s A

G
, A

rm
a
l, B

irg
e
r L

e
d
in A

B
, E

c
o
la
n
d
ia In

te
r-

n
a
c
io
n
a
l, E

s
s
e
n
tia

l S
te
ro
lin P

ro
d
u
c
ts (P

T
Y
) L

td
., G

ra
n
d Q

u
a
lity L

L
C
, IC

 V
ie
tn
a
m
, 

In
te
rv
e
c L

td
., J

e
n
n H

e
a
lth

, K
e
rn
p
h
a
rm

 B
V
, L

a
b
o
ra
to
ri M

iz
a
r S

A
S
, M

a
g
n
a T

ra
d
e
, 

M
a
n
a
v
ita B

.V
.B
.A
., M

a
x
iP
h
a
rm

 A
/S
, N

a
tu
re
’s F

a
rm

, N
a
tu
rk
o
s
t S

. R
u
i a

.s
., N

ic
h
e
a

C
o
m
p
a
n
y L

im
ite

d
, N

u
tra

-L
ife H

e
a
lth &

 F
itn

e
s
s L

td
., O

y V
a
lio
ra
v
in
to A

b
, P

a
n
a
x
, P

T
. 

N
u
trip

rim
a J

a
y
a
s
a
k
ti, P

u
rity L

ife H
e
a
lth P

ro
d
u
c
ts L

im
ite

d
, Q

u
e
s
t V

ita
m
in
s
, L

td
., 

S
a
b
in
c
o S

.A
., T

h
e A

IM
 C

o
m
p
a
n
ie
s
, V

a
lo
s
u
n L

td
., W

a
k
u
n
a
g
a o

f A
m
e
ric

a C
o
. L

td
., 

a
n
d 

W
a
k
u
n
a
g
a 

P
h
a
rm

a
c
e
u
tic

a
l 
C
o
., 

L
td
. 
G
u
e
s
t 
e
d
ito

rs 
fo
r 
th
e 

s
u
p
p
le
m
e
n
t

p
u
b
lic
a
tio

n w
e
re R

ic
h
a
rd R

iv
lin
, M

a
tth

e
w

 B
u
d
o
ff, a

n
d H

a
ru
n
o
b
u A

m
a
g
a
s
e
. G

u
e
s
t 

E
d
ito

r D
is
c
lo
s
u
re
: R

. R
iv
lin h

a
s b

e
e
n a

w
a
rd
e
d re

s
e
a
rc
h g

ra
n
ts fro

m
 W

a
k
u
n
a
g
a o

f 
A
m
e
ric

a
, 
L
td
. 
a
n
d 

re
c
e
iv
e
d 

a
n 

h
o
n
o
ra
riu

m
 
fo
r 

s
e
rv
in
g 

a
s 

c
o
-c
h
a
ir 

o
f 
th
e 

c
o
n
fe
re
n
c
e
; 
M
. 
B
u
d
o
ff 

h
a
s 

b
e
e
n 

a
w
a
rd
e
d 

re
s
e
a
rc
h 

g
ra
n
ts 

fro
m

 
W
a
k
u
n
a
g
a 

o
f 

A
m
e
ric

a
, 
L
td
. 
a
n
d 

re
c
e
iv
e
d 

a
n 

h
o
n
o
ra
riu

m
 
fo
r 

s
e
rv
in
g 

a
s 

c
o
-c
h
a
ir 

o
f 
th
e 

c
o
n
fe
re
n
c
e
; a

n
d H

a
ru
n
o
b
u A

m
a
g
a
s
e is e

m
p
lo
y
e
d b

y W
a
k
u
n
a
g
a o

f A
m
e
ric

a
, L

td
. 

2
 A
u
th
o
r 
d
is
c
lo
s
u
re
: 
M
. 
B
u
d
o
ff 

h
a
s 

b
e
e
n 

a
w
a
rd
e
d 

re
s
e
a
rc
h 

g
ra
n
ts 

fro
m

 
W
a
k
u
n
a
g
a o

f A
m
e
ric

a
, L

td
. a

n
d re

c
e
iv
e
d a

n h
o
n
o
ra
riu

m
 fo

r s
e
rv
in
g a

s c
o
-c
h
a
ir o

f 
th
e c

o
n
fe
re
n
c
e
. 

3
 T
o w

h
o
m

 c
o
rre

s
p
o
n
d
e
n
c
e s

h
o
u
ld b

e a
d
d
re
s
s
e
d
: E

-m
a
il: b

u
d
o
ff@

u
c
la
.e
d
u
. 

4
 A
b
b
re
v
ia
tio

n
s 

u
s
e
d
: 
A
G
E
, 
a
g
e
d 

g
a
rlic 

e
x
tra

c
t; 

A
S
C
V
D
, 
a
th
e
ro
s
c
le
ro
tic

c
a
rd
io
v
a
s
c
u
la
r d

is
e
a
s
e
; C

A
D
, c

o
ro
n
a
ry a

rte
ry d

is
e
a
s
e
; C

C
, c

o
ro
n
a
ry c

a
lc
ifi
c
a
tio

n
; 

E
B
C
T
, e

le
c
tro

n b
e
a
m

 c
o
m
p
u
te
d to

m
o
g
ra
p
h
y
. 

0
0
2
2
-3
1
6
6
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6 $

8
.0
0 �

 2
0
0
6 A

m
erican S

o
ciety fo

r N
u
tritio

n
. 

form
ation an

d con
tin

u
in
g th

rou
gh
ou

t th
e n

atu
ral h

istory of th
e 

plaq
u
e 

(2
). 

In 
1
9
5
9
, 
B
lan

k
en
h
orn 

reported 
an 

association 
betw

een 
coron

ary 
calcifi

cation 
(C

C
)
4
 
an
d 

ath
erosclerotic 

card
iovascu

lar d
isease (A

S
C
V
D
) at au

topsy (3
). S

in
ce th

en
, 

at least 6 oth
er au

topsy stu
d
ies in

volvin
g .

2
5
0
0 h

earts, h
av
e 

con
fi
rm

ed 
th
ese 

in
itial 

fi
n
d
in
gs. 

S
everal 

in
vestigators 

h
ave 

fou
n
d 

a 
sign

ifi
can

t 
correlation 

betw
een 

am
ou
n
t 
of 

coron
ary 

calciu
m

 an
d am

ou
n
t of ath

erosclerosis. T
h
ese in

vestigators u
sed 

m
easu

rem
en
ts 

of 
plaq

u
e 
volu

m
e 
rath

er 
th
an 

sten
oses, 

an
d 

d
em

on
strated

, th
rou

gh th
e resu

lts of au
topsies, th

at th
ere w

as a 
con

sisten
t 
an
d 

d
irect 

relation 
betw

een 
calciu

m
 
an
d 

plaqu
e 

volu
m
e (4–6). S

im
ilarly, in vivo stu

dies h
ave dem

on
strated a 

lin
ear relation

sh
ip betw

een C
C

 an
d A

S
C
V
D

 plaqu
e bu

rden (7,8). 
R
ecen

tly M
in
tz et al. (9) evalu

ated patien
ts u

sin
g in

travascu
lar 

u
ltrasou

n
d an

d electron beam
 tom

ograph
y an

d fou
n
d a stron

g 
relation

sh
ip betw

een calcification an
d plaqu

e bu
rden

. 
E
lectron 

beam
 
com

pu
ted 

tom
ography. 

T
h
ere 

h
as 

been 
great 

in
terest 

in 
th
e 

d
evelop

m
en
t 
of 

n
on

in
vasive 

im
agin

g 
tech

n
iq
u
es to d

etect th
e presen

ce or absen
ce of ath

erosclerosis. 
O
n
e approach th

at h
as recen

tly gain
ed particu

lar atten
tion

, 
an
d 

is 
bein

g 
u
sed 

in 
several 

N
IH

 
stu

d
ies 

of 
su
bclin

ical 
ath

erosclerosis, is C
C

 as m
easu

red by electron beam
 com

pu
ted 

tom
ograph

y (E
B
C
T
). A

s opposed to oth
er n

on
in
vasive m

od
al-

ities to d
iagn

ose coron
ary artery d

isease (C
A
D
) by focu

sin
g on 

ph
ysio

logic 
con

seq
u
en
ces 

of 
co
ron

ary 
obstru

ction
, 
coron

ary 
calciu

m
 represen

ts an an
atom

ic m
easu

re of plaq
u
e bu

rd
en (1

0
). 

T
h
ere is gen

eral agreem
en
t th

at C
C

 as m
easu

red by E
B
C
T

 
provid

es 
a 
u
sefu

l 
m
easu

re 
of 

ath
erosclerosis 

for 
popu

lation 
stu

d
ies. It is n

on
in
vasive an

d read
ily applicable for rou

tin
e u

se; 
it d

em
o
n
strates su

ffi
cien

t accu
racy an

d reprod
u
cibility, an

d it 
correlates w

ith an
giograph

ic or path
ologic evid

en
ce of C

A
D
. 

7
4
1
S
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T
h
e presen

ce of C
C

 is n
early 1

0
0
%

 specifi
c for ath

erom
atou

s 
coron

ary plaq
u
e. B

ecau
se both obstru

ctive an
d n

on
o
bstru

ctive 
lesion

s 
h
av
e 
calcifi

cation 
presen

t 
in 

th
e 
in
tim

a, 
C
C

 
is 

n
ot 

specifi
c to obstru

ctive d
isease (1

1
). S

tu
d
ies h

ave d
em

o
n
strated 

a d
irect relation

sh
ip betw

een coron
ary-artery calciu

m
 as m

ea-
su
red by E

B
C
T

 an
d h

istologic (1
2
,1
3
) an

d in vivo in
travascu

lar 
u
ltrasou

n
d (1

4
) m

easu
res of ath

erom
atou

s plaq
u
e. In a m

u
lti-

cen
ter 

stu
d
y, 

it h
as been 

d
em

on
strated th

at 
C
C

 
by 

E
B
C
T

 
correlates w

ell w
ith an

gio
graph

ic sten
o
sis (1

5
), w

ith progres-
sively h

igh
er scores fou

n
d in n

on
obstru

ctive, an
d 1

-, 2
-
an
d 

3
-vessel obstru

ctive C
A
D
. G

u
erci et al. (1

6
) d

em
o
n
strated a 

stron
g correlation betw

een th
e sq

u
are root of th

e total E
B
C
T

 
calciu

m
 score an

d m
axim

u
m

 percen
t lu

m
in
al coron

ary sten
oses 

in a sm
all grou

p of asym
ptom

atic patien
ts u

n
d
ergoin

g d
iagn

os-
tic co

ron
ary an

giograph
y. R

u
m
b
erger (1

7
) an

alyzed stu
d
ies of 

sym
ptom

atic patien
ts an

d d
em

o
n
strated calciu

m
 scores w

ith 
9
0
%

 specifi
cities for variable d

egrees of an
giograph

ic sten
osis. 

T
h
u
s, 

in 
both 

sym
ptom

atic 
an
d 

asym
ptom

atic 
popu

lation
s, 

correlative stu
d
ies h

ave d
em

on
strated a relation

sh
ip betw

een 
th
e C

C
 score an

d th
e severity of u

n
d
erlyin

g d
isease. 

T
h
e m

ost pow
erfu

l in
form

ation regard
in
g th

e u
tility of th

e 
E
B
C
T

 calciu
m

 score relates to its progn
ostic ability regard

in
g 

card
iov

ascu
lar even

ts. T
h
e greatest poten

tial for co
ron

ary cal-
ciu

m
 d
etection is as a m

ark
er of coron

ary h
eart d

isease risk
. A

 
n
u
m
ber of large stu

d
ies h

av
e reported th

at th
e presen

ce of C
C

 
is an in

d
epen

d
en
t pred

ictor of coron
ary h

eart d
isease risk after 

con
trollin

g for coron
ary h

eart d
isease risk factors (1

8
–
2
1
). In all 

stu
d
ies to d

ate, th
e exten

t of C
C

 w
as an in

d
epen

d
en
t an

d 
in
crem

en
tal estim

ator of coron
ary even

ts over an
d abo

ve age, 
gen

d
er, 

an
d 

trad
ition

al 
card

iovascu
lar 

risk 
facto

rs. 
T
h
ese 

stu
d
ies d

em
on

strate th
at person

s w
ith sign

ifi
can

t C
C

 (scores 
.
1
0
0
) h

av
e a 1

0
-
to 2

0
-fold greater risk of fu

tu
re coron

ary 
even

ts. P
u
blish

ed gu
id
elin

es state th
at ‘‘[t]h

e resu
ltin

g calciu
m

 
score is an im

portan
t param

eter to d
etect asym

ptom
atic in

d
i-

vid
u
als at h

igh risk for fu
tu
re C

V
D

 [card
iov

ascu
lar d

isease] 
even

ts, 
in
d
epen

d
en
t 
of 

th
e 

trad
ition

al 
risk 

factors’’ 
(2
2
). 

N
u
m
erou

s profession
al organ

ization
s, in

clu
d
in
g th

e N
ation

al 
C
h
olesterol 

E
d
u
cation 

P
an
el, 

A
m
erican 

H
eart 

A
ssociation

, 
A
m
erican 

C
o
llege 

of 
C
ard

iology, 
an
d 

E
u
ropean 

S
ociety 

of 
C
ardiology, in both gu

idelin
es an

d expert con
sen

su
s d

ocu
m
en
ts, 

h
ave exten

d
ed th

e recom
m
en
d
ation for its u

se in clin
ically 

selected in
term

ed
iate co

ron
ary h

eart d
isease risk patien

ts (e.g., 
th
ose w

ith a 1
0
–
2
0
%

 F
ram

in
gh
am

 1
0
-y risk estim

ate) to refi
n
e 

clin
ical risk pred

iction (2
3
–
2
7
). 

E
B
C
T

 calciu
m

 scan
n
in
g h

as ach
ieved a su

bstan
tial d

egree of 
stan

d
ard

ization
, allow

in
g for u

se in ran
d
om

ized trials an
d across 

cen
ters. It possesses an ease of im

plem
en
tation su

ffi
cien

t to 
m
ak
e it applicable to popu

lation
-based an

d m
u
lticen

ter stu
d
ies 

of A
S
C
V
D
. T

h
e repro

d
u
cibility of calciu

m
 m

easu
rem

en
ts is 

essen
tial to assess progressio

n or regression of d
isease an

d to 
con

d
u
ct lon

gitu
d
in
al stu

d
ies. E

B
C
T

 in
ter-scan

, in
ter-

an
d in

tra-
observer variability h

as been exten
siv

ely stu
d
ied

, w
ith repro-

d
u
cibility varyin

g from
 m
od
erate (2

8
) to excellen

t (2
9
–
3
1
) (r 5

 
0
.9
6
–
0
.9
9
). W

ith excellen
t in

ter-
an
d in

traobserv
er variability 

(;
1
–
3
%
), 

th
is test 

can 
m
easu

re 
plaq

u
e 
bu

rd
en 

an
d 

follo
w

 
ath

erosclerosis over tim
e. U

sin
g n

ew
 gatin

g algo
rith

m
s, E

B
C
T

 
in
ter-scan 

variability 
h
as 

been 
sh
ow

n 
to 

be 
;
1
1
%

 
(3
2
). 

F
u
rth

erm
ore, w

ith its ab
ility to estim

ate total plaq
u
e bu

rd
en
, 

th
e tool h

as been d
em

on
strated to be id

eal for m
easu

rin
g th

e 
progressio

n
, stab

ilization
, or regression of co

ron
ary plaq

u
e n

on
-

in
vasively. 
S
everal stu

d
ies h

ave d
em

on
strated a d

ecrease in E
B
C
T
-

m
easu

red calciu
m

 volu
m
e in patien

ts treated w
ith statin d

ru
gs 

(3
3
). C

allister en
rolled 1

4
9 patien

ts w
ith h

yperch
olestero

lem
ia 

w
h
o u

n
d
erw

en
t 2 E

B
C
T

 scan
s after a m

in
im

u
m

 of 1
2 m

o. S
ixty 

percen
t of th

e su
bjects, h

avin
g ach

ieved L
D
L red

u
ction

s to 

,
1
2
0 

m
g/d

L
, 
sh
ow

ed 
E
B
C
T

 
stabilization 

(regression 
or 

n
o 

in
crease) of coron

ary ath
erosclerosis com

pared w
ith su

bjects 
w
h
ose L

D
L ch

olesterol w
as n

ot red
u
ced to ,

1
2
0 m

g/d
L (P ,

 
0
.0
0
1
). A

 secon
d 

stu
d
y 
follow

ed 2
7
4 patien

ts w
ith variou

s 
card

io
vascu

lar risk factors w
h
o w

ere scan
n
ed tw

ice at least 1 y 
apart. O

f 1
2
3 patien

ts w
ith h

yperlipid
em

ia, 6
1 w

ere on statin 
th
erap

y, an
d 6

2 reported n
o th

erapy. T
h
o
se patien

ts reportin
g 

u
se of a statin h

ad an an
n
u
al progression rate of 1

6
%
, com

pared 
w
ith 

a 
3
9
%

 
an
n
u
al 

in
crease 

in 
th
e 

E
B
C
T

 
score 

for 
th
e 

u
n
treated grou

p (P ,
 0
.0
1
) (3

4
). In large stu

d
ies of progression

, 
an
n
u
al ch

an
ges in calciu

m
 scores m

easu
red by E

B
C
T

 pred
ict 

th
e progression of C

A
D
; E

B
C
T
-m

easu
red progressio

n of C
C

 
([ .

 ]1
5
%

 per year) is associated w
ith a 1

3
-fold greater risk of 

card
iac even

ts (3
5
,3
6
). 

G
arlic an

d atherosclerosis. 
S
everal clin

ical reports, in
clu

d
-

in
g m

eta-an
alyses, h

ave revealed ch
olesterol-low

erin
g effects of 

garlic su
pplem

en
tation in h

u
m
an
s (3

7
,3
8
). S

u
ch reports h

ave 
stron

gly affected pu
blic aw

aren
ess of th

e ch
olesterol-low

erin
g 

effect of garlic. R
ecen

t stu
d
ies of aged garlic extract (A

G
E
) 

h
ave sh

ow
n it to be a m

od
u
lator of m

u
ltiple card

io
vascu

lar risk 
factors (3

9
), su

ch as blood pressu
re, platelet aggregation an

d 
ad
h
esio

n
, total ch

olesterol, L
D
L
, H

D
L
, L

D
L oxid

ation
, sm

o
k
-

in
g-cau

sed oxid
ative d

am
ages, an

d d
irectly su

p
pressed ath

er-
osclerosis (4

0
–
4
3
). In ad

d
itio

n
, A

G
E

 h
as been d

em
on

strated to 
im

prove 
en
d
oth

elial 
fu
n
ction 

(4
4
), 

in
h
ibit 

en
d
oth

elial 
cell 

d
am

age, an
d tran

sform
 sm

o
oth m

u
scle cells (4

5
). T

h
is su

ggests 
th
at A

G
E

 m
ay h

ave an effect on co
n
trollin

g arterial fu
n
ction 

th
rou

gh in
h
ibitin

g th
e d

am
age of n

itric oxid
e syn

th
esis (4

6
). 

T
h
u
s, 

garlic 
an
d 

extracts 
h
ave 

been 
postu

lated 
to 

im
part 

card
io
vascu

lar ben
efi
ts th

rou
gh m

u
ltiple m

ech
an
ism

s. 
W
e perform

ed a placebo-con
trolled

, d
ou

ble-blin
d
, ran

d
om

-
ized 

pilot 
stu

d
y 

to 
d
eterm

in
e 

w
h
eth

er 
th
e 

ath
erosclerotic 

plaq
u
e 
bu

rd
en 

d
etected 

by 
electron 

beam
 
tom

ograph
y 
w
ill 

ch
an
ge 

at 
a 
d
ifferen

t 
rate 

u
n
d
er 

th
e 
in
fl
u
en
ce 

of 
A
G
E

 
as 

com
pared w

ith a placebo (4
7
). T

w
en
ty-th

ree h
igh

-risk patien
ts 

w
ere en

rolled
, an

d 1
9 (1

4 m
en
, 5 w

om
en
, w

ith a m
ean age of 

5
9
.9 

6
 1
0
.5 y) com

pleted th
e 1

-y stu
d
y protocol. S

u
bjects 

receiv
ed 4 m

L of A
G
E

 (1
2
0
0 m

g) or th
e eq

u
ivalen

t am
ou

n
t of 

placebo. A
ll patien

ts w
ere on

, an
d m

ain
tain

ed
, a stable cou

rse 
of statin th

erapy an
d aspirin d

u
rin

g th
e cou

rse of th
e stu

d
y. O

f 
th
e 1

9 patien
ts w

h
o com

pleted th
e stu

d
y protocol, 

9 w
ere 

ran
d
om

ized to A
G
E
, an

d 1
0 to placebo. S

-allyl cystein
e, on

e of 
th
e active co

m
pou

n
d
s of A

G
E
, w

as m
easu

red in th
e blood as a 

com
plian

ce 
m
ark

er. 
S
-allyl 

cystein
e 

seru
m

 
m
easu

rem
en
t 
is 

cu
rren

tly th
e on

ly reliable h
u
m
an com

plian
ce m

ark
er u

sed for 
stu

d
ies in

volvin
g garlic con

su
m
ption

, sin
ce it is d

etectable an
d 

q
u
an
titatively in

creases in th
e blood after oral in

tak
e of garlic 

capsu
les (4

8
). 

T
h
e m

ean ch
an
ge an

d absolu
te d

ifferen
ce in th

e calciu
m

 
score (volu

m
etric m

eth
o
d
) for th

e A
G
E

 grou
p w

as 7
.5 6

 9
.4
%

 
an
d 4

5
.2 6

 5
7
.2 over th

e year, respectively. T
h
e placebo grou

p 
exh

ib
ited a m

ean in
crease in calciu

m
 scores of 2

2
.2 6

 1
8
.5
%

 
an
d 1

2
9
.0 6

 1
0
2
.1
, sign

ifi
can

tly greater th
an th

e treated coh
ort 

(P 5
 0
.0
4
6 an

d 0
.0
4
5
, respectively). A

ll patien
ts in th

is stu
d
y 

w
ere on statin th

erapy; th
u
s th

e im
provem

en
t seen u

n
d
er th

e
in
fl
u
en
ce of garlic su

ggests in
crem

en
tal ben

efi
t to statin th

erapy 
in th

is sm
all stu

d
y. T

h
e stu

d
y sh

ow
s th

at patien
ts on placebo 

(w
ith statin baselin

e th
erapy) progressed at a rate of 2

2.2%
 per y, 

w
h
ile 

th
e 

ad
d
ition 

of 
A
G
E

 
red

u
ced 

progression 
to 

7
.5
%
. 

C
alciu

m
 scores d

id n
ot correlate w

ith m
easu

res of glu
tath

ion
e 

an
d lipid peroxid

ation at en
try. L

ipid perox
id
ation sign

ifi
can

tly 
d
ecreased at follow

-u
p period in both grou

ps. A
lth

ou
gh th

e 
h
om

ocystein
e ch

an
ges d

id n
ot ach

ieve sign
ifi
can

ce in th
is sm

all 
stu

d
y, th

ere w
as a favorable tren

d
. 

C
h
an
ges 

in 
baselin

e 
valu

es 
over 

1 
y 
as 

observed 
u
n
d
er 

th
e in

fl
u
en
ce of both A

G
E

 an
d placebo are sh

ow
n in T

ab
le 1

. 
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AGE RETARDS ATHEROSCLEROSIS PROGRESSION 743S 

TABLE 1 

Changes in values over one year under the influence 
of therapies1 

AGE Placebo 
(n = 9)  (n = 10) P 

Volume calcium score 45.2 6 57.2 129.0 6 102.1 0.0445 
% Change (volume) 7.5 6 9.4 22.2 6 18.5 0.0464 
Agatston calcium score 71.1 6 95.8 151.6 6 126.5 0.1401 
% Change, Agatston 11.5 6 16.8 21.1 6 18.9 0.2628 
Lipid peroxidase �0.28 6 0.20 �0.20 6 0.10 0.2787 
GSH,2 micrograms/ 1010RBC �0.9 6 108.0 �26.4 6 102.7 0.6056 
White blood count �0.2 6 1.90 �0.95 6 1.85 0.3960 
Hematocrit �2.02 6 3.02 �3.25 6 2.58 0.3522 
Platelet 3.2 6 17.4 1.8 6 42.6 0.9269 
Sodium 3.33 6 3.12 1.8 6 6.65 0.5365 
Potassium �0.01 6 1.15 �0.15 6 0.64 0.7464 
Glucose 14.3 6 55.1 13.3 6 50.8 0.9666 
Creatinine 0.00 6 0.00 0.01 6 0.14 0.9152 
AST3 1.89 6 7.85 �4.6 6 15.0 0.2620 
Alkaline phosphatase 4.0 6 12.1 �10.1 6 25.2 0.1452 
ALT4 0.11 6 7.25 �2.6 6 13.0 0.5876 
Total cholesterol 7.0 6 21.8 12.8 6 25.9 0.6065 
HDL 3.0 6 10.6 �1.3 6 13.8 0.4611 
Cholesterol/HDL �0.15 6 1.04 0.79 6 1.13 0.0763 
LDL �3.2 6 16.2 21.9 6 39.4 0.0932 
Triglycerides 8.3 6 42.6 29.5 6 95.7 0.5500 
Homocysteine �1.77 6 9.85 5.77 6 7.75 0.0798 
C-reactive protein �0.10 6 0.22 �0.13 6 0.27 0.8464 

1 Values are means 6 SD. 
2 GSH, glutathione. 
3 AST, aspartate aminotransferase. 
4 ALT, alanine aminotransferase. 

All patients were taking a stable dose of statin and aspirin 
throughout the study. There were no significant changes in 
cholesterol parameters, homocysteine or C-reactive protein 
between the groups, although there was a trend toward 
improvement of cholesterol parameters and homocysteine 
(P 5 0.07–0.09 for these measures, Table 1). There was also a 
trend (not significant) toward decreasing cholesterol/HDL ratios 
(P 5 0.076). 

Conclusion. Electron beam tomography is a noninvasive 
procedure and a well-validated tool for examining cardiovas-
cular diseases, to measure precise quantity of CC, which is 

TABLE 2 

Possible mechanisms by which garlic may 
inhibit atherosclerosis 

Inhibition of stenosis caused by damage induced by balloon 
catheterization (in vivo) 

Inhibition of cell transformation and cell growth in the smooth muscle 
cells (in vitro) 

Inhibition of lipid accumulation into macrophage (foam cells) (in vitro) 
Inhibition of LDL oxidation-caused endothelial cell damage in artery 
(in vitro) 

Inhibition of LDL oxidation-induced free radical generation from 
damaged endothelial cells in artery (in vitro) 

Inhibition of glutathione depletion from the endothelial cells (in vitro) 
Activation of cNOS (in vitro) 
Increase of Nitrous Oxide metabolites; cNOS activation (in vivo) 
Lowering of cholesterol, raising of HDL cholesterol 
Lowering blood pressure 
Reduction of homocysteine 
Improvement of endothelium function (in vivo) 

FIGURE 1 Changes in plaque burden over 1 y. 

linearly correlated with the amount of associated atheroscle-
rotic plaque, and track atherosclerotic plaque over time. 
Because AGE has been shown to have several potential anti-
atherosclerotic properties, it was chosen as the agent of study to 
evaluate its ability to inhibit progression of coronary athero-
sclerosis. The exact mechanism by which garlic and AGE may 
inhibit atherosclerosis is still unknown. Campbell et al. (40) 
found a direct effect of AGE on atherosclerosis using both 
molecular techniques in vitro and in vivo models. The possible 
mechanisms by which garlic can inhibit coronary plaque 
formation are listed in Table 2. In general, intimal-cell 
hyperplasia followed by fatty streaks develops before arterial 
calcification. AGE may exert anti-atherogenic effects through 
inhibition of both smooth-muscle phenotypic change and 
proliferation and on lipid accumulation in the artery wall and 
into the macrophage. In addition, inhibiting damage of the 
endothelial cells and transforming smooth muscle cells as 
shown in the several studies using AGE suggest that AGE may 
have an effect of controlling arterial function and improving 
endothelial function through inhibiting the damage of nitric 
oxide synthesis. Data suggests garlic may increase glutathione 
levels and protection of endothelial cells by reducing oxidant 
stress, especially LDL oxidation, a recognized risk factor in 
cardiovascular disease (49). 

It is of special interest that garlic was not given as an 
alternative, but rather in addition to statin drugs. Despite the 
small study size, patients given AGE demonstrated a significant 
slowing of the accumulation of coronary artery calcification 
during this randomized, placebo-controlled trial. The difference 
in progression was significant, whether measured by absolute 
plaque volume or percent change (Fig. 1). This was found to be 
complementary to the effects of statin therapy. This effect of 
AGE may be related with the reduction of multiple risk factors 
in cardiovascular diseases, such as homocysteine, LDL, LDL 
oxidation, blood coagulations, and others. Larger studies will be 
needed to validate this finding and to derive the mechanism by 
which garlic may provide cardiovascular benefit. 
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ged garlic extract lowers blood pressure in patients with treated but 
ncontrolled hypertension: A randomised controlled trial� 
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Objective: To assess the effect, tolerability and acceptability of aged garlic extract as an adjunct treatment 
to existing antihypertensive medication in patients with treated, but uncontrolled, hypertension. 
Design: A double-blind parallel randomised placebo-controlled trial involving 50 patients whose rou-
tine clinical records in general practice documented treated but uncontrolled hypertension. The active 
treatment group received four capsules of aged garlic extract (960 mg containing 2.4 mg S-allylcysteine) 
daily for 12 weeks, and the control group received matching placebos. The primary outcome measures 
were systolic and diastolic blood pressure at baseline, 4, 8 and 12 weeks, and change over time. We also 
assessed tolerability during the trial and acceptability at 12 weeks. 
Results: In patients with uncontrolled hypertension (SBP ≥ 140 mm Hg at baseline), systolic blood pressure 
omplementary medicine was on average 10.2 ± 4.3 mm Hg (p = 0.03) lower in the garlic group compared with controls over the 12-
week treatment period. Changes in blood pressure between the groups were not significant in patients 
with SBP < 140 mm Hg at baseline. Aged garlic extract was generally well tolerated and acceptability of 
trial treatment was high (92%). 
Conclusion: Our trial suggests that aged garlic extract is superior to placebo in lowering systolic blood 
pressure similarly to current first line medications in patients with treated but uncontrolled hypertension. 

 

 
 
 

 
 

 

. Introduction 

High blood pressure is an important risk factor for cardiovas-
ular disease (CVD). In Australia, 30% or 3.7 million adults are
ypertensive (systolic blood pressure (SBP) ≥ 140 mm Hg or dias-
olic blood pressure(DBP) ≥ 90 mm Hg) [1]. Only half of the people
ith hypertension receive antihypertensive medication, however,

0% of patients on treatment are inadequately controlled [2].
rimary prevention of CVD is important; adequate risk factor man-
gement is associated with a fourfold larger reduction in deaths
han secondary prevention of CVD and with a higher life expectancy

f 21 years on average [3]. 

As hypertension is the most frequently managed problem in 
ustralian general practice, accounting for 9.6% of GP visits [4], 
nd the use of complementary and alternative medicine (CAM) by 

� Trial registration number: ACTRN12609000151235, Australian New Zealand 
rial Registry, http://www.anzctr.org.au. 
∗ Corresponding author at: Discipline of General Practice, The University of Ade-

aide, Eleanor Harrald Bld, Level 3, Frome Rd, Adelaide, South Australia 5045, 
ustralia. Tel.: +61 8 8303 6281; fax: +61 8 8303 3511. 

E-mail addresses: karin.ried@adelaide.edu.au (K. Ried), 
liver.frank@adelaide.edu.au (O.R. Frank), 
igel.stocks@adelaide.edu.au (N.P. Stocks). 

378-5122/$ – see front matter © 2010 Elsevier Ireland Ltd. All rights reserved. 
oi:10.1016/j.maturitas.2010.06.001 
© 2010 Elsevier Ireland Ltd. All rights reserved. 

Australians is high [5], there is scope to explore the integration 
of CAM in the therapy of patients with treated, but uncontrolled, 
hypertension. 

Garlic supplements have been associated with a blood pressure 
lowering effect of clinical significance in patients with untreated 
hypertension. Systolic blood pressure was on average 8 ± 3 mm Hg
lower in the garlic group compared to controls in two recent 
meta-analyses [6,7]. This reduction in blood pressure is of a sim-
ilar magnitude as that achieved by current first line treatment 
with antihypertensive medication and is clinically highly rele-
vant; it has been shown that a drop in systolic blood pressure 
by 5 mm Hg reduces the risk of cardiovascular disease by 8–20% 
[8,9]. 

While the majority of trials in these meta-analyses had used gar-
lic in form of garlic powder supplements, current evidence suggests 
aged garlic extract (AGE) to be a more reliable treatment option. 
Aged garlic extract is regarded as safe and more tolerable than gar-
lic powder [10,11], and superior to raw or cooked garlic in relation 
to its antihypertensive properties [10,12]. In addition, the active 

component S-allylcysteine (SAC) in AGE is less volatile than allicin 
in garlic powder, and therefore more easily standardised [13]. 

The antihypertensive properties of garlic have been linked to 
stimulation of intracellular nitric oxide (NO) and hydrogen sulphide 
(H2S) production, and blockage of angiotensin II production, which 

http://www.anzctr.org.au
www.elsevier.com/locate/maturitas
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n turn promote vasodilation and thus reduction in blood pressure
14,15]. 

Our trial is the first to assess the effect, tolerability and accept-
bility of aged garlic extract as an adjunct treatment to existing
ntihypertensive medication in patients with treated, but uncon-
rolled, hypertension. 

. Subjects and methods 

.1. Subjects 

Adult patients with uncontrolled hypertension (SBP ≥ 140 or
BP ≥ 90 mm Hg as recorded on their medical record in the last
2 months) from two general practices in metropolitan Adelaide,
outh Australia, were invited to participate in this double-blind
lacebo-controlled parallel RCT. We primarily sought patients
lready taking conventional antihypertensive medication, such as
ngiotensin converting enzyme inhibitors (ACEI), angiotensin II
eceptor antagonists (A2RA), beta-blockers (BB), calcium channel
lockers (CBB) or diuretics (D), and whose general practitioners
GPs) were not planning to change prescribed medication during
he trial. Patients were excluded if they had unstable other med-
cal conditions or serious illness, e.g. dementia, terminal illness,
ecent bereavement, multiple chronic conditions, secondary hyper-
ension, recent significant medical diagnosis, or pregnancy. Patients
ith poor comprehension of written or spoken English, or taking
aily garlic supplements were also excluded. We identified patients
y a search of electronic medical records using the practices’ clinical
oftware package and the PEN Computer Systems Audit Tool (CAT)
16], and further assessed eligibility in liaison with the four GPs
hose patients were involved in the trial. Patients interested in the

rial provided written consent by response to the invitation letter.
he trial was approved by the Human Research Ethics Committee
t The University of Adelaide. 

.2. Allocation and treatment 

Consenting patients were randomly allocated to either the gar-
ic or placebo group using a computer-generated random number
able provided by an independent statistical consultant. Patients
n the garlic group were assigned four capsules daily of Kyolic® 

Garlic High Potency Everyday Formula 112, Wakunga/Wagner®)
17] containing 960 mg of aged garlic extract (AGE) and 2.4 mg S-
llylcysteine (SAC) for 12 weeks. The daily dosage is equivalent to
bout 2.5 g of fresh garlic and comparable to the dosage used in the
ajority of previous trials on garlic supplements and blood pres-

ure [6,7]. Placebo capsules for the control group were matched
o the active capsules in number, size, colour, and odour. Active
nd placebo capsules were packaged in identical opaque contain-
rs. Sachets with a drop of liquid AGE were added to give a garlic
dour to all containers. Patients, as well as investigators, research
urses and GPs were blinded to the group allocation. Success of
he blinding of patients was evaluated at the end of the inter-
ention by asking patients to which group they thought they had
een assigned. Patients were instructed to take all four capsules
t the same time of day or two in the morning and two in the
vening, preferably with food. Patients’ preferences regarding tim-
ng of doses were recorded during the trial and any changes in
dministration and reasons for changes were noted. Patients were
eminded to keep taking their usual prescribed medication. Com-
liance was assessed by daily diary entries. 
.3. Blood pressure monitoring 

Primary outcome measures were systolic and diastolic blood 
ressure at 4, 8 and 12 weeks compared with baseline. Blood pres-
PUBLIC/10/2021 | Document No. 602559 | PAGE Page 84 of 465 * PUBLIC *
1457 (2010) 144–150 

sure (BP) was taken by a trained research nurse using a calibrated 
and validated digital sphygmomanometer with appropriate sized 
cuffs (Omron HEM-907, JA Davey Pty Ltd.; calibrated against a mer-
cury sphygmomanometer). Blood pressure was measured with the 
participant in a seated position and the arm supported at heart 
level, after 5 min rest, and abstinence from food (including nutri-
tional supplements) and caffeinated beverages for a minimum of 
30 min prior to BP measurement [18]. At the participant’s base-
line assessment, BP was measured using both arms. Thereafter the 
arm with the higher reading was used. The Omron HEM-907 was 
set to record three BP readings automatically at intervals of 30 s. If 
the difference between the SBP readings was more than 8 mm Hg, 
a further three measures was taken. The mean of whichever set 
of three BP measurements had the smaller variation was used in 
the analysis. Following baseline measurement, BP was measured at 
approximately the same time of day at 4-weekly intervals (baseline, 
4, 8 and 12 weeks). 

2.4. Tolerability and acceptability 

Tolerability of trial medication was monitored throughout the 
trial by questionnaire at the 4-weekly appointments. An exit ques-
tionnaire administered at 12 weeks assessed patient’s ease of use 
and acceptability of the trial medication for the duration of the 
study, and explored willingness to continue the trial treatment long 
term, using 5-point Likert-scales and open ended questions. The 
acceptability questionnaire had been tested in a previous trial [19]. 
Patients who dropped out from the trial were followed-up by phone 
to assess acceptability and reasons for withdrawal. 

2.5. Audit of medication and cardiovascular risk factors 

At enrolment, details of patients’ current antihypertensive med-
ication (class, dosage) and cardiovascular risk factors including age, 
gender, cholesterol levels (total/HDL-C ratio), smoking habits, and 
diabetic status were obtained from medical records by the research 
nurse, and by interview of patients to ascertain family history of 
premature cardiovascular disease (CVD) occurring in male first 
degree relatives <55 years, or female first degree relatives <65 years 
of age. Height and weight were measured to calculate Body Mass 
Index (BMI). Baseline blood pressure and other cardiovascular risk 
factors were used to calculate absolute cardiovascular risk using the 
NZ Cardiovascular Risk Calculator [20]. Patients’ medical records 
were audited again at the end of the trial to ascertain any changes 
in medications during the trial. 

2.6. Sample size 

A sample size of 25 patients per group was estimated as being 
able to detect a difference of 8 ± 3 mm in systolic blood pressure 
between active treatment and control group with a power of ≥80% 
and 95% confidence, allowing for a 10% drop-out or non-attendance 
at all appointments, and adjusting for clustering (design effect of 
1.2). Assuming a response rate of 20–25%, we estimated that we 
needed to approach approximately 200–250 patients. Two general 
practices in metropolitan Adelaide each with access to about 160 
adult patients with uncontrolled hypertension were involved. 

2.7. Statistical analyses 
Analyses were performed using SPSS version 15.0 and SAS ver-
sion 9.1. Statistical significance was set at p < 0.05. 

Differences between groups at baseline in continuous variables 
(age, BMI, cholesterol, BP) were assessed by Student’s t-test and cat-
egorical variables (gender, smoking habits, diabetic status, family 
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401 patient records in 2 general practices (4 GPs) assessed for 
eligibility: 

178 excluded due to Hypertensive (SBP 2:140 and/or DBP 2:90 mm Hg); 
20-80 years; seen by GP previous 12 months 

. Not meeting inclusion criteria 
(n= l 8) 

. Unstable other medical 

L conditions or serious illness, 
recent bereavement, poor 

1223 patients wi th uncontrolled hypertension identified 

I 
comprehension of English 

& invited to participate language (n= l60) 

I 73 excluded due to 
Non-response (n= I 65) 
Not required, sample size 

[ l I 
SO patients randomly allocated, 

reached (n=8) 

Em·olhnent 
remaining on prescribed BP medication 

~ 
25 allocated to garlic capsules [ Allocation l 25 allocated to placebo capsules 
25 received allocated intervention 25 received a llocated intervention 

None lost to follow-up [ Follow-Up l I lost to follow-up at week 8 
2 withdrawn at week 8 I withdrawn at week 8 

due to gastrointest inal complaints due to non-compliance (forgot) 

In intention-to-treat analysis at In intention-to-treat analysis at 
Week 0: n=25 Week 0: n=25 
Week 4: n=25 Week 4: n=25 
Week 8: n=23 Week 8: n=23 
Week 12: n=23 Week 12: n=23 

In planned adjusted analysis at In planned adjusted analysis at 
Week 0: n=25 [ l Week 0: n=25 
Week 4: n=23 Analysis Week 4: n=25 
Week 8: n=2 1 Week 8: n=2 1 
Week 12: n=20 Week 12: n=22 

Excluded from adjusted analysis due to Excluded from adjusted analysis due to 
Partial non-compliance: n=2 (wk 4) Partial non-compliance: n= I (wk 8) 

n=2 (wk 8) 
n=2 (wk 12) 
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BP medication change: n= l (wk 12) 

Fig. 1. Flow chart. Abbreviations: BP, blood pressure; DBP, diastolic blood pre

istory of premature CVD, and class of antihypertensive medica-
ion) by chi-square test, and absolute CVD risk by Fisher’s Exact
est. 

A mixed model analysis was used to assess differences in mean
BP and DBP between groups over time using data at 4, 8 and 12
eeks compared with baseline while allowing for attrition and

luster effect and inclusion of confounding variables. Compound
ymmetry was assumed. 

Primary analyses were conducted on intention-to-treat group
omparisons followed by adjustment for poor compliance or BP
edication change, as these factors were expected to influence the

rimary outcome measure. 
Pre-planned subgroup analyses by baseline blood pressure

sing the mixed model were done, comparing treatment groups
ithin subgroups of patients with (a) SBP ≥ 140 mm Hg at baseline

r (b) with SBP < 140 mm Hg at baseline as measured under trial

onditions. 

Tolerability was analysed qualitatively and differences between 
he groups assessed by chi-square test. Differences in acceptabil-
ty of the intervention and willingness for long-term treatment 
etween groups at 12 weeks were assessed by Fisher’s Exact test. 
BP medication change: n= I (wk 8+ 12) 

 GP, general practitioner; n, number; SBP, systolic blood pressure; wk, week. 

3. Results 

3.1. Study sample 

The trial was conducted in Adelaide, South Australia, between 
March and September 2009. Fifty patients with uncontrolled hyper-
tension on medical record were enrolled in the trial (response 
rate 26% of 223 invited), and 25 each randomised to the garlic 
and placebo groups, respectively (Fig. 1). Comparison of base-
line characteristics revealed no significant difference between 
groups in most parameters, and borderline significance in the 
mean number of BP medication classes prescribed (Table 1). 
Forty percent of patients were taking one class of BP med-
ication, 26% were taking two, while 30% were taking three 
or more BP medication classes. The most prescribed class of 
BP medication was diuretics (54%); almost half in the garlic 

group took A2RA alone or in combination with other medica-
tion (48%), while 44% of patients in the control group were on 
ACEI (Fig. 2). Meaningful subgroup analysis by medication class 
was not possible due to small numbers in each medication regi-
men. 
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Table 1 
Baseline characteristics. 

Garlic group Control group 

n = 25  n = 25  

Male [%] 68% 68% 
Age [y]a 66 ± 9  66  ± 9 
SBP on medical record [mm Hg]a 146.2 ± 10.5 151.1 ± 10.4 
DBP on medical record [mm Hg]a 79.3 ± 11.8 80.4 ± 7.9 
Number of BP medicationsa, b 2.2 ± 1.1 1.6 ± 0.9c 

Current smoker 4% 12% 
BMIa 31 ± 5.8 29.1 ± 4.7 
Total cholesterol [mmol/l]a 5.0 ± 1.1 5.3 ± 0.9 
Diabetes 20% 32% 
Family history premature CVD 8 (32%) 7 (28%) 

Absolute CVD risk 
Mild (5–10%) 8 (32%) 6 (24%) 
Moderate (1–15%) 2 (24%) 12 (48%) 
High (5–20%) 7 (28%) 3 (12%) 
Very high (>20%) 4 (16%) 4 (16%) 

Y, years; BMI, Body Mass Index; mmol/l, millimole per litre; CVD, cardiovascular 
disease; SBP, systolic blood pressure; DBP, diastolic blood pressure. 

a Mean ± SD. 
b Mean number of prescribed blood pressure medication classes per person. Range 

0–4, including ACEI, A2RA, BB, CCB, D. 
Significance of difference between the groups was assessed by t-test or chi-

square test. Differences were insignificant for baseline characteristics, but number 
of BP medication per person (p = 0.049). 

Table 2 
Systolic and diastolic blood pressure (SBP/DBP) outcomes. 

Fig. 2. Antihypertensive medication classes by treatment group at baseline. Some 

Analysis Week Garlic group 

n Mean (SD) 
in mm Hg 

Change to baseline within 
group in mm Hg 

SBP 
All participants 

(ITT) 
0 
4 
8 

12 
0–12 

25 
25 
23 
23 

135.4 (14.1) 
133.2 (13.2) 
131.8 (11.7) 
136.2 (13.8) 

−2.2 
−3.6 
+0.8 

All 
participantsb 

0 
4 
8 

12 
0–12 

25 
23 
21 
20 

135 .4 (14.1) 
132.2 (12.0) 
130.6 (10.5) 
133.5 (11.5) 

−3.2 
−4.8 
−1.9 

Subgroupb: 
BL ≥ 140 mm Hg 

0 
4 
8 

12 
0–12 

8 
7 
7 
6 

151.2 (7.7) 
139.4 (9.0) 
131.7 (4.3) 
136.0 (8.0) 

−11.8 
−19.5 
−15.2 

Subgroupb: 
BL < 140 mm Hg 

0 
4 
8 

12 
0–12 

17 
16 
14 
14 

128.0 (9.4) 
129.1 (12.0) 
130.0 (12.6) 
132.4 (12.4) 

+1.1 
+2.0 
+4.4 

DBP 

All 
participantsb 

0 
4 
8 

12 
0–12 

25 
23 
22 
20 

74.0 (10.3) 
72.5 (13.8) 
74.7 (11.6) 
75.5 (13.6) 

−1.5 
+0.7 
+1.5 

BL, baseline; ITT, intention-to-treat analysis; mm Hg, millimetre mercury. 
a Mean differences include data at 4, 8 and 12 weeks compared with baseline using mi
b Planned analyses adjusted for partial non-compliance and BP medication change. 

Significant difference between groups: p < 0.05. c 
patients took multiple medication classes. See Table 1 for mean ± SD in each group. 
Abbreviations: ACEI, angiotensin converting enzyme inhibitors; A2RA, angiotensin II 
receptor antagonists; CCB, calcium channel blockers; BB, beta-blockers; D, diuretics. 

3.2. Blood pressure 

To be included in the trial, participants needed to have a diag-
nosis of uncontrolled hypertension on medical record: mean of 
at least two SBP readings of ≥140 (n = 45) or DBP ≥ 90 mm Hg 
(n = 5) in the last 12 months (Table 1). However, when measured 

under trial conditions, after 5 min rest, only 40% of participants 
displayed a mean SBP ≥ 140 mm Hg at baseline, and 8% a mean 
of DBP ≥ 90 mm Hg. We subsequently stratified analyses by base-
line blood pressure, for SBP: ‘uncontrolled hypertensive’ subgroup 

Control group Mean difference (SE) 
between groups over time 
in mm Hg; p-valuea 

n Mean (SD) 
in mm Hg 

Change to baseline within 
group in mm Hg 

25 
25 
23 
23 

140.5 (14.7) 
142.7 (17.0) 
139.1 (12.4) 
139.3 (12.6) 

+2.2 
−1.4 
−1.2 

−6.6 (3.3); p = 0.383 

25 
25 
21 
22 

140.5 (14.7) 
142.7 (17.0) 
139.4 (12.2) 
139.8 (12.7) 

+2.2 
−1.1 
−1.2 

−9.0 (3.3); p = 0.321 

12 
12 

9 
10 

152.8 (9.3) 
154.9 (11.8) 
143.4 (5.2) 
145.4 (3.5) 

+2.1 
−9.4 
−7.4 

−10.2 (4.3); p = 0.036c 

13 
13 
12 
12 

129.2 (8.0) 
131.4 (12.9) 
136.4 (15.1) 
135.1 (13.5) 

+2.2 
+7.2 
+5.9 

−3.6 (3.3); p = 0.634 

25 
25 
23 
22 

76.4 (13.2) 
77.3 (12.6) 
76.6 (10.6) 
73.1 (10.8) 

+0.9 
+0.2 
−3.3 

+2.5 (3.3); p = 0.242 

xed model analysis. 
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ig. 3. Mean systolic blood pressure (SBP) ± standard error (SE) over the 12-week 
SBP ≥ 140 mm Hg at baseline), (c) subgroup with controlled hypertension (SBP < 14
f all participants. 

ith mean SBP ≥ 140 mm Hg at baseline and ‘controlled hyper-
ensive’ subgroup with mean SBP < 140 mm Hg at baseline. Due
o the small number of patients with diastolic hypertension, a
ubgroup analysis of DBP by hypertension status was not mean-
ngful. 

Intention-to-treat analyses of SBP including all participants
id not reveal a significant difference between the groups over
ime including data from baseline to 12 weeks (Table 2). Analy-
es adjusted for partial non-compliance and BP medication change
ncluding all participants was consistent with intention-to-treat
nalyses (Fig. 3a, Table 2). 

However, a marked difference in treatment effect was revealed
n pre-planned subgroup analyses stratified by baseline SBP. A sig-
ificant treatment effect over 12 weeks was apparent between
arlic and control groups in patients with uncontrolled hyper-
ension at baseline (mean difference in SBP ± SE: −10.2 ± 4.3,
 = 0.0361), whereas no significant differences between the treat-
ent arms were found in the subgroup of patients with controlled

ypertension (Fig. 3b and c, Table 2). 
Diastolic blood pressure including all participants was not sig-

ificantly different between the garlic and control groups over time
Fig. 3d, Table 2). 

.3. Tolerability and acceptability 
Attrition was low: one participant was lost-to-follow-up 
control), and three participants withdrew during the trial, 
ne due to non-compliance (“kept forgetting”; control group), 
nd two due to experiencing gastrointestinal discomfort (gar-
ic group). Compliance was high: five participants (four in 
ention period of (a) all participants, (b) subgroup with uncontrolled hypertension 
 Hg at baseline), and (d) mean diastolic blood pressure (DBP) ± standard error (SE) 

the garlic and one in the control group) were partially 
non-compliant due to other events such as hospital stays 
(Fig. 1). 

Tolerability of trial capsules was generally high. A quarter 
(24%) of the participants taking the garlic capsules reported belch-
ing, reflux, and taste sensations, while 8% of those taking the 
placebo capsules reported similar adverse effects (p = 0.25). How-
ever, these effects were regarded as minor and participants found 
ways to reduce them including sucking on mints, splitting the 
daily dosage, or taking the capsules with food. Only two partici-
pants (8%) in the garlic group stopped taking their capsules after 2 
months because of gastrointestinal complaints (garlic versus con-
trol: p = 0.5). 

Most of the participants in our trial found that taking four 
trial capsules daily was easy (93%) and acceptable (92%). Two-
thirds of participants (65%) preferred to take all four capsules at 
once, while some (35%) divided the dosage into 2 capsules twice 
daily. A few participants (14%) found the capsules a little large 
to take easily. All but two participants in the garlic group (92%) 
were willing to continue taking garlic supplements if it helped 
with their blood pressure, compared to two-thirds (66%) in the 
control group. For 14% of participants a limiting factor for continu-
ation of treatment with garlic capsules were the estimated costs of 
$1.20 (Australian) for four capsules per day (garlic versus control: 
p = 0.05). 
At the end of the intervention, almost 58% of participants 
in the garlic group guessed their allocated treatment group 
correctly (4% incorrect, 38% unsure), in comparison to 24% of 
participants in the control group (24% incorrect, 52% unsure) 
(p = 0.02). 
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. Discussion 

Our trial suggests that aged garlic extract is superior to placebo
n lowering systolic blood pressure in patients with treated, but
ncontrolled, hypertension. Aged garlic extract was generally well
olerated, and the level of blood pressure reduction achieved
as comparable to that of common antihypertensive medica-

ion (−10.2 ± 4.3 mm Hg, p = 0.03) over 12 weeks in patients with
BP ≥ 140 mm Hg at baseline. In contrast, no significant difference
etween the treatment groups was found in the patient subgroup
ith SBP < 140 mm Hg at baseline. This marked difference in treat-
ent effect dependent on baseline blood pressure is consistent
ith meta-analyses of trials on garlic supplements in untreated
atients [6,7], in which garlic supplements were found to be
uperior to placebo in lowering blood pressure in hypertensive
atients (SBP ≥ 140 mm Hg at baseline) but not in patients with
BP < 140 mm Hg. 

Additionally, we found acceptability of trial capsules to be high
92%), and three-quarters (75%) of participants indicated that they
ould be willing to continue with the treatment in consultation
ith their physician, if it was available. 

Our patient sample represented a general practice population
n urban Australia (mean age (SD) 66 ± 9 years, 68% males) with a

ean blood pressure on medical record comparable to Australian
opulation with treated hypertension [2]. A greater proportion of
atients in our trial were prescribed diuretics compared to the
ypertensive Australian population (54% versus 23%) [21], whereas
CEI were less prominent (36%) in our sample if compared nation-
lly (47–56%) [22]. Medication regimen might reflect preferences
f physicians involved in the trial. 

Our study has a few limitations. First, in this trial we included
atients diagnosed with treated, but uncontrolled hypertension
ccording to their medical record. However, an unexpected high
roportion (62%) of eligible patients was found to have controlled
ypertension under trial conditions. As this study was to assess fea-
ibility of recruitment, as well as tolerability and acceptability of
he intervention in addition to efficacy, all patients remained in the
tudy. In order to assess the effect of aged garlic extract on blood
ressure in hypertensive patients, we stratified our analyses into
ubgroups of patients with uncontrolled and controlled systolic
ypertension. Due to the small number of patients with diastolic
ypertension, subgroup analyses of DBP were not meaningful. 

Second, despite randomisation, mean baseline blood pressure
iffered by 5 mm Hg between treatment groups, albeit this dif-
erence was not statistically significant. In addition, mixed model
nalyses over time were adjusted for baseline blood pressure. In
uture trials, assessment of baseline blood pressure under trial con-
itions before enrolment and block randomisation by ranked mean
aseline BP might balance BP values between the groups. 

Third, blinding of patients might have been hampered to some
xtent due to some patients in the garlic group experiencing dis-
inctive taste sensations after ingestion of the trial capsules, and/or
atients noticing lower than usual blood pressure readings dur-

ng the intervention period. Blinding of patients may be improved
n future trials by instructing patients to take trial capsules with
r immediately after a main meal to reduce chances of belching,
eflux and taste sensations; and by better blinding of patients to BP
eadings until the end of the trial. 

In our trial, two patients in the garlic group withdrew after 2
onths due to gastrointestinal discomfort. While rare, gastroin-

estinal disturbances have been reported previously when garlic

upplements were taken in therapeutic dosages by similar pro-
ortions of patients [23,24]. Individual detoxification capacity of 
ulphur-compounds in garlic is influenced by genetic variation of 
ulphur-transferase enzymes, in particular sulphite oxidase, as well 
s inflammatory status [25]. Enzyme capacity is further dependent 
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1497 (2010) 144–150 

on molybdenum and vitamin B12 levels [26]. Lower tolerance of 
sulphur-containing foods such as garlic, onion, and leek, can be 
reversed by supplementation with molybdenum and/or vitamin 
B12 [26]. It may be speculated that the two patients in our trial had 
reduced detoxification capacity; it would be interesting to inves-
tigate whether tolerance levels of garlic supplementation can be 
improved by supplementation with molybdenum and vitamin B12. 

Furthermore, it remains to be investigated whether lower 
dosages of aged garlic extract than those used in this trial may also 
be effective in reducing blood pressure in treated but uncontrolled 
hypertensive patients, while at the same time tolerability and 
blinding might be improved and costs of treatment reduced. Addi-
tionally, it would also be of interest to explore whether patients 
taking ACE inhibitors or A2RA respond differently to aged gar-
lic extract compared with patients taking other antihypertensive 
medication classes, due to similar blood pressure lowering mech-
anisms. 

Given that popularity of complementary therapies is high [5], 
and patients’ motivation and satisfaction influence persistence to 
treatment plans [27,28], further research on aged garlic extract for 
hypertension is warranted. 

5. Conclusions 

Our trial suggests that aged garlic extract may be a useful adjunct 
therapy to conventional medications in uncontrolled hypertension. 
Future larger trials are needed to confirm our findings of effec-
tiveness on systolic hypertension, ascertain the effect on diastolic 
hypertension, investigate dose–response relationships, examine 
effect in association to conventional blood pressure medication 
classes, and explore whether supplementation with molybdenum 
and vitamin B12 improves some patients’ tolerance of garlic. 
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ORIGINAL ARTICLE 

Aged garlic extract reduces blood pressure in hypertensives: 
a dose–response trial 
K Ried1,2, OR Frank1 and NP Stocks1 

BACKGROUND/OBJECTIVES: Hypertension affects about 30% of adults worldwide. Garlic has blood pressure-lowering properties 
and the mechanism of action is biologically plausible. Our trial assessed the effect, dose–response, tolerability and acceptability of 
different doses of aged garlic extract as an adjunct treatment to existing antihypertensive medication in patients with uncontrolled 
hypertension. 
SUBJECTS/METHODS: A total of 79 general practice patients with uncontrolled systolic hypertension participated in a double-blind 
randomised placebo-controlled dose–response trial of 12 weeks. Participants were allocated to one of three garlic groups with 
either of one, two or four capsules daily of aged garlic extract (240/480/960 mg containing 0.6/1.2/2.4 mg of S-allylcysteine) or 
placebo. Blood pressure was assessed at 4, 8 and 12 weeks and compared with baseline using a mixed-model approach. Tolerability 
was monitored throughout the trial and acceptability was assessed at 12 weeks by questionnaire. 
RESULTS: Mean systolic blood pressure was significantly reduced by 11.8±5.4 mm Hg in the garlic-2-capsule group over 12 weeks 
compared with placebo (P ¼ 0.006), and reached borderline significant reduction in the garlic-4-capsule group at 8 weeks 
( � 7.4±4.1 mm Hg, P ¼ 0.07). Changes in systolic blood pressure in the garlic-1-capsule group and diastolic blood pressure were 
not significantly different to placebo. Tolerability, compliance and acceptability were high in all garlic groups (93%) and highest in 
the groups taking one or two capsules daily. 
CONCLUSIONS: Our trial suggests aged garlic extract to be an effective and tolerable treatment in uncontrolled hypertension, and 
may be considered as a safe adjunct treatment to conventional antihypertensive therapy. 

European Journal of Clinical Nutrition (2013) 67, 64–70; doi:10.1038/ejcn.2012.178; published online 21 November 2012 
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INTRODUCTION 
Hypertension affects one billion or one in four adults worldwide, 
and attributes to about 40% of cardiovascular-related deaths.1,2 

Current medical treatment with standard antihypertensive 
medication is not always effective, leading to a large proportion 
of uncontrolled hypertension. In Australia, 24% or 3 million of the 
adult population remained uncontrolled hypertensive in 2003.3 In 
addition, side effects and complexity of treatment influence 
treatment adherence.4,5 As interest in and use of complementary 
and alternative medicines is high in patients with cardiovascular 
disease,6,7 there is a need to explore the integration of 
complementary and alternative medicine into the treatment of 
hypertension. 

Garlic supplements have been associated with a blood pressure 
(BP)-lowering effect of clinical significance in hypertensive 
patients.8–10 Although there are several garlic preparations on 
the market, including garlic powder, garlic oil and raw or cooked 
garlic, aged garlic extract is the preparation of choice for BP 
treatment. Aged garlic extract contains the active and stable 
component S-allylcysteine, which allows standardisation of 
dosage.11 In addition, aged garlic extract has a higher safety 
profile than other garlic preparations, and does not cause 
bleeding problems if taken with other blood-thinning medicines 
such as warfarin.12–14 

The antihypertensive properties of garlic have been linked to 
stimulation of intracellular nitric oxide and hydrogen sulphide 
production, and blockage of angiotensin II production, which in 
turn promote vasodilation and thus reduction in BP.15–18 

Here we assess the effect, dose–response, tolerability and 
acceptability of different doses of aged garlic extract as an adjunct 
treatment to existing antihypertensive medication in patients with 
uncontrolled hypertension. 

SUBJECTS AND METHODS 
Subjects and study design 
Adult patients with uncontrolled hypertension (systolic BP (SBP) X140 
mm Hg as recorded on their medical records in the past 6 months) from 
two general practices in metropolitan Adelaide, South Australia, were 
invited to participate in this double-blind randomised placebo-controlled 
parallel 12-week trial. We included primarily patients who were on an 
established plan of prescription antihypertensive medication for at least 2 
months, including angiotensin-converting enzyme inhibitors, angiotensin II 
receptor blockers, calcium channel blockers, diuretics or b-blockers, and 
whose general practitioner was not planning to change the medication 
plan during the trial. We excluded patients with unstable or serious illness, 
for example, dementia, terminal illness, recent bereavement, secondary 
hypertension, recent significant medical diagnosis or pregnancy. Patients 
who were not able to provide informed consent, or were taking daily garlic 
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supplements, were also excluded. We identified patients by search of 
electronic medical records using the practice clinical software package and 
the PEN Computer Systems Clinical Audit Tool,19 and assessed eligibility in 
liaison with the patients’ treating general practitioners. Patients who were 
interested in participating in the trial provided written consent by response 
to the invitation letter. Patients’ eligibility was assessed at their first visit 
with the research nurse at their usual practice. Only patients whose SBP 
was X135 mm Hg under trial conditions were enroled in the trial. 
The study was approved by the Human Research Ethics Committees at 
the Royal Adelaide Hospital and The University of Adelaide. The trial was 
registered with the Australian New Zealand Clinical Trials Registry, number 
ACTRN12611000581965. 

Allocation and treatment 
Consenting eligible patients were randomly allocated to one of three garlic 
groups (g1, g2 and g4) or placebo using a computer-generated random 
number table provided by an independent consulting statistician. Patients 
were assigned either one, two or four capsules daily of Kyolic aged garlic 
extract (High Potency Everyday Formula 112; Wakunaga/Wagner, Sydney, 
Australia)20 containing either 240/480/960 mg of aged garlic extract and 
0.6/1.2/2.4 mg S-allylcysteine or placebo capsules for 12 weeks. Placebo 
capsules were matched in number, shape, size, colour and odour to the 
active capsules and were packaged in identical opaque containers by 
independent staff not involved in the trial. Sachets with a drop of liquid 
Kyolic were added to the containers for garlic odour. Patients, investigators 
and the research nurse were blinded to treatment allocation. Blinding 
success of patients was assessed at the end of the trial by questionnaire. 
Patients were instructed to take all trial capsules with the evening meal. 
Patients were reminded to take their usual prescription medication as 
instructed by their doctor. Compliance was assessed by daily entries in 
provided calendars. 

BP monitoring 
Primary outcome measures were SBP and diastolic BP (DBP) at 4, 8 and 12 
weeks compared with baseline. BP was taken by a trained research nurse 
using a single calibrated and validated digital sphygmomanometer with 
appropriate sized cuffs (Omron HEM-907; JA Davey Pty Ltd, Melbourne, 
VIC, Australia). The display of the sphygmomanometer was positioned 
away from the patient to assure blinding to the BP readings. BP 
measurements were taken with the patient in a seated position with their 
arm supported at heart level, after 5 min rest, after abstinence from food, 
nutritional supplements, caffeinated beverages and smoking for a 
minimum of 2 h before the appointment at approximately the same 
time/day of the week. BP was recorded as three serial measurements at 
intervals of 30 s. The mean of the three BP measurements was used in the 
analysis. At the patients’ baseline assessment, BP was measured on both 
arms, and the arm with the higher mean reading was used in subsequent 
visits. If the three SBP readings had more than 8 mm Hg difference, a 
second BP series was recorded. 

Tolerability and acceptability 
Tolerability of trial medication was monitored throughout the trial by 
questionnaire at the 4-weekly appointments. Acceptability and willingness 
to continue the trial treatment was assessed at 12 weeks using a 
questionnaire tested in previous trials.10,21 Patients who dropped out from 
the trial were followed up by phone to assess acceptability and their 
reasons for withdrawal. 

Sample size 
A sample size of 84 patients, 21 in each of the four groups, was calculated 
based on the following assumptions: (a) to detect a difference of 10 mm Hg 
SBP (s.d. ¼ 10) in BP change between each of the active treatment (g1, g2 
and g4: n ¼ 21, 21 and 21) and placebo groups (ptotal ¼p1 þ p2 þ p4 
capsules: n ¼ 7 þ 7 þ 7 ¼ 21), with 80% power and 95% confidence;10 (b) to 
account for 10% drop-out or non-attendance at one or more appoint-
ments; (c) to adjust for clustering using a design effect of 1.2 based on the 
formula: Design effect ¼ (1 þ (size of cluster � 1) intracluster correlation 
coefficient of 0.02). Assuming a response rate of 15%, we estimated that 
we would need to invite about 840 hypertensive patients from the two 
large general practices. 

Statistical analysis 
Analyses were performed using PASW version 18 and SAS version 9.3. 
Statistical significance was set at Po0.05. Differences between the groups 
in baseline characteristics were assessed by w2 and Fisher’s exact test of 
binominal variables (gender, smoking, family history of premature 
cardiovascular disease, type of BP medication), by Kruskal–Wallis test for 
ordinal variables (number of BP medication) or one-way analysis of 
variance with Bonferroni adjustment and post hoc Dunnett’s test for 
continuous variables (age, body mass index (BMI), blood lipids) after 
testing for their normal distribution by Kolmogorov–Smirnov test. 

A linear mixed-effects model analysis was used to assess the mean 
differences of SBP and DBP between the groups at 4, 8 and 12 weeks and 
over time compared with baseline. Compound symmetry was assumed. 
For covariate analysis, we incorporated the following variables into the 
model to test for potential confounding: age, BMI, gender, smoking status 
and number of BP medicines. Analysis by type of BP medication was not 
meaningful because of small patient numbers in the subgroups. 

Primary analyses were by intention to treat, including all available data 
regardless of protocol deviations, and planned adjusted analysis, excluding 
data points owing to BP medication change or participant’s non-
compliance. 

Tolerability was analysed descriptively and differences between the 
groups assessed by w2 test. Differences in acceptability of the treatment 
between the groups were assessed by Kruskal–Wallis test. Blinding success 
was assessed by Fisher’s exact test for garlic versus placebo, and Kruskal– 
Wallis test to ascertain differences between the garlic groups. 

RESULTS 
Participants 
The trial was conducted in Adelaide, South Australia, between 
August 2011 and March 2012. Patients with uncontrolled 
hypertension on medical record were recruited from two 
metropolitan general practices. Of the 840 patients invited, 14% 
responded and were screened for eligibility, and 84 patients were 
enroled randomly allocated to one of four treatment groups. Five 
patients withdrew before further assessment because of personal 
reasons unrelated to the trial (Figure 1). Baseline characteristics of 
the 79 patients participating in the trial were not significantly 
different between the garlic and placebo groups (Table 1). A total 
of 42 men and 37 women with a mean age of 70±12 years 
participated in the trial. Participants took on average 2±1 
different types of antihypertensive medication (range 0–4), with 
angiotensin II receptor blockers the most often prescribed (46%). 
Family history of cardiovascular disease was reported by almost 
half of the participants, including premature cardiovascular events 
by 15% (Table 1). 

Compliance and withdrawals 
Despite doctors being aware of a patient’s participation in this 
trial, BP medication regimen was changed for four participants 
during the trial (g1: n ¼ 2 and g2: n ¼ 1 before 4 weeks; P ¼ 1 
before 12 weeks). As change in BP medication was expected to 
have influenced patient’s BP and biased the effect of the trial 
supplement, the correlating data points were excluded from 
planned adjusted analysis. 

Patient’s compliance was assessed by calendar entries. We 
excluded data points from planned adjusted analysis if com-
pliance was o80%, which was more pronounced around the 
Christmas/New Year’s holiday period. 

Five patients withdrew after 4 weeks, three due to gastro-
intestinal complaints (g4: n ¼ 2; P ¼ 1), one due to a broken arm 
(g4: n ¼ 1) and one was no longer interested in participating 
(g1: n ¼ 1). 

Blood pressure 
Intention-to-treat analysis of 79 patients revealed a significant 
reduction in SBP from baseline in the garlic-2 group compared 
with placebo over 12 weeks (mean diff. SBP±s.e. (95% confidence 

& 2013 Macmillan Publishers Limited European Journal of Clinical Nutrition (2013) 64 – 70 
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Recruitment 840 letters sent to general practice patients 
with hypertension on medical record; 

115 patients screened (14% response rate); 
84 eligible (73%) 

84 patients randomly allocated 

Garlic 1 capsule (n=21) 
Garlic 2 capsules (n=20) 
Garlic 4 capsules (n=19) 
Daily for 12 weeks 

Withdrawn before intervention: 
Garlic 1/2/4 (n=0/1/2), Placebo (n=2) 

due to personal reasons unrelated to the trial; 
Total participating in the trial (n=79) 

Enrolment 

Allocation 

Follow-up 

Analysis 

Withdrawn after 4 weeks 
g1: no longer interested (n=1) 
g4: gastrointestinal complaints (n=2); 
broken arm (n=1) 

Intention-to-treat analysis at 12 weeks: 
g1/2/4: n=20/20/16 

Planned adjusted analysis at 12 weeks: 
g1/2/4: n=14/17/15 

Partially excluded from adjusted analysis 
before 12 weeks due to 
BP medication change: g1/2/4: n=2/1/0 
Non-compliance: g1/2/4: n= 4/2/1 

Placebo capsules (n=19) 
1/2/4 capsule(s) (n=6/6/7) 
Daily for 12 weeks 

Withdrawn after 4 weeks 
p: gastrointestinal complaints (n=1) 

Intention-to-treat analysis at 12 weeks: 
Placebo: n=18 

Planned adjusted analysis at 12 weeks: 
Placebo: n=13 

Partially excluded from adjusted analysis 
before 12 weeks due to 
BP medication change: n=1 
Non-compliance: n=4 

Figure 1. Trial flow chart. g1, garlic-1-capsule group; g2, garlic-2-capsule group; g4, garlic-4-capsule group; p, placebo group. 

interval) ¼ � 9.7±4.8 ( � 19.3; � 0.1) mm Hg; P ¼ 0.03; Table 2). 
Intention-to-treat analysis of DBP did not reveal a significant effect 
of treatment between the groups. 

In the planned adjusted analysis, we excluded patients whose 
prescription BP medication was changed by their doctor between 
baseline and visit 1 at 4 weeks measurements (n ¼ 4) and those 
with poor compliance (n ¼ 2), as these deviations from protocol 
would have influenced BP readings. Figure 2 illustrates the results 
of planned adjusted analysis of 74 patients, which revealed a 
significant difference in reduction of SBP between the garlic-2 
group and placebo at 8 and 12 weeks, and over time compared 
with baseline (g2; 0–12 weeks: mean diff. SBP±s.e. 
(95% confidence interval) ¼ � 11.8±5.4 ( � 22.6; � 1.0) mm Hg; 
P ¼ 0.006; Table 2). SBP reduction in the garlic-4 group reached 
borderline significance at 8 weeks compared with placebo. 
Although SBP dropped significantly within the garlic-1 group at 
12 weeks, the change did not reach statistical significance when 
compared with placebo. 

Treatment did not have a noticeable effect in all patients. 
Change of SBP ranged from � 40 to þ 5 mm Hg across all groups. 
SBP did not change by more than 5 mm Hg in a third of the 
participants (33.8%) over the course of the trial independent of 
group allocation (SBP change o5 mm Hg: g1 ¼ 43%; g2 ¼ 25%; 
g4 ¼ 26%, p ¼ 32%). Covariate analysis by gender, age, BMI, 
smoking status and number of BP medication did not explain 
differences in patients’ response to treatment. Analysis by type of 
BP medication was limited by the small sample sizes in subgroups 
and complicated by the number of drug combinations, and did 
not reveal any influence of BP medication type on the treatment 
effect. 

Planned adjusted analysis of DBP revealed the largest reduction 
in DBP in the garlic-2 group (mean diff. DBP±s.e. (95% confidence 

interval): � 5.3±4.2 ( � 13.7; 3.1) mm Hg), albeit insignificantly 
different to placebo (Table 2 and Figure 2). 

Tolerability, acceptability and blinding 
Three participants (4%) withdrew because of gastrointestinal side 
effects after 4 weeks, two in the garlic-4 group and one in the 
placebo group (P40.05). Participants in the garlic groups reported 
minor complaints in the first week of the trial, including 
constipation, bloating, flatulence, reflux, garlic taste and difficulty 
swallowing the capsules (23%), and dry mouth and cough in the 
garlic-1 (n ¼ 2) and placebo group (n ¼ 1) (Table 3). A larger 
number of participants reported side effects in the garlic-4 group 
compared with the garlic-2 and garlic-1 groups, albeit not 
statistically significant. Participants found ways to overcome the 
reported minor complaints, for example, by taking the capsules in 
the morning rather than in the evening. 

Most of the participants found taking the trial capsules easy 
(gall: 83%; p: 84%) and acceptable (gall: 93%; p: 90%; Table 3). There 
was a trend towards greater ease and acceptability with the 
allocation of fewer capsules daily (garlic-1 and -2 versus garlic-4), 
albeit this difference was not statistically significant. Most of the 
participants (gall: 80%; p: 74%) reported that they would be willing 
to continue taking the capsules after the trial was finished, if the 
treatment was effective in reducing their BP. About two-thirds of 
participants (gall: 65%; p: 58%) were willing to pay the estimated 
out-of-pocket costs of A$0.3 per capsule. Participants were more 
willing to continue and carry the costs if fewer capsules would 
have to be taken daily (garlic-1 and -2 versus garlic-4, Po0.05). 

Blinding success was measured at the end of the trial by 
questionnaire. A third of the participants correctly guessed their 
allocation to either a garlic (33%) or placebo group (37%), whereas 

European Journal of Clinical Nutrition (2013) 64 – 70 & 2013 Macmillan Publishers Limited 
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Table 1. Baseline characteristics of participants 

Characteristics All participantsa (n ¼ 79) Garlic 1 (n ¼ 21) Garlic 2 (n ¼ 20) Garlic 4 (n ¼ 19) Placebo (n ¼ 19) 

Gender (m/f ) 42/37 12/9 12/8 9/10 9/10 

Mean±s.d. (range) Mean±s.d. 

Age (years) 
BMI (kg/m2) 
Total cholesterol (mmol/l) 
LDL cholesterol (mmol/l) 
HDL cholesterol (mmol/l) 
Triglycerides (mmol/l) 
Mean number of BP drugs 

69.8±11.9 (42–101) 
29.3±4.9 (16.5–40.2) 
5.1±1.2 (3.0–8.5) 
2.9±1.0 (0.9–6.0) 
1.4±0.3 (0.9–2.3) 
1.7±1.0 (0.5–6.1) 
1.7±0.9 (0–4) 

70.1±12.4 
29.7±5.8 
5.0±1.0 
2.6±0.7 
1.4±0.3 
1.9±1.1 
1.9±1.1 

67.5±11.8 
28.8±5.3 
4.6±0.9 
2.6±0.8 
1.4±0.3 
1.7±1.4 
1.6±0.7 

70.4±13.1 
28.8±4.0 
5.4±1.2 
3.2±1.3 
1.4±0.4 
1.7±0.7 
1.5±0.9 

71.5±10.9 
29.9±4.5 
5.5±1.3 
3.3±1.2 
1.4±0.4 
1.6±0.8 
1.8±0.9 

N (%) 

Current smoker 
Family history of CVD 
Myocardial infarction 
Stroke 
Hypertension 
CAD, pacemaker, bypass 
Premature CVDb (mo55 years, 
fo65 years) 

9 (9) 
38 (48) 
18 (23) 
13 (17) 
10 (13) 
7 (9) 

12 (15); 25% of all CVD 

1 (5) 
14 (67) 
5 (24) 
5 (24) 
4 (19) 

4 (19) 

5 (33) 
13 (65) 
4 (20) 
3 (15) 
2 (10) 
4 (20) 
4 (20) 

1 (5) 
11 (58) 
4 (21) 
3 (16) 
1 (5) 
3 (16) 

1 (5) 
10 (53) 
5 (26) 
2 (11) 
3 (16) 

4 (21) 

Type of BP drug 
A2RB 
D 
CCB 
ACEI 
BB 

36 (46) 
31 (39) 
30 (38) 
27 (34) 
12 (15) 

8 (38) 
10 (48) 
8 (38) 

10 (48) 
4 (19) 

9 (45) 
6 (30) 
9 (45) 
6 (30) 
1 (5) 

8 (42) 
4 (21) 
9 (47) 
6 (32) 
3 (16) 

11 (58) 
11 (58) 
4 (21) 
5 (26) 
4 (21) 

Number of BP drug types 
0 
1 
2 
3 
4 

3 (4) 
32 (41) 
31 (39) 
10 (13) 
3 (4) 

1 (5) 
7 (33) 
8 (38) 
3 (14) 
2 (10) 

11 (55) 
7 (35) 
2 (10) 

2 (11) 
7 (37) 
7 (37) 
3 (16) 

8 (42) 
8 (42) 
2 (11) 
1 (5) 

Abbreviations: A2RB, angiotensin II receptor blocker; ACEI, angiotensin converting enzyme inhibitor; BB, b-blockers; BMI, body mass index; CAD, coronary 
artery disease; BP, blood pressure; CCB, calcium channel blockers; CVD, cardiovascular disease; D, diuretics; f, female; HDL, high-density lipoprotein; 
LDL, low-density lipoprotein; m, male; s.d., standard deviation. aNo significant differences in baseline values between garlic and placebo groups. bIncludes 
myocardial infarction, stroke, coronary artery disease, but does not include hypertension only. 

more than half of the participants were unsure of their allocation 
(58% garlic groups, 63% placebo), and 8% of participants in a 
garlic group incorrectly thought they had taken placebo capsules. 
A slightly greater proportion of participants in the garlic-4 group 
had guessed correctly, albeit differences between the groups were 
not statistically significant. 

DISCUSSION 
Our trial suggests aged garlic extract to be superior to placebo in 
lowering SBP in patients with uncontrolled hypertension. A 
dosage of two capsules daily containing 480 mg of aged garlic 
extract and 1.2 mg of S-allylcysteine significantly lowered SBP by 
mean SBP±s.e. ¼ � 11.8±5.4 mm Hg (P ¼ 0.006) compared with 
placebo over 12 weeks, was well tolerated and highly acceptable. 
The observed reduction in SBP is comparable to that achieved 
with commonly prescribed antihypertensive medicines, and is of 
clinical significance, whereby a reduction of about 10 mm Hg in 
SBP is associated with a risk reduction in cardiovascular disease by 
16–40%.22,23 

The larger daily dosage of four capsules of aged garlic extract 
also lowered SBP, albeit the mean difference of SBP±s.e. ¼ 
� 7.4±4.1 mm Hg at 8 weeks compared with placebo was of 
borderline significance (P ¼ 0.07). The smaller reduction in SBP in 

the garlic-4 group compared with the garlic-2 group may have 
been linked to the poorer compliance and lesser tolerability seen 
in the garlic-4 group. A dosage of one capsule of aged garlic 
extract daily did not lower SBP significantly different to placebo. 

In all, 4% of participants (3 out of 79) withdrew from the trial 
after 4 weeks because of gastrointestinal complaints, two in the 
garlic-4 group and one in the placebo-4 group. Although rare, 
gastrointestinal disturbances have been reported in other trials 
using therapeutic dosages of garlic by similar proportions of 
participants.10,24,25 Lower tolerance of sulphur-containing foods 
such as garlic and onion has been linked to genetic variation in 
detoxification pathways of sulphur-transferase enzymes, as well as 
inflammatory status, and levels of molybdenum and vitamin 
B12.26,27 

Other minor side effects were reported by a third (32%) of the 
participants in the garlic-4 group, and 15% in the garlic-2 and 
garlic-1 groups compared with 5% in the placebo group. Minor 
side effects included bloating, flatulence and reflux. However, 
most side effects were reported in the first week of the trial, and 
participants found ways to overcome these, for example, by taking 
the trial capsules in the morning rather than in the evening. 
Greater tolerability, compliance, acceptance and willingness to 
continue and pay for capsules were associated with a lower 
dosage and fewer capsules daily. 

& 2013 Macmillan Publishers Limited European Journal of Clinical Nutrition (2013) 64 – 70 
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Figure 2. Effect of aged garlic extract on blood pressure. Mean SBP 
(a) and DBP (b) over 12 weeks of all participants in the planned 
adjusted analysis. 

Our trial had limited power to detect any significant changes in 
DBP between the garlic groups and placebo, as participants were 
selected on the basis of systolic hypertension, subsequently 
including o13% of participants with essential hypertension (DBP 
490 mm Hg; 5–20% in each group). A trend towards greater 
reduction in DBP was observed in the garlic-2 groups compared 
with placebo (mean diff. DBP±s.e.: � 5.3±4.2 mm Hg), albeit not 
statistically significant. Our trial was also underpowered to 
undertake meaningful analysis by type of BP medication, 
complicated by the number and combination of antihypertensives 
possible. 

The results of this trial are in line with our previous findings of 
aged garlic extract being effective in reducing SBP in hyperten-
sives.10 Here we demonstrate that a daily dosage of two capsules 
of the high potency formula of aged garlic extract is effective and 
more practical than a daily dosage of four capsules. Furthermore, 
our findings indicate that a dosage of one capsule of high potency 
formula was not sufficient to reduce effectively SBP, highlighting 
the importance of correct dosing and choice of product 
formulation. 

Dosage of the active ingredient S-allylcysteine in aged garlic 
extract is crucial to effectiveness in reducing BP, and needs to be 

European Journal of Clinical Nutrition (2013) 64 – 70 & 2013 Macmillan Publishers Limited 
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Table 3. Tolerability and acceptability 

Groupc 

Garlic 1 Garlic 2 Garlic 4 Placebo 

Total number n ¼ 21 n ¼ 20 n ¼ 19 n ¼ 19 

(A) Tolerability 
Side effects 
Gastrointestinal discomfort 
Constipationa 

Bloating, flatulencea 

Refluxa 

aGarlic taste
Dry mouth, cougha 

Difficulty swallowing because of number 
and size of capsules 

Total side effects 

1 (5) 

2 (10) 

3 (14) 

1 (5) 

2 (10) 

3 (15) 

N (%) 
2 (11) 
1 (5) 
1 (5) 
4 (21) 

2 (11) 

8 (42) 

1 (5) 

1 (5) 

2 (11) 

(B) Acceptabilityb 

Ease of taking capsules þ þ / þ
� � / � 

13/6 (91) 
0 (0) 

12/6 (90) 
0 (0) 

8/5 (68) 
1/0 (5) 

9/7 (84) 
0/1 (5) 

Acceptability þ þ / þ
� � / � 

12/8 (95) 
0 (0) 

11/9 (100) 
0 (0) 

6/1 (84) 
1/0 (5) 

6/11 (90) 
0/1 (5) 

Willingness to continue after trial þ þ / þ
� � / � 

11/8 (91) 
0 (0) 

5/11 (80) 
1/0 (5) 

5/8 (68) 
2/0 (11) 

7/7 (74) 
0/1 (5) 

Willingness to pay for supplementd þ þ / þ
� � / � 

9/4 (62) 
0 (0) 

1/13 (70) 
1/1 (10) 

3/9 (63) 
3/0 (16) 

6/5 (58) 
1/1 (11) 

aParticipants reported minimal side effects in the first week of the trial, but did not find these side effects bothersome and found ways to overcome these. 
bResponses to questions of acceptability were assessed on a five-point Likert scales ranging from 1 ¼ very easy/very acceptable/strongly agree ( þ þ ) to  
5 ¼ very hard/very unacceptable/strongly disagree ( � � ). cReported side effects and acceptability of treatment were not statistically significant between the 
garlic and placebo groups. dThe willingness to pay for supplements was stronger in the garlic-1-capsule group compared with garlic-2 and -4 capsule groups 
(Po0.05). 

reviewed when comparing results to other trials testing garlic 
products.8,9 

Our trial tested the effect of aged garlic extract as an adjunctive 
antihypertensive treatment in a mainly older population (mean 
age 70±12 years). It would be interesting to explore the 
effectiveness in other age groups with uncontrolled, treated or 
untreated hypertension. 

In about 30% of participants, SBP did not waver for more than 
5 mm Hg during the course of the trial, suggesting an underlying 
unresponsiveness to antihypertensive treatment. Future trials 
could explore potential underlying factors, such as genetic 
variations in the aldosterone synthase gene/enzyme pathway, 
which has been suggested to influence the response to 

28,29antihypertensive treatment. 
Larger trials are required to explore any effect of other 

antihypertensive medicines that patients are already taking on 
the effectiveness of adjunct therapy with aged garlic extract. It 
would also be interesting to explore the effect of aged garlic 
extract on other cardiovascular risk factors and the influence of 
standard drug therapy on its effectiveness. Moreover, long-term 
trials would provide insights into the effect of aged garlic extract 
on cardiovascular morbidity and mortality. 

In summary, our trial suggests aged garlic extract to be an 
effective and tolerable treatment in uncontrolled hypertension, 
and may be considered as a safe adjunct treatment to 
conventional antihypertensive therapy. 
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Case 2:17-cv-00467-JDL Document 21 Filed 12/17/19 Page 1 of 23 PageID #: 182 

IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF MAINE 

FEDERAL TRADE COMMISSION, and 
STATE OF MAINE, 

Plaintiffs, 

v. 

HEALTH RESEARCH LABORATORIES, LLC, a 
limited liability company, and 

KRAMER DUHON, individually and as an owner 
and officer of HEALTH RESEARCH 
LABORATORIES, LLC, 

Defendants. 

Case No. 2:17-cv-00467-JDL 

PLAINTIFFS’ MOTION FOR AN ORDER TO SHOW CAUSE WHY HEALTH 
RESEARCH LABORATORIES, LLC, WHOLE BODY SUPPLEMENTS, LLC, 

AND KRAMER DUHON SHOULD NOT BE HELD IN CONTEMPT FOR 
VIOLATING THE FINAL JUDGMENT AND ORDER FOR PERMANENT 

INJUNCTION 

I. INTRODUCTION 

Brazenly ignoring the Court’s order barring them from making unsubstantiated 

claims for their dietary supplements, Defendants Health Research Laboratories, LLC 

(“HRL”) and Kramer Duhon have continued promoting their products with outrageous 

claims that they effectively cure, mitigate, or treat life-threatening diseases. Defendants 

violated Section II.H of the Order, which unambiguously requires them to have at least 

one randomized, double-blind, placebo-controlled trial (“RCT”) testing the same product 

or an essentially equivalent product prior to making any claim that their dietary 

1 
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supplements cure, mitigate, or treat a disease.  As explained in detail below, Defendants 

and Whole Body Supplements, LLC (“WBS”) (collectively, “Contempt Defendants”) 

disregarded the Order by making baseless claims that their Neupathic, Black Garlic 

Botanicals, BG18, and The Ultimate Heart Formula (“UHF”) products treat, cure or 

mitigate several diseases without having anything close to the required substantiation.   

As a result, Plaintiffs Federal Trade Commission (“FTC” or “Commission”) and 

the State of Maine move the Court for an order to show cause why Contempt Defendants 

should not be held in contempt of the Court’s January 16, 2018 Stipulated Final 

Judgment and Order for Permanent Injunction and Other Equitable Relief (“Order”) (Dkt. 

15, PX 1).  Plaintiffs seek a finding of civil contempt and sanctions in the form of 

compensatory monetary relief for consumers harmed by the contumacious conduct.  

Plaintiffs have concurrently filed a Motion to Modify the Order pursuant to Fed. R. Civ. 

P. 60(b).   

II. STATEMENT OF FACTS 

A. Underlying Action and Order 

The original Complaint in this case alleged HRL and its owner, Kramer Duhon, 

made deceptive health and disease-related claims for two products, BioTherapex and 

NeuroPlus.  Among other things, HRL represented that BioTherapex caused weight loss, 

treated rheumatism, arthritis, and osteoarthritis, and relieved joint pain, back pain, and 

muscle pain.  HRL also represented that NeuroPlus protected the brain against 

Alzheimer’s disease and dementia, reversed memory loss, and improved memory, 

concentration, and cognitive performance. 

2 
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On January 16, 2018, this Court entered the Order prohibiting HRL and Mr. 

Duhon from representing that a product “cures, mitigates, or treats any disease … unless 

the representation is non-misleading, and at the time of making such representation, they 

possess and rely upon competent and reliable scientific evidence substantiating that the 

representation is true.” PX 1, § II.1  Section II further provides that “competent and 

reliable scientific evidence” must consist of human clinical testing of the product or an 

“Essentially Equivalent Product.” The Definitions section of the Order clearly states that 

to qualify as an Essentially Equivalent Product, the product tested in trials must be one 

that “contains the identical ingredients, except for inactive ingredients … in the same 

form and dosage, and with the same route of administration (e.g., orally, sublingually) … 

as the Covered Product[.]” Id. at 5.  Section II also requires the clinical testing to be:  

(1) randomized, double-blind, and placebo-controlled; as well as (2) conducted by 

researchers qualified by training and experience to conduct such testing.  

Despite these unambiguous court mandates, to which HRL and Mr. Duhon 

agreed, Contempt Defendants represented their UHF, BG18, and Black Garlic Botanicals 

products cure, treat, or mitigate cardiovascular disease, atherosclerosis, and hypertension 

without having substantiation in the form of a RCT testing these products or Essentially 

Equivalent Products.  Their ads also claim that Neupathic cures, treats, or mitigates 

diabetic neuropathy and treats or mitigates diabetes without the required substantiation. 

Given the potentially life-threatening consequences of the diseases Contempt Defendants 

claim their products remedy, the contumacious conduct is especially egregious.   

1 The evidentiary documents referred to herein are attached as Plaintiffs’ Consolidated Exhibits in Support 
of Motion for Order to Show Cause and Motion to Modify.  They are identified by Exhibit Number “PX 
___.” 

3 
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B. Parties to the Current Action: Contempt Defendants 

HRL is a limited liability corporation that has sold more than three dozen 

nutritional products and dietary supplements on its website and via direct mail to 

consumers since entry of the Order, including Black Garlic Botanicals, UHF, and 

Neupathic.  PX 2, Lewis Decl., Att. B, C.  Kramer Duhon is the sole owner of HRL and 

serves as its Chief Operating Officer. Lewis Decl., Att. B. 

WBS is a limited liability corporation.  Lewis Decl., Att. B, N.  Although WBS 

was not a party in the underlying action, Mr. Duhon is its sole owner and serves as the 

company’s Chief Operating Officer and Managing Member.  Id. WBS markets and sells 

a number of dietary supplements including a product at issue in this case known as BG18.  

Lewis Decl., Att. C.  WBS and HRL operate from the same business address in Dallas, 

Texas.  Lewis Decl., Att. B. 

C. Black Garlic Botanicals and BG18  

Black Garlic Botanicals and BG18 have identical ingredients: aged black garlic 

powder (“black garlic”), gelatin, rice flour, vegetable stearate, and silica.  PX 2, Lewis 

Decl., Att. G (HRL004915-4916).  Each capsule contains 600 mg of the active ingredient 

black garlic, and Contempt Defendants recommend consumers take two capsules per day.  

Id. 

Black garlic is fermented garlic prepared by treating garlic cloves at high temperature 

and high humidity for 30 or more days.  PX 3, Sacks Report, p. 7.2 This process causes 

2 The BG18 mailer emphasizes that black garlic is different from other types of garlic and is “fermented for 
a precise period of time at a high temperature, and under high humidity.  This process turns garlic cloves 
dark, gives them a sweet taste, and alters their consistency. And it also makes them more potent and 

4 
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the garlic cloves to turn purple or black and eliminates the pungent smell and taste of 

fresh garlic. Id. The process greatly alters the chemical composition of fresh garlic, 

making black garlic substantially different chemically from fresh garlic, aged garlic 

extract,3 or other garlic preparations.  PX 3, Sacks Report, p. 6-8.4 

Contempt defendants advertised their BG18 and Black Garlic Botanical products 

using multi-page mailers sent to consumers5 throughout the United States.  The mailers 

contained a variety of claims about the dangers of cardiovascular disease6 and 

represented the products cure, mitigate, or treat cardiovascular disease as well as the 

diseases of hypertension and atherosclerosis.  These advertised claims highlight the 

supposedly positive effects of black garlic on artery health, cholesterol levels, and blood 

pressure including: 

Black Garlic Botanicals Mailer7 

beneficial.” PX 6, Prunty Decl., Att. 1 (FTC0003); see also PX 2, Lewis Decl., Att. H (HRL004989) 
(Black Garlic Botanicals mailer containing similar statements). 

3 Aged garlic extract is prepared by slicing fresh raw garlic cloves and incubating them in ethyl alcohol for 
up to 20 months at ambient temperature. PX 3, Sacks Report, p.8. 

4 Indeed, Contempt Defendants’ ads repeatedly emphasize the unique properties of black garlic.  For 
example, the BG18 mailer states: “[W]hen normal white garlic is fermented it undergoes an amazing 
transformation that COMPLETELY alters the chemical makeup … and turns it into a supreme 
superfood!” PX 6, Prunty Decl., Att. 1 (FTC0003) (original emphasis and capitalization). 

5 See PX 2, Lewis Decl, Att. F, ¶5. In addition, HRL sold Black Garlic Botanicals through its website: 
https:www.hrlsupplements.com, and WBS sold BG18 through its website:  
https://www.wholebodysupplement.com. See Lewis Decl., Att. B; PX 5, Rottner Decl., Att. B, D. 

6 For example, the Black Garlic Botanicals mailer’s front page features a large photograph of a distressed, 
older man clasping his chest below large banner headlines stating that: “Every 90 seconds, someone dies 
from heart disease in the U.S. – are you next?” and “1 in 7 people die from heart disease.” PX 2, Lewis 
Decl., Att. H (HRL004984). 

7 PX 2, Lewis Decl., Att. H. 

5 

https://www.wholebodysupplement.com
https:www.hrlsupplements.com
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• Healthy Arteries 
Plaque build-up in arteries can lead to unhealthy heart conditions.  Black Garlic 
helps keep blood vessels barrier-free to create smooth flow, which could address 
symptoms of fatigue.  It may also inhibit calcium binding, which is responsible 
for arterial plaque formation. (HRL004990). 

• Want Healthy Blood Pressure & Cholesterol?  Black Garlic helps maintain 
healthy blood pressure, cholesterol and triglyceride levels.  (HRL004990). 

• BLACK GARLIC 
A BREAKTHROUGH FOR: 

o Cholesterol 
o Blood Sugar 
o Blood Pressure 
o The Heart 
o The Brain (HRL004990). 

• “I made the switch to Black Garlic Botanicals and within the span of 3 months my 
LDL levels have reduced from 300 to 150.  This product works!” ~ Gerald W. 
(HRL004993).8 

• “I now have my blood pressure under control with Black Garlic Botanicals.  This 
is a quality product!” ~ Rolf M.  (HRL004995). 

• If you’re serious about protecting your heart and arteries with a natural solution, 
it’s important to act now, because there really is no time to waste. (HRL004995). 

BG18 Mailer9 

• Black Garlic is a proven miracle for . . . Cholesterol . . . Hypertension . . .  Your 
Heart  (FTC0002). 

• [Black Garlic] can help reverse plaque build-up in arteries – not just slow it down. 
(FTC0004). 

8 HRL uses individual consumer testimonials to make some of the strongest disease claims in the Black 
Garlic Botanicals mailer. HRL’s inclusion of the statements “[r]esults may vary depending on your body 
type” (PX 2, Lewis Decl., Att. H (HRL004993)) and “[t]he products offered in this publication are not 
intended to cure or diagnose health problems,” (HRL004995) are inconspicuous in comparison to the 
amount of content touting the purportedly beneficial effects of the product.  They do not effectively 
counteract the impression that consumers can expect results similar to those featured in testimonials. 

9 PX 6, Prunty Decl., Att. 1. 

6 
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• Black Garlic helps reduce high blood pressure and lowers high levels of bad 
cholesterol and triglycerides.  (FTC0004). 

• Yes, Black Garlic is a true miracle for cardiovascular health!  Just 1 capsule 
knocks down cholesterol and high blood pressure within days.  It can also 
unblock, clean, and strengthen your arteries.  (FTC0008). 

By describing the danger of cardiovascular disease and touting barrier-free blood 

vessels, dramatic reductions in LDL-cholesterol, and blood pressure control, the ads 

represent Black Garlic Botanicals and BG18 will cure, mitigate, or treat cardiovascular 

disease as well as the distinct diseases of atherosclerosis and hypertension.10 

D. Contempt Defendants Lack Required Substantiation for Their Black Garlic 
Claims. 

In response to FTC requests for substantiation to support the claims in their BG18 

and Black Garlic Botanicals mailers, Contempt Defendants provided various articles and 

materials related to black garlic and other forms of garlic.  Dr. Frank Sacks, a Professor 

of Medicine at Harvard Medical School and a Professor of Cardiovascular Disease 

Prevention at the Harvard T.H. Chan School of Public Health, reviewed all of this 

purported substantiation.  He found it does not come close to supporting claims that the 

product cures, mitigates, or treats cardiovascular disease, atherosclerosis, or hypertension.  

PX 3, Sacks Report, p. 2-3, 6-10.  He also performed literature searches in an effort to 

identify any RCT that tested black garlic and measured endpoints related to 

10 Cardiovascular disease generally refers to heart attack, angina pectoris (chest pain due to heart disease), 
heart failure, and stroke. PX 3, Sacks Report, p. 5. Cardiovascular disease also includes disease afflicting 
the large arteries that supply blood to the heart and brain. Id. Hypertension and atherosclerosis are also 
well-recognized diseases. Hypertension is commonly referred to as high blood pressure, and the disease 
damages blood vessels and the heart. Id. Atherosclerosis occurs when blood flow through arteries is 
reduced by blockages caused by cholesterol deposits from high levels of low-density lipoproteins (“LDL”) 
and the resulting inflammatory and thrombotic reactions in vessel walls. Id. High blood pressure and high 
LDL-cholesterol concentration in blood are two of the most important causes of atherosclerosis, heart 
attack, and stroke. Id. 

7 

https://hypertension.10
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cardiovascular disease, hypertension, or atherosclerosis.  Id. at 9. Dr. Sacks only found 

two such trials, both involved significantly higher doses of black garlic than the daily 

dose in BG18/Black Garlic Botanicals.  PX 3, Sacks Report, p. 9-10.  Further, the results 

of one trial actually showed that black garlic had no effect on endpoints related to 

cardiovascular disease, while the positive results in the other trial have not been 

independently replicated. Id. 

Finally, most of the clinical trials relied upon by Contempt Defendants tested a 

different ingredient, aged garlic extract. Id. at 8-9.  Aged garlic extract is not only not 

identical to black garlic, but actually has distinct chemical components.  Id. at 6-9.  

Following a thorough review of the relevant scientific literature and based on his 

professional experience, Dr. Sacks confirms that there is no competent and reliable 

scientific evidence suggesting that black garlic effectively cures, mitigates, or treats 

cardiovascular disease, hypertension, or atherosclerosis, and there is no reason to believe 

that the small dose in Black Garlic Botanicals/BG18 would be effective if tested in a 

properly randomized, double-blind, and placebo-controlled trial.  Id. at 2-3, 10. 

E. The Ultimate Heart Formula 

HRL and Mr. Duhon also promoted a second product as a “revolutionary NEW 

and NATURAL treatment”11 for cardiovascular disease, as well as the diseases of 

atherosclerosis and hypertension.  Specifically, after entry of the Order, they advertised 

and sold UHF, a dietary supplement containing Vitamins C, E, and B12 as well as garlic 

extract (25 mg); Tetrasodium EDTA (40 mg), Ubiquinol (CoEnzyme Q-10 or “CoQ10”) 

11 PX 2, Lewis Decl., Att. I (HRL005069). 

8 
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(5 mg), and Nattokinase (10 mg).12 As with Black Garlic Botanicals, HRL advertised 

UHF by sending consumers lengthy mailers and additionally marketed their product to 

consumers on its website.13 

The UHF mailer contains a variety of claims that the product cures, mitigates, or 

treats cardiovascular disease, atherosclerosis, and hypertension by touting the product’s 

supposedly beneficial effect on arteries, cholesterol, and blood pressure, as well as 

symptoms of cardiovascular disease such as chest pain and heart rhythm problems.  PX 2, 

Lewis Decl., Att. I.  As with the BG18/Black Garlic Botanicals ads, the UHF mailer 

devotes substantial content to the life-threatening consequences of cardiovascular disease. 

For example, the front page features a large photograph of an older woman grasping her 

chest beside illustrations of increasingly occluded arteries, while the second page features 

a photograph of an older man doubled over and holding his chest.  Id. at HRL005068-

5069. These dramatic pictures are followed by a torrent of claims, including: 

• SEE INSIDE to discover a natural nutrient that is up to 95% EFFECTIVE at 
maintaining clear arteries and reducing risk of a heart problem!  (HRL005068). 

• Instead, right before you is a simple, safe, inexpensive, non-painful and 
preventative option that could help you say goodbye to your heart surgeon and 
avoid an angioplasty.  (HRL005070). 

• The Ultimate Heart Formula is an all-natural combination of 19 powerful herbs 
and essential nutrients that counter the causes of poor cardio health.  The Ultimate 
Heart Formula’s unique “Senior Formula” is made with ingredients specifically 
shown to help improve the effects of a weakened heart, clogged arteries, high 
blood pressure and high cholesterol for older people!  (HRL005077). 

12 It also contains:  Aloe Barbadensis Leaf (Aloe Vera Gel), Vaccinium Myrtillus (Bilberry) Extract, 
Cayenne (Capsicum Frutescens) Extract, Zingiber Officinalis (Ginger) Extract, Macrocystis Pyrifera (Kelp) 
Extract, Viscum Album (Mistletoe) Extract, Allium Sepa (Onion) Bulb Extract, Mentha Piperita 
(Peppermint) Oil, and Bromelain.  See PX 2, Lewis Decl, Att. K. 

13 See PX 5, Rottner Decl., Att. C. 

9 

https://website.13
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• In another CoQ10 study, reported in the medical journal, Clinical Investigator, 
100% of patients with serious heart problems experienced an improvement in 
their symptoms.  And 80% experienced beneficial blood pressure levels. 
(HRL005073). 

• In even MORE studies, heart patients taking CoQ10 were found to have less than 
one-third as much chest pain and 75% fewer heart rhythm problems than those 
not taking CoQ10.  (HRL005075). 

• The Ultimate Heart Formula also contains a powerful, clot-busting agent! The 
Ultimate Heart Formula gives you the power of a Japanese soy plant called Natto, 
with a 1,000-year-old medicinal history!  And recent scientific studies have 
shown it has the uncanny ability to liquefy blood-clots and help prevent them 
from occurring at all!  (HRL005073). 

• EDTA is up to 95% effective at maintaining clear arteries and helping to reduce 
the risk of a heart problem! It’s true, Ethylene Diamine Tetraacetic Acid – or 
EDTA has shown to be 95% effective in helping maintain arteries in over 1,823 
scientific studies.  EDTA is a natural amino acid that eliminates dangerous 
blockages from your veins and arteries – blockages that prevent blood and oxygen 
from reaching your heart and brain – helping to reduce your risk of a heart attack. 
(HRL005075, HRL005077). 

• With our Ultimate Heart Formula ...You get it ALL ... Amazing heart and artery 
protection ... without side effects!  (HRL005079). 

• Yes, with the Ultimate Heart Formula, a lifetime of plaque build up could 
disappear before you know it!  (HRL005079). 

High blood pressure, high levels of LDL-cholesterol in blood, and the related 

accumulation of deposits of cholesterol and inflammatory responses in blood vessel 

walls, cause heart attack, stroke, and atherosclerosis.  PX 3, Sacks Report, p. 5.  By 

claiming UHF reduces blockages and plaque deposits in blood vessels as well as high 

blood pressure, particularly in close proximity to content about the dire consequences of 

disease, Defendants represent that their product can cure, mitigate, or treat cardiovascular 

disease and atherosclerosis. A product that lowers blood pressure, of course, also cures 

10 
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or treats the disease of hypertension.  Defendants drive home these claims by juxtaposing 

them with pictures of elderly individuals having heart attacks. 

F. HRL and Mr. Duhon Lack Required Substantiation for UHF Claims. 

Unsurprisingly, HRL’s extraordinary claims for UHF are unsupported by an RCT 

testing either UHF or an Essentially Equivalent Product.14 HRL instead relies on various 

articles and materials related to a few of UHF’s individual ingredients (including CoQ10, 

EDTA, nattokinase, and garlic).  Again, Dr. Sacks reviewed all of HRL’s purported 

substantiation.  He also conducted a thorough literature search to identify any RCTs 

testing the same doses of CoQ10, EDTA, nattokinase, and garlic extract found in UHF.  

PX 3, Sacks Report, p. 11, 15-17.  Based on this review, Dr. Sacks confirmed: (1) there 

are no RCTs testing UHF or the same combination of active ingredients in UHF; and (2) 

there are no RCTs testing the same doses of CoQ10, EDTA, nattokinase, or garlic extract 

found in UHF to support claims that these individual ingredients would cure, treat, or 

mitigate cardiovascular disease, atherosclerosis, or hypertension.  Id. at 10-20. 

Furthermore, Dr. Sacks confirms that there is no reason to believe that any of the 

individual ingredients in UHF would be effective in curing, mitigating, or treating 

cardiovascular disease, atherosclerosis, or hypertension.  Id. at 21.  

G. Neupathic 

After entry of the Order, HRL also sold Neupathic, a dietary supplement 

advertised as curing, mitigating, or treating the disease of diabetic neuropathy and 

14 Testing the product or the same combination of ingredients is important in determining the efficacy of a 
product because, even in cases where individual constituent ingredients have been shown in other 
formulations to be efficacious or safe for the treatment of a particular condition, those same ingredients 
may not have the same properties or effects when combined with other ingredients. PX 4, Burant Report, 
p. 11; see also PX 3, Sacks Report, p. 11. 

11 

https://Product.14
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mitigating or treating diabetes.  Diabetic neuropathy is nerve damage associated with 

persistent elevations of blood glucose in both type 1 and type 2 diabetes.  PX 4, Burant 

Report, p. 7.  Individuals with diabetic neuropathy experience symptoms such as tingling, 

pricking, chilling, burning, or numb sensation on the skin.  Id. at 8.  Some individuals 

experience debilitating burning and sharp pain.  Id. 

HRL made a variety of claims extolling the magical powers of Neupathic.15 By 

representing that Neupathic soothes and otherwise addresses various types of pain related 

to diabetic neuropathy or diabetes as outlined below, HRL claimed Neupathic cures, 

mitigates, or treats the disease of diabetic neuropathy and mitigates or treats diabetes.  

For example, HRL’s mailer (PX 2, Lewis Decl., Att. J) claims: 

• This “Perfect” Nerve Pain easing pill combines special nutrients to restore 
circulation and soothe nerve pain associated with diabetes!  (HRL005036). 

• Studies show that there IS a natural, effective treatment for diabetic nerve pain! 
(HRL005036). 

• If you have diabetic nerve pain, you could suffer with any or all of the symptoms 
below. 

 Shooting pain 
 Burning 
 Pins and needles 
 Electric shock-like pain 
 Extra sensitivity 
 Numbness 
 Throbbing 
 Tingling 
 Stinging 
 Stabbing 
 Radiating 

15 Neupathic contains six purportedly active ingredients:  Vitamin E, Vitamin B1 (thiamine), Vitamin B6, 
folic acid, Vitamin B12, and Evening Primrose Oil. See PX 2, Lewis Decl., Att. G (HRL004913). 

12 

https://Neupathic.15
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Neupathic was specifically formulated with 6 distinct nutrients to help address 
ALL these issues and more.  (HRL005039). 

• A “perfect” nerve pain supplement that was formulated from the ground up to 
improve your circulation and ease the numbness, tingling, itching, burning and 
swelling from excess fluid trapped in your legs.  (HRL005039). 

• Respond now if your nerve pain is driving you crazy! You’ll get completely 
natural, real relief from your discomfort.  All natural Neupathic is 100% effective 
and safe to use every day! Remember, it has (sic) shown to help reverse damaged 
nerves to help you feel great all day and all night. (HRL005048). 

• “Great reduction of pain.  No more nerve pain in my feet. I also hardly notice any 
leg cramps. This product is great!”   — Ruth J.  (HRL005044). 

• “No burning, stabbing pain.  No more stiffness.  More energy.  Move better.  
Neupathic is fantastic. I love it! It should be available at the drug store.” — 
Naomi R.  Id. 

• “Neupathic is a great ‘miracle-like product’ which starts working the very first 
day you use it.  Then it continues to control your pain every day.  My feet have 
began [sic] to feel normal.  Neupathic has improved my life.  My nerve pain is 
gone and I will continue to take Neupathic until my numbness is gone too!”  — 
Gloria R.  Id. 

• “My feet no longer burn, especially after an hour or so of inactivity.  I definitely 
feel more comfortable.”  — Margaret J. Id. 

HRL’s mailer does not state that the consumer testimonials reflect atypical 

experiences or that consumers should expect different results.16 By claiming that the 

product alleviates pain associated with diabetic neuropathy and placing those claims 

proximate to unqualified testimonials, HRL represents that Neupathic cures, mitigates, or 

treats diabetic neuropathy or mitigates or treats diabetes.  

16 The statement “Results may vary.  These are real users with real results.” appears in small print after the 
last testimonial on page 9 of the Neupathic mailer.  PX 2, Lewis Decl., Att. J (HRL005044). 

13 

https://results.16
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H. HRL and Mr. Duhon Lack Substantiation for Neupathic Claims. 

In response to FTC requests for substantiation, HRL provided various articles and 

materials about specific ingredients in Neupathic, but provided no RCTs testing 

Neupathic or the same combination of active ingredients found in the product.  Dr. 

Charles Burant, a Professor of Internal Medicine in the Division of Metabolism, 

Endocrinology, and Diabetes at the University of Michigan, School of Public Health, 

reviewed all of the purported substantiation.  He also conducted a thorough review of 

scientific literature for clinical trials testing individual active ingredients found in 

Neupathic.  PX 4, Burant Report, p. 20, 23.  Crucially, Dr. Burant found no RCTs testing 

the same combination of active ingredients found in Neupathic and confirmed that all of 

the trials testing individual ingredients submitted by HRL involved different doses of the 

individual ingredients or were not randomized, double-blind, and placebo-controlled.  Id. 

at 12.   

III. LEGAL DISCUSSION 

This Court has the authority to enforce its own orders through civil contempt. 

Spallone v. United States, 493 U.S. 265, 276 (1990) (quoting Shillitani v. U.S., 384 U.S. 

364, 368 (1966)).  Parties and nonparties bound by an order may be held in civil 

contempt if the movant demonstrates by clear and convincing evidence that “(1) the 

alleged contemnor had notice of the order, (2) the order was clear and unambiguous, (3) 

the alleged contemnor had the ability to comply with the order, and (4) the alleged 

contemnor violated the order.” 

14 
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Hampshire, Comm'r, 665 F.3d 25, 31 (1st Cir. 2012) (internal quotes and citations 

omitted).  The facts here squarely establish all four elements. 

A. The Order Binds Each of the Contempt Defendants. 

Section II of the Order binds “Defendants, Defendants’ officers, agents, 

employees, and all other person in active concert or participation with any of them, who 

receive actual notice [.]”  As parties to the underlying action, Kramer Duhon and HRL 

are clearly bound by the Order and had actual notice of its injunctive provisions.  Fed. R. 

Civ. P. 65(d)(2)(A); PX 2, Lewis Decl., Att. A.  Nonparties, such as WBS, are equally 

bound if they had actual notice of the Order and are in “active concert and participation 

with” a party. Fed. R. Civ. P. 65(d)(2); Goya Foods, Inc. v. Wallack Management, Co., 

290 F.3d 63, 75 (1st Cir. 2002) (citation omitted).  The latter requirement is satisfied if 

the nonparty is either legally identified with a party or “aided and abetted” the party in 

the enjoined conduct.  Goya Foods, 290 F.3d at 75; Gemco Latinoamerica, Inc. v. Seiko 

Time Corp., 61 F.3d 94, 98 (1st Cir. 1995). 

Here, WBS had actual notice of the Order through its owner and principal, Mr. 

Duhon.  See FTC v. Neovi, Inc., 06-CV-1952-JLS, 2012 WL 28599872012, *7 (S.D. Cal. 

July 11, 2012) (finding nonparty companies had actual notice of order because they were 

controlled and operated by individual party defendants in contempt case).  In addition to 

being the sole owner of WBS, Mr. Duhon serves as its Managing Member and Chief 

Operating Officer.  PX 2, Lewis Decl., Att. B, N.  He, therefore, controls and operates the 

company.  Further, WBS acted in concert and participated with Mr. Duhon in selling and 

marketing BG18 to consumers using unsubstantiated claims that violated the Order. See 

15 
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G. & C. Merriam Co. v. Webster Dictionary Co., 639 F.2d 29, 35 (1st Cir. 1980) (“To 

hold a nonparty bound by an injunction it is … essential to prove either that the nonparty 

participated in the contumacious act of a party or that the nonparty was subject to the 

injunction because legally identified with a party.”) Therefore, the Order binds WBS. 

B.  The Order’s Provisions are Clear and Unambiguous, and Contempt 
Defendants Had the Ability to Comply.  

As discussed supra, the Order clearly and unambiguously requires Contempt 

Defendants to have at least one RCT testing the same product or an Essentially 

Equivalent Product to substantiate claims that their products cure, mitigate, or treat any 

disease. PX 1, Section II.H.  Further, Contempt Defendants had the ability to comply 

with the requirements of Section II.H of the Order in at least two ways: advertising with 

claims that it could substantiate, or refraining from selling the products altogether. 

Contempt Defendants instead chose to ignore the injunction and continued to profit from 

deceptively advertising their dietary supplements to the public.  

C.  Clear and Convincing Evidence Establishes that Contempt Defendants 
Violated Section II.H of the Order. 

Clear and convincing evidence establishes that Contempt Defendants made 

numerous unsubstantiated disease claims in violation of Section II.H of the Order.  The 

contumacious conduct in this case is especially egregious because Contempt Defendants 

violated one of the core injunctive provisions of the Order by disseminating grossly 

unsubstantiated advertising claims for multiple products beginning shortly after the Court 

entered the Order. 

16 
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(1) Unsubstantiated Disease Claims Related to BG18 and Black Garlic 
Botanicals Violate the Order. 

As discussed above in Section II.C, Contempt Defendants’ ads contain numerous 

claims that BG18 and Black Garlic Botanicals cure, mitigate, or treat cardiovascular 

disease as well as the related diseases of atherosclerosis and hypertension.  For example, 

the BG18 mailer claims that the product “can help reverse plaque build-up in arteries.” 

PX 6, Prunty Decl, Att. 1 (FTC0004).  The mailer also extravagantly claims “Black 

Garlic is a true miracle for cardiovascular health! Just 1 capsule knocks down cholesterol 

and high blood pressure within days.  It can also unblock, clean, and strengthen your 

arteries.”  (FTC0008).  Similarly, the Black Garlic Botanicals mailer states that “[p]laque 

build-up in arteries can lead to unhealthy heart conditions” and that “Black Garlic helps 

keep blood vessels barrier-free to create smooth flow[.]”  PX 2, Lewis Decl., Att. H 

(HRL004990).  The ad also promotes black garlic as a “breakthrough” for cholesterol, 

blood pressure, and the heart.  Id. In addition, the Black Garlic Botanicals mailer features 

testimonials suggesting that consumers using the product should expect to experience 

reductions in blood pressure and LDL-cholesterol. (HRL004993, HRL004995). 

Contempt Defendants amplify these disease claims in their mailers by combining 

them with banner headlines, photographs, and graphics emphasizing the dangers of 

cardiovascular disease, atherosclerosis, and hypertension.  Contempt Defendants’ ads 

create the unmistakable net impression that BG18 and Black Garlic Botanicals will cure, 

mitigate, or treat cardiovascular disease, atherosclerosis, and hypertension.  See 

Removatron Int’l Corp. v. FTC, 884 F.2d 1489, 1496-97 (1st Cir. 1989) (focusing on 

“common-sense net impression” of an allegedly false and deceptive advertisement); FTC 

17 
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v. Nat’l Urological Group, Inc., 645 F. Supp.2d 1167, 1189 (N.D. Ga. 2008) (stating that 

“[w]hen assessing the meaning and representations conveyed by an advertisement, the 

court must look to the advertisement’s overall, net impression”) (citations omitted). 

However, as Dr. Sacks explains, Contempt Defendants do not have a RCT testing 

their product or the same dose of the purportedly active ingredient in BG18/Black Garlic 

Botanicals, aged black garlic, to support their claims.  PX 3, Sacks Report, p. 9-10.  

Instead, Contempt Defendants rely on trials testing aged garlic extract, which has very 

different chemical components and therefore is not an “identical ingredient” or the same 

“form” of the ingredient as required by the Order. Id. at 6-9; PX 1, p. 5, ¶9. 

(2) Unsubstantiated Disease Claims Related to Ultimate Heart Formula 
Violate the Order. 

As discussed in Section II.E, UHF ads contain numerous claims that the product 

will cure, mitigate, or treat cardiovascular disease, atherosclerosis, and hypertension. For 

example, the mailer promotes the product as delivering “[a]mazing heart and artery 

protection ... without side effects” and claims that with “Ultimate Heart Formula, a 

lifetime of plaque build up could disappear before you know it!”  PX 2, Lewis Decl, Att. 

I (HRL005079).  Elsewhere, the mailer features the claims “The Ultimate Heart 

Formula’s unique ‘Senior Formula’ is made with ingredients specifically shown to help 

improve the effects of a weakened heart, clogged arteries, high blood pressure and high 

cholesterol for older people!” (HRL005077).  HRL reinforces these claims with customer 

testimonials claiming UHF will help reduce chest pain, irregular heartbeats, reduce heart 

palpitations, and reduce cholesterol levels. (HRL005076, HRL005079).  HRL further 

reinforces the net impression of the cure and treatment claims with prominent banner 

18 
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headlines, photographs, and graphics highlighting the perils of cardiovascular disease, 

atherosclerosis, and hypertension.   

However, once again, HRL and Mr. Duhon do not come close to having the 

substantiation, much less the RCT required by Section II of the Order, for such disease 

claims.  They do not have a single RCT testing UHF or a product with the same 

combination of active ingredients in UHF as required by the Order.  Instead, they rely on 

ingredient-specific studies testing of garlic, nattokinase, and CoQ10 which did not test 

the same doses of the ingredients found in UHF.  PX 3, Sacks Report, p. 11-16.  Further, 

the ingredient-specific studies related to EDTA tested different doses and different 

methods of administration (i.e., intravenous administration in chelation rather than oral 

administration). Id. at 16-17.  

(3) Unsubstantiated Disease Claims Related to Neupathic Violate the Order. 

As discussed in Section II.G, the Neupathic mailer contains numerous claims that 

the product cures, mitigates, or treats diabetic neuropathy and mitigates or treats diabetes. 

For example, HRL and Mr. Duhon advertised the product as a “perfect nerve pain 

supplement that was formulated from the ground up to improve your circulation and ease 

the numbness, tingling, itching, burning and swelling from excess fluid trapped in your 

legs.”  PX 2, Lewis Decl., Att. J (HRL005039).  Defendants’ mailer claims the product 

has been “shown to help reverse damaged nerves” (HRL005048) and was “specifically 

formulated” to address a long list of symptoms of “diabetic nerve pain” (HRL005039).  

Again, Defendants feature testimonials to reinforce the claim that consumers should 

generally expect Neupathic to eliminate symptoms of diabetic neuropathy and/or diabetes 

19 
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including pain, numbness, and burning.  (HRL005044).  Thus, the net impression created 

by the content of the mailer is unmistakably that Neupathic will cure, mitigate, or treat 

the disease of diabetic neuropathy and mitigate or treat diabetes. 

Once again, HRL and Mr. Duhon do not have anything close to sufficient 

substantiation for such claims under Section II.  They do not have any RCTs testing 

Neupathic or the same combination of active ingredients found in Neupathic as required 

by the Order. Instead, they rely on ingredient-specific studies that, with one exception, 

did not test the same dose of the ingredients found in Neupathic.  As Dr. Burant explains, 

the single study identified by HRL that tested the same dosage of Evening Primrose Oil 

found in Neupathic was not double-blinded or randomized.  PX 4, Burant Report, p. 22.  

Dr. Burant’s analysis shows that HRL and Mr. Duhon do not come close to having 

competent and reliable scientific evidence to support their Neupathic claims. 

D. Contempt Defendants Owe Compensatory Sanctions 

The Court has broad authority to impose sanctions for violations of its orders, 

including compensation for losses sustained because of a contemnor’s failure to comply.  

See, e.g., Int’l Union, United Mine Workers v. Bagwell, 512 U.S. 821, 829 (1994); Goya 

Foods, 290 F.3d at 78 (1st Cir. 2002) (citing United States v. United Mine Workers, 330 

U.S. 258, 303-304 (1947)).  Consumer loss is the proper measure of compensation in 

FTC-initiated contempt proceedings. See FTC v. Trudeau, 662 F.3d 947, 950 (7th Cir. 

2011); FTC v. Kuykendall, 371 F.3d 745, 765 (10th Cir. 2004); McGregor v. Chierico, 

206 F.3d 1378, 1388-89 (11th Cir. 2000).  Because Contempt Defendants’ 

misrepresentations concerning BG18, Black Garlic Botanicals, UHF, and Neupathic were 

20 
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widely disseminated in mailers across the United States, the law presumes all consumers 

relied upon Contempt Defendants’ misrepresentations and were therefore injured.  See, 

e.g., FTC v. Trudeau, 579 F.3d 754, 773 n.15 (7th Cir. 2009); FTC v. BlueHippo 

Funding, LLC, 763 F.3d 238, 244-45 (2d Cir. 2014).  Thus, compensatory sanctions equal 

the amount that consumers spent on Black Garlic Botanicals, BG18, UHF, and Neupathic 

(i.e., Contempt Defendants’ revenues) minus chargebacks and refunds.  Based on the 

information provided by HRL,17 Plaintiffs therefore seek compensatory monetary 

sanctions jointly and severally from Mr. Duhon and HRL in the amount of $2,133,263 

(net revenues of Black Garlic Botanicals, Neupathic and UHF) and jointly and severally 

from Mr. Duhon and WBS in the amount of $604,205 (net revenues of BG18). 

IV.  CONCLUSION 

Given Contempt Defendants’ flagrant violations of Section II.H of the Order, 

Plaintiffs respectfully request that the Court grant the motion for an order to show cause 

and set a hearing in this matter.  Depending on whether Contempt Defendants present 

factual disputes in opposition to this motion, it is possible that Plaintiffs may seek 

permission from the Court to conduct very limited discovery prior to a hearing.  

17 See PX 2, Lewis Decl., Att. L, M. 
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Respectfully submitted, 

Dated: Dec. 17, 2019 /s/ Elizabeth J. Averill 
ELIZABETH J. AVERILL 
KRISTY M. TILLMAN 
Federal Trade Commission 
Division of Enforcement 
600 Pennsylvania Ave., NW, Mailstop CC-9528 
Washington, DC  20580 
(202) 326-2993, eaverill@ftc.gov 
(202) 326-3025, ktillman@ftc.gov 
(202) 326-3197 (Fax) 

Attorneys for Plaintiff 
Federal Trade Commission 

AARON M. FREY 
Attorney General, State of Maine 

/s/ Brendan F.X. O’Neil 
BRENDAN F.X. O’NEIL 
LINDA CONTI 
Assistant Attorneys General 
6 State House Station

            Augusta, ME  04333 
(207) 626-8842, Brendan.oneil@maine.gov 
(207) 626-8591, Linda.conti@maine.gov 
(207) 624-7730 (Fax) 

Attorneys for Plaintiff 
State of Maine 
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CERTIFICATE OF SERVICE 

I hereby certify that on this date, the foregoing was served via U.S. Mail and 
email upon the following: 

Joshua M. Russ, Esq. 
Joel Reese, Esq. 
Reese Marketos LLP 
750 N. Saint Paul St., Suite 600 
Dallas, Texas 75201 

Attorneys for Health Research Laboratories, LLC, Whole Body Supplements, 
LLC, and Kramer Duhon 

Dated: Dec. 17, 2019 /s/ Elizabeth J. Averill 
ELIZABETH J. AVERILL 
Federal Trade Commission 
Division of Enforcement 
600 Pennsylvania Ave., NW, Mailstop CC-9528 
Washington, DC  20580 
(202) 326-2993, eaverill@ftc.gov 
(202) 326-3197 (Fax) 

Attorney for Federal Trade Commission 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF MAINE 

FEDERAL TRADE COMMISSION, and 
STATE OF MAINE, 

Plaintiffs, 

v. 

HEALTH RESEARCH LABORATORIES, LLC, a 
limited liability company, and 

KRAMER DUHON, individually and as an owner 
and officer of HEALTH RESEARCH 
LABORATORIES, LLC, 

Defendants. 

Case No. 2:17-cv-00467-JDL 

PLAINTIFFS’ CONSOLIDATED EXHIBITS IN SUPPORT OF MOTION FOR 
ORDER TO SHOW CAUSE AND MOTION TO MODIFY 
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Plaintiffs’ Consolidated Exhibits in Support of Motion for Order to Show Cause 
and Motion to Modify 

Exhibit No. Description 

PX 1 Stipulated Final Judgment and Order for Permanent Injunction and 
Other Equitable Relief entered in FTC and Maine v. Health Research 
Laboratories, LLC, et al., No. 2:17-cv-00467-JDL (Jan. 16, 2018) 
(Dkt. 15) 

PX 2 Lewis Declaration 
Att. A - Acknowledgments of Receipt of Order for Kramer Duhon and 
Health Research Laboratories 
Att. B - Submission from Health Research Laboratories and Kramer 
Duhon to FTC dated 3/29/2018   
Att. C - Submission from Health Research Laboratories and Kramer 
Duhon to FTC dated 5/4/2018    
Att. D - Letter from M. Lederer to A. Lustigman dated 5/21/2018  
Att. E - Email exchange between M. Lederer and A. Lustigman 
Att. F - Supplemental Statement of Compliance from Health 
Research Laboratories and Kramer Duhon dated 6/6/2018 
Att. G - Product labels marked HRL004909-4919 submitted to FTC 
on 6/6/2018 
Att. H - Black Garlic Botanicals Mailer submitted to FTC on 
6/6/2018, HRL004984-4999 
Att. I - The Ultimate Heart Formula Mailer submitted to FTC on 
6/6/2018, HRL005068-5083  
Att. J - Neupathic Mailer submitted to FTC on 6/6/2018, 
HRL005036-5051  
Att. K - Letter from A. Lustigman to R. Frisby dated 4/10/2019  
Att. L - Submission from Health Research Laboratories and Kramer 
Duhon to FTC on 8/8/2019, HRL008148 
Att. M - Submission from Health Research Laboratories and Kramer 
Duhon to FTC on 9/27/2019, HRL008163  
Att. N - Certified copies of filings for Whole Body Supplements, LLC 
with the State of Nevada, Office of the Secretary of State 
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Exhibit No. Description 

PX 3 Expert Report of Frank Sacks, M.D. 
PX 4 Expert Report of Charles Burant, M.D., Ph.D. 
PX 5 Declaration of Adam Rottner 

Att. A – Neupathic website capture 
Att. B – Black Garlic Botanicals website capture 
Att. C – Ultimate Heart Formula website capture 
Att. D – BG18 website capture 

PX 6 Declaration of James Prunty 
Att. 1 – BG18 Mailer 

PX 7 Unpublished orders cited in Plaintiffs’ Motion to Modify 

PX 8 Averill Declaration 
Att. A – July 3, 2019 Email from Andrew Lustigman, Esq.  
Att. B – Attachment to July 3, 2019 Email from Andrew Lustigman, 
Esq.  
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF MAINE 

) 
FEDERAL TRADE COMMISSION and ) 
STATE OF MAINE, ) 

) Case No. 2:17-cv-00467-JDL 
Plaintiffs, ) 

) 
v. ) STIPULATED FINAL JUDGMENT 

) AND ORDER FOR PERMANENT 
HEALTH RESEARCH LABORATORIES, LLC, ) INJUNCTION AND OTHER 
a limited liability company, and ) EQUITABLE RELIEF 

) 
KRAMER DUHON, individually and as an owner ) 
and officer of HEALTH RESEARCH ) 
LABORATORIES, LLC, ) 

) 
Defendants. ) 

__________________________________________) 

Plaintiffs, the Federal Trade Commission (“FTC” or “Commission”) and the State of 

Maine, as represented in this matter by the Office of the Attorney General of Maine (“Maine 

AG”) (collectively, “Plaintiffs”), filed a Complaint for Permanent Injunction and Other Equitable 

Relief against Defendants pursuant to Section 13(b) of the Federal Trade Commission Act (“FTC 

Act”), 15 U.S.C. § 53(b), pursuant to Section 4(a) of the Telemarketing and Consumer Fraud and 

Abuse Prevention Act (“Telemarketing Act”), 15 U.S.C. § 6103(a), and pursuant to Section 209 

of the Maine Unfair Trade Practices Act (“Maine UTPA”), 5 M.R.S.A. § 209, to obtain 

permanent injunctive relief, rescission or reformation of contracts, restitution, the refund of 

monies paid, disgorgement of ill-gotten monies, and other equitable relief for Defendants’ acts or 

practices in violation of Sections 5(a) and 12 of the FTC Act, 15 U.S.C. §§ 45(a) and 52, the 

Telemarketing Act, 15 U.S.C. §§ 6101-6108, the FTC’s Trade Regulation Rule entitled 

“Telemarketing Sales Rule” (“TSR”), 16 C.F.R. Part 310, the Electronic Fund Transfer Act 

PX 1
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(“EFTA”), 15 U.S.C. §§ 1693-1693r, and its implementing Regulation E, 12 C.F.R. § 1005.10, 

and Section 207 of the Maine UTPA, 5 M.R.S.A. § 207, in connection with the labeling, 

advertising, marketing, distribution, and sale of products purported to cause weight loss, treat 

arthritis and relieve joint and back pain, and prevent or mitigate cognitive decline. 

The Commission, the State of Maine, and Defendants Health Research Laboratories, LLC 

and Kramer Duhon (hereafter collectively, “Defendants”), stipulate to the entry of this Final 

Judgment and Order for Permanent Injunction and Other Equitable Relief to resolve all matters 

in dispute in this action between them, including the allegations in the Complaint. 

FINDINGS 

1. This Court has jurisdiction over this matter. 

2. The Complaint charges that Defendants participated in deceptive acts or practices 

in violation of Sections 5(a) and 12 of the FTC Act, 15 U.S.C. §§ 45(a) and 52, the 

Telemarketing Act, 15 U.S.C. §§ 6101-6108, the TSR, 16 C.F.R. Part 310, the EFTA, 15 U.S.C. 

§§ 1693-1693r, and its implementing Regulation E, 12 C.F.R. § 1005.10, and Section 207 of the 

Maine UTPA, 5 M.R.S.A. § 207, in connection with the labeling, advertising, marketing, 

distribution, and sale of products purported to cause weight loss, treat arthritis and relieve joint 

and back pain, and prevent or mitigate cognitive decline. 

3. Defendants neither admit nor deny any of the allegations in the Complaint, except 

as specifically stated in this Order. Defendants admit the facts necessary to establish jurisdiction 

only for purposes of this action. 

4. Defendants waive any claim that they may have under the Equal Access to Justice 

Act, 28 U.S.C. § 2412, concerning the prosecution of this action through the date of this Order. 

The parties agree to bear their own costs and attorney fees. 

PX 1
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5. Defendants and Plaintiffs waive all rights to appeal or otherwise challenge or 

contest the validity of this Order. 

DEFINITIONS 

For the purpose of this Order, the following definitions apply: 

1. “Charge” or “Charged” means any attempt to collect money or other 

consideration from a consumer, including but not limited to causing billing information to be 

submitted for payment, including against the consumer’s credit card, debit card, bank account, 

telephone bill, or other account. 

2. “Clear(ly) and Conspicuous(ly)” means that a required disclosure is difficult to 

miss (i.e., easily noticeable) and easily understandable by ordinary consumers, including in all of 

the following ways: 

A. In any communication that is solely visual or solely audible, the disclosure 

must be made through the same means through which the communication is presented. In any 

communication made through both visual and audible means, such as a television advertisement, 

the disclosure must be presented simultaneously in both the visual and audible portions of the 

communication even if the representation requiring the disclosure is made in only one means; 

B. A visual disclosure, by its size, contrast, location, the length of time it 

appears, and other characteristics, must stand out from any accompanying text or other visual 

elements so that it is easily noticed, read, and understood; 

C. An audible disclosure, including by telephone or streaming video, must be 

delivered in a volume, speed, and cadence sufficient for ordinary consumers to easily hear and 

understand it; 

PX 1
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D. In any communication using an interactive electronic medium, such as the 

Internet or software, the disclosure must be unavoidable; 

E. The disclosure must use diction and syntax understandable to ordinary 

consumers and must appear in each language in which the representation that requires the 

disclosure appears; 

F. The disclosure must comply with these requirements in each medium 

through which it is received, including all electronic devices and face-to-face communications; 

G. The disclosure must not be contradicted or mitigated by, or inconsistent 

with, anything else in the communication; and 

H. When the representation or sales practice targets a specific audience, such 

as children, the elderly, or the terminally ill, “ordinary consumers” includes reasonable members 

of that group. 

3. “Close Proximity” means that the disclosure is very near the triggering 

representation. For example, a disclosure made through a hyperlink, pop-up, interstitial, or other 

similar technique is not in close proximity to the triggering representation. 

4. “Corporate Defendant” means Health Research Laboratories, LLC, and its 

successors and assigns.

 5. “Covered Product” means any Dietary Supplement, Food, or Drug, including 

BioTherapex and NeuroPlus. 

6. “Defendants” means the Individual Defendant and the Corporate Defendant, 

individually, collectively, or in any combination. 

7. “Dietary Supplement” means: (1) any product labeled as a dietary supplement 

or otherwise represented as a dietary supplement; or (2) any pill, tablet, capsule, powder, softgel, 
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gelcap, liquid, or other similar form containing one or more ingredients that are a vitamin, 

mineral, herb or other botanical, amino acid, probiotic, or other dietary substance for use by 

humans to supplement the diet by increasing the total dietary intake, or a concentrate, metabolite, 

constituent, extract, or combination of any ingredient described above, that is intended to be 

ingested, and is not represented to be used as a conventional food or as a sole item of a meal or 

the diet. 

8. “Drug” means: (1) articles recognized in the official United States 

Pharmacopoeia, official Homoeopathic Pharmacopoeia of the United States, or official National 

Formulary, or any supplement to any of them; (2) articles intended for use in the diagnosis, cure, 

mitigation, treatment, or prevention of disease in humans or other animals; (3) articles (other 

than food) intended to affect the structure or any function of the body of humans or other 

animals; and (4) articles intended for use as a component of any article specified in (1), (2), or 

(3); but does not include devices or their components, parts, or accessories.

 9. “Essentially Equivalent Product” means a product that contains the identical 

ingredients, except for inactive ingredients (e.g., binders, colors, fillers, excipients), in the same 

form and dosage, and with the same route of administration (e.g., orally, sublingually), as the 

Covered Product; provided that the Covered Product may contain additional ingredients if 

reliable scientific evidence generally accepted by experts in the field indicates that the amount 

and combination of additional ingredients is unlikely to impede or inhibit the effectiveness of the 

ingredients in the Essentially Equivalent Product. 

10. “Food” means: (1) any article used for food or drink for humans or other 

animals; (2) chewing gum; and (3) any article used for components of any such article. 

11. “Including” means including but not limited to. 
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12. “Individual Defendant” means Kramer Duhon. 

13. “Negative Option Feature” means, in an offer or agreement to sell or provide 

any good, program, or service, a provision under which the consumer’s silence or failure to take 

an affirmative action to reject a good, program, or service, or to cancel the agreement, is 

interpreted by the seller or provider as acceptance or continuing acceptance of the offer.

 14. “Person” means a natural person, an organization, or other legal entity, including 

a corporation, partnership, sole proprietorship, limited liability company, association, 

cooperative, or any other group or combination acting as an entity.

 15. “Preauthorized Electronic Fund Transfer” as defined by the Electronic Fund 

Transfer Act, 15 U.S.C. § 1693a(10), means an electronic fund transfer authorized in advance to 

recur at substantially regular intervals. 

I. 

BANNED WEIGHT-LOSS CLAIMS 

IT IS HEREBY ORDERED that Defendants, Defendants’ officers, agents, employees, 

and all other persons in active concert or participation with any of them, who receive actual 

notice of this Order, whether acting directly or indirectly, in connection with the manufacturing, 

labeling, advertising, promotion, offering for sale, sale, or distribution of any Dietary 

Supplement, over-the-counter Drug, patch, cream, wrap, or other product worn on the body or 

rubbed into the skin, are permanently restrained and enjoined from representing, or assisting 

others in representing, in any manner, expressly or by implication, including through the use of a 

product name, endorsement, depiction, illustration, trademark, or trade name, that such product: 

A. Causes weight loss of two pounds or more a week for a month or more without 

dieting or exercise; 
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B. Causes substantial weight loss no matter what or how much the consumer eats; 

C. Causes permanent weight loss; 

D. Blocks the absorption of fat or calories to enable consumers to lose substantial 

weight; 

E. Safely enables consumers to lose more than three pounds per week for more than 

four weeks; 

F. Causes substantial weight loss for all users; or 

G. Causes substantial weight loss by wearing a product on the body or rubbing it into 

the skin. 

II. 

PROHIBITED REPRESENTATIONS: OTHER WEIGHT-LOSS CLAIMS, JOINT-
RELATED DISEASE CLAIMS, AND ALZHEIMER’S DISEASE, MEMORY, AND 

COGNITIVE PERFORMANCE CLAIMS 

IT IS FURTHER ORDERED that Defendants, Defendants’ officers, agents, employees, 

and all other persons in active concert or participation with any of them, who receive actual 

notice of this Order, whether acting directly or indirectly, in connection with the manufacturing, 

labeling, advertising, promotion, offering for sale, sale, or distribution of any Covered Product, 

are permanently restrained and enjoined from making, or assisting others in making, expressly or 

by implication, including through the use of a product name, endorsement, depiction, or 

illustration, any representation, other than representations covered under the Section of this 

Order entitled Banned Weight-Loss Claims, that, in humans, such product: 

A. Causes or assists in causing weight loss, including any specific amount of weight 

loss; 

B. Causes or assists in causing fat loss, including any specific amount of fat loss; 
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C. Treats or cures rheumatism, arthritis, or osteoarthritis; 

D. Relieves joint pain, back pain, or muscle pain; 

E. Protects the brain against Alzheimer’s disease or dementia; 

F. Reverses memory loss; 

G. Improves memory, concentration, or cognitive performance; or 

H. Cures, mitigates, or treats any disease, 

unless the representation is non-misleading and, at the time of making such representation, they 

possess and rely upon competent and reliable scientific evidence substantiating that the 

representation is true. For purposes of this Section, competent and reliable scientific evidence 

shall consist of human clinical testing of the Covered Product, or of an Essentially Equivalent 

Product, that is sufficient in quality and quantity based on standards generally accepted by 

experts in the relevant disease, condition, or function to which the representation relates, when 

considered in light of the entire body of relevant and reliable scientific evidence, to substantiate 

that the representation is true. Such testing must be: (1) randomized, double-blind, and placebo-

controlled; and (2) conducted by researchers qualified by training and experience to conduct 

such testing. In addition, all underlying or supporting data and documents generally accepted by 

experts in the field as relevant to an assessment of such testing as described in the Section 

entitled Preservation of Records Relating to Competent and Reliable Human Clinical Tests or 

Studies must be available for inspection and production to Plaintiffs. Persons covered by this 

Section have the burden of proving that a product satisfies the definition of Essentially 

Equivalent Product. 
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III. 

PROHIBITED REPRESENTATIONS: OTHER HEALTH-RELATED CLAIMS 

IT IS FURTHER ORDERED that Defendants, Defendants’ officers, agents, and 

employees, and all other persons in active concert or participation with any of them, who receive 

actual notice of this Order, whether acting directly or indirectly, in connection with the 

manufacturing, labeling, advertising, promotion, offering for sale, sale, or distribution of any 

Covered Product, are permanently restrained and enjoined from making, or assisting others in 

making, expressly or by implication, including through the use of a product name, endorsement, 

depiction, or illustration, any representation about the health benefits, safety, performance, or 

efficacy of any Covered Product, other than representations covered under the Sections of this 

Order entitled Banned Weight-Loss Claims and Prohibited Representations: Other Weight-Loss 

Claims, Joint-Related Disease Claims, and Alzheimer’s Disease, Memory, and Cognitive 

Performance Claims, unless the representation is non-misleading, and, at the time of making 

such representation, they possess and rely upon competent and reliable scientific evidence that is 

sufficient in quality and quantity based on standards generally accepted by experts in the relevant 

disease, condition, or function to which the representation relates, when considered in light of the 

entire body of relevant and reliable scientific evidence, to substantiate that the representation is 

true. 

For purposes of this Section, competent and reliable scientific evidence means tests, 

analyses, research, or studies (1) that have been conducted and evaluated in an objective manner 

by experts in the relevant disease, condition, or function to which the representation relates; 

(2) that are generally accepted by such experts to yield accurate and reliable results; and (3) that 

are randomized, double-blind, and placebo-controlled human clinical testing of the Covered 
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Product, or of an Essentially Equivalent Product, when such experts would generally require 

such human clinical testing to substantiate that the representation is true. In addition, when such 

tests or studies are human clinical tests or studies, all underlying or supporting data and 

documents generally accepted by experts in the field as relevant to an assessment of such testing 

as set forth in the Section entitled Preservation of Records Relating to Competent and Reliable 

Human Clinical Tests or Studies must be available for inspection and production to Plaintiffs. 

Persons covered by this Section have the burden of proving that a product satisfies the definition 

of Essentially Equivalent Product. 

IV. 

PROHIBITED REPRESENTATIONS REGARDING TESTS, STUDIES, 
OR OTHER RESEARCH 

IT IS FURTHER ORDERED that Defendants, Defendants’ officers, agents, employees, 

and all other persons in active concert or participation with any of them, who receive actual 

notice of this Order, whether acting directly or indirectly, in connection with the manufacturing, 

labeling, advertising, promotion, offering for sale, sale, or distribution of any Covered Product 

are permanently restrained and enjoined from misrepresenting, in any manner, expressly or by 

implication, including through the use of any product name, endorsement, depiction, or 

illustration: 

A. That any Covered Product is scientifically proven to protect the brain against 

Alzheimer’s disease or dementia, reverse memory loss, or improve memory, 

concentration, or cognitive performance; 

B. That the performance or benefits of any Covered Product are scientifically or 

clinically proven or otherwise established; or 
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C. The existence, contents, validity, results, conclusions, or interpretations of any 

test, study, or other research. 

V. 

FDA-APPROVED CLAIMS 

IT IS FURTHER ORDERED that nothing in this Order prohibits Defendants, 

Defendants’ officers, agents, employees, or all other persons in active concert or participation 

with any of them from: 

A. For any drug, making a representation that is approved in labeling for such drug 

under any tentative final or final monograph promulgated by the Food and Drug Administration, 

or under any new drug application approved by the Food and Drug Administration; and 

B. For any product, making a representation that is specifically authorized for use in 

labeling for such product by regulations promulgated by the Food and Drug Administration 

pursuant to the Nutrition Labeling and Education Act of 1990 or permitted under Sections 303-

304 of the Food and Drug Administration Modernization Act of 1997. 

VI. 

PRESERVATION OF RECORDS RELATING TO COMPETENT AND RELIABLE 
HUMAN CLINICAL TESTS OR STUDIES 

IT IS FURTHER ORDERED that, with regard to any human clinical test or study 

(“test”) upon which Defendants rely to substantiate any claim covered by this Order, Defendants 

shall secure and preserve all underlying or supporting data and documents generally accepted by 

experts in the field as relevant to an assessment of the test, including: 

A. All protocols and protocol amendments, reports, articles, write-ups, or other 

accounts of the results of the test, and drafts of such documents reviewed by the 

test sponsor or any other person not employed by the research entity; 
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B. All documents referring or relating to recruitment; randomization; instructions, 

including oral instructions, to participants; and participant compliance; 

C. Documents sufficient to identify all test participants, including any participants 

who did not complete the test, and all communications with any participants 

relating to the test; all raw data collected from participants enrolled in the test, 

including any participants who did not complete the test; source documents for 

such data; any data dictionaries; and any case report forms; 

D. All documents referring or relating to any statistical analysis of any test data, 

including any pretest analysis, intent-to-treat analysis, or between-group analysis 

performed on any test data; and 

E. All documents referring or relating to the sponsorship of the test, including all 

communications and contracts between any sponsor and the test’s researchers. 

Provided, however, the preceding preservation requirement does not apply to a reliably 

reported test, unless the test was conducted, controlled, or sponsored, in whole or in part by: (1) 

any Defendant; (2) any Defendant’s officers, agents, representatives, or employees; (3) any other 

person or entity in active concert or participation with any Defendant; (4) any person or entity 

affiliated with or acting on behalf of any Defendant; (5) any supplier of any ingredient contained 

in the product at issue to any of the foregoing or to the product’s manufacturer; or (6) the 

supplier or manufacturer of such product. 

For purposes of this Section, “reliably reported test” means a report of the test has been 

published in a peer-reviewed journal, and such published report provides sufficient information 

about the test for experts in the relevant field to assess the reliability of the results. 
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For any test conducted, controlled, or sponsored, in whole or in part, by Defendants, 

Defendants must establish and maintain reasonable procedures to protect the confidentiality, 

security, and integrity of any personal information collected from or about participants. These 

procedures must be documented in writing and must contain administrative, technical, and 

physical safeguards appropriate to Corporate Defendant’s size and complexity, the nature and 

scope of Defendants’ activities, and the sensitivity of the personal information collected from or 

about the participants. 

VII. 

PROHIBITED REPRESENTATIONS 
RELATED TO ENDORSEMENTS 

IT IS FURTHER ORDERED that Defendants, Defendants’ officers, agents, employees, 

and all other persons in active concert or participation with any of them, who receive actual 

notice of this Order, whether acting directly or indirectly, in connection with the manufacturing, 

labeling, advertising, promotion, offering for sale, sale, or distribution of any Covered Product, 

are permanently restrained and enjoined from misrepresenting, in any manner, expressly or by 

implication, including through the use of any good or service name, endorsement, depiction, or 

illustration, that: 

A. Any person is an expert with respect to the endorsement message provided by 

that person; 

B. Purported consumers who appear in advertising obtained a reported result through 

use of those goods or services; and 

C. Experts are providing their objective, independent opinions regarding the efficacy 

of any good or service. 
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VIII. 

OTHER PROHIBITED MISREPRESENTATIONS 

IT IS FURTHER ORDERED that Defendants, Defendants’ officers, agents, employees, 

and all other persons in active concert or participation with any of them, who receive actual 

notice of this Order, whether acting directly or indirectly, in connection with the advertising, 

marketing, promotion, offering for sale, sale, or distribution of any good or service, are 

permanently restrained and enjoined from misrepresenting, or assisting others in 

misrepresenting, expressly or by implication: 

A. That consumers are receiving a money-back guarantee, a free trial offer, a risk-

free trial offer, a free gift, or a bonus; 

B. The total cost to purchase, receive, or use the good or service, including shipping, 

handling, processing, and any additional financial obligations that may be 

incurred as a result of accepting the free product, service, or offer; 

C. The timing or manner of any Charge or bill; 

D. Any material restrictions, limitations, or conditions to purchase, receive, or use 

the good or service; 

E. Any material aspect of the performance, efficacy, nature, or central characteristics 

of the good or service; 

F. To the extent applicable, that customs duties or taxes may be assessed by the 

relevant taxing authority; and 

G. Any material aspect of the nature or terms of a refund, return, cancellation, 

exchange, or repurchase policy for the good or service, including the deadline (by 

date or frequency) by which the consumer must act. 
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IX. 

REQUIRED DISCLOSURES 

IT IS FURTHER ORDERED that, in connection with the advertising, marketing, 

promotion, offering for sale, sale, or distribution of any good or service, Defendants and their 

officers, agents, employees, and all other persons in active concert or participation with any of 

them who receive actual notice of this Order, whether acting directly or indirectly, are 

permanently restrained and enjoined from: 

A. Failing to Clearly and Conspicuously disclose, or assisting others in failing to 

Clearly and Conspicuously disclose, before consumers are asked to reveal billing information 

such as account number or to consent to any purchase in connection with any claim that a good 

or service is offered on a “free,” “risk-free,” “trial,” “no obligation,” “reduced,” discounted basis, 

or words of similar import, the following material terms and conditions of any offer: 

1. In Close Proximity to such claim, the total cost to purchase, or receive, or 

use any good or service that is the subject of the sales offer, including 

shipping, handling, and processing; 

2. The amount, timing, and manner of payment of all fees, Charges, or other 

amounts that a consumer will be Charged or billed, and any 

additional financial obligations that may be incurred as a result of 

accepting the free product, service, or offer; and 

3. The terms and conditions of any refund, cancellation, exchange, or 

purchase policy or policies, including the specific steps and means by 

which such requests must be submitted, and the telephone number, email 

address, web address, or street address to which such requests must be 
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directed, including the deadline (by date or frequency) by which the 

consumer must act, and, if there is a policy of not making refunds, 

cancellations, exchanges, or repurchases, a statement regarding this 

policy; and 

B. Obtaining, or assisting others in obtaining, billing information such as account 

number from a consumer for any transaction involving a good or service that includes a Negative 

Option Feature, without first disclosing Clearly and Conspicuously, and in Close Proximity to 

where a consumer provides billing information: 

1. The extent to which the consumer must take affirmative action(s) to avoid 

any Charges: a) for the offered good or service, b) of an increased amount 

after any trial or promotional period ends, and c) on a recurring basis; 

2. The total cost (or range of costs) the consumer will be Charged (including

 shipping, handling, and processing), the date the initial Charge will be 

submitted for payment, and, if applicable, the frequency of such Charges 

unless the consumer timely takes affirmative steps to prevent or stop such 

Charges; 

3. The deadline(s) (by date or frequency) by which the consumer must 

affirmatively act in order to stop all recurring Charges, whether such 

recurring charges are refundable and, if so, the terms and conditions of any

 refund policy; 

4. The name of the seller or provider of the good or service and, if the name 

of the seller or provider will not appear on billing statements, the billing 

descriptor that will appear on such statements; 
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5. A description of the good or service; 

6. Any Charge or cost for which the consumer is responsible in connection 

with the cancellation of an order or the return of a good; and 

7. The mechanism to stop any recurring Charges. 

In addition, for any transaction involving a sale of a good or service to a consumer 

through a Negative Option Feature, within 10 days after the date of the sale, Defendants must 

send the consumer written confirmation of the transaction, either by email or first class mail, 

according to the consumer’s preference, which is identified as a written confirmation in the email 

subject line or on the outside of the envelope. Such written confirmation must include Clear and 

Conspicuous disclosure of all the information required by this Subsection IX.B(1)-(7) above, and 

must specify the procedures by which consumers can cancel or obtain a refund if a refund is 

offered. 

X. 

EXPRESS INFORMED CONSENT 

IT IS FURTHER ORDERED that Defendants, Defendants’ officers, agents, 

employees, and all other persons in active concert or participation with any of them, who receive 

actual notice of this Order, whether acting directly or indirectly, in connection with the 

advertising, marketing, promotion, offering for sale, sale, or distribution of any good or service, 

are permanently restrained and enjoined from using billing information to obtain payment from a 

consumer, unless, prior to using such billing information to obtain payment, they obtain the 

express informed consent of the consumer. 

A. For all written offers with a Negative Option Feature (including over the Internet 

or other web-based applications or services), a consumer’s express informed consent must be 
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obtained, prior to Defendants’ obtaining any billing information from consumers, through a 

check box, signature, or other substantially similar method, that consumers must affirmatively 

select or sign to accept the Negative Option Feature. Immediately adjacent to such check box, 

signature, or substantially similar method, Defendants must disclose all costs associated with the 

Negative Option Feature, including shipping, handling, and processing, that the consumer is 

agreeing to pay such costs, the length of any trial period, and the date by which consumers must 

cancel to avoid being Charged. This disclosure must contain no additional information and must 

be Clear and Conspicuous in relation to any other information provided on the page relating to 

costs, risks, or obligations associated with any Negative Option Feature, including any terms 

referring to “free,” “trial,” and “processing fee.” 

B. For all oral offers including a Negative Option Feature, Defendants must, in 

addition to disclosing the information identified in the Section entitled Required Disclosures, and 

prior to obtaining any billing information such as account number from a consumer, obtain 

affirmative and unambiguous oral confirmation that the consumer: 

1. Consents to authorizing payment for any goods or services, including 

shipping, handling, and processing; 

2. Understands that the transaction includes a Negative Option Feature; and 

3. Understands the specific affirmative steps the consumer must take to 

prevent further Charges. 

Defendants must maintain for 3 years from the date of each transaction an unedited voice 

recording of the entire transaction, including the prescribed statements set out in the Section 

entitled Required Disclosures. Each recording must be retrievable by date and by the 
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consumer’s name, telephone number, or billing information and must be provided upon request 

and without Charge to the consumer, the consumer’s bank, or any law enforcement entity. 

XI. 

PROHIBITIONS CONCERNING REFUNDS AND CANCELLATIONS 

IT IS FURTHER ORDERED that Defendants, Defendants’ officers, agents, employees, 

and all other persons in active concert or participation with any of them, who receive actual 

notice of this Order, whether acting directly or indirectly, in connection with the advertising, 

marketing, promotion, offering for sale, sale, or distribution of any good or service, are 

permanently restrained and enjoined from: 

A. Failing to honor a refund, return, or cancellation request that complies with any 

policy to make refunds or allow returns or cancellations; and 

B. Failing to provide a simple mechanism for a consumer to immediately stop any 

recurring Charge for such good or service, at least one of which is as simple and easy to use as 

the mechanism the consumer used to initiate the Charges. 

1. For consumers who entered into the agreement to purchase a good or 

service including a Negative Option Feature over the Internet or through 

other web-based applications or services, Defendants must provide a 

mechanism for consumers to stop the recurring Charge over the Internet or 

through such other web-based application or service. 

2. For consumers who entered into the agreement to purchase a good or 

service including a Negative Option Feature through an oral offer and 

acceptance, Defendants must maintain a telephone number through which 

the consumer can easily cancel the good or service, seek a refund for past 
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Charges where such refund is offered, and immediately stop all further 

Charges. Defendants must answer all calls to this telephone number 

during normal business hours. 

XII. 

COMPLIANCE WITH THE ELECTRONIC FUND TRANSFER ACT 

IT IS FURTHER ORDERED that Defendants, Defendants’ officers, agents, employees, 

and all other persons in active concert or participation with any of them, who receive actual 

notice of this Order, whether acting directly or indirectly, in connection with the advertising, 

marketing, promotion, offering for sale, sale, or distribution of any good or service, are 

permanently restrained and enjoined, in connection with any person who purchases any good or 

service subsequent to the date of this Order, and who uses a debit card or other means of 

electronic fund transfer, from: 

A. Failing to obtain written authorization for Preauthorized Electronic Fund 

Transfers from a consumer’s account before initiating any Preauthorized Electronic Fund 

Transfer, as required by Section 907(a) of the Electronic Fund Transfer Act, 15 U.S.C. § 

1693e(a), and Section 1005.10(b) of Regulation E, 12 C.F.R. § 1005.10(b), as more fully set out 

in Section 1005.10 of the Consumer Financial Protection Bureau’s Official Staff Commentary to 

Regulation E, 12 C.F.R. § 1005, Supp. I; and 

B. Failing to maintain procedures reasonably adapted to avoid an unintentional 

failure to obtain written authorization for a Preauthorized Electronic Fund Transfer, as required 

in Section 1005.10 of the Consumer Financial Protection Bureau’s Official Staff Commentary to 

Regulation E, 12 C.F.R. § 1005, Supp. I. 
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XIII. 

MONETARY JUDGMENT AND CONSUMER REDRESS 

IT IS FURTHER ORDERED that: 

A. Judgment in the amount of $3,700,514 is hereby entered in favor of the 

Commission against Defendants, jointly and severally, as equitable monetary relief. 

B. Defendants are ordered to pay to the Commission $800,000. Defendants stipulate 

that they have posted $450,000 into the escrow account of their undersigned counsel for no 

purpose other than payment to the Commission. Defendants will remit the balance of $350,000 

to the escrow account of their undersigned counsel prior to submission of this Order to the Court 

for approval. The escrowed funds shall be paid to the Commission within 7 days of the Court’s 

entry of this Order and shall be transferred in accordance with the wire transfer instructions 

previously provided to counsel by a representative of the Commission. 

C. Upon satisfaction of the obligations described in Subsection B above, the 

remainder of the judgment as to the Defendants shall be suspended subject to Subsections E and 

F below. 

D. In the event of default of any obligation to make payments under this Order, 

including, but not limited to, failure to pay $800,000 to the Commission pursuant to Section B, 

above, interest shall accrue as computed pursuant to 28 U.S.C. § 1961(a) from the date of default 

to the date of payment. In the event such default continues for 10 calendar days beyond the date 

any payments are due, the entire judgment amount of $3,700,514 shall immediately become due 

and payable. 

E. Plaintiffs’ agreement to the suspension of part of the judgment is expressly 

premised upon the truthfulness, accuracy, and completeness of Defendants’ sworn financial 
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statements and related documents (collectively, “financial representations”) submitted to 

Plaintiffs, namely the following: 

1. the Financial Statement of Individual Defendant Kramer Duhon signed on 

December 19, 2016, including the attachments (HRL003490-3504; HRL004034); 

2. the Financial Statement of Corporate Defendant Health Research 

Laboratories, LLC, signed by Kramer Duhon, President, on December 18, 2016, including the 

attachments (HRL003474-3489); and 

3. the additional documentation and information submitted by letter from 

Defendants’ counsel Andrew Lustigman to Commission counsel Elizabeth Nach, dated 

December 22, 2016; January 13, 2017; February 8, 2017; February 17, 2017; February 28, 2017; 

March 31, 2017; and April 20, 2017; including all attachments thereto (bates-stamped 

HRL003227-4894 and 117 un-stamped JP Morgan investment account statements). 

F. The suspension of the judgment will be lifted as to any Defendant if, upon motion 

by either of Plaintiffs, the Court finds that such Defendant failed to disclose any material asset, 

materially misstated the value of any asset, or made any other material misstatement or omission 

in the financial representations identified in Subsection E above. 

G. If the suspension of the judgment is lifted, the judgment becomes immediately 

due as to the Defendant or Defendants causing the suspension to be lifted in the amount specified 

in Subsection A above (which the parties stipulate only for purposes of this Section represents 

the consumer injury alleged in the Complaint), less any payment previously made pursuant to 

this Section, plus interest computed from the date of entry of this Order. 

H. All money paid to the Commission pursuant to this Order may be deposited into a 

fund administered by the Commission or its designee to be used for equitable relief, including 
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consumer redress and any attendant expenses for the administration of any redress fund. If a 

representative of the Commission decides that direct redress to consumers is wholly or partially 

impracticable or money remains after redress is completed, the money shall be divided with the 

State of Maine. Any money not transferred to the State of Maine or not used by the Commission 

for equitable relief, including consumer information remedies, is to be deposited to the U.S. 

Treasury as disgorgement. Defendants have no right to challenge any actions the Commission or 

its representatives may take pursuant to this Subsection. 

I. All money paid to the State of Maine pursuant to this Order must be deposited 

into the Attorney General’s other special revenue account and used for consumer education, 

consumer protection, antitrust enforcement, or for any lawful purpose at the sole discretion of the 

Attorney General. 

J. Defendants relinquish dominion and all legal and equitable right, title, and interest 

in all assets transferred pursuant to this Order and may not seek the return of any assets. 

K. The facts alleged in the Complaint will be taken as true, without further proof, in 

any subsequent civil litigation by or on behalf of either of Plaintiffs, in a proceeding to enforce 

their rights to any payment or monetary judgment pursuant to this Order, such as a 

nondischargeability complaint in any bankruptcy case. 

L. The facts alleged in the Complaint establish all elements necessary to sustain an 

action by either of Plaintiffs pursuant to Section 523(a)(2)(A) of the Bankruptcy Code, 11 U.S.C. 

§ 523(a)(2)(A), and this Order will have collateral estoppel effect for such purposes. 

M. Defendants acknowledge that their Taxpayer Identification Numbers (Social 

Security Numbers or Employer Identification Numbers), which Defendants previously submitted 
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to Plaintiffs, may be used for collecting and reporting on any delinquent amount arising out of 

this Order, in accordance with 31 U.S.C. § 7701. 

XIV. 

COOPERATION WITH FTC AND MAINE 

IT IS FURTHER ORDERED that Defendants must fully cooperate with representatives 

of the Commission, the Maine AG, and any of their representatives in this case and in any 

investigation related to or associated with the transactions or the occurrences that are the subject 

of the Complaint. Defendants must provide truthful and complete information, evidence, and 

testimony. Individual Defendant must appear and Corporate Defendant must cause its officers, 

employees, representatives, or agents to appear for interviews, discovery, hearings, trials, and 

any other proceedings that a representative of the Commission or the Maine AG may reasonably 

request upon 5 days’ written notice, or other reasonable notice, at such places and times as a 

Commission or Maine AG representative may designate, without the service of a subpoena. 

Defendants may have counsel present. 

XV. 

CUSTOMER INFORMATION 

IT IS FURTHER ORDERED that Defendants’ officers, agents, and employees, and all 

other persons in active concert or participation with any of them, who receive actual notice of 

this Order, are permanently restrained and enjoined from directly or indirectly: 

A. Failing to provide sufficient customer information to enable the Commission to 

efficiently administer consumer redress. If a representative of the Commission requests in 

writing any information related to redress, Defendants must provide it, in the form prescribed by 

the Commission, within 14 days. 
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B. Disclosing, using, or benefitting from customer information, including the name, 

address, telephone number, email address, Social Security number, other identifying information, 

or any data that enables access to a customer’s account (including a credit card, bank account, or 

other financial account), that any Defendant obtained prior to entry of this Order in connection 

with the labeling, advertising, marketing, distribution, or sale of any formulation of BioTherapex 

or NeuroPlus; and 

C. Failing to destroy such customer information in all forms in their possession, 

custody, or control within 30 days after receipt of written direction to do so from representatives 

of both the Commission and the Maine AG. 

Provided, however, that customer information need not be destroyed, and may be 

disclosed, to the extent requested by a government agency or required by law, regulation, or 

court order. 

XVI. 

ORDER ACKNOWLEDGMENTS 

IT IS FURTHER ORDERED that Defendants obtain acknowledgments of receipt of 

this Order: 

A. Each Defendant, within 7 days of entry of this Order, must submit to the 

Commission and the Maine AG an acknowledgment of receipt of this Order sworn under penalty 

of perjury. 

B. For 10 years after entry of this Order, the Individual Defendant for any business 

involved in the sale or marketing of any Covered Product that such Defendant, individually or 

collectively with the Corporate Defendant, is the majority owner or controls directly or 

indirectly, and the Corporate Defendant, must deliver a copy of this Order to: 
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1. All principals, officers, directors, and LLC managers and members; 

2. All employees, agents, and representatives with managerial responsibility 

who participate in the manufacturing, labeling, advertising, marketing, 

distribution, or sale of any Covered Product or service; and 

3. Any business entity resulting from any change in structure as set forth in 

the Section titled Compliance Reporting. 

Delivery must occur within 7 days of entry of this Order for current personnel. For all others, 

delivery must occur before they assume their responsibilities. 

C. From each individual or entity to which a Defendant delivered a copy of this 

Order, that Defendant must obtain, within 30 days, a signed and dated acknowledgment of 

receipt of this Order. 

XVII. 

COMPLIANCE REPORTING 

IT IS FURTHER ORDERED that Defendants make timely submissions to the 

Commission and to the Maine AG: 

A. Sixty days after entry of this Order, each Defendant must submit a compliance 

report, sworn under penalty of perjury: 

1. Each Defendant must: (a) identify the primary physical, postal, and email 

address and telephone number as designated points of contact, which 

Plaintiffs’ representatives may use to communicate with Defendant; 

(b) identify all of that Defendant’s businesses by all of their names, 

telephone numbers, and physical, postal, email, and Internet addresses; 

(c) describe the activities of each business, including the goods and 
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services offered, the means of advertising, marketing, and sales, and the 

involvement of the other Defendant (which Individual Defendant must 

describe if he knows or should know due to his own involvement); 

(d) describe in detail whether and how that Defendant is in compliance 

with each Section of this Order; and (e) provide a copy of each 

Order Acknowledgment obtained pursuant to this Order, unless 

previously submitted to Plaintiffs. 

2. Additionally, the Individual Defendant must: (a) identify all telephone 

numbers and all physical, postal, email, and Internet addresses, including 

all residences; (b) identify all business activities, including any business 

for which such Defendant performs services whether as an employee or 

otherwise and any entity in which such Defendant has any ownership 

interest; and (c) describe in detail such Defendant’s involvement in each 

such business, including title, role, responsibilities, participation, 

authority, control, and any ownership. 

B. For 10 years after entry of this Order, each Defendant must submit a compliance 

notice, sworn under penalty of perjury, within 14 days of any change in the following: 

1. Each Defendant must report any change in: (a) any designated point of 

contact; (b) the structure of the Corporate Defendant or any entity that 

Defendants have any ownership interest in or control directly or indirectly 

that may affect compliance obligations arising under this Order, 

including: creation, merger, sale, or dissolution of the entity or any 

subsidiary, parent, or affiliate that engages in any acts or practices subject 

PX 1



PUBLICFEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 152 of 465 * PUBLIC *
 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

Case 2:17-cv-00467-JDL  Document 15 Filed 01/16/18Filed 12/17/19 Page 32 of 37 PageID #: 165Case 2:17-cv-00467-JDL Document 21-1 Page 28 of 33 PageID #: 236 

to this Order. 

2. Additionally, the Individual Defendant must report any change in: 

(a) names, including aliases or fictitious names, or residence addresses; or 

(b) titles or roles in any business activity, including any business for which 

such Defendant performs services whether as an employee or otherwise 

and any entity in which such Defendant has any ownership interest, and 

identify the name, physical address, and any Internet address of the 

business or entity. 

C. For a period of 20 years, each Defendant must submit to the Commission and the 

Maine AG notice of the filing of any bankruptcy petition, insolvency proceeding, or similar 

proceeding by or against such Defendant within 14 days of its filing. 

D. Any submission to the Commission or the Maine AG required by this Order to be 

sworn under penalty of perjury must be true and accurate and comply with 28 U.S.C. § 1746, 

such as by concluding: “I declare under penalty of perjury under the laws of the United States of 

America that the foregoing is true and correct. Executed on: ________” and supplying the date, 

signatory’s full name, title (if applicable), and signature. 

E. Unless otherwise directed by a Commission representative in writing, all 

submissions to the Commission pursuant to this Order must be emailed to DEBrief@ftc.gov or 

sent by overnight courier (not the U.S. Postal Service) to: Associate Director for Enforcement, 

Bureau of Consumer Protection, Federal Trade Commission, 600 Pennsylvania Avenue, N.W., 

Washington, D.C. 20580. The subject line must begin: FTC v. Health Research Laboratories, 

LLC, et al., and the number X180007. 
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F. Unless otherwise directed by a Maine AG representative in writing, all 

submissions to the Maine AG pursuant to this Order must be sent by overnight courier (not the 

U.S. Postal Service) to: Office of the Attorney General of Maine, Consumer Protection Division, 

111 Sewall Street, 6th Floor, Augusta, ME 04330. The subject line must begin: Order in re 

State of Maine v. Health Research Laboratories, LLC, et al., and must identify the Court and 

docket number of this Order as ordered by the Court. 

XVIII. 

RECORDKEEPING 

IT IS FURTHER ORDERED that in connection with the sale of any Covered Product, 

Defendants must create certain records for 10 years after entry of the Order, and retain each such 

record for 8 years. Specifically, the Corporate Defendant and the Individual Defendant for any 

business that such Defendants, individually or collectively, is a majority owner or controls 

directly or indirectly, must create and retain the following records: 

A. Accounting records showing the revenues from all goods or services sold, all 

costs incurred in generating those revenues, and the resulting net profit or loss; 

B. Personnel records showing, for each person providing services, whether as an 

employee or otherwise, that person’s: name; address; telephone numbers; job title or position; 

dates of service; and (if applicable) the reason for termination; 

C. Complaints and full or partial refund requests, whether received directly or 

indirectly, such as through a third party, and any response; 

D. All records necessary to demonstrate full compliance with each provision of this 

Order, including all submissions to the Commission and the Maine AG; and 

E. A copy of each unique advertisement or other marketing material. 
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XIX. 

COMPLIANCE MONITORING 

IT IS FURTHER ORDERED that, for the purpose of monitoring Defendants’ 

compliance with this Order: 

A. Within 14 days of receipt of a written request from a representative of the 

Commission or the Maine AG, each Defendant must: submit additional compliance reports or 

other requested information, which must be sworn under penalty of perjury; appear for 

depositions; and produce documents for inspection and copying. Plaintiffs are also authorized to 

obtain discovery, without further leave of court, using any of the procedures prescribed by 

Federal Rules of Civil Procedure 29, 30 (including telephonic depositions), 31, 33, 34, 36, 45, 

and 69. 

B. For matters concerning this Order, Plaintiffs are authorized to communicate 

directly with each Defendant. Defendants must permit Plaintiffs’ representatives to interview 

any employee or other person affiliated with any Defendant who has agreed to such an interview. 

The person interviewed may have counsel present. 

C. Plaintiffs may use all other lawful means, including posing, through their 

representatives, as consumers, suppliers, or other individuals or entities, to Defendants or any 

individual or entity affiliated with Defendants, without the necessity of identification or prior 

notice. Nothing in this Order limits the Commission’s lawful use of compulsory process, 

pursuant to Sections 9 and 20 of the FTC Act, 15 U.S.C. §§ 49, 57b-1. Nothing in this Order 

limits the Maine AG’s lawful use of compulsory process, pursuant to section 211 of the Maine 

UTPA, 5 M.R.S.A. § 211. Defendants hereby consent to the disclosure by the Maine AG to any 

law enforcement agency and any representative of the State of Maine of any material or 
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information produced by Defendants pursuant to section 211 of the Maine UTPA, whether 

produced before or after the date of this Order. 

D. Upon written request from a representative of the Commission or the Maine AG, 

any consumer reporting agency must furnish consumer reports concerning Individual Defendant, 

pursuant to Section 604(1) of the Fair Credit Reporting Act, 15 U.S.C. § 1681b(a)(1). 

XX. 

RETENTION OF JURISDICTION 

IT IS FURTHER ORDERED that this Court shall retain jurisdiction of this matter for 

purposes of construction, modification, and enforcement of this Order. 

IT IS SO ORDERED this 16th day of January, 2018. 

/s/ Jon D. Levy 
U.S. DISTRICT JUDGE 
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IT IS SO STIPULATED this 30th day of November, 2017. 

DAVID C. SHONKA 
Acting General Counsel 

/s/ Elizabeth K. Nach 
Elizabeth K. Nach 
James A. Prunty 
Federal Trade Commission 
600 Pennsylvania Avenue, NW 
Washington, D.C. 20580 
Telephone: 202-326-2611, -2438 
Facsimile: 202-326-3259 
Email: enach@ftc.gov, jprunty@ftc.gov 
Attorneys for Plaintiff 
FEDERAL TRADE COMMISSION 

IT IS SO STIPULATED this 30th day of November, 2017. 

JANET T. MILLS 
Attorney General, State of Maine 

/s/ Brendan F.X. O’Neil 
Brendan F.X. O’Neil 
Linda J. Conti 
Assistant Attorney General 
Office of the Attorney General of Maine 
6 State House Station 
Augusta, Maine 04333-0006 
Telephone: 207-626-8842, -8591 
Facsimile: 207-624-7730 
Email: brendan.oneil@maine.gov 

linda.conti@maine.gov 
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IT IS SO STIPULATED this 30th day of November, 2017. 

HEALTH RESEARCH LABORATORIES, LLC 
By: 

/s/ Kramer Duhon 
KRAMER DUHON, individually, and as an owner 
and officer of HEALTH RESEARCH 
LABORATORIES, LLC 

IT IS SO STIPULATED this 30th day of November, 2017. 

ATTORNEYS FOR DEFENDANTS HEALTH 
RESEARCH LABORATORIES, LLC AND 
KRAMER DUHON 

/s/ Andrew B. Lustigman 
Andrew B. Lustigman, Esq. 
Olshan Frome Wolosky LLP 
1325 Avenue of the Americas 
New York, NY 10019 
Telephone: (212) 451-2258 
Facsimile: (212) 451-2222 
Email: alustigman@olshanlaw.com 
Pro hac vice forthcoming 

/s/ David J. Marchese 
Appearing on behalf of Defendants 
Health Research Laboratories, LLC and 
Kramer Duhon 

David J. Marchese, Esq. 
Drummond & Drummond, LLP 
1 Monument Way 
Portland, ME 04101 
Telephone: 207-774-0317 
Email: dmarchese@ddlaw.com 
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DECLARATION OF LESLIE LEWIS 

My name is Leslie Lewis.  I declare under penalty of perjury under the laws of the United 

States that the following is true.  If called as a witness, I could and would competently testify as 

follows.  

1. I am a U.S. citizen over the age of 18 and am employed as a Litigation Support Specialist 

in the Federal Trade Commission’s Bureau of Consumer Protection, Division of Enforcement 

(“Division of Enforcement”).  My business address is 600 Pennsylvania Avenue, N.W., CC-

9528, Washington, D.C. 20580.  I performed all activities described herein as part of my job 

responsibilities. 

2. My duties as a Litigation Support Specialist include receiving documents and 

correspondence, including U.S. mail, courier deliveries, and electronic submissions.  I also 

organize and maintain many of the paper and electronic records for the Division of Enforcement 

including on the Division of Enforcement’s network computer drive.  I also act as an official 

custodian of records and provide assistance to case teams as requested. 

3. In the regular course of my work, I also monitor the email account Debrief@ftc.gov and 

process the intake of correspondence and materials emailed to that address. My regular practice 

is to save email communications and materials that are sent to Debrief@ftc.gov in the 

Enforcement Database described below. 

4. In addition, I serve as Administrator of the Enforcement Database.  The Enforcement 

Database is an Oracle 11g database application that is used to store copies of final injunctive 

orders obtained in consumer protection cases brought by the Federal Trade Commission (“FTC”) 

as well as submissions made by parties to the FTC following the entry of orders such as 

compliance reports, acknowledgment forms, and correspondence.  The Enforcement Database is 

1 
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also frequently used to preserve correspondence between FTC attorneys and parties that are 

subject to orders. 

5. I have performed these functions both before and since the Court entered a Stipulated 

Final Judgment and Order for Permanent Injunction and Other Equitable Relief on January 16, 

2018 in FTC and Maine v. Health Research Laboratories, LLC et al., 2:17-cv-00467-JDL 

(“Order”). 

6. The Order requires defendants to submit an acknowledgment of receipt of the Order to 

the Division of Enforcement. I searched the Enforcement Database and found an 

acknowledgment of receipt submitted by Kramer Duhon and Health Research Laboratories, LLC 

(collectively, “Defendants”) dated January 23, 2018.  A true and correct copy of this 

acknowledgment form is attached hereto as Attachment A. 

7. I have also searched the Division of Enforcement’s records for compliance reports and 

responses to requests for information submitted by Kramer Duhon and Health Research 

Laboratories, LLC to the Division of Enforcement.  A subset of the documents I found as a result 

of my search are attached to this Declaration and described below.  

8. A true and correct copy of a compliance report dated March 29, 2018 submitted by 

Defendants to the Division of Enforcement, and stored in the Enforcement Database, is included 

as Attachment B. 

9. A true and correct copy of a supplemental compliance report dated May 4, 2018 and 

associated exhibits submitted by Defendants to the Division of Enforcement, and stored in the 

Enforcement Database, is included as Attachment C. 

2 
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10. A true and correct copy of a May 21, 2018 letter from a staff attorney in the Division of 

Enforcement, Miriam Lederer, to counsel for Defendants, Andrew Lustigman, is included as 

Attachment D.  This document is stored in the Enforcement Database. 

11. A true and correct copy of an email exchange between Ms. Lederer, and Defendants’ 

counsel, Andrew Lustigman, is included as Attachment E.  This email correspondence copied 

Debrief@ftc.gov and was therefore stored in the Enforcement Database. 

12. A true and correct copy of a Supplemental Statement of Compliance that Defendants 

submitted to the Division of Enforcement on June 6, 2018 and stored on the Division of 

Enforcement’s network drive is included as Attachment F. 

13. A true and correct copy of a pdf file with pages bates stamped HRL04909-4919 that 

Defendants submitted on June 6, 2018 to the Division of Enforcement is included as Attachment 

G. This file is stored on the Division of Enforcement’s network drive. 

14. A true and correct copy of a document bates stamped HRL004984-4999 that was 

submitted by Defendants to the Division of Enforcement on June 6, 2018 is included as 

Attachment H. This document is stored on the Division of Enforcement’s network drive. 

15. A true and correct copy of a document bates stamped HRL005068-5083 that was 

submitted by Defendants to the Division of Enforcement on June 6, 2018 is included as 

Attachment I.  This document is stored on the Division of Enforcement’s network drive. 

16. A true and correct copy of a document bates stamped HRL005036-5051 that was 

submitted by Defendants to the Division of Enforcement on June 6, 2018 is included as 

Attachment J.  This document is stored on the Division of Enforcement’s network drive. 

3 
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17. A true and correct copy of a letter dated April 10, 2019 from Defendants' counsel, 

Andrew Lustigman, to Division of Enforcement staff attorney, Robert Frisby, is included as 

Attachment K. This document is stored on the Division of Enforcement's network drive. 

18. A true and correct copy of a document bates stamped HRL008148 that was submitted by 

Defendants to the Division of Enforcement on August 8, 2019 is included as Attachment L. This 

document is stored on the Division of Enforcement's network drive. 

19. A true and correct copy of a document bates stamped HRL008163 that was submitted by 

Defendants to the Division of Enforcement on September 27, 2019 is included as Attachment M. 

This document is stored on the Division of Enforcement's network drive. 

20. In addition, I requested certified copies of certain corporate filings for Whole Body 

Supplements, LLC from the State of Nevada, Office of the Secretary of State. True and correct 

copies of the certified documents that I received in response to this request are included as 

Attachment N. 

Executed on: December 10, 2019 
Washington, D.C. 

4 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF MAINE 

FEDERAL TRADE COMMISSION and 
STATE of MAINE, 

Plaintiffs, 

-v.-

HEAL TH RESEARCH LABO RA TORIES, LLC, 
a limited liability company, and 

KRAMER DUHON, individually and as an owner 
and officer of HEAL TH RESEARCH 
LABO RA TORIES, LLC, 

Defendants. 

Case No. 2:17-cv-00467-JDL 

STATEMENT OF COMPLIANCE 

I, Kramer Duhon, on behalf of myself and Health Research Laboratories, LLC 

(hereinafter, "LLC"), do hereby state as follows: 

1. I have received a copy of the Stipulated Final Judgment And Order For 

Permanent Injunction And Other Equitable Relief that was filed and entered by the Court on or 

about January 16, 2018 (hereinafter, "the Order"). 

2. I further acknowledge that I have delivered or caused to be delivered a copy of the 

Order to all principals, officers, directors, and LLC managers and members and to all employees, 

agents and representatives with managerial responsibility who participate in the manufacturing, 

labeling, advertising, marketing, distribution, or sale of BioTherapex and NeuroPlus. 

3. It is my understanding that complete full payment of $800,000.00 has now been 

made to the Federal Trade Commission pursuant to Section XIII.B of the Order. 
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4. Pursuant to 28 U.S.C. § 1746, I declare under penalty of perjury under the laws of 

the United States of America that the foregoing is true and correct to the best of my knowledge 

and information. 

Executed on January 23, 2018 

PX2 
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TN THE UNITED ST A TES DISTRICT COURT 
FOR THE DJ STRICT OF MAINE 

FrDr:RAL TRADE COMMISSlON and 
SIA rF. of MAINE. 

Plainti ff.c;. 

-v.-

1 IEI\LTI I RESEARCH LA BORA TORIES. LLC, 
a limited liability company, and 

KRAMER DUHON. individually and as an owner 
and officer of KEA LTH RESEARCH 
I.ABORATORJES. LLC, 

Defendants. 

Cnso No. 2:17-cv-00467-JOL 

CONF'IDl~NTIAI , SllHMISSION 

DEl•ENDAl"ITS' C0)1PUA CE REPORT P RSUANT TO 
TllESTIPULATEDFI 'AL JUDGMENTA OORDERFOR 

PERMANE T TNJUNCTIO A 'D OTlmR EOUITAHLE RELIEF 

I, Kramer Duhon, hereby submit this Compliance Report under the penalty ofperju1:- in 
the above-captioned action, on behalf of myself and Boa Ith Research l aborarories. LLC. to the 
Federal Trade Commission and the State ofMaine, pursuant to the Stipulated Final Judgment 
and Order for Pennanenl lajunclion and Other Equitable Relief (hercino11cr. lhc Order·'). 

rhe information in this Report is hereby deemed Conlidcntial and should be given the 
level or confidential treatment accorded by provisions 15 U.S.C. §§46(1) m1d 57b-2 and the 
11cderol Trade Commission Rules of Practice 16 C.f.R. §§4.10-4. 11 . 

I. Pur:;uam to SectionXVll.A.l. ofOrdcr. llcnlth Rcscurch Laboratories, LLC and 
Kramer Duhon hereby identify: 

(o.) tJ1e following primary physical. postal. u,d e-mail addresses and telephone numbers 
as designated points of contact for which lhe Federal Trade Commission and the State of 
Maine may use Lo communicate \\ith them: 

Andrew B. Lustigman. Esq. 
Olshan frome Wolosky. LLP 
IJ25 Avenue of the Americas 
'\C\\ York. NY 10019 
Tel: 212.451.2300 
Fax: 212.451..222.2 

4563807•1 
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E-mail: alusLigman@olshanlaw.com 

(b) all businesses by all of their names. telephone nwnbcrs, and physical, postal, email. 
and Internet addresses: 

Health Research Laboratories, LLC 
Legal Address/Physical Address 
3064 Silver Sage Drive Suite [50/16250 Knoll Trail Drive Suile 150 
Corson City Nevada 89701/DaUas Texas 75248 
Ortice - 972-354-7330 
Email - kramcr(@kramerduhon.com 
www.hrlsupplements.com 

Whole Body Supplements, LLC 
I .egal Address/Physical Address 
3064 Silver Sage Drive Suite I 50/16250 Knoll Trail Drive Suite 150 
Carson City Nevada 89701/Dallas Texas 75248 
Office - 972-354-7330 
Emai I - k.ramer(a),kramerduhon.com 
wv. w. wholebodysupplement.com 

KMCL,LLC 
16250 Knoll Trail Drive Suite 150 
Dallas Texas 75248 
OOicc - 972-354-7330 
Email - kramer@kramerduJ1on.com 
URL- N/A 

(c) describe the activities of each business, including the goods and services offered, the 
means of advertising, marketing, and sales, and the involvement of the other Defendant: 

llcalLb Research Laboratories. LLC advertises and sells health and nutritional products to 
conswners on its website, www.hrlsupplements.com, 11.ncl via direct mail. A current list of the 
products being sold appears at www.hrlsuppleroents.com. This entity is owned I 00¾ by Kramer 
Duhon whose title is Chief Operating Officer. 

Whole Body Supplements, LLC advertises and sells health and nutritional products to 
consumers on ilS website. www.wholebodysupplcment.com and via direct mail. A currcm list of 
the products being sold appears at www.wholebodysupplement.com. This entity is owned 100% 
by Kromer Duhon whose title is Chief Operating Officer. 

,1563807-1 
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KMCl.. tLC is an iruu:tive corupan) lbs, hns no rcvcnm: since 2015. Fin.tJ Return 1s 
being filed for~ 201? tax ytar. 

(d) To the best uf my information and belief, both myself. anJ I le:.11lh Rcs~ard.1 Loboratones, 
l l..C an: in ful I compliance wil h_ the Order in that we have: 

not mtu.le MY banood weight-loss claims as defined in Socliun I or the Order: 

not mud!.'! uny prohibited rt'prescntatious as definccl in Scclions fl, IU, IV VJT 11nd vur of the 
Ordtr; 

rru1de rhc d1,ci(lsure~ required by Section IX of the Order; 

11m violated the Ex1>ress Informed Coost>m provisions contained in Sc:ciion X of the Order: 

nni eng,agoo in the prohibitions concemiog refunds and cancelliHicin comuincd in Section XI of 
lhc 01Je1. 

complied with Section xn of the Order concerning the FlecLmnic Fund Tramfc1 Act: 

cocnplic:d with tlie payment provisions of Seel.ion XJl!.13 of the Order; and 

not refused an)' cooperation or dcsuoyed any records \\ilh tJ1c Fectellll rrade Commiss1or1 on he 
S1a11: llfMuim: !Ci required by Sections XIV. XV. XVIn and XIX ol 1h1.: 011Jc1. 

(.:) pruvide ll r.opy of each Order Acknowledgment ubta.i111!d pur~11ont lo this Order 

Sec Exhibit A. attached. 

2. Pursuanr to Section XV ll .A.l. of ti.le Order, Kramer Duhon hereby: 

(a) idcntiJies all telephone-muubers and all physical. postnl. e-111al1, nnd lmernet 
ndch:esses. including all residences: 

Krumer R. Duhon 

WW-ffl•=i•~~g 
Dullns, l'exu" ; 11-ffl•=t•I 
Mobile - REDACTED PII 
Email- kr.uncn'@tramcriluhon.com 

(h) identifies th-, following. businesses aml/or bu$iocs~ ,,c1ivi1ics olhcr thnn for Health 
Rcsl!Urd1 laboratori~ LI C. for which such he pcrfomlS scn·iccs or h;.u; any owner.;;hip interes1: 

See Whole Body Supplement, LLC info io ~ction I .(b) above. 

Sec K.\.1.Cl . LI .C info in sectfon I .(bl above. 
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tc) describes in detail his involvement in each such business, including titlt!. role, 
rq1oosibilitk'S. participation. authority, control, and any ownership. 

See info above in section l.(c) above. Kramer Duhon is responsible for the operation of 
those businesses. 

Pursuant lo 28 U.S.C. § 1746, 1 declare under penally of perjury under the laws of the 
United Srntcs of America that the foregoing is true and correct to the best of my knowledge and 
information. 

IS63Xl)7 I 

On behalf of himself and Health 
Research Laboratories. LLC 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF MAINE 

FEDERAL TRADE COMMISSION and 
STATE of MAINE, 

Plaintiffs, 

-v. -

HEAL TH RESEARCH LABORATORIES, LLC, 
a limited liability company, and 

KRAMER DUHON individually and as an owner 
and officer of HEALTH RESEARCH 
LABORATORIES, LLC 

Defendants. 

Case No. 2: l 7-cv-00467-JDL 

CONFIDENTIAL SUBMISSION 

DEFENDANTS' SUPPLEMENTAL COMPLIANCE REPORT 
PURSUANT TO THE STIPULATED FINAL JUDGMENT AND ORDER 
FOR PERMANENT INJUNCTION AND OTHER EQUITABLE RELIEF 

I, Kramer Duhon hereby submit this Supplemental Compliance Report under the penalty 

of perjury in the above-captioned action3 on behalf of myself and Health Research Laboratories, 

LLC1 to the Federal Trade Commission and the State of Maine, pursuant to correspondence from 

the Federal Trade Commission dated April] 9 2018 (hereinafter, "the Co'mmission Request''): 

1. The information in this Supplemental Rep01t and all attachments hereto is hereby 

deemed Confidential and should be given the level of confidential treatment accorded by 

provisions L5 U.S.C. §§46(±) and 57b-2 and the Federal Trade Com.mission Rules of Practice 16 

C.F.R. §§4.10-4.11. 

2. Pursuant to paragraph 1 of the Commission Request, I attach hereto as Exhibit A 

a list of each recipient to whom I, on behalf of myself and Health Research Laboratories, LLC 

provided a copy of the Order (as that term is defined in the Commission Request) was delivered. 
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~r-;,m•s s:,osirion .and enm:y dn!i~11 n. 

th\; I Jriircd 'l,ltcs I \ 1, 1.:r-i lh.,1 ll ~ fi t'£Oin, h ·rue and correct 10 111• o -~t of my k11n\\'kd~c. 

1nfi rtllJlilon i3.ftd br ltd. 

s/4/lt 
,, 

c. L 
- - ---- -

1 

On heh II I o( hunsdf :ind I le~tlth 
R~~h 1 borntd.ri~. I I r 
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EXHIBIT A 
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Order Delivery and Acknowledgement List 

Vendor Name Name Posltlon/Title Service Provided 

Ship-Right Solut ons, LLC Andrew Graham Principle Fulfillment 

exRep, LLC Teddy Laiw Principle Inbound Telemarketing 

Pure Source, Inc. Joel Meyerson Principle Product Manufacturer 

Dr. Richard Cohen Self Spokesperson Expert Spokesperson 

Impulse Med ia, Inc. Joseph Russo Principle List Broker 

Evolut!on Marketing Concepts Scott Scordas Principle Print Broker 

TLC Global lmpressfon Phil Teraca Principle Printer 

PageOne web Solutions Patrick Sulivan Principle Web Host 

Direct Access Marketing Services Tom Saraco Principle Data House 

Andy Lustlgman Self Attorney Legal 

Sheldon Lustigman Self Attorney Legal 

Stephen Kimball Self Principle Writer 

Jennifer Osterhouse Self Principle Artist 
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Health Research Laboratories 
Product Offering List as of 4/1/18 

ASCB 2.0 

AtheChelAdvanced 

Betarol 

Biohepatocyte 

Biostem 

Black Garlic Botanicals 

BladderEze 
Clear Colon Defense 

Corexion 

CTG 

Glucophene Topical Gel 

GHGWSO 
Hydroxin 

Joint Source Supplement 

Liver Renu 

MaximumT 

NaturClenz Health Supplement 

Neupathic with GLA 

NuroHealth 

Regimen Cell Rej uvenation 

RejuvalifeRX Health Supplement 

Restorex Dietary Supplement 

T-Plus Rejuvenation 

The Ultimate Cardio Clense 

The Ultimate Formula 

Thyroid Essentilals 

Vialis 

Whole Body Supplements 
Product Offering List as of 4/1/ 18 

Black Garlic BG18 

Genevin Dietary Supplememt 

LiverVita Is 

StimActiv Blue. Green Algae Supplement 

Hydrafuel 

Neurocare 
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Bun,'"' of CQiuumor l'ml>Octim 
OMriau ofEnfom:mcnt 

Min•ru R, t..d.!1or 
Auomty 

(!mail O\lodeicr@fti:.aov 
O,rcct Dial: 202-326-2915 

VIA ELECTRONIC MAD.., 

Andrew '8. Lustigman, Esq. 
Olshan Prome Woloslcy LLP 
1325 A venue of the Americas 
New York.NY J0019 
ALastigman@olshanlaw.com 

UNITED STATES OF AMERICA 
FEDERALTRADE COMMTSSlON 

WASHINGTON. O.C. 20580 

May21 .20J~ 

R.e: FTC O!ld State of Maine v, Healtfi Resum:h laboratories, UC, er al., 
Matter No. X1800<n 

Dear Mr. Lustigman: 

As my colleague, Christopher Erickson, indicated, 'I am now yourpomtof contact on the 
above referenced matter ("Health Research Laboratories" or "HRL"). I om in receiplof 
Defendants' compliance report, sm,miued on March 29, 2018 ("Compliance Report"), as weU as 
Uie supplemental response to the FTCI s April 19, 2018 letter, submitted on May 11 , 2018 
(Supplemental Report). Based on these submissions, we note two deficiencies at I.bis time. 

First, Defendants have not provided a copy of each Order Acknowledgement. .Pursuant. 
lo Section XVII of tbe Stipulated Final Judgment and Order for Permanent Injunction and Other 
Equitable ReUef ("Order"), each Defendant needed to submit a compHance report that, among. 
other lh.ings, "(eJ provides a copy of each Order Acknowledgment obtained pursµant LQ this 
Order." 111e Supplemental Report Exhibit A listed thirteen entities or individuals who signed 
Acknowledgement L"orms attesting to receiving copies of the Order oTI behalf of the entities 
aod/or thernseJvei;. 1 Defenda.nts' initial March 29, 2018 Compliance Report, however, only 

1 The following indiv1dun!s are listed in Supplemenllll Report Ex. A a'! signing Aeknowledgemtnl Forms attesting to 
receip1 of 1he Order. (I) Andrew Graham on behalf of Ship-.Rlght Solutions, [..LC: (2) Teddy Lruw on behalf of 
NextRep, LLC; (3) Joel Meymon on behalf of Pure Source, Inc.: ( 4) Dr. Riclwd Coboo on behalf of himsdf as an 
"Expi:11 Spokesperson"; (5) Joseph.Russo on behalf of Impulse Mcdill, Inc., (6) Scot1 Scordas on bclwf of Evolution 
Marketing Concepts; (7) Phil Tes:riaca oa behalf ofTI.C Global lmpress101r, (8) Pa.trick Sullivan OD behalf of 
P11geOne Web Solutions; (9) Tom S.:ir.u:o on behalf ofDirertAccess Maruting Services; ( 10) Andy wtig,nan on 
behalfofhim.wlf: (1 I) Sheldon wtig!ll3Ilon behalfofhillllielf; ( r2) Stepli,;:n Kimball on behalf of himself. and 
( 13) 1cnnifcr 05trrhoUJe OD behalf of henelf. 
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pruduccd even signed Acknowledgement Forms, r•ur~uant to Section XVll{A)(I )(c), plc:ist 
produce lhc following fonns: (I) Teddy Laiw on beh~lf ol NexlRep. LLC, (2) Scou corda., 0 11 

bchall uf Fvolution Muri-cting Conccpls; (3) Tom Sumco 011 behalr or Direcl AccC$S Marketing 
r:rviccs: (4) Andy Lustigman on behalf of himself; tS) tephen 1(1mball llfl b.:hulf ofh11nsdf· 

ond (6) Jennifer Osterhouse on behalf of herself. The lonns i1,'ncd on behalf of cnutics should 
indi1.-a1c (hat fact ;ind include the entity name. 

Relatedly. Specification 2 of\hc FTC's April 19, 20 I l! lette1. asked IJcfi:nJont, l~1 
indicate whclher lhe Individuals who did sign nnd submit Acknowledgement r:orm~. did ~o on 
beh11I r ol' 1111 cnti1y. Dcfoadants' response only lduulHiod rho signatory's e.nlity of'filiatio~1. Ploaso 
supplement your ~esponse to Specificadon 2 Md lndit!1tc whether tho~e individuals did, il11 fact, 
sign on bcholroflhcir olf,liatcd entities. 

Second, D,.:fendants have not provided sufTicienl detail a:. to hoY. they are in compliana: 
\\ith each section ufthe Order. See Section XVll(A){ l)(d) The rompli:uice rcponsimply Stales 
thal Defcndaub lii,.ve "not made an) bnMcd "cight•IO!>S claims as defined in Section I or the 
Order; noLmadcany prohibited rcprcsentalions as defined io ec1ions II. IIL IV. VII und VIII of 
rhe Order; made the disclosures required by Section IX of the Order, nnt violated the Expt'CSS 
lnfonm:d Conscn1 provisions contained in Section X aflhe Order: not engaged in the 
prohibitions concerning refunds and cancellation eon1a1ned in Section XI oflhc Onlcr. complit!d 
with Section XII or the 01'der concen)ing the F.lcctninic Fund Transfer Ac, • , ." Compliance 
Report at I (d). I' ~. 

Therefore. pursunnl to Section XI>. of the Order, we have prepattd ome odJ,uonol 
requests for infomiauon nnd documents. r1~c note 1hu.1 S4'\;lion XlX miu1re,5 R'.~ponsivc 
information - signed undilf' penalty of perjury - 10 be submined within 14 days after l'L'<-'C ipt of 
I.his rcques1 (June -1. 2018). 

I am happy co look:il any additional informntion or documents" hose prod111:1ion you 
believe may htlp. 1ryou have :idditional questions. you nre "elcome ln coniacl me Ill (202) J'.!C,. 
:!975 or al mkdercr@ftc .gov. 

Sincerely, 

/ 'l;, __ 
Miriam R. Lederer 

CC: DEbricf@fic.gov 
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REQUEST FOR COMPLIANCE INFORMATION AND PRODUCTION OF DOCUMENTS 

Please review carefully the Definitions and Instructions that appear after the Specifications and 
provide important information regarding compliance with this Request. 

I. SPECIFICATIONS 

We continue the numbering of Specifications from where we left off in our April 19, 2018 Request. 

5. For each product listed in Exhibit B of Your May 11, 2018 Supplemental Response ("Identified 
Products"), please list: 

a. The date that You first started selling the product; 
b. The date that You stopped selling the product, or, if You are still selling the product at 

present, simple state ''present''; and 
c. Whether the product listed, or an Essentially Equivalent Product (as defined in the 

Order), was ever sold by You under a different brand name, and if so, the name of that 
product and the date range that You sold such product. 

6. Provide a copy of each unique version of Advertisements disseminated since April 19, 2017, 
for each of the Identified Products and each Essentially Equivalent Product of any of the Identified 
Products, in any medium, including, but not limited to, direct mail, product packaging (including 
labels), t.elemarketing scripts, on-hold scripts, upsell scripts, post-sale consumer support scripts, 
training materials provided to telemarketing firms or post-sale consumer support entities, the Internet, 
electronic mail, newspapers, magazines, television, radio, telephone, and audio programs transmitted 
over a telephone system. For websites, including social media websites, submit copies of each 
webpage, screen, banner advertisement, and the pages each clicks through to or displays. If the 
Advertisement cannot be printed, provide a copy of the electronic file. 

7. For each Advertisement (provided in response to Specification 6), provide a dissemination 
schedule. "Dissemination Schedule" includes, but is not limited to, the following: (a) for promotional 
materials that were mailed or emailed, the dates when they were sent out; (b) for product packaging, 
the date upon which the packaging was first used; (c) for any scripts or training materials, the entities 
to whom such scripts or materials were distributed and the dates during which such scripts and 
materials were used; ( d) for printed promotional materials that were not mailed, the name and date of 
the publication or place in which the promotional material appeared; (e) for Internet materials, the date 
that the promotional mat.erial was first placed on the Int.ernet, the date (if any) that it was removed 
from the Internet, and the number of "hits" that the advertisement registered; and (f) for radio, audio, 
television, and video promotional materials, the date, time of day, location, and station name on which 
the material appeared. 

8. Produce a copy of all Advertisements disseminated since April 19, 2017, for each of the 
Identified Products and each Essentially Equivalent Product of any of the Identified Products that You 
distributed to third-party retailers. To the extent those advertisements or materials were already 
submitted in response to Specification 6, you need not resubmit them and may inst.ead simply identify 
the documents. 
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D. DEFINITIONS 

As used in this Request, the following definitions shall apply: 

D-1. "Advertisement" or "advertising'' or "ad" shall mean any written or verbal statement, 
illustration, or depiction, whether in English or any other language, that promotes the sale of a good or 
service or is designed to increase consumer interest in a brand, good, or service. Advertising media 
includes, but is not limited to: labeling, packaging, package inserts, radio, television, promotional 
materials, print (including but not limited to brochures, newspapers, magazines, pamphlets, leaflets, 
circulars, mailers, book inserts, free standing inserts, letters, catalogues, posters, charts, billboards, 
public transit cards, point of purchase displays), audio programs transmitted over a telephone system, 
telemarketing scripts, on-hold scripts, upsell scripts, training materials provided to telemarketing firms, 
program-length commercials ("infomercials"), the Internet, social media, and other digital content, 
including electronic newsletters. "Marketing Materials" are included in the terms "advertisement," 
"advertising," and "ad." 

D-2. "And," as well as "or," shall be construed both conjunctively and disjunctively, as necessary, 
in order to bring within the scope of any specification in this Schedule all information that otherwise 
might be construed to be outside the scope of the specification. 

D-3. "Any" shall be construed to include "all,'' and "all" shall be construed to include "any." 

D-4. "Corporate Defendant" or "HRL" shall mean Health Research Laboratories, LLC, its 
wholly or partially owned subsidiaries, unincorporated divisions, joint ventures, operations under 
assumed names, and affiliates, and all directors, officers, members, employees, agents, consultants, and 
other persons working for or on behalf of the foregoing. 

D-5. ''Defendants'' or ''You" or ''Your'' shall mean the Individual Defendant and the Corporate 
Defendant, individual, collectively, or in any combination. 

D-6. "Document" shall mean the complete original and any non-identical copy, whether different 
from the original because of notations on the copy, different metadata, or otherwise, of any item 
covered by 15 U.S.C. § 57b-l(a)(5), 16 C.F.R. § 2.7(a)(2), or Federal Rule of Civil Procedure 
34(a)(l)(A). 

D-7. "Each" shall be construed to include "every," and "every" shall be construed to include 
"each." 

D-8. "Electronically Stored Information" or "ESf' shall mean the complete original and any non
identical copy (whether different from the original because of notations, different metadata, or 
otherwise), regardless of origin or location, of any writings, drawings, graphs, charts, photographs, 
sound recordings, images, and other data or data compilations stored in any electronic medium from 
which information can be obtained either directly or, if necessary, after translation by you into a 
reasonably usable form. This includes, but is not limited to, electronic mail, instant messaging, 
videoconferencing, and other electronic correspondence (whether active, archived, or in a deleted items 
folder), word processing files, spreadsheets, databases, and video and sound recordings, whether stored 
on: cards; magnetic or electronic tapes; disks; computer hard drives, network shares or servers, or 
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other drives; cloud-based platforms; cell phones, PDAs, computer tablets, or other mobile devices; or 
other storage media. 

D-9. "FTC" or "Commission" shall mean the Federal Trade Commission. 

D-10. "Identify'' or ''the identity of' requires identification of (a) natural persons by name, title, 
present business affiliation, present business address, telephone number, and email address or if a 
present business affiliation or present business address is not known, the last known business and home 
addresses; and (b) businesses or other organizations by name, address, and the identities of your 
contact persons at the business or organization. 

D-11. ''Individual Defendant'' shall mean Kramer Duhon, and any of his wholly or partially owned 
companies, subsidiaries, unincorporated divisions, joint ventures, operations under assumed names, 
and affiliates, and all directors, officers, members, employees, agents, consultants, and other persons 
working for or on behalf of the foregoing. 

D-12. "Order" shall mean the Stipulated Final Judgment and Order for Permanent Injunction and 
Other Equitable Relief entered on January 16, 2018, in FTC v. Health Research Laboratories, UC, 
No. 2:17-cv-00467-JDL (D. Me.). 

D-13. "Referring to" or "relating to" shall mean discussing, describing, reflecting, containing, 
analyzing, studying, reporting, commenting on, evidencing, constituting, setting forth, considering, 
recommending, concerning, or pertaining to, in whole or in part. 

D-14. "Request" shall mean the Request for Compliance Information, including the Definitions, 
Instructions, and Specifications. 

m. INSTRUCTIONS 

I-1. Sharing of Information: The FrC will use information you provide in response to this 
Request for the purpose of investigating violations of the Order and the laws the FrC enforces. We 
will not disclose such information under the Freedom of Information Act, 5 U.S.C. § 552. We also 
will not disclose such information, except as allowed under the FrC Act (15 U.S.C. § 57b-2), the 
Commission's Rules of Practice (16 C.F.R. §§ 4.10 & 4.11), or if required by a legal obligation. 
Under the FTC Act, we may provide your information in response to a request from Congress or a 
proper request from another law enforcement agency. However, we will not publicly disclose such 
information without giving you prior notice. 

I-2. Withholding Requested Material/Privilege Claims: If any material called for by this 
Request is withheld based on a claim of privilege, work product protection, or statutory exemption, or 
any similar claim, the claim must be asserted no later than the return date of this Request, and must 
include a submission, together with the claim, of a detailed log of the items withheld. The log must be 
in a searchable electronic format that identifies the basis for withholding the material and meets all the 
requirements set forth in 16 C.F.R. § 2.ll(a)-(c). The information in the log shall be of sufficient 
detail to enable the Commission staff to assess the validity of the claim for each document, including 
attachments, without disclosing the protected information. If only some portion of any responsive 
material is privileged, all non-privileged portions of the material must be submitted. Otherwise, 
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produce all responsive information and material without redaction. 16 C.F.R. § 2.1 l(c). The failure to 
provide information sufficient to support a claim of protected status may result in denial of the claim. 
16 C.F.R. § 2.ll(a)(l). 

I-3. Document Retention: You must retain all documentary materials used in preparing responses 
to the specifications of this Request. The FTC may require the submission of additional documents at 
a later time during this investigation. Accordingly, you must suspend any routine procedures for 
document destruction and take other measures to prevent the destruction of documents that are 
in any way relevant to this investigation during its pendency, irrespective of whether you believe such 
documents are protected from discovery by privilege or otherwise. See 15 U.S.C. § 50; see also 18 
U.S.C. §§ 1S05, 1519. 

I-4. Certification: You must certify that the responses to this Request are complete and accurate. 
This certification shall be made by a declaration under penalty of perjury as provided by 28 U .S.C. § 
1746. 

I-5. Scope of Search: This Request covers documents and information in your possession or under 
your actual or constructive custody or control including, but not limited to, documents and information 
in the possession, custody, or control of your attorneys, accountants, directors, officers, employees, 
service providers, and other agents and consultants, whether or not such documents and information 
were received from or disseminated to any person or entity. 

I-6. Document Production: Please send all responsive documents to Miriam Lederer, Federal 
Trade Commission, 600 Pennsylvania Ave., N.W., M.S. CC-9528, Washington, DC 20580. Please use 
a courier service such as Federal Express or UPS because heightened security precautions delay postal 
delivery to the FTC. You must inform FTC counsel by email or telephone how you intend to produce 
material responsive to this Request at least five days before the return date. 

I-7. Identification of Responsive Documents: For specifications requesting production of 
docwnents, you must identify in writing the documents that are responsive to the specification. 
Documents that may be responsive to more than one specification of this Request need not be 
produced more than once. If any documents responsive to this Request have been previously supplied 
to the FTC, you may identify the document(s) previously provided and the date of submission. 

I-8. Maintain Document Order: Documents should be produced in the order in which they 
appear in your files or as electronically stored and without being manipulated or otherwise rearranged; 
if documents are removed from their original folders, binders, covers, containers, or electronic source 
in order to be produced, then the documents shall be identified in a manner so as to clearly specify the 
folder, binder, cover, container, or electronic media or file paths from which such documents came. 

I-9. Numbering of Documents: Submitted documents must be numbered by page (or file, for 
those documents produced in native electronic format) with a unique identifier such as a Bates 
identifier or document ID. Please indicate the total number of documents in your submission. 

I-10. Production of Copies: Unless otherwise stated, you may submit copies in lieu of original 
docwnents if they are true, correct, and complete copies of the originals and you preserve and retain 
the originals in their same state as of the time you received this Request. Submission of copies 
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constitutes a waiver of any claim as to the authenticity of the copies should the FfC introduce such 
copies as evidence in any legal proceeding. 

I-11. Production in Color: You must produce copies of advertisements in color, and you must 
produce copies of other materials in color if necessary to interpret them or render them intelligible. 

I-12. Electronic Stored Information: See the attached FfC Bureau of Consumer Protection 
Production Requirements (''Production Requirements"), which detail all requirements for the 
production of electronically stored information to the FfC. You must discuss issues relating to the 
production of electronically stored information with the FfC staff prior to production. 

I-13. Sensitive Personally Identifiable Information (''Sensitive PII'') or Sensitive Health 
Information ("SHI''): If any materials response to this Request contain Sensitive PII or SHI, please 
contact FfC counsel before producing those materials to discuss whether there are steps you can take 
to minimize the amount of Sensitive PII or Slll you produce, and how to securely transmit such 
information to the FfC. 

Sensitive PII includes an individual's Social Security number; an individual's biometric data 
(such as fingerprints or retina scans, but not photographs); and an individual's name, address, or phone 
number in combination with one or more of the following: date of birth, Social Security number, 
driver's license number or state identification number (or foreign equivalent), passport number, 
financial account number, credit card number, or debit card number. SHI includes medical records and 
other individually identifiable health information relating to the past, present, or future physical or 
mental health or conditions of an individual, the provision of health care to an individual, or the past, 
present, or future payment for the provision of health care to an individual. 

I-14. Interrogatory Responses: For specification requesting answers to written interrogatories, 
answer each interrogatory and each interrogatory subpart separately and fully, in writing, and under 
oath. 

PageS ofS 

Case 2:17-cv-00467-JDL   Document 21-2   Filed 12/17/19   Page 28 of 52    PageID #: 269 



PX 2

PUBLICFEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 186 of 465 * PUBLIC *

Federal Trade Commission Bureau of Consumer Protection 
Production Requirements 

Rmled Felmlary 2018 

In producing information in to the FI'C, you must comply with the following production requirements, unless 
the FfC agrees otherwise. If you have any questions about these requirements, please contact FTC Counsel 
before production. 

Production Format 

1. General Format: Provide load-ready elecironic productions with: (a) an Opticon image load file 
(.OP'I) containing a line for every image file; and (b) a delimited data load file (.DAT) containing a line 
for every document, with bates references, metadata fields, and native file links, where applicable. 

2. Electronically Stored Information ("ESI''): Documents stored in electronic format in the onlinary 
course of business must be produced in the following format: 

a. For ESI other than the categories described below, submit in native electronic format with 
extracted text or Optical Character Recognition (OCR), all metadata, and corresponding image 
renderings converted to Group N, 300 DPI, single-page Tagged Image File Format (TIFF) or 
color JPEG images (if color is necessary to interpret the contents or render them intelligible). 

b. For Microsoft Excel, Access, or PowerPoint files, submit in native format with extracted text and 
metadata. Data compilations in Excel spreadsheets or in delimited text formats must contain all 
underlying data, formulas, and algorithms without redaction. 

c. For other spreadsheet, database, presentation, or multimedia formats; instant messages; or 
proprietary applications, discuss production format during the meet and confer. 

3. Hard Copy Documents: Documents stored in hard copy in the ordinary course of business must be 
scanned and submitted as 300 DPI individual single page TIFFs ( or color JPGs when necessary to 
interpret documents or render them intelligible), with corresponding document-level OCR text and 
logical document determination in an accompanying load file. 

4. Extracted Text/OCR: Submit text as document-level text files, named for the beginning bates number, 
and organized into a folder separate from images. We cannot accept Unicode text files. 

5. Document Identification: Provide a unique Docld or bates number for each hard copy or electronic 
document, consisting of a prefix and a consistent number of numerals using leading zeros. Do not use a 
space to separate the prefix from numbers. 

6. Attachments: Preserve the parent/child relationship by producing attachments as separate documents, 
numbering them consecutively to the parent email, and including a reference to all attachments. 

7. Metadata Production: For each document submitted electronically, include standard metadata fields in 
a standard ASCII delimited data load file. The first line of the data load file shall include the field 
names. Submit date and time data in separate fields. Use these delimiters in delimited data load files: 

s ASCII Character 

< 20 
254 

-Al-
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I Multi Entry delimiter I ~ 
<Return> 

1174 
126 

8. De-duplication: Do not use de-duplication or email threading software without FIC counsel approval. 

9. P&Mword-Protected Files: Remove passwords prior to production. If password removal is not 
possible, provide the original and production filenames and the password under separate cover. 

10. Sensitive PII or SHI: Use data encryption to protect any Sensitive PIT or Sill (as defined in the CID 
Schedule). Provide encryption passwords in advance of delivery, under separate cover. 

Producing and Submitting Media to the FTC 

1. Prior to production, scan all media and data for viruses and confirm the media and data are virus-free. 

2. For productions smaller than 50 GB, the FIC can accept electronic file transfer via FI'C-hosted secure 
file transfer protocol (Accellion or SecureZip ). Contact FI'C counsel to request this option. The FI'C 
cannot accept files via Dropbox, Google Drive, OneDrive, or other third-party file transfer sites. 

3. Use the least amount of media necessary for productions. Acceptable media formats are CDs, DVDs, 
flash drives, and hard drives. Format all media for use with Windows 7. 

4. Use a courier service (e.g., Federal Express, UPS) because heightened security measures delay postal 
delivery. Mark the exterior of all packages containing electronic media with the following: 

MAGNETIC MEDIA- DO NOT X-RAY 
MAY BE OPENED FOR INSPECTION 

5. Provide a production transmittal letter with each production that includes: 

a. Production volume name (e.g., Volume 1), date of production, and numeric DocID number range 
of all documents included in the production; 

b. List of custodians and the DocID number range for each custodian; 
c. Total number of records and all underlying images, emails, and associated attachments, native 

files, and databases in the production 
d. List of load file fields in the order in which they are organized in the data file. 

-A2-
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DEbrief 

From: 
Sent: 
To: 
Cc: 

Lederer, Miriam 
Friday, June 01, 2018 8:34 AM 
lustigman, Andrew B. 
DEbrief 

Subject: RE: FTC v. Health Research Laboratories, Case No. 2:12-cv-00467-JDL 

Andy, 

Thanks for the response - I understand your email to be confirmation that your client agrees to the below rolling 
production. 

I will arrange for someone to send the SFTP link next week- please let me know the name and email address of 
whoever will be uploading the data. The link is active for 72 hours from the time it is sent. 

Have a good weekend. 

Miriam 

From: Lustigman, Andrew B. [mailto:Alustigman@olshanlaw.com] 
Sent: Friday, June 01, 2018 8:31 AM 
To: Lederer, Miriam 
Cc: DEbrief 
Subject: Re: FTC v. Health Research Laboratories, Case No. 2:12-cv-00467-JDL 

Thank you. We will likely produce electronically. 

Sent from my iPhone 

On Jun 1, 2018, at 6:17 AM, Lederer, Miriam <mlederer@ftc.goV> wrote: 

Andy, 

Despite the last minute nature of this request, 1 am still willing to recommend that we not move 
forward with a contempt action on the basis of your dients' failure to produce all compliance 
materials by June 4, 2018, i.e., the time set forth in the Stipulated Final Judgment and Order for 
Permanent Injunction and Other Equitable Relief ("Order''), provided that your clients can 
agree to the following rolling production of information and documents: 

By Tune 6, 2018: 

1. A full response to Specification 5 
2. A partial response to Specification 6 as set forth in your email, specifically: 

a. Producing the mailers, telemarketing scripts, and labels for the 10 products 
marketed by mail since January 2018; 

b. For the Internet-only products, having your client certify that the Internet copy 
has not changed since January 2018, and that no other marketing materials exist 
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(i.e. telemarketing scripts, labels, etc.). To the extent they do exist, those should 
be produced; 

c. Having your client certify that, since January 2018, no other marketing materials 
exist for the Identified Products ( as defined by Specification 5). 

3. A partial response to Specification 8, limited to the period starting at January 2018 to the 
date of production. 

4. An updated certification of the distribution of the order, including any additional order 
acknowledgements that your client has received, as well as a supplemental response to 
Specification 2 as requested in my May 21, 2018 letter. 

I will review the materials immediately and let you know, no later than June 12, 2018, whether 
we need any of the additional requested materials. H so, those remaining materials will still be 
due by Tune 25, 2018. 

Please confirm that your client will agree to the above rolling production. 

If you plan to produce materials electronically, please let me know in advance so that I can 
arrange for someone to send an SFI'P link to whoever will be uploading the data. 

Have a good weekend. 

Miriam R. Lederer 
Attorney, Division of Enforcement 
Bureau of Consumer Protection 
Federal Trade Commission 
600 Pennsylvania Ave., N.W., CC-9528 
Washington, D.C. 20580 
Phone: 202.326.2975 
Fax: 202.326.3197 

From: Lustigman, Andrew B. [mailto:Alustigman@olshanlaw.com] 
Sent: Thursday, May 31 , 2018 4:49 PM 
To: Lederer, Miriam 
Cc: DEbrief 
SubJect: RE: FTC v. Health Research Laboratories, Case No. 2:12-cv-00467-JDL 

Thank you for your response. My client is out today, and I'm out tomorrow. can you please agree to 
accept the materials below by Wednesday, June 6? 

Andrew B. Lustlgman 

OLSHAN 

OUHAN FROME WOLOSKY 11P 

2 
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1325 A-ua af Iha Amarlcu 
(Entnnce is on 53"' Stl'NI b8lwNn Sixth end Seventh Avenues) 
New York, NY 10019 
Direct: 212.461,2258 
Fecalmlle: 212.451.2222 
Emall: Al.ullllgman@allhanlp,cpm 
Web: www.ot•b•Dlm.cqm 

From: Lederer, Miriam [mailto:mlederer'@ftc.gov) 
Sent: Wednesday, May 30, 2018 5:00 PM 
To: Lustigman, Andrew B. <ALustigman@olshanlaw.com> 
Cc: DEbrief <DEbrief@ftc.gov> 
Subject: RE: FTC v. Health Research Laboratories, Case No. 2:12-cv-00467-JDL 

Andy-

Thanks for your email. As I indicated in our recent phone call, at this time, we are not willing to 
withdraw any of the Specifications set forth in our compliance Requests. We are, however, 
willing to work with you and your clients so that we get the information we need to monitor 
their compliance in a way that your clients believe will be less burdensome. 

To that end, I am willing to recommend that we not move forward with a contempt action on 
the basis of your clients' failure to produce all compliance materials by June 4, 2018, i.e., the 
time set forth in the Stipulated Final Judgment and Order for Permanent Injunction and Other 
Equitable Relief ("Order"), if your clients can agree to the following rolling production of 
information and documents: 

By Tune 4. 2018: 

1. A full response to Specification 5 
2. A partial response to Specification 6 as set forth in your email, specifically: 

a. Producing the mailers, telemarketing scripts, and labels £or the 10 products 
marketed by mail since January 2018; 

b. For the Internet-only products, having your client certify that the Internet copy 
has not changed since January 2018, and that no other marketing materials exist 
(i.e. telemarketing scripts, labels, etc.). To the extent they do exist, those should 
be produced; 

c. Having your client certify that, since January 2018, no other marketing materials 
exist for the Identified Products ( as defined by Specification 5). 

3. A partial response to Specification 8, limited to the period starting at January 2018 to the 
date of production. 

4. An updated certification of the distribution of the order, including any additional order 
acknowledgements that your client has received, as well as a supplemental response to 
Specification 2 as requested in my May 21, 2018 letter. 

I will review the materials immediately and let you know, no later than June 8, 2018, whether 
we need any of the additional requested materials. I£ so, those remaining materials will be due 
by June 25, 2018. 

Please confirm that your client will agree to the above rolling production. 
3 
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In addition, I will be out of the office and unavailable starting at noon on Friday, June 1, 2018, 
and will not return until June 5, 2018. Therefore, if you plan to produce materials on June 4 
electronically, please let me know so that I can arrange for someone to send an SFTP link to 
whoever will be uploading the data. If you have any other questions or concerns, please be in 
touch some time tomorrow so that we can work out any additional logistics. 

Best, 
Miriam 

Miriam R. Lederer 
Attorney, Division of Enforcement 
Bureau of Consumer Protection 
Federal Trade Commission 
600 Pennsylvania Ave., N.W., CC-9528 
Washington, D.C. 20580 
Phone: 202.326.2975 
Fax: 202.326.3197 

From: Lustigman, Andrew B. [mailto:Alustigman@olshanlaw.com] 
Sent: Tuesday, May 29, 2018 4:45 PM 
To: Lederer, Miriam 
Cc: DEbrief 
Subject: RE: FTC v. Health Research Laboratories, Case No. 2:12-cv-00467-JDL 

Miriam-

Following up on our discussion, we offer the following proposal to address the concerns raised, and to 
balance the burden imposed on my client who has cooperated with the FTC over the course of its 3.5 
year investigation. 

As it relates to your inquiry, the company is marketing the products identified on an Ex B. to the 
report. Since the entry of the permanent injunction in January 2018, the company has marketing by 
mail 10 products, with the remainder of the products marketed online at the two URLs previously 
provided. 

For those 10 products marketed by mail, we propose to provide by June 4, the mailers, telemarketing 
scripts, and labels. For the Internet-only products, I am advised that the Internet copy has not changed 
during this time period, and is already available for your inspection. My cl ient does not include 
additional marketing materials on fulfillment. 

We will also provide an updated certification of the distribution of the order, including any additional 
order acknowledgments that have been received. 

I trust that the foregoing would be sufficient for you to confirm my clients' compliance with the order. 
4 
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Please let me know if you have any questions. 

Best, 
Andy 

Andrew B. Lustlgman 

OLSHAN 

OLSHAN FROME WOLOSIIY UP 
1325 Avenue at the Aml!flCH 
(Entnnc1 Is on 53"' SllMI balWl8n Sixth and S.wnth Avanua) 
New Yorll, NV 10019 
Direct: 212,451,22511 
Facslmll1; 2f2.451.2Zl2 
Em■II: Al.ullllgm■n@alllhllnl■w.cam 
Web: www.af1b1olg,ccN11 

From: Lederer, Miriam lmailto:mlederer'@ftc.gov] 
Sent: Monday, May 21, 2018 4:27 PM 
To: Lustigman, Andrew B. <ALustigman@olshanlaw.com> 
Cc: DEbrief <DEbrief@ftc.goV> 
Subject: FTC v. Health Research Laboratories, Case No. 2:12-cv-00467-JDL 

Dear Andy: 

Please see that attached correspondence. 

Best, 
Miriam 

Miriam R. Lederer 
Attorney, Division of Enforcement 
Bureau of Consumer Protection 
Federal Trade Commission 
600 Pennsylvania Ave., N.W., CC-9528 
Washington, D.C. 20580 
Phone: 202.326.2975 
Fax: 202.326.3197 

Electronic transmissions by the law firm of 01111an Frame Wolosky UP may contain information that is confidential or proprietary, 01 
protecteQ by I~ llltomey~lent prMlege or WQlk product dnct~ne. If you !Ire not I~ lntenc,led l'l!Clpient, l,le aware !Nit any dl!l(:IO!l\lre, 
copying, distribution or use of tho contents hamof is strictly prohibited. If you haw receiwd 1his transmission in error, please notify Olshan 
Frame Wolosky LLP at once at 212.451.2300. 

5 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF MAINE 

FEDERAL TRADE COMMISSION and 
STATE of MAINE, 

Plaintiffs, 

-v.-

HEALTE RESEARCH LABORATORIES, LLC, 
a limited liability company, and 

KRAMER DUHON, individually and as an owner 
and officer of HEAL TH RESEARCH 
LABO RA TORIES, LLC, 

Defendants. 

Case No. 2:17-cv-00467-JDL 

SUPPLEMENTAL STATEMENT OF COMPLIANCE 

I, Kramer Duhon, on behalf of myself and Health Research Laboratories, LLC 

(hereinafter, the "Company"), do hereby state as follows: 

1. The following Supplemental Statement of Compliance is submitted in response to 

Ms. Miriam R. Lederer' s letter dated May 21, 2018, as modified by her email of June 1, 2018. 

The infor□ation in this Supplemental Statement of Compliance and certain attachments hereto 

are designated Confidential and should be given the level of confidential treatment accorded by 

the provis~ons of 15 U.S.C. §§46(f) and 57b-2 and the Federal Trade Commission's Rules of 

Practice as set forth at 16 C.F.R. §§4.10-4.11. 

2. I have delivered or caused to be delivered a copy of the Stipulated Final Judgment 

And Order For Permanent Injunction And Other Equitable Relief (the "Order") to the following 

persons and entities set forth at HRL004908. The Order Acknowledgements that were received 

are produced at Bates HRL004895-004907. 
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3. The Company's response to Specification No. 5 (listing of all products marketed 

since January 2018 and requested dates) is set forth at Bates HRL005223. 

4. We have instituted a number of robust procedures at a significant investment cost 

to ensure r~asonable compliance with the Order. For example, the products' efficacy claims 

have been reviewed by an independent scientific expert to confirm that they are supported by the 

appropriate level of scientific research. In addition, the Company's marketing materials that 

feature Dr. Richard Cohen are reviewed by him to confirm that the product claims are reasonably 

supported based on the current state of scientific literature. (A copy of his agreement, biography 

and approvals are produced at Bates HRL005207-5222). The mailers, Internet advertising and 

telemarketing scripts are submitted to the Olshan law firm for legal review. Moreover, the 

product labels have been reviewed by an independent scientific researcher. 

5. With respect to Specification No. 6 (as modified), the company responds as 

follows. The Company marketed the following products by mail since January 2018: Betarol, 

Clear Colon Defense, Thyroid Essentials, Bio Stem, Neupathic, MaximumT, Black Garlic BG 18, 

Black Garlic Botanicals, The Ultimate Heart Formula, Bladder Eze, and T-Plus. The labels for 

these products are produced at Bates HRL004909-4919; mailers are produced at Bates 

HRL004920-5101; and telemarketing scripts are produced at Bates HRL005102-5206. Since 

January 2018, I am unaware of the Company using any additional marketing channel or utilizing 

materially different marketing materials for the Identified Products ( as defined by Specification 

5). 

6. With respect to Specification No. 8, I am unaware of any of the Identified 

Products or Essentially Equivalent Products being distributed by any authorized third-party 

retailer. As such, there are no advertisements responsive to Specification 8. 

2 

Case 2:17-cv-00467-JDL Document 21-2 Filed 12/17/19 Page 39 of 52 PageID #: 280 

PX 2



PUBLICFEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 197 of 465 * PUBLIC *

I certify that the foregoing is true and correct to the best of my knowledge and information based 

on my review of the books and records of the Company. 

Executed on June 6, 2018 

3 

MER DUHON, individually 
and on behalf of Health Research 
Laboratories, LLC 

Case 2:17-cv-00467-JDL Document 21-2 Filed 12/17/19 Page 40 of 52 PageID #: 281 

PX 2



PUBLICFEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 198 of 465 * PUBLIC *

 
 
 
 
 
 
 

   
 

  

Case 2:17-cv-00467-JDL Document 21-2 Filed 12/17/19 Page 41 of 52 PageID #: 282 

Lewis Declaration 

ATTACHMENT G 

PX 2



FEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 199 of 465 * PUBLIC *Nulrilion1I Suppl1m,n1 
Su9au1,d u,a: As, dle1a,y '"""""""~ ~~" 
111• IW1) I~ tablell d•llf, pttls,.tly wlio m•d,. 
KEa'OIJt OFlHE RfACH OF CrillOIIDI 
CONSU lOUSEIFYIW IIAVE 
ORS TION.METAK~ 
FRESC PKEGNANI OR lAC1A1l l6. 
MIT f-0 E!l ll!H.SEOf 
IIY£ARS. 

STORE l'IWOUCT ATl5· JO'C (51 · li'f) 
PROTECT FROM HEAT,UGHTAND MOIITU!lt 00 NOT 
PURCHASE If SEA\ IS BRO~tll 
Manufactured OisttibUt<d by: 
~ealltl Remreh ubuntor\e, 165 Ple,,.nrAv•. 
South Ponlaod, UE 041~ 
TO REOAOEll. CAI.I. TOll-FREE U~l!U31! 

.. lt'Sm.1~r1titisMai l ttJl't\'l!IQ.lll:flYtlff ,w..twlt l!IMCT 
u~,m.Jlllll)IDClwat.M.1,0lllt.Oll"'~AAVNin'SC. 

MFF'i1WF41 • 117II05 • 4548 

Betarol 

Helps Mainlaln Prostate Heal!li 
and Soxual Woll Being .. 

Dietary Supplement 

Supplement Facts 
t::.3:!~.Jl 

S.Ninf?»(S--""""1,10-ltltliil,Zi~~ .... , 
blliWN'Wli:l J llfrttm-M! 

•6'l\'\f4ltrOl·ffltlJ•'4od. 

"'"' 
""" 

.. ... 
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two t2) capsules dally, preferably with evenlflg meal 
KEEP OUT THE REACH OF CHILDREN. 
Consult your doctor pl1Df to ~e llyou have Of suspect 
a medical condl1Jon. are laking presc~ptJon drugs, or 
are pregnant Of lactatlng. Not for use i,y Individuals 
under the a,ge d 18 years. 
STORE PRODUCT AS 15-30 •c {5&-86 •f). 
PROTECT FROM HEAT, LIGHT ANO MOISTURE. 
00 NOT PURCHASE IF SEAL IS BROKEN. 

Marutactured 101 and dlslttbuted 1JV 
Health Research Labs 

165 Pleasant Avenue, South Portland, ME 04106 

To Re-Order, Call T~Free 1·88&-494-6187 

"'This S1Bll1111'lfll Im not lleeCl MINlll&d l)y tlH! Food 
and ()1JQ Admlrlts!llllion. Tills pn)duCt ls not lntllndeel 
m diagnaee, ueat, cure Of piwen1 anv •-

SUPPORTS COLON HEALTH.-

~ 1 blnliveceBspersemng ~-~ 
~ at the time of manufacture " 

Suppleme nt Facts 
Serving Size: 2 capsules 
Servings Per Container: 30 

A11101Jnt 'lb Daily 
PerS61VTno Value 

Au aeed {l.inum 11Sil//linnvn) Powde, 700 mg 
Chiofetla We Celt, (2'¥ ChlOIYJl/1)10 200mg 
Apple Pecbn (PyM m,/t/$} Powder 100mg 
Wheat Bran (Tnticum 111Jft1'111nY Powder 100mg 
Ltctnbacilus acidophi\ia 0.90bk!CFU 
Bifidobacterium bl~ 0.10bloCFU 

' Oaitf Value llOI aallbl~ 
Other fn9rtdient1: Gelatll, O!Qakiium Phosphate, 
Vegetable Mag,,wUl!I Staarate. Si!iwn Diadde, 
Cantai,.: Wheal py 7 

HRL0049 tt, 

. . . 
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Suggested Use: As a dietary supplement, 
adults take one (1) capsules dally preferably 
with a meal or as recommended by a 
physician. 
KEEP OUT OF THE REACH OF CHILDREN. 

Consult your doctor prior to use If you have 
or suspect a medical condition, are taking 
prescrlptlon drugs, or are pregnant or 
lactating. 
STORE PRODUCT AT 15-30 °C (58-86 °F). 
PROTECT FROM HEAT, LIGHT AND 
MOISTURE. 

"'This statement has not been evaluatea 
by the Food and Drug Administration. 

This product Is not Intended to diagnose, 
treat, cure or prevent any disease. 

ft Health Researt:h 
Laboratories 

Thyroid Essentials 

Supplement Facts 
Serving Size: 1 capsules 
Servings Per Container: 30 

Amount Per %Daily 
Serving Value 

Vitamin E 40mg 2sa% 
(as d-alplla tocoplleryl succlnate) 
Iodine (from Seaceutlcals'") 210 mcg 140% 
serenlum (as L-selomethionlne) 70mc~ 127% 

Seaceutlcals™ 3000 
Sea Vegetation 

75mg . 
(wl1ole thaliusJ p<mder (containing 
Laninsriahyperborea, Ascophyflum 
nodosum, Laminsria dig/!a!a) 

~ Daily Value not estabDahsd -
Other Ingredients: Rl~~~J1getable Stearmes &Silicates 

Manufac ure or an istributed by 
Health Research Labs, 165 Pleasant /we, S Portland, ME 04106 

TO RE-ORDER, CALL TOLL-FREE 1-888-870-0533 
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S.-td \lit: T•~• twocspsule• daily 
p:e<eflllll)' Mil) meals as a dlelary supplement 

KEEi' OUT OF THE REACH OF CfflU)R!X 

SJORE PROO\JCT Al 15 .30•0 (58 •86'F) 

PROTECT Fl!OM HEAT. UGl!T MD MOOiTVRE 

11.MPER llf51STAHT. DO NOT USE IF SEAL IS BROl<EN. 

OISCONllNU~USE IF YOU EXPtR1£NCE ADVERSE 
OR UNO£SiAABLE SYMPTD/olS. 

~~J:i;~ ~.~~::grk~~~1 
l>O(o,e uslA& 1l>i• product. 

Dls:ribute<i t,y. Htallll R-ch Labs 
185 Plnhnt AV., 
Sowth Portlaod, ME 04106 
UJ.37t-14.U 

HEAl.llt RESEARCfl IAIS 

BioS 
---==---

Stem Cell S1111ant I 
IJIUIIIIIGCIDI 

IUellrJ IUIDlemenl 
H UGIII IIIJCIPS 

NPN# 80067382 

Supplement Fac1:s 
~S::T.'2wp11lfff 
&e~l'ft~ ~ 

fl)(sf1! 

i'.-IMl:ti'f&w.'8.il&G"!!fnNtMPowd~ __ .....,,..J(>,""'ie!) 

fnt1,11,),i.11 0'l(tl111gf~.1,1~fl:11I 
•~12-m{~#'dl so .. 
lt,,l,_-N~O~~adil 
lnal:nf&OQ\191 l'!,a,1.-onq ffofr, ~Ill 

tPtlC\erA~'nlffl,!tba$ed<r,12.CC01;1Wfieoitl 
... Olif/'Nll!"°'~hnt. 

Dcier~:Ak$ffl«\ gotdl\\liaiftl-£.yt-.;tt~l)I~~ ...-.... 
l~t('ls:t~~~• of~·~~ 
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SIIUMIM Use: As a dletaJ)' supptemen~ adults t&ke two 
CSJ)SlJle$ dally l)lcferably With meals, 

Km' OUTTHE REACH OF Cltl!DIEN, 

CDIISllll lellr pl,ysld,n, 

STO~E PRODUCT AS,15-30 •c (5&86 °F). PROTEC! flfOM HOO, 
LIGHTAND MOISllJRE. 

Mla!lllrum m 111- 4lilrllltH ~r. 
Health Researcli Labs 
165 Pleasant Ave. 
South Pontand, ME 04106. 

To Rt--Ot,ler, tal Tol•F11t l ... 761-5490 

• 'This statement has po\ bel!1l evaluated llytlle Riod and. Drui 
Mm1nistratio11, ihis product is not intended to djag,iooo. beat, 
CUil! or prevent apy diooase. 

Supplement Facts 
S.111lnc Size; 2 c.ipsum 
Sttvl!lcr, Pet Co11to1ce.SO 

~;1Pe• %.[)aRyi.-a:1.,. 

\'l1Jmln Li»d' 111'lb1 looxt~,tr.t'ltt,1 , . ., ,.,,,. 
\'llitmill Uf1tt~lnt.lft!!1ocblri ridc 33.llll 2220\\ 
\'l:~ min llf f~n~ !l!f Ith 11.i~il\!> iU"' liilii 
fCIJ1te/M IOOUcid} 21ii.7mc1 ill 
'tl!Jmln R12illfe~~lnlnt' 16.7rrd Vil 
f.oi1!~ MnlOS1'0ilfft l,'!;111Jlla{IWlc.JC.id illii-7 mt 
•Qii~\1-'itcn!il ~Jllllshd 
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Nutritional Supplement 
S<Q,sted uae: l.s • diet>IJI supl)lemefl~ a<luls 
tal\a\WO (2) cap,a.jos dally, p,o~ with ...... , 
·or as ,ocommencled by·a P,hysicflln. 

KEEP OUT OF lltE REAC~ OF CHIU>R€N 

S'IOAE F'flOOIJC'T AT .15 • 301: (58· 88'f) 
PROTECT ffiOM HEAT, UGHT AND MOISTVI\E. 

NOT l\lR IJS£ If( a.OMDUAI.S UNDEJl lllE f,GE 
OFlnEARS. 

DISCONTINIIE US£ IF YOU Elil'£RIEl<CE ,'Dl'tRSE OR 
UNDE51RASlE S'/1,f'TOMS. 

TO REOOOOI". CAil TI>u..fREE &n -41!).?679 

OistribU~ l1f. Health Resean:11 lallg 
166 Pleasant A\'f!. 
South Portland. ME 04106 

• MS fflTEMEMT KA$ t«>T8EEM ~ltO BY THE fW,. li-llS'POOPl.tT 1$ 
,<OIL'ITBi0£1HO~ll<OO,CIJllf..OijP<l£VOO,.,,.,asw(. 

klAl:JH RE.wac, LUI 

MAXIMUMT! 
Scientifically 
Formulated 

Testosterone Support 

60 capsules 

VIETAIIY lllffl.£11ENT 

NPN# 80067379 

Supplement Facts --2~ ,-Cldlillw8:30 
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SOggested Use: As a dietary suppl&men~ adults take 
two capsules daily pmferably with meals. 
KEEP OUT THE REACH OF CHILDREN. 

Consult your doctor prior lo use If you have or 
wspect a medlcal condition, are takfng prescnp
tion drugs, or are pregnant or lactating. Not tor use 
by individuals under the age of 18 years. 
STORE PRODUCT AS 15-30 •c (58-86 °F). 
PROTECT FROM MEAT, LIGHT AND MOISTURE. 
00 NOT PURCl!ASE IF SEAL IS BROKEN. 

Manufaclured for and distributed by 
Whole Body Supplements 

165 PleasantAve, South Portrand, ME 04106 

To Re-Otder, Call Toll-Free 1-888·493-8454 

'"Thltstatem8flt has not been evaluated by 111e Food 
and Drug Ad,mlnlstraUoo Tois product ls not intended 
to diagnose, treat, cure or prevent any disease. 

SUPPLEMENT FACTS 
Saving Size 2 ca~ules Sel'lings Per Container 30 

Am0111t Per % Daily 
semng Vakte 

Aged black garlic bulb powd8' 1200 mg • 
(AUium sativum) 
(providing 3% polyphenots) 

'Daily Value not established. 

Other kigredients: Gelatin, Rice Flour, Vegetable 
Stoo.rate, Silica. 
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suggested Use: As a diera,y supptemen~ adults lake 
two capsule5 daily preferably with meals. 
KEEP OUT THE REACH OF CHILDREN. 
Consult your doctor prior In use ti you nave or 
suspect a medical eondltlon, are taltill(J presctlp· 
lion drugs, or are prego.ant or lactatlllg. Not for use 
by lndiVldUl!lS ull()ef the age of 18 years. 
STORE PRODUCT AS 15-30 •c (58-86 •F). 
PROTECT FROM HEAT, llGHT AND MOISTURE. 
00 NOT PURCHASE IF SEAL IS BROKEN. 

M.anllfaclllfed IOI and d!sllibllted by 
Health Research Labs 

165 Plea!allt Avenue. South Port!a/1d, ME 04106 

To Rt-Order, Call Toll•ftee 1·888-491-0n4 

••T1111 ltatemtnl ha llOI beetl evawied :,Y Ille f1Jod 
and OM Admlnlsl/31lon T11IJ Pfl)ducl Is not k!lfflded 
IO~. bat, curt a, arevenl 1ltP/ GIRU!t 

SUPPLEIMENT FACTS 
Servihgs Per Contsini1r 30 

Amount Pet % Daily 
Sll!Ying Vakle 

gEd black garlic butJ powd!.r 1200 mg 
(alium saiivun) 
(p!C11iding 3'6 pdyphBnols) 
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....,._ _,.. ____ ... ,_,, ...,..._ ___ .., __ 

... ., •• 15_-... ....... 
CID OOTOf UACII Of OIIIJ)U.'f 

a-i,,--1"'°'• - w,-...... -·--.. .... _... ........... ..._ 
Hnnr+er:dW_....._._. ---Ill ___ .. _ 

.. -..-c.a--•--

I 
____ .., ___ , .......... ....,.. -------

llLU'ffl lUIAIICII I.UI 

The 
Ultimate 

Heart 
Formula 

.... ~u.,.,,r-..a. 
""....,-,.s.,,_,,,,_ __ " 
-·-.. , ...... ~-·,- --
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-fflJIII(: ,.,_.- ....... 
1..-at11ylll•~ .,,_ 
lllP OUT IIF lllllltlCII DI CIIUIIDI ,--1•1-n-ll.lll 
DOllltWlllltODCfflllllltllll _._ 
.,, ... 11~
nl;aclllFlltOIUOIIOlllll.f 
,. .. __ _ 
·-----· l!WJIIIUUKWL'a 111----MIN __ ..., .. ,.. --~ ... -~--......... ,_.., . .,_ ...... ................. 

BladderEZE 
BLADDER SUPPORT FORMULA 

60 CAPSULES 
o;nm sum1.11110 

Supplement Facts 
~w• tC...,_ -.,.,..-.. .. -,.._ 
C Zj.4A =::t:=:=. 
e-,-----1---. .... ..,... ......... 

_., 
Ii""" .... ..... .. .. - , .. =•--•·"'=== · a ............. ... ......._ ..... ~--Dlllilla 

.. tu, .,,._ 
..... -... 

-
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suuectad ~:Al• dietaiy sai,l•ment. •clufb 
W!otwo(21 .. P' .. •dail)', ..... 11b11'wlihl0Ula. 
or u ,econ,~ 1:i, .a pbplclM'l.i 

VIIA'"t.WOIIIIMIGIIHll.....,_~Ullla,,a 
M11y-.n!IM1H1ty,vblltfttd.lnlc:af,...__ 

1(££P OIJTOf TM£ REACH Of cHiUH<EN 

STORE PilootJCT AT 1S • 30'C(58 -86'F) 
PIIOrtCT FRO!I tftAT, llG!fl AND 'i!OISTIJR!. 

NOT FOR USE BY INDMOOALS lllllE/I lllE.AGf.OF 
18 \'£,\RS. DO NOT US£ ,~vou ARE PllEG!iANTOR NURSlll!l. 

DISCONTINUE US£ nou £XPERIEIICE ~OVERS! 00 
UNDESIRA81£ SYMPTOl,IS. 

TO REOROE.'R, CAil. TOU..fllEE rn-.Sl-<l2.20 

J)islrlbutlld by'. Hoallh R-n,h lal>s 
165 Pltaunl A.vt. 
S<>uih Portland, ME 04108 

• n,,smnMIM~.,jimrn,7m-,-'"'-· ""5- ,-... - ui:r-
1$ ~ ltm:NDE.0 TO 01.iQNOSE. "'tAr, CIJ!tt, QR PRO'EJCT ANY OIStASE 

HEALT!i RESEARCH IASS 

la1l 

· entifically 
ormulated 
terone Support 

Oiutary Supplement 

Supplement Facts _,.,,,,.._ 
~,--t'lllflblne,;.30 

M'IOi/!II "D.,jl' ,.._ --.... .. c .. ,,......_ j_- 103~ 
M~~aipetta~ --?a~ kmll!Wl--fMtionln&-'~ '"' 

. .,, 
0.l'.Slntw('-11uff~)(l'lofflt~l ~) -.,, __ 111',, 

"""' '""'""(f,,A)_(I, __ 2'°"" 
<illtll,, .. Oeaf),_._, '"""' ,_,..t,o,q __ ,.....,,.,_., - f 

.,,..,....,(,'lb..,,..-'41/>Wntl-,;) 2.lilir.t ,.,,. __ (l\_,_,r,.,.,..,,.., 
"'°"' ~('~(lee(lfllM!lelllPllllH(l!'M,W - . ....,_, .. .., -

-P,.-(.-1)--1>.:IO!<- .16•• 
""'" I ll!( 
<><EA "" •Diaay¥l1111t,..,_Mtllllw-d.0!11"~~~-----·-IMA• 1- • Ffftral lrtdffll■kOf .SkM:S,'tlfffl, tnc..,S.C.1Sbi CA 9.CC70 
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EXPERT REPORT OF FRANK M. SACKS, M.D. 

I. Credentials and Qualifications 

I am a Professor of Medicine at Harvard Medical School, a Professor of Cardiovascular 

Disease Prevention in the Department of Nutrition at Harvard T.H. Chan School of Public 

Health, and a Senior Physician at Brigham & Women’s Hospital. In these roles, I engage in 

research and teaching related to hyperlipidemia, hypertension, and associated conditions in the 

prevention and treatment of cardiovascular disease (CVD).  

My clinical field of expertise is lipidology. Clinical lipidology is the diagnosis and 

treatment of lipid disorders including hypercholesterolemia (high blood cholesterol), 

hypertriglyceridemia (high blood triglycerides), and low high-density lipoprotein (HDL) 

cholesterol.  My clinical practice was in the Cardiology Division at Brigham and Women’s 

Hospital from 1984 to 2010.  I treated patients for the above-mentioned disorders, and often for 

additional conditions associated with cardiovascular disease, including hypertension, 

atherosclerosis, and type 2 diabetes. 

I have substantial experience conducting randomized clinical trials, and my research has 

resulted in over 240 publications in peer-reviewed journals.  I was the 2011 recipient of the 

American Heart Association (AHA)’s Research Achievement Award for lifetime research in 

cardiovascular disease. This was the top annual award of the AHA for research at the time. 

I have held editorial positions with numerous publications in my fields of study.  From 

2007-2010, I was Associate Editor of The American Journal of Clinical Nutrition, the leading 

journal publishing research on nutrition and human disease.  This position involved evaluating 

the quality and determining the acceptability of over 200 research manuscripts each year.  I was 
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also an Associate Editor of the Journal of Clinical Lipidology. 

Over the past ten years, I have peer-reviewed hundreds of papers submitted for 

publication to scientific journals.  Many involved randomized, double-blind, and placebo-

controlled clinical studies or other types of clinical studies.  Nearly all involved the study of 

CVD or coronary heart disease (CHD) or related endpoints.  Additional details about my 

credentials and qualifications are provided in my curriculum vitae (Attachment A).  Based on my 

education, training and experience, I consider myself an expert in the fields of CVD, CHD, 

cholesterol disorders, hypertension, and atherosclerosis as well as the design, conduct, and 

analysis of clinical trials. 

I previously testified as an expert in FTC v. POM Wonderful, FTC Docket No. 9344.  I 

have also testified in other cases that are identified in Attachment A. I am being compensated 

for my work on this matter by the FTC at the rate of $350 per hour. 

II. Scope of Review and Summary of Conclusions 

In connection with this case, counsel for the FTC asked me to provide my expert opinion 

on several questions: 

1. Are cardiovascular disease, atherosclerosis, and hypertension diseases? 

Answer: Yes, all three are diseases. 

2. Have the defendants, Health Research Laboratories and Kramer Duhon, provided 
competent and reliable scientific evidence substantiating the truth of their 
representations that Black Garlic Botanicals, BG18, and Ultimate Heart Formula 
cures, treats or mitigates cardiovascular disease, atherosclerosis, and hypertension? 
Specifically, did defendants have randomized, double-blind, and placebo-controlled 
human clinical testing, conducted by researchers qualified by training and experience 
to conduct such testing, of Black Garlic Botanicals, BG18, Ultimate Heart Formula or 
an Essentially Equivalent Product as that term is defined in the January 16, 2018 
Order, that is sufficient in quality or quantity based on standards generally accepted 
by experts in cardiovascular disease, atherosclerosis, or hypertension, when 
considered in light of the entire body of relevant and reliable scientific evidence, to 
substantiate that the above representations are true? 
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Answer:  No, the defendants do not have such human clinical testing to support 
claims that their products cure, mitigate, or treat cardiovascular disease, 
atherosclerosis, or hypertension. 

3. What is your expert opinion as to whether Black Garlic Botanicals, BG18, and 
Ultimate Heart Formula or their ingredients, if properly tested with randomized, 
double-blind, placebo controlled human trials, could cure, mitigate, or treat 
cardiovascular disease, atherosclerosis, or hypertension? 

Answer: Based on my 23 years of professional experience in the fields of 
cardiovascular disease, atherosclerosis, hypertension and hyperlipidemia, as well as 
my review of available evidence from human studies, there is no reason to believe 
that Black Garlic Botanicals, BG18, and Ultimate Heart Formula or their ingredients 
can cure, mitigate, or treat cardiovascular disease, atherosclerosis, or hypertension.  It 
is much more likely that these products have no effect on these diseases. 

III. Materials Considered 

In preparing this report and my conclusions, I considered the following documents 

provided to me by counsel for the FTC: 

(1) Letters from defendants’ counsel to the FTC dated January 30, April 10, June 20, and 
September 27, 2019. 

(2) Purported substantiation and related documents submitted to the FTC by defendants’ 
counsel.  
HRL005240-5435, HRL007714-7901, HRL007732-007749, HRL008150, HRL008151-
008156, HRL008157-008162, HRL008164-008169, HRL008170-008231 

(3) Labels for Black Garlic Botanicals, BG18, and Ultimate Heart Formula. 
HRL004909-004919 

(4) Advertising for Black Garlic Botanicals and Ultimate Heart Formula. 
HRL004984-004999, HRL005068-005083 

(5) Stipulated Final Judgment and Order for Permanent Injunction and Other Equitable 
Relief entered in FTC and Maine v. Health Research Laboratories, LLC, et al., No. 2:17-
cv-00467-JDL (Jan. 16, 2018). 

In developing my opinions, I also considered and performed an independent review of 

relevant materials that included searches of the PubMed, National Library of Medicine 

(“PubMed”) database for human clinical trials on black garlic, nattokinase, EDTA chelation, and 

3 

PX 3



PUBLICFEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 214 of 465 * PUBLIC *

 

    

   

   

   

   

   

  

 

  

   

  

  

   

  

 

     

        

    

    

 

   
 

Case 2:17-cv-00467-JDL Document 21-6 Filed 12/17/19 Page 5 of 72 PageID #: 362 

Coenzyme Q10 (“CoQ10”).  PubMed is a research database containing peer-reviewed 

biomedical literature and is the definitive, comprehensive resource used by research scientists to 

find articles that broadly pertain to medical and health science. I looked for, and was unable to 

find, any randomized, double-blind, and placebo-controlled human clinical trials involving 

products with the same combination of ingredients or the same doses of the purportedly active 

ingredients in BG18, Black Garlic Botanicals, or Ultimate Heart Formula.  Such randomized, 

double-blind, placebo-controlled trials are the evidence-based standard to establish that an agent 

cures, mitigates, or treats a disease. 

Randomization refers to a method by which study patients are assigned, randomly, to 

either the active product group or the control group.  Randomization is important to help 

eliminate the possibility that a researcher may consciously or subconsciously employ a selection 

bias, for example, assign healthier or less healthy people to the treatment group, as compared to 

the control group.  Randomization creates a likelihood that the make-up of the treatment and 

control groups will be similar on all relevant characteristics. A trial is double blind if neither the 

subject nor the investigator knows which subjects are receiving the placebo or the tested 

treatment.  Double-blindness is important to avoiding inadvertent bias by the subject or the 

investigator. A trial is placebo-controlled if one group of subjects receives the treatment that is 

being tested, while another separate control group receives an inactive pill or treatment that has 

no therapeutic effect. This is important to account for a “placebo effect,” where a subject shows 

improvement even when receiving an ineffective treatment. It is also important because factors 

such as the passage of time and other environmental changes can result in changes to the 

endpoint being measured. 

IV. Cardiovascular Disease, Atherosclerosis, and Hypertension 
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Cardiovascular disease refers to heart attack, angina pectoris (chest pain due to heart 

disease), heart failure, and stroke.  Unquestionably, these are diseases, which, in fact, comprise 

by far the most prevalent life-threatening conditions, globally.  Cardiovascular disease includes 

disease afflicting the large arteries that supply blood to the heart (coronary arteries) and brain 

(carotid and vertebral arteries and their branches).  Blood flow through arteries can be reduced 

by blockages caused by cholesterol deposits from high levels of low density lipoprotein (“LDL”) 

and the resulting inflammatory and thrombotic reactions in the vessel wall, known as 

atherosclerosis.  Atherosclerosis is a disease.  High blood pressure and high LDL-cholesterol 

concentration in blood are the two most important causes of atherosclerosis, heart attack and 

stroke.  (Grundy SM et al. 2018 AHA/ACC/AACVPR/AAPA/ABC/ACPM/ADA/ 

AGS/APhA/ASPC/NLA/PCNA Guideline on the Management of Blood Cholesterol 

A Report of the American College of Cardiology/American Heart Association Task Force on 

Clinical Practice Guidelines. Circulation 2018; pp.1-75.) 

Hypertension, commonly referred to as high blood pressure, is also a disease.  (Whelton 

PK, Carey RM. The 2017 Clinical Practice Guideline for High Blood Pressure. JAMA. 2017 Dec 

5;318(21): 2073-2074.) High blood pressure damages the large blood vessels by making them 

stiff, fibrous and calcified.  It also damages the kidneys causing them to secrete hormones that 

further increase blood pressure.  High blood pressure also damages the small blood vessels 

which deliver arterial blood to the capillary beds of organs and tissues.  The pressure in the small 

vessels increases causing higher resistance to the flow of blood to the organs, requiring still 

higher levels of blood pressure to compensate.  High blood pressure damages the heart by 

thickening the muscular wall of the left ventricle.  The heart undergoes chronic strain, leading to 

heart failure. 
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V. Evaluation of Studies and Materials That Defendants Provided Related to Black 
Garlic and Aged Garlic Extract 

I reviewed all of the articles and materials related to garlic and black garlic that 

defendants submitted to the FTC prior to the date of this report in response to requests for 

substantiation of claims related to BG18, Black Garlic, and Ultimate Heart Formula. I also 

performed a literature search using PubMed with “black garlic” as the search term. A total of 

221 citations were retrieved by PubMed.  Limiting the search to humans yielded 103 citations, 

and limiting to clinical trials yielded 7 citations of which only two tested the effect of black 

garlic on endpoints related to cardiovascular disease, atherosclerosis, and hypertension.  

Therefore, clinical trials of black garlic (also known as aged black garlic) are few.  None of the 

clinical trials of black garlic tested the same dose as found in BG18 and Black Garlic Botanicals.  

Each capsule of BG18 and Black Garlic Botanicals contains 600 mg of black garlic.  The 

recommended serving on the labels is two capsules for a total daily dose of 1200 mg (1.2g) 

(HRL004915, HRL004916).  Thus, an important consideration in my evaluation of the studies 

involving black garlic is the amount of daily dose tested in comparison to the recommended 

daily serving size of BG18 and Black Garlic Botanicals.  Because the tested products have higher 

doses of black garlic than do defendants’ products, they are not essentially equivalent to 

defendants’ products under the terms of the January 16, 2018 Order. 

Composition and Bioequivalence 

The particular form and preparation of garlic tested is critically important.  Like products 

providing a different dose of black garlic than provided by defendants’ products, forms of garlic 

that differ chemically from black garlic are not essentially equivalent to defendants’ products 

because they are not identical ingredients or the same form of ingredient.  As explained in more 

detail below, the substantiation submitted and relied upon by defendants to support their claims 
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related to BG18/Black Garlic Botanicals primarily consists of trials testing aged garlic extract, 

rather than black garlic. 

Garlic has many chemical components that affect its sensory properties as well as its 

effects on biological systems.  Black garlic is made by treating garlic cloves at high temperature, 

70C, and 90% humidity for 35 days (HRL005272-005284: Choi IS, Molecules 2014;19:16811-

16823). Lawson LD and Hunsaker SM (Nutrients 2018;10:1-49) tested garlic prepared in similar 

conditions, 60C-90C, 80-90% humidity, and 30-40 days.  Since all black garlic is aged, the 

products are often called “aged black garlic.” The process causes the garlic cloves to turn purple 

or black and eliminates the pungent smell and taste of fresh garlic. This process greatly alters the 

chemical composition of garlic. Flavonoids and polyphenols increase; alliin, allicin, and 

glutamyl S-allyl cysteine (GSAC) decrease to near undetectable levels; and S-allyl cysteine 

(SAC), a conversion product of GSAC, is the only known compound remaining (Lawson and 

Hunsaker. Nutrients 2018;10:1-49).  This distribution of bioactive compounds is unique among 

garlic preparations that have been studied in clinical trials.  

Lawson and Hunsaker have hypothesized that other, uncharacterized sulfur-containing 

conversion and degradation products of alliin are produced during the aging process of black 

garlic.  Noting these differences in composition between black garlic and fresh garlic, it is clear 

that black garlic is likely to have biological effects that differ from other garlic preparations, 

including aged garlic extract, powdered fresh garlic, and enteric coated garlic tablets.  Harunobu 

Amagase, Ph.D., Institute of Pharmaceutical Sciences, Hiroshima University School of 

Medicine, and later at the Institute for Medical Research, Wakunaga Pharmaceuticals reviewed 

the constituents of various garlic preparations (Amagase H. Clarifying the real bioactive 

constituents of garlic. J Nutr. 2006 Mar;136(3 Suppl):716S-725S).  Dr. Amagase published many 
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articles on bioactive compounds, including those in black garlic, in well-regarded biomedical 

sciences journals, such as American Journal of Clinical Nutrition, and Journal of Nutrition. He 

stated: “Because different garlic preparations consist of different constituents, the safety and 

effectiveness of each product must be examined through toxicological and pharmacological 

tests.” Id. 

Lawson and Hunsaker (cited above) also have described an increase in anti-inflammatory 

and anti-oxidant properties of black garlic, possibly caused by polyphenols and flavonoids.  

However, largely to the contrary, Ryu and Kang describe recent studies that compared the 

biological activity and function of aged black garlic to those of raw garlic.  Black garlic had 

lower anti-inflammatory, anti-coagulation, immunomodulatory, and anti-allergic effects but 

more antioxidant effects compared to raw garlic (Ryu JH, Kang D. Molecules 2017;22(6):1-14). 

The studies of Budoff and colleagues cited by the defendants as purported substantiation 

for their claims for Black Garlic Botanicals and BG18 tested aged garlic extract, not black garlic 

(HRL007714-007901, HRL007732-007749, HRL008150, HRL008151-008156, HRL008157-

008162). Aged garlic extract, which has been tested in many more trials than black garlic, is 

made from fresh garlic by a completely different method than that used to make aged black 

garlic.  To make aged garlic extract, fresh raw garlic cloves are sliced, incubated in 20% ethyl 

alcohol for up to 20 months at ambient temperature. (Lawson and Hunsaker. Nutrients 

2018;10:1-49).  The product has GSAC, SAC, and a small amount of alliin, a chemical 

composition that differs from black garlic.  Id.  The studies of Budoff and colleagues reported 

favorable effects on coronary calcium scores.  (HRL007732-007749, HRL008150, HRL008157-

008162).  However, he was not testing black garlic and his finding has not been confirmed in 

trials by other researchers and in other populations. 
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 The study of Ried and colleagues cited by defendants as purported substantiation for 

their claims also tested aged garlic extract, not black garlic (HRL008170-008182).  This study 

showed a favorable effect of aged garlic extract on systolic blood pressure. In general, no pattern 

of findings was evident across the disparate studies in the literature related to aged garlic extract 

that I have reviewed to support the conclusion that aged garlic extract is a therapeutic agent for 

cardiovascular disease or its causes, high blood pressure and LDL-cholesterol.   

Given the unique chemical composition of different types of garlic preparations, it is not 

appropriate to generalize the effects of one garlic preparation to another.  Indeed, for this reason, 

garlic preparations other than black garlic are not essentially equivalent to defendants’ products 

Black Garlic Botanicals and BG18 because they are not identical ingredients or the same form of 

the ingredient.  Therefore, for the purposes of this evaluation, I consider only studies that used 

black garlic. 

Clinical Trials of Black Garlic 

As described above, I conducted a thorough search of the relevant literature using 

PubMed and found only two human clinical trials testing the effect of black garlic on endpoints 

related to cardiovascular disease, atherosclerosis, and hypertension. 

Jung et al. conducted a human clinical trial and reported that black garlic, administered in 

the amount of 6 grams per day, had no effect, compared to placebo, on LDL-cholesterol, 

triglyceride, or apolipoprotein A1 (Jung ES et al. Reduction of blood lipid parameters by a 12-

wk supplementation of aged black garlic: A randomized controlled trial. Nutrition 2014;30:1034-

1039).  LDL-cholesterol is a fully established cause of atherosclerosis and cardiovascular disease 

that the FDA recognizes as a surrogate for cardiovascular disease in clinical trials.  The results of 

this trial therefore suggest that black garlic does not affect atherosclerosis and cardiovascular 
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disease.  Notably, the study of Jung et al. did not measure blood pressure, cardiovascular disease, 

or atherosclerosis outcomes.  Because 6 g of black garlic per day had no effect, it is extremely 

unlikely that the smaller recommended daily dose of 1.2 g found in BG18 and Black Garlic 

Botanicals would.  In any event, this study did not test an essentially equivalent product because 

it involved a dose of black garlic five times the dose provided by defendants’ BG-18 and Black 

Garlic Botanicals products.   

Liu et al. performed a clinical trial studying adults who had heart failure secondary to 

coronary heart disease.  (Liu J, Zhang G, Cong X, Wen C. Black garlic improves heart function 

in patients with coronary heart disease by improving circulating antioxidant levels. Frontiers in 

Physiology 2018;9:1435.doi: 10.3389/fphys.2018.01435).  The 120 participants were randomly 

allocated to receive black garlic in the amount of 20 g daily or an unspecified placebo for one 

month.  All outcomes pertaining to cardiac function were improved in the black garlic group 

compared to the placebo control group.  These outcomes included quality of life, walking 

distance, and left ventricular ejection fraction.  Here again, as the dose of 20 g of black garlic 

administered in this trial is 17 times the recommended daily dose of 1.2 g found in Black Garlic 

Botanicals and BG18, this trial did not test an essentially equivalent product.  Moreover, it is 

extremely unlikely that the low dose found in Black Garlic Botanicals and BG18 would be 

effective.  The positive therapeutic findings in this study also need confirmation in additional 

trials and populations.   

VI. Evaluation of Studies and Materials that Defendants Provided Related to 
Certain Ingredients in Ultimate Heart Formula 
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There are no randomized, double-blind, placebo-controlled trials involving Ultimate 

Heart Formula or an essentially equivalent product with the same combination of active 

ingredients found in Ultimate Heart Formula. Such product-specific testing is important because 

even in cases where individual constituent ingredients have been shown to be efficacious in 

treating a particular condition in one particular formulation, that same ingredient may not have 

the same effect when combined with different ingredients. 

Defendants have submitted to the FTC some studies and materials relating to only a few 

of the individual ingredients in Ultimate Heart Formula including: garlic, CoQ10, EDTA, and 

nattokinase.  For the reasons explained below, none of these ingredient studies constitute 

competent and reliable evidence that Ultimate Heart Formula cures, mitigates, or treats 

cardiovascular disease, hypertension, or atherosclerosis.  Defendants did not submit studies 

testing the other ingredients in Ultimate Heart Formula. 

Garlic Extract 

Ultimate Heart Formula contains garlic extract, 25 mg.  This dose is very low compared 

with the doses that have been tested in clinical studies of various garlic products, e.g., 1200 mg 

of aged garlic extract in the studies of Budoff and Ried cited as purported substantiation by 

defendants.  Defendants have provided no clinical studies showing that such a low dose of garlic 

extract or any other garlic preparation would be effective, and I did not find any in my review of 

literature related to various garlic preparations. 

CoQ10  

As part of my evaluation, I reviewed the articles and materials that defendants have 

provided to the FTC discussing CoQ10.  In addition, I performed a PubMed literature search for 

CoQ10 that was restricted to systematic reviews and meta-analyses of trials, in an effort to 
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confirm whether there was any additional support for claims that the dosage of CoQ10 in 

Ultimate Heart Formula cures, treats, or mitigates cardiovascular disease, atherosclerosis, or high 

blood pressure.  The search identified 73 citations, which I evaluated. 

Ultimate Heart Formula has 5 mg of CoQ10 per capsule.  (Letter from Andrew 

Lustigman, Esq. to Robert Frisby, Esq. dated Apr. 10, 2019).  All of the studies that defendants 

have submitted to the FTC, and those I found in my literature review, tested doses of CoQ10 

much higher than the 5 mg provided by defendants’ Ultimate Heart Formula product.  Therefore, 

these trials did not test a product essentially equivalent to Ultimate Heart Formula. Moreover, 

each study also suffers from other flaws, such as faulty statistical analysis as described below, or 

did not find evidence that CoQ10 conferred a health benefit. The articles that the defendants 

provided to the FTC related to CoQ10 included the following: 

HRL005342-5435: Singh U, Devaraj S, Jialal I. Coenzyme Q10 supplementation and 

heart failure, Nutrition Reviews  2007:65:6. This article is a review on CoQ10 to treat heart 

failure. The authors included and discussed the meta-analysis of Sander S et al. (J Cardiac 

Failure 2006;12:464) that covered the literature through 2003.  The main finding was a 

significant increase in left ventricular ejection fraction (a critical measure of the pumping action 

of the heart) in the CoQ10 group.  The doses were 60-200 mg per day, significantly higher than 

the 5 mg dose found in Ultimate Heart Formula. 

HRL005299-005308: Tran et al. Pharmacotherapy 2001;21(7):797–806. This article 

is a non-quantitative narrative review discussing the use of CoQ10 in patients with 

cardiovascular disease. It is not a critical evaluation of the merits of studies, and it is not a 

randomized, controlled trial.  Notably, the authors conclude: “Coenzyme Q10 therapy in angina 
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and hypertension cannot be substantiated until additional clinical trials demonstrate consistent 

beneficial effects.” 

HRL005309-005316: Langsjoen P, et al. Molec Aspects of Med 1994;15 

(Supplement): S265. This is a case series in 109 patients, in which CoQ10 was added to blood 

pressure lowering drugs. A case series is a group of patients with a disease who are treated in 

one or more clinical practices.  There is no control group.  Thus, changes in disease over time in 

the case series could be the result of many influences and not specific to the CoQ10.  A case 

series does not have reliability as in a randomized, controlled trial. 

HRL005317-005321: This is the PDR for supplements.  It is a non-quantitative, non-

systematic narrative review on CoQ10. It reports positive results in heart failure and other 

diseases. It is not a critical evaluation of the merits of studies, and it is not a randomized, 

controlled trial. 

HRL005322-005326: Langsjoen P et al. Clin Investig (1993) 71:S 140-S 144.  This is a 

case series in which patients who had diastolic dysfunction (impaired pumping of the heart) were 

given CoQ10.  It is not a randomized, controlled trial. 

HRL005327-005334: Baggio et al. Molec. Aspects Med 1994;15 (Supplement):S287.  

This is a multicenter post-marketing study in 2664 heart failure patients who were given CoQ10 

together with drug treatments.  It is a case series with no control group.  It is not a randomized, 

controlled trial. 

HRL005335-005341: Singh RB et al. CV Drugs Therapy 1998;12:347.  This article 

reported the results from a placebo-controlled study of CoQ10 involving 144 patients after acute 

myocardial infarction.  The dose was 120 mg of CoQ10 per day which is much higher than the 5 

mg dose in Ultimate Heart Formula.  The authors reported significant (63-67%) reductions in 
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arrhythmia, non-fatal myocardial infarction, and angina.  These are very large reductions that are 

highly unusual in clinical trials in cardiovascular disease. I also recognize that the first author, 

RB Singh, is the same individual who purportedly found reductions in cardiovascular disease in 

a controlled trial of a Mediterranean diet to patients in India.  The study was published in British 

Medical Journal (“BMJ”), one of the world’s highest quality medical journals, in 1992.  

However, the BMJ subsequently published a letter expressing concern about possible scientific 

misconduct and data fabrication that cast doubt on the validity of Singh’s 1992 paper.  See BMJ. 

2005 July 30; 331 (7511): 266 (expression of concern), 281-288 (describing investigation of 

Singh).  Although I did not find a similar expression of concern pertaining to the 1998 

publication of Singh et al. related to the CoQ10 trial, the outsized reductions in cardiac events 

and the irregularities in Singh’s earlier work lead me to doubt the reliability of reported results in 

Singh’s CoQ10 trial.  

HRL005350-005356: Lei L, Liu Y. BMC Cardiovasc Disorders 2017;17:196. This is 

a systematic review and meta-analysis focusing on CoQ10 and heart failure.  The review 

included only placebo-controlled, randomized trials.  Analysis of the results of included trials 

suggested that there was a reduction in mortality of 31%, improved exercise tolerance, and no 

effect on left ventricular ejection fraction associated with CoQ10.  The results were largely 

driven by a single study, which contributed 43% of the fatalities (Mortensen SA, Rosenfeldt F, 

Kumar A, Dolliner P, Filipiak KJ, Pella D, Alehagen U, Steurer G, Littarru GP. The effect of 

coenzyme Q10 on morbidity and mortality in chronic heart failure: results from Q-SYMBIO: a 

randomized double-blind trial. JACC Heart failure. 2014; 2(6):641–649).  The dose in that study 

was 100 mg three times a day for a total daily dose of 300 mg, which is much higher than the 5 

mg of CoQ10 in Ultimate Heart Formula. 
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The trials relied upon by the defendants and discussed above, other than the favorable 

Mortensen study, were not randomized and double-blind.  Furthermore, all of the trials tested 

doses of CoQ10 far exceeding the dose in Ultimate Heart Formula. I also considered a number 

of systematic reviews and meta-analyses of trials involving CoQ10 described below, that I 

independently identified in my PubMed searches. 

Jorat M et al., (Lipids in Health and Disease 2018;17:230). This review found no 

effect of CoQ10 on LDL-cholesterol and triglycerides.  LDL-cholesterol is a prime cause of 

atherosclerosis and cardiovascular disease because it brings cholesterol into the artery wall and 

causes inflammation. Triglycerides is literally the fat transported in the bloodstream, and it too 

promotes atherosclerosis and cardiovascular disease.  

Madmani ME et al. (Cochrane Database Syst Rev. 2014 Jun 2;(6):CD008684. doi: 

10.1002/14651858.CD008684.pub2). This was a Cochrane review looking at the effects of 

CoQ10 on heart failure.  (A Cochrane review is a structured review with meta-analysis that 

adheres to widely accepted methodology for evaluating a topic across many studies.) There were 

no effects on left ventricular ejection fraction or exercise capacity.  The authors’ conclusion was: 

“No conclusions can be drawn on the benefits or harms of coenzyme Q10 in heart failure at this 

time as trials published to date lack information on clinically relevant endpoints.  Furthermore, 

the existing data are derived from small, heterogeneous trials that concentrate on physiological 

measures: their results are inconclusive.” 

Flowers N et al. (Cochrane Database Syst Rev. 2014;(12):CD010405. doi: 

10.1002/14651858.CD010405.pub2. Epub 2014 Dec 4. 2014). This Cochrane review also 

found no clear evidence for an effect of CoQ10 when administered at a dosage of 100-200 mg 

per day on primary prevention of cardiovascular disease, blood pressure or blood lipids. 
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Ho MJ et al. (Cochrane Database of Systematic Reviews 2016, Issue 3. Art. No.: 

CD007435. DOI: 10.1002/14651858.CD007435.pub3). This Cochrane review concluded: 

“This review provides moderate-quality evidence that coenzyme Q10 does not have a clinically 

significant effect on blood pressure.” 

This group of systematic reviews and meta-analyses had data from only a few 

randomized controlled trials to work with.  The findings did not show conclusive evidence for 

beneficial effects of CoQ10 on blood pressure, LDL-cholesterol or heart failure. Furthermore, 

the doses used in the studies included in the meta-analyses, 100-200 mg daily, are 20-40 times 

greater than the 5 mg contained in Ultimate Heart Formula.  Therefore, as noted above, these 

studies did not test a product essentially equivalent to Ultimate Heart Formula. Given how weak 

the evidence is for a beneficial effect in published trials involving higher doses of CoQ10, it is 

even more unlikely that the small amount of CoQ10 in Ultimate Heart Formula produces any 

effect. 

EDTA 

Ultimate Heart Formula contains 40 mg of EDTA, formulated for oral administration. 

(HRL004917 and Letter from Andrew Lustigman, Esq. to Robert Frisby dated Apr. 10, 2019).  

None of the materials submitted by defendants to the FTC discuss randomized, double-blind, 

placebo-controlled clinical trials involving the oral administration of 40 mg of EDTA to study 

participants.  Instead, the materials provided by defendants to the FTC discuss EDTA chelation 

therapy, which is not comparable. EDTA chelation therapy is used to cause excretion from the 

body of potentially toxic metals such as cadmium, and calcium, which accumulates in 

atherosclerosis.  EDTA that is used for chelation therapy is administered intravenously (IV), and 

at a much higher dose, such as 3 grams, 75 times that found in Ultimate Heart Formula.  (Lamas 
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GA et al. Effect of Disodium EDTA Chelation Regimen on Cardiovascular Events in Patients 

with Previous Myocardial Infarction The TACT Randomized Trial. JAMA. 2013;309(12):1241-

1250).  Because these studies tested a much higher dose of EDTA, and administered it to 

subjects through IV instead of orally, they did not test a product that is essentially equivalent to 

Ultimate Heart Formula. 

I also searched the literature using PubMed for any studies that administered EDTA 

orally rather than intravenously.  Although practitioners of chelation therapy advocate oral use, 

especially when IV is not tolerated (e.g., HRL05421 - Gerber), I could not find even a mention 

of oral administration in articles that reported randomized clinical trials of EDTA chelation. 

Nattokinase 

Nattokinase is a component of natto, which is produced by fermentation of soybeans.  

Nattokinase has clot-dissolving properties, called fibrinolytic activity, demonstrated in humans 

(HRL005373-005377, Sumi et al.).  There is a sparse literature on the effects of nattokinase. 

Defendants submitted a few articles discussing nattokinase to the FTC which I have reviewed 

(HRL005368-005400). I also independently searched the literature using PubMed and retrieved 

150 citations using the search term “nattokinase.” I did not find any randomized, double-blind, 

placebo-controlled trials testing dosages of nattokinase that were the same as the dosage found in 

Ultimate Heart Formula. 

Ultimate Heart Formula contains 10 mg of nattokinase per capsule.  The dose of 

nattokinase used in human studies is expressed in terms of fibrinolytic units (FU).  Doses tested 

in human clinical trials are typically 100 mg, having 2000 FU.  Ultimate Heart Formula has only 

200 FU.  All of the studies I reviewed and discuss below tested doses much higher than provided 
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by Ultimate Heart Formula, and therefore none of the studies involved products that were 

essentially equivalent to the Ultimate Heart Formula. 

HRL005373-005377, Sumi et al. (Act Haematol 1990; 84: 139-143). In this study, the 

researchers compared the effect of natto (200 g) to boiled soybeans (200 g) in 22 healthy adults. 

There was no mention of a randomization procedure for allocation of research participants to 

natto or soybeans.  The changes after a single morning intake of natto in fibrinolytic activity 

were significantly different from boiled soybeans. In a second experiment, the researchers gave 

participants two 650 mg enteric coated capsules of nattokinase three times a day after meals. 

There was no control group.  Results were improved thrombolysis, which reached plateau at 8 

days.  

HRL005383-005388: Kim JY et al. (Hypertes Res 2008; 31:1583) at Yonsei 

University in Seoul, South Korea, reported the results of a randomized, double-blind, placebo-

controlled trial of nattokinase in 73 participants with untreated hypertension for 8 weeks.  In this 

trial, nattokinase significantly lowered systolic and diastolic blood pressure.  However, the dose 

tested was 2000 FU per capsule per day, which is ten times the amount found in Ultimate Heart 

Formula, and therefore not essentially equivalent.  

Yoo HJ et al. (Food Funct., 2019; 10: 2888) also working at Yonsei University reported 

results of a randomized, double-blind, placebo-controlled trial of nattokinase on circulating 

blood clotting proteins factors in 100 participants.  The dose tested was 100 mg per day, 

equivalent to 2000 FU, again ten times the amount found in Ultimate Heart Formula.  

Nattokinase prolonged platelet aggregation time, representing reduced clot-forming ability. 

Nattokinase had no effect on blood pressure, LDL cholesterol, triglycerides, HDL cholesterol, 

18 

PX 3



PUBLICFEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 229 of 465 * PUBLIC *

 

 

   

    

 

  

 

   

 

  

 

 

    

   

 

    

  

    

 

   

    

Case 2:17-cv-00467-JDL Document 21-6 Filed 12/17/19 Page 20 of 72 PageID #: 377 

glucose, fibrinogen, or C-reactive protein (an indicator of inflammation).  Thus, Yoo et al. did 

not confirm the effects on blood pressure reported by the earlier study by Kim et al.  

Jensen GS et al. (Integrated Blood Pressure Control 2016:9 95-104) reported the 

results of an 8-week randomized, placebo-controlled, double blind trial administering 100 mg 

(2000 FU) of nattokinase per day to 74 patients with hypertension.  Compared to placebo, 

nattokinase did not affect systolic blood pressure.  Nattokinase lowered diastolic blood pressure 

by 3 mm compared to placebo.  The dose of nattokinase tested in this trial was, again, much 

higher than in Ultimate Heart Formula. 

Kurasawa Y et al. (Sci Rep 2015; 5:11601 | DOI: 10.1038/srep11601) reported the 

results of a single dose, placebo-controlled trial involving the administration of 2000 FU of 

nattokinase in 12 healthy young men during 8 hours.  The dose tested in the trial was ten times 

the amount found in Ultimate Heart Formula, and therefore this trial did not test an essentially 

equivalent product.  

Finally, Hsia CH et al. (Nutrition Research 2009; 29:190–196) reported the results of a 

placebo-controlled trial administering 4000 FU of nattokinase per day for 2 months in 45 

participants.  Compared to placebo, no significant changes occurred in the nattokinase group.  

However, the authors claimed an effect of nattokinase by considering only the change from 

baseline in the nattokinase group and not considering the changes in the control group.  This is 

an erroneous type of analysis because it violates valid statistical procedures in analyzing 

randomized trials, which always must subtract the changes in outcomes in the placebo group 

from those in the treated group.  There is no purpose to having a control group if the analysis 

does not utilize its data. 
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Collectively, this sparse group of trials do not yield consistent findings of any effects of 

nattokinase on blood clotting, fibrinolysis, blood pressure, or LDL-cholesterol.  Moreover, the 

dosages administered in all of these trials were much higher than in Ultimate Heart Formula. 

Since the typical dose of nattokinase tested was 100 mg, it is safe to infer that the much lower 

amount in Ultimate Heart Formula, 10 mg, also has no effect. In any event, because the studies 

tested much higher doses of nattokinase, they did not test products essentially equivalent to 

Ultimate Heart Formula.  Therefore, they do not constitute competent and reliable scientific 

evidence. 

VII. Opinion as to Whether It Is Likely That Black Garlic Botanicals/BG18 or Their 
Active Ingredient Cure, Mitigate, or Treat Cardiovascular Disease, 
Atherosclerosis, or Hypertension 

Having studied the scientific literature related to black garlic, I conclude that black garlic 

has no established effects on cardiovascular disease, hypertension, or atherosclerosis.  The very 

few published randomized, placebo-controlled trials of black garlic that have been conducted, 

discussed above in Section V, administered doses of black garlic between 6-20 grams per day 

that are much higher than the daily dose of 1.2 grams in Black Garlic Botanicals and BG18.  If a 

very large dose is not effective, a smaller dose is also very likely to be ineffective in curing, 

mitigating or treating cardiovascular disease, atherosclerosis, or hypertension.  Thus, there is no 

reason to believe that a properly conducted human clinical trial of Black Garlic Botanicals/ 

BG18 or an essentially equivalent product would show that they cure, mitigate or treat 

cardiovascular disease, hypertension, or atherosclerosis.   

As discussed above, many of the studies that defendants provided in support of their 

product claims tested aged garlic extract, which is a different preparation from black garlic, with 

different biochemical properties.  Defendants did not provide, and I did not independently find, 
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any studies that tested products with both the same dose and form of garlic found in Black Garlic 

Botanicals and BG18. 

VIII. Opinion as to Whether It Is Likely That Ultimate Heart Formula or Its Active 
Ingredients Cure, Mitigate, or Treat Cardiovascular Disease, Atherosclerosis, or 
Hypertension 

Ultimate Heart Formula contains garlic extract, 25 mg.  This is much lower than doses of 

aged garlic extract and other garlic preparations that have been tested in clinical studies, which 

generally did not show an effect.  Thus, it is very unlikely for 25 mg of garlic extract to have a 

clinical effect to cure, mitigate or treat cardiovascular disease, atherosclerosis, or hypertension.  

Ultimate Heart Formula also contains EDTA, CoQ10, and nattokinase.  The doses of these 

ingredients in the product are also very low, compared to the amounts studied in randomized, 

controlled trials of these ingredients, as I explained earlier.  Moreover, controlled trials have not 

established beneficial effects of high doses of EDTA, CoQ10 or nattokinase, and in fact yielded 

mostly negative findings (no effect).  Thus, it is very unlikely that these three components of 

Ultimate Heart Formula can cure, mitigate or treat cardiovascular disease, hypertension, or 

atherosclerosis.   

Defendants did not submit studies testing the other ingredients in Ultimate Heart 

Formula.  However, based on my experience treating patients, conducting and reviewing clinical 

studies, and reviewing medical literature relating to these diseases, I have no reason to think that 

any of the other ingredients in Ultimate Heart Formula would cure, treat, or mitigate them.  

Moreover, there is no reason to believe that a properly conducted human clinical trial of Ultimate 

Heart Formula or an essentially equivalent product would show that the product is effective in 

curing, mitigating or treating cardiovascular disease, hypertension, or atherosclerosis. 
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CURRICULUM VITAE December 1, 2019 

NAME: Frank M. Sacks 

EDUCATION: 

1970 Biology, Sc.B. Brown University 
1970-1972 Music, New England Conservatory of Music 
1977 M.D. Columbia University, College of Physicians and Surgeons 

POSTDOCTORAL TRAINING: 

Internship and Residency: 

1977-1978 Resident in Surgery, University Hospital, Madison, Wisconsin  

Research Fellowship: 

1980-1982 Research Fellow in Medicine, Harvard Medical School and Brigham and 
Women's Hospital 

LICENSURE: 

1980 Massachusetts 

CURRENT APPOINTMENTS: 

2000- Professor of Cardiovascular Disease Prevention, Department of Nutrition, 
Harvard T.H. Chan School of Public Health 

2004- Professor of Medicine, Harvard Medical School 
2004- Senior Physician, Channing Division of Network Medicine, Department of 

Medicine, Brigham & Women’s Hospital 
2015- Professor of Molecular Metabolism, Harvard T.H. Chan School of Public Health 

PAST APPOINTMENTS 

1992-2004  Associate Professor of Medicine, Harvard Medical School 
1992-2004 Physician, Brigham and Women's Hospital 
1993-2000 Associate Professor in the Department of Nutrition, Harvard School of 

Public Health 
1992-1993 Assistant Professor in the Department of Nutrition, Harvard School of 

Public Health 
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1982-1991 Associate Physician, Brigham and Women's Hospital 
1984-1993 Assistant in Medicine, Beth Israel Hospital, Boston 
1984-1992 Assistant Professor of Medicine, Harvard Medical School 
1982-1984 Instructor in Medicine, Harvard Medical School 
1980-1982 Research Fellow in Medicine, Harvard Medical School 
1979-1980 Clinical Assistant Professor of Family Practice, University of Wisconsin

 School of Medicine 
1978-1979  Staff Physician, Migrant Health Services, Wild Rose, Wisconsin 
1979-1980  Attending Physician, St. Mary's Hospital, Madison, Wisconsin  

HONORS AND DISTINCTIONS: 

1972 Rockefeller Foundation Award for teaching philosophy of science in the 
Department of Humanities, New England Conservatory of Music 

1974 Annual Prize for Predoctoral Research, Society for Epidemiologic 
Research 

1980-1982 Individual Postdoctoral Research Award, United States Public Health 
Service 

1982-87 Clinician Scientist Award, American Heart Association, 
Jan Breslow-Preceptor; Edward Kass-Sponsor 

1986 Travenol Award Lecture, American College of Nutrition 
1987-1992 Established Investigator Award, American Heart Association, 

Eugene Braunwald, Sponsor 
1999 Pierre Bois Lecturer, McGill University and the University of Montreal 
2002 Myant Lecturer, British Hyperlipidemia Society 
2011 2011 Research Achievement Award of the American Heart Association for 

lifetime research accomplishments 
2013 Kelly West memorial lecture, University of Oklahoma Medical School 
2014 Don Chapman memorial lectureship, Baylor College of Medicine, 

Houston 
2016 Michael G. Wohl Memorial Lecture, Temple U., Philadelphia 
2018 Rank Lecture on Nutrition, Royal College of Physicians, London 
2019 Robert I. Levy Memorial Lecture, American Heart Association, Scientific 

Sessions, Philadelphia, 2019 

MAJOR PROFESSIONAL SERVICE 

1993-97 National Heart, Lung and Blood Institute.  Chair, Design and Analysis 
Committee, Dietary Approaches to Stop Hypertension (DASH) Trial, a 
multicenter trial on dietary patterns and blood pressure. 

1996-2000 National Institutes of Health.  Nutrition Study Section 

1997-2001 National Heart, Lung, and Blood Institute.  Chair, Steering Committee, the 
Dietary Patterns, Sodium Intake and Blood Pressure trial (DASH2), a 
multicenter trial. 
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2000-2017 
Organizing Committee and Co-Chair, Lipoprotein Kinetics Conference, 
Satellite Meeting to the Arteriosclerosis, Thrombosis and Vascular 
Biology Council Meeting, American Heart Association. 

2001 National Cholesterol Education Program, Adult Treatment Panel III,  
Reviewer of Year 2002 guidelines 

2002 NIH, NHLBI: Speaker, Workshop on Lipoprotein (a) 

2002 NIH, NHLBI: Workshop participant, Diet and Congestive Heart Failure 

2003 NIH, NHLBI: Chair, Committee on 5-year nutrition research agenda 

2003 NIH, NHLBI: Member, Committee on 5-year obesity research agenda 

2003-07 NIH, NHLBI: Member, DSMB, Gene Environment Interaction Project 

2004 NIH, NHLBI: Working group on future clinical research directions on  
omega-3 fatty acids and cardiovascular disease. 

2006 NIH, NHLBI: Consultant group on clinical trial design for lipid drugs 

2007-10 American Journal of Clinical Nutrition, Associate Editor 

2000-14 American Heart Association, Nutrition Committee, Member 

2010-12 American Heart Association, Nutrition Committee, Chair 

2010-12 American Heart Association, Leadership Committee, Nutrition Physical 
Activity and Metabolism Council 

2008-11 NCEP ATP-IV: NHLBI Clinical Guidelines for Cardiovascular Risk 
Reduction, National Cholesterol Education Program ATP-IV Expert Panel 
member 

2008-2013 Lifestyle Working Group member, NHLBI Clinical Guidelines for 
Cardiovascular Risk Reduction.  

2009 Institute of Medicine, National Academy of Sciences, consultant on 
dietary treatments for hypertension. 

2009 Institute of Medicine, National Academy of Sciences, panel on salt 
reduction; presented position of the American Heart Association. 
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2009 United States Dietary Guidelines Panel, invited presentation on diet 
treatment of obesity and sodium reduction goals. 

2009-12 Residual Risk Reduction Institute: Trustee 

2010-12 Endocrine Society, Guidelines Panel on treatment of high triglycerides 

2012-15 American Heart Association: Sodium Advisory Task Force, Co-Chair 

2013 NIH, NHLBI: Co-Chair of Workshop on Diet and Heart Failure 

2016 NIH, NHLBI: Co-Chair of Workshop on Mediterranean Diet trial 

2016 American Society of Nutrition, Committee to select a new editor-in-chief 
of American Journal of Clinical Nutrition 

2018 Chair, HDL Workshop at American Heart Association Vascular Discovery 

2018-2020 Vice Chair, American Heart Association Council on Lifestyle and 
Cardiometabolic Health 

2019 Co-Chair, HDL Workshop, International Society of Atherosclerosis, 
Valencia, Spain 

EDITORIAL POSITIONS 
2007-15 Journal of Clinical Lipidology (Associate Editor, Editorial Board) 
2006-14 Journal of Lipid Research (Editorial Board) 
2008-11 American Journal of Clinical Nutrition (Associate Editor) 

MAJOR RESEARCH INTERESTS: 

Human lipoprotein metabolism: Discovery and metabolism of protein-based HDL 
subspecies that protect against or promote atherosclerosis. Effects of diet, drugs, 
apolipoproteins CIII and E. Identification of dysfunctional HDL metabolism in humans.  

Epidemiology of protein-based HDL subspecies as risk factors for cardiovascular disease: 
Studies of 15 new HDL subspecies, some having protective, others adverse associations 
with cardiovascular disease. Effects of diet and drugs on these HDL subspecies. These 
epidemiological studies are linked in scientific scope to the metabolism studies. 

Nutritional control of blood pressure and lipid levels: multi-center NIH-NHLBI diet trials. 
Chair of the Design Committee of the DASH trial. Chair of the DASH-Sodium Steering 
Committee: “Effects of dietary patterns and sodium intake on blood pressure.” Co-Chair, 
“Macronutrients and Cardiovascular Risk” (OMNI Heart), a trial of protein, carbohydrate 
and unsaturated fat to optimize cardiovascular risk factors. Chair of Omni-CARB: 
“Carbohydrate, type and amount affecting risk of CVD and diabetes”. 
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Dietary treatment of obesity. PI of multicenter NIH trial (POUNDS LOST) that compared 
diets for weight loss.  

Dietary effects on cognition in older people. A diet called MIND, similar to DASH or the 
Mediterranean Diet, is being tested to determine if it can slow age-related decline in 
cognition.  

RESEARCH FUNDING 

2003-2009, NIH: 1 UO1 HL073286, F Sacks, PI. Dietary macronutrients and weight loss. 

2007-2012, NIH: 1R01 HL084568, F Sacks, PI. Carbohydrate amount and type affecting 
risk of CVD and diabetes. 

2010-2015: NIH, Dietary Fat and HDL Metabolism in Humans. F Sacks, PI. 

2009-2010: Harvard University Catalyst Program: CTSC NIH award for innovative and 
translational research: Human HDL metabolism in obesity and dyslipidemia 

2009-2012: R3i Foundation grant for an international case-control study of dyslipidemia 
and both macrovascular and microvascular disease. 

2011-2012: Harvard University Research Accelerator Program: To support human studies 
on differentiating HDL into protective and nonprotective components. 

2012-2013: Harvard-Roche Academic Collaboration: Grant to continue research on HDL. 

2014-2019: NIH-NHLBI, F Sacks PI. HDL proteins and cardiovascular disease 

2016-2021: NIH NIA, F Sacks, PI, Harvard Study Center, MIND trial to prevent 
dementia 

PRINCIPAL CLINICAL AND HOSPITAL SERVICE RESPONSIBILITIES: 

1984-2010 Attending Physician, Hyperlipidemia Clinic, Cardiovascular Division, 
Brigham and Women's Hospital.   

PROFESSIONAL SOCIETIES: 

1983- Fellow, Council on Arteriosclerosis, American Heart Association 
1983- Fellow, Council on Epidemiology, American Heart Association 
1994- Fellow, American Society of Clinical Nutrition 
2000- Fellow, Council on Lifestyle and Cardiometabolic Health, American Heart 

Association 
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TEACHING 

HARVARD SCHOOL OF PUBLIC HEALTH 

1998-2020 The Science of Human Nutrition; Nutritional Metabolism and 
Biochemistry (NUT202); Course director 

2004-2016 Scientific Writing (IS 206), Course director 

HARVARD MEDICAL SCHOOL AND TEACHING HOSPITALS 
(HMS = Harvard Medical School; BWH = Brigham & Women’s Hospital) 

1984-2010 Cardiovascular Division Clinic, BWH: clinical teaching of treatment of 
hyperlipidemia to students, house staff, cardiology fellows and 
endocrinology fellows 

2004-2012 BWH General Internal Medicine residents and faculty: Lectures on 
hyperlipidemia 

1986-2010 BWH CME: Office Practice of Primary Care; Lectures on hyperlipidemia 

2005-09, 2012, 2015 Harvard School of Public Health and Culinary Institute of 
America, “World of Healthy Eating”, workshop for management in the 
food industry, St.Helena, California 

2008 BWH, Cardiovascular Grand Rounds: Apolipoproteins and CVD 

2009 BWH, Cardiovascular Grand Rounds: Diet composition to treat obesity 

2015-17 BWH, Nutrition Department, Lecture to interns on dietary evidence 

REGIONAL, NATIONAL, OR INTERNATIONAL TEACHING 

2019 

Cleveland Clinic, Lectures on diet to prevent cardiovascular disease; and on HDL subspecies 

Lipoprotein Kinetics Satellite Meeting, American Heart Association Vascular Discovery; lecture 
on kinetic modeling of HDL metabolic data. 

European Atherosclerosis Society, Conference on lipoproteins, Mainz, Germany; lecture on 
mechanisms pertaining to triglyceride-rich lipoproteins and HDL.  

HDL Workshop, International Society of Atherosclerosis; co-chair and lecture on HDL 
subspecies 

Tulane University, Lecture on HDL subspecies 
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American Heart Association Scientific Sessions, Robert Levy Memorial Lecture 

Georgetown University Italian Research and Culture Institute, lecture on healthful dietary 
patterns 

2018 

Royal College of Physicians, London. 500th anniversary celebration. Rank Nutrition Lecture.  

National Lipid Association annual scientific meeting. Lecture on LDL and HDL subtypes 

2017 

American Heart Association, ATVB Council Scientific Sessions, HDL workshop, invited 
presentation on HDL subspecies 

Shanghai Institute for Biological Sciences, International Conference on Precision Health and 
Precision Nutrition, Lecture on dietary fats and dietary patterns to prevent disease 

American Heart Association Scientific Session, Lecture and workshop on dietary fat. 

2016 

American College of Cardiology scientific sessions, Lecture on triglycerides and HDL 

Temple U. Hospital, Philadelphia, Wohl annual lecture on diet and CVD 

American Heart Association, ATVB Council Scientific Sessions, Lecture on apoC3 

NHLBI, Co-Chair workshop on planning a trial of Mediterranean diet 

Gordon Research Seminar on Lipoproteins: Lecture on building an academic career in 
biomedical sciences 

Gordon Research Conference on Lipoprotein Metabolism: Lecture on HDL subspecies 
metabolism 

EASD meeting on dietary carbohydrate, Prague. Lecture on OmniCarb study and glycemic index 

Tufts Univeristy, conference on postprandial lipoproteins. Lecture on postprandial metabolism. 

American Heart Association, Scientific Sessions, Lecture on HDL metabolism 

American Heart Association, Scientific Sessions, Lecture on dietary controversies 

2015 

National Lipid Association clinical conference, Lecture on apoC-III 

American Heart Association, Lipoprotein kinetics workshop, Lecture on HDL metabolism 

American Heart Association, ATVB Council Scientific Sessions, HDL workshop, Lecture on 
HDL subspecies and metabolism. 

International Symposium on Atherosclerosis, Amsterdam, Lecture on apoC-III 
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International Carbohydrate Quality Consortium, Toronto, Lecture on glycemic index 

Cardiometabolic Diseases Conference, Quebec City, Lecture on diet and obesity 

American Heart Association Scientific Sessions, Lecture on apoE and apoC-III controlling 
lipoprotein metabolism; and on apoC-III as a target for treatment. 

Tufts University Human Nutrition Research Center, lecture on glycemic index 

U. Connecticut, lecture on apoC-III 

Cardiometabolic Conference, Boston, Lecture on diet to prevent heart disease and obesity 

Translational Medicine Academy, HDL Science Workshop, Lecture on HDL metabolism 

Beaumont Hospital, Michigan, Medical Grand Rounds on dietary treatment 

2014 

American Heart Association, Scientific Sessions, Lecture on diet for weight loss 

American Heart Association, Scientific Sessions, Lecture on dietary pattersn for cardiovascular 
health: Mediterranean, Vegetarian, and Paleo 

American Heart Association, ATVB Council Scientific Sessions, Lecture on human HDL 
metabolism. 

Baylor College of Medicine, Don Chapman Memorial Lecture on apoC-III, lipoprotein 
metabolism, CVD 

2013 

University of Utah, Pathology Grand Rounds, Lecture on apolipoproteins and CVD 

Utah Atherosclerosis and Lipid Society: Lecture on apolipoproteins 

University of Cincinnati Medical Center: Lecture on apolipoproteins and CVD 

University of Oklahoma Medical School: Kelly West Memorial Lecture on apolipoproteins and 
CVD 

American Heart Association Epidemiology-Nutrition Councils Scientific Sessions, Lecture on 
trial of carbohydrate and CVD and diabetes 

American Heart Association, Lipoprotein Kinetics Workshop, Lecture on HDL metabolism 

NIH, NHLBI, Workshop on Diet and Heart Failure, Lecture on sodium trials 

American Heart Association Workshop on Sodium and health, Lecture on sodium studies 

2012 

Tokyo Medical and Dental University: Lecture on apoC-III and cardiovascular disease 

National Defense Medical University, Tokorozawa, Japan: Lecture on diet and CVD 
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Japan Hypertension Society, Nagoya, Japan: Lectures on diet and hypertension 

Great Wall Congress on Cardiology, Beijing, China: Lecture on lipids and vascular disease 

Singapore National University School of Public Health: Lecture on diet and CVD 

National University Hospital of Singapore: Lecture on lipids and CVD 

ASEAN Society of Cardiology meeting, Singapore: Lecture on lipids and CVD 

Oklahoma Medical Research Foundation: Lecture on apolipoproteins and CVD 

University of Massachusetts, Amherst: Lecture on diet and CVD 

American Heart Association, Industry Nutrition Advisory Panel meeting: Lecture on the 
scientific basis for the AHA sodium reduction goals.  

2011 

Tokyo Medical and Dental University: Lecture on diet and cardiovascular disease 

National Defense Medical University, Tokorozawa, Japan: Lecture on apoC-III 

National Lipid Association, New York: Lecture on diet and weight loss 

Gordon Conference on Atherosclerosis, Newport, RI: Lecture on apoC-III 

Great Wall Cardiology Conference, Beijing. Lecture on lipoproteins. 

AHA Scientific Sessions, Lecture on HDL function 

AHA Scientific Sessions, Lecture on diet and vascular aging 

AHA Scientific Sessions, Lecture on global hypertension control 

2010 

Keystone Conference on Triglycerides: Lecture on apolipoprotein C-III 

Quebec Lipidology Society: Lecture on dyslipidemia and residual risk 

Beaumont Hospital, Royal Oak, Michigan: Lecture on diet to prevent CVD 

American Heart Association Conference on Added Sugars: Lecture on added sugar 

Japan Diabetes Association, Okayama, Japan: Lecture on lipid risk factors in diabetes 

Karolinska Institute, Stockholm, Sweden: Lecture on diet and cardiovascular disease 

Nagoya University, Japan: Lecturer, Conference on Sodium and Hypertension 

2009 

Medstar CRT symposium, Washington DC, lecture on hypertriglyceridemia 

MSDA conference, Berlin, Germany: lecture on apolipoproteins 

International Symposium on Atherosclerosis, Boston: lectures on nutrition and obesity 
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School of Medicine, Universidad de los Andes, Bogota, Columbia: visiting professor 

European Society of Cardiology, Barcelona: lecture on lipoprotein risk factors 

Metabolic Syndrome Institute conference, Joslin Diabetes Center, Boston 

Bari, Puglia, Italy: Conference on Mediterranean diet and health; Lecture on recent science 

The Heart.org: Roundtable on genetic markers of cardiovascular risk and response to theapy 

2008 

Northeast Lipid Association annual meeting, Lecture on hyperlipidemia 

American College of Cardiology annual meeting, Lecture on hyperlipidemia 

American Diabetes Association annual meeting, Lecture on hyperlipidemia 

University of Sydney, Australia, NHMRC clinical trials unit, Lecture on hyperlipidemia 

American Heart Association Scientific Sessions, Lecture on postprandial lipoproteins 

2007 

American Heart Association Scientific Sessions, presenter 

Australian Atherosclerosis Society annual meeting, Perth, visiting lecturer 

Drugs Affecting Lipid Metabolism conference, New York City, speaker 

Metabolic Syndrome Institute meeting, St Petersburg Russia, speaker 

University of Texas Southwestern, Dallas, visiting professor 

National Lipid Association annual meeting, speaker 

European Atherosclerosis Society meeting, Helsinki, speaker 

Metabolic Syndrome Diabetes and Atherosclerosis Congress, Lisbon, speaker 

American Heart Association, Arteriosclerosis Council meeting, abstract presentation 

Insulin Resistance conference, International Diabetes Federation, Barcelona, speaker 

American College of Cardiology, annual meeting, speaker 

American Heart Association, Epidemiology Council meeting, speaker 

Ottawa Heart Institute, grand rounds 

St. Michael’s Hospital, Toronto, grand rounds 

University of California Davis, cardiology grand rounds 

National Institutes of Health, inter-institute endocrine grand rounds 

2006 

American Heart Association, Obesity Conference, 1/2006, speaker 
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IBC Life Sciences, Metabolic Syndrome Conference, Boston, 3/2006, speaker 

University of Washington, Seattle, Cardiovascular Grand Rounds, 4/2006 

Columbia University, conference on hypertriglyceridemia, speaker, 4/2006 

American Heart Association, Arteriosclerosis Council meeting, presenter, 4/2006 

International Atherosclerosis Society meeting, Rome, speaker, 6/2006 

European Society of Cardiology meeting, Barcelona, speaker, 9/2006 

Biomarkers conference, U Montreal and FDA, Bethesda, panel discussant, 9/2006 

NIH, NHLBI, Cardiovascular Knowledge Networks meeting, participant, 9/2006 

American Heart Association, Trans Fat conference, Washington, speaker, 10/2006 

Cleveland Clinic, conference on obesity, speaker, 10/2006 

Cardiometabolic Institute conference, Boston, speaker, 10/2006 

American Heart Association, Scientific Sessions, speaker, 11/2006 

NIH, NHLBI, Lipid Advisory Panel, participant, 11/2006 

American College of Cardiology conference, NYC, speaker, 12/2006 

New York Lipid and Vascular Biology Club annual meeting, speaker, 12/2006 
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List of cases in which during the previous 4 years, I have testified as an expert at trial or in 
a deposition: 

Coalition for Affordable Drugs VIII, LLC v. The Trustees of the University of Pennsylvania; 
IPR2015-01836.  (U.S. Patent Trial and Appeals Board) - Deposition August 12, 2016  

In Re: Lipitor (Atorvastatin Calcium) Marketing, Sales Practices And Products Liability 
Litigation, MDL No. 2:14-mn-02502-RMG 

Brandeis University and GFA Brands, Inc. v. Voortman Cookies Ltd., et al., No. 1:12-cv-1508 
(N.D. Ill.). 

In Re: Niaspan Antitrust Litigation, MDL 2460, Master File No. 13-MD-2460 
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EXPERT REPORT OF CHARLES F. BURANT, M.D., PH.D 

My name is Charles F. Burant.  I have been retained by the Federal Trade Commission 

(FTC) to provide my expert opinion in evaluating whether there is competent and reliable 

scientific evidence to support advertising claims that the dietary supplement Neupathic cures, 

treats, or mitigates the diseases of diabetes or diabetic neuropathy. 

I. Credentials and Qualifications 

I am a medical doctor, certified by the American Board of Internal Medicine in the fields 

of Endocrinology, Diabetes and Metabolism.  As detailed in my curriculum vitae, which is 

included with this report as Attachment 1, I am the Director of the A. Alfred Taubman Medical 

Research Institute — a medical research institute at the University of Michigan dedicated to 

supporting medical doctors who also perform laboratory research in the quest for new treatments 

and cures.    

I have served on the faculty at the University of Michigan since 1999. Currently, I am 

the Robert C. and Veronica Atkins Professor of Metabolism, a Professor of Internal Medicine in 

the Division of Metabolism, Endocrinology, and Diabetes, and a Professor of Molecular and 

Integrative Physiology.  I am a member of the Cell and Molecular Biology Training Program.  

Prior to joining the University of Michigan, I was an Assistant Professor in the Endocrinology 

Section of the Department of Medicine at the University of Chicago and was employed by 

Warner-Lambert, a pharmaceutical company, as a Director for two years before returning to 

academics.  
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During my time at Warner-Lambert, I oversaw preclinical and clinical diabetes drug 

development, including drugs for diabetic neuropathy. I was also responsible for evaluating 

external research projects from individuals who were interested in developing potential products 

related to the treatment of diabetes and diabetes complications, including potential drugs for 

diabetic neuropathy.  

I received a Bachelor of Science degree in Biochemistry from University of Wisconsin 

(Madison, Wisconsin) in 1979, a Master of Science degree in Environmental Toxicology from 

the University of Wisconsin in 1981, and a degree in Medicine from the Medical University of 

South Carolina (Charleston, S. Carolina) in 1987.  I also received a Ph.D. in Molecular and 

Cellular Biology from the Medical University of South Carolina in 1987.  

I am a member of the American Diabetes Association, the American Association of 

Clinical Endocrinology, and the American Society for Nutrition, among other professional 

societies.  I have also been elected a Fellow of the American College of Endocrinology and the 

American Association of Physicians.  

I serve on the Executive Committee for the NIH Common Fund program, “Molecular 

Transducers of Physical Activity.”  Previously, I have served on the American Diabetes 

Association’s Research Policy and Marketing Committee, Research Foundation Board of 

Directors Committee, and Oversight Committee.  

I have held several editorial positions relating to the publication of diabetes-related 

research.  Currently, I am an associate editor for Diabetes, the American Diabetes Association’s 

journal that publishes peer-reviewed studies related to the physiology and pathophysiology of 
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diabetes.  Previously, I have served as an associate editor for the Journal of Lipid Research and 

the American Journal of Physiology, Endocrinology and Metabolism. 

I have authored, co-authored, or published numerous books, book chapters, abstracts and 

peer-reviewed journal articles related to the science of type 2 diabetes, including risk factors and 

treatment for the disease. I was the editor for several editions of the American Diabetes 

Association’s Medical Management of Type 2 Diabetes as well as coauthor of the chapter “Type 

2 Diabetes” for the Williams Textbook of Endocrinology, the preeminent endocrinology 

textbook.  I have also served as principal or co-investigator on at least 15 clinical trials and 

studies of diabetic patients.  Most of my publications and active or completed research support 

have been on subjects related to obesity, insulin resistance, and type 2 diabetes, including 

publications or trials studying its causes, prevention, consequences and treatment. 

A complete list of all publications that I have authored, as well as the active, pending and 

completed research support I have provided, is included as part of my curriculum vitae, provided 

with this report as Attachment 1. 

I am the recipient of several professional awards and honors, including the American 

Medical Association Award for Outstanding Research, the American Diabetes Association 

Award for Outstanding Research, and the Cure, Care and Commitment Award from the 

American Diabetes Association’s Michigan Affiliate.  

My clinical practice at the University of Michigan is almost exclusively focused on the 

care of individuals with type 1 and type 2 diabetes.  Over my clinical career, I have also cared for 

hundreds of individuals with diabetic complications, including the disease of diabetic 

neuropathy. 
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My teaching at the University of Michigan consists of lectures in endocrinology, nutrition 

and diabetes, including complications of diabetes. I am well versed in the primary literature 

surrounding the care of individuals with diabetes and related complications, including the disease 

of diabetic neuropathy. 

Based upon my education, training and experience, as summarized above, I consider 

myself an expert in the fields of:  (1) type 2 diabetes and its complications (neuropathy, 

retinopathy, and nephropathy), including treatment, management, preventative care, causes, and 

risk or contributory factors; (2) the design, conduct, and analysis of clinical trials; and (3) 

statistical analyses of the results of such clinical trials.  I have significant experience in the 

development and execution of clinical trials, and I have published numerous articles in peer-

reviewed publications related to my diabetes research. 

I have not testified as an expert at trial or by deposition in the last four years.  The FTC is 

compensating me for my work on this case at the rate of $350 per hour. I am also currently 

working for the FTC as a testifying expert in the case of FTC v. Agora Financial, 1:19-cv-

03100-JMC (D. Md.). 

II. Scope of Report and Review 

In connection with this case, the FTC asked me to provide my expert opinion on the 

following issues. First, are diabetes and diabetic neuropathy diseases? Second, did Health 

Research Laboratories, LLC and Kramer Duhon (collectively referred to as “Defendants”) have 

competent and reliable scientific evidence, as defined in Section II of the January 16, 2018 Order 

in FTC and Maine v. Health Research Laboratories, LLC, No. 2:17-cv-00467-JDL (“Final 

Order”), substantiating the truth of their advertising representations that Neupathic cures, 

mitigates, or treats diabetes or diabetic neuropathy? Specifically, did Defendants have 
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randomized, double-blind, and placebo-controlled human clinical testing, conducted by 

researchers qualified by training and experience to conduct such testing, of Neupathic or an 

Essentially Equivalent Product as that term is defined in the Final Order, that is sufficient in 

quality or quantity based on standards generally accepted by experts in diabetes and diabetic 

neuropathy, when considered in light of the entire body of relevant and reliable scientific 

evidence, to substantiate that Neupathic will cure, mitigate, or treat diabetes or diabetic 

neuropathy? And finally, what is the likelihood that a properly conducted human clinical trial of 

Neupathic or an Essentially Equivalent Product would establish that it cures, mitigates, or treats 

diabetes or diabetic neuropathy? 

In preparing this report, I reviewed the following documents provided to me by the FTC: 

(1) Letters from Defendants’ counsel to the FTC dated January 30, 2019 and June 20, 2019; 

(2) Neupathic labeling (HRL004913); 

(3) Neupathic advertising (HRL004997-5051); 

(4) Purported substantiation and related documents Defendants submitted to the FTC 

(HRL005640-005680 and HRL007902-008131); and 

(5) Stipulated Final Judgment and Order for Permanent Injunction and Other Equitable 
Relief entered in FTC and Maine v. Health Research Laboratories, LLC, et al., No. 2:17-

cv-00467-JDL (Jan. 16, 2018). 

In addition, I considered other scientific literature relating to diabetic neuropathy, 

alternative treatment approaches, and certain ingredients in Neupathic as general reference 

materials including: 

(1) Feldman EL, Callaghan BC, Pop-Busui R, Zochodne DW, Wright DE, Bennett DL, Bril 

V, Russell JW, Viswanathan V. Nat Rev Dis Primers. 2019. Diabetic neuropathy. Jun 

13;5(1):41. doi: 10.1038/s41572-019-0092-1. 

(2) Iqbal Z, Azmi S, Yadav R, Ferdousi M, Kumar M, Cuthbertson DJ, Lim J, Malik RA, 

Alam U. Diabetic Peripheral Neuropathy: Epidemiology, Diagnosis, and 
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Pharmacotherapy. Clin Ther. 2018 Jun;40(6):828-849. doi: 

10.1016/j.clinthera.2018.04.001. 

(3) American Diabetes Association. 2018. 10. Microvascular Complications and Foot Care: 

Standards of Medical Care in Diabetes-2018. Diabetes Care. Jan;41(Suppl 1):S105-

S118. doi: 10.2337/dc18-S010. 

(4) Tajti J, Szok D, Majláth Z, Csáti A, Petrovics-Balog A, Vécsei L. 2016 Alleviation of 

pain in painful diabetic neuropathy. Expert Opin Drug Metab Toxicol. Jul;12(7):753-64. 

doi: 10.1080/17425255.2016.1184648. Epub 2016 May 25. Review. 

(5) Boyd A, Bleakley C, Hurley DA, Gill C, Hannon-Fletcher M, Bell P, McDonough S.  

2019. Herbal medicinal products or preparations for neuropathic pain. Cochrane 

Database Syst Rev. Apr 2;4:CD010528. doi: 10.1002/14651858.CD010528.pub4. 

(6) Jayabalan B, Low LL. 2016 Vitamin B supplementation for diabetic peripheral 

neuropathy. Singapore Med J. Feb;57(2):55-9. doi: 10.11622/smedj.2016027. 

(7) Jiang DQ, Li MX, Ma YJ, Wang Y, Wang Y. 2016. Efficacy and safety of prostaglandin 

E1 plus lipoic acid combination therapy versus monotherapy for patients with diabetic 

peripheral neuropathy. J Clin Neurosci. May;27:8-16. doi: 10.1016/j.jocn.2015.07.028. 

(8) Hamel J, Logigian EL. 2018. Acute nutritional axonal neuropathy. Muscle Nerve. 57:33-

39. doi: 10.1002/mus.25702. 

(9) Chaparro LE, Wiffen PJ, Gilron I. 2012. Combination pharmacotherapy for the treatment 

of neuropathic pain in adults.  Cochrane Database Syst. Rev. Jul 11;(7): CD008943. doi: 

10.1002/14651858. 

III. Background about the Diseases of Diabetes and Diabetic Neuropathy 

Diabetes mellitus, more commonly known as diabetes, is a metabolic disease that is 

characterized by high blood glucose levels over a prolonged period (“hyperglycemia”). Diabetes 

occurs when a person’s blood glucose, sometimes referred to as blood sugar, is higher than what 

is considered safe.  Diabetes is due to either the body’s failure to produce enough insulin or the 

body’s failure to effectively respond to the insulin produced.  Insulin performs the critical job of 

removing glucose from the bloodstream to the body’s cells.  

Diabetes most commonly arises by two different pathways1-3. Type 1 diabetes is due to 

the autoimmune destruction of beta cells, a type of cell found in the pancreas that is responsible 
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for producing insulin.  This results in nearly complete loss of insulin and significant 

hyperglycemia. After diagnosis, type 1 diabetics must be treated with insulin.  Only about 5% of 

all diabetes is due to type 1 diabetes.  The more common form, type 2 diabetes, results primarily 

because of obesity.  Obesity results in insulin resistance, leading to increased insulin production 

by beta cells to overcome the insulin resistance.  Eventually, an individual’s beta cells begin to 

fail, insulin secretion decreases, and blood glucose levels rise. 

Diabetes can be treated effectively, but it cannot be cured in the sense that it cannot be 

permanently reversed or prevented as the loss of beta cells is not reversible. 

Both type 1 and type 2 diabetes can give rise to microvascular complications of diabetes. 

Microvascular complications include eye disease (retinopathy), kidney damage (nephropathy) 

and nerve damage (neuropathy).  Only a subset of diabetics develops microvascular 

complications.  The development of such complications is primarily related to the degree and 

length of hyperglycemia and genetic susceptibility.  Other factors, including hypertension, high 

blood lipid levels, vascular problems and smoking, can increase a person’s risk for 

complications, including neuropathy. 

Neuropathy is a disease of the functions of nerves4. Neuropathy can arise from more than 

100 different conditions4,5 . Most neuropathies arise because of another underlying condition. 

For example, severe vitamin deficiencies can cause neuropathy. Individuals with neuropathy 

associated with vitamin deficiencies have manifestations of malnutrition and other signs of 

vitamin deficiency that are not typical of diabetic neuropathy4. 

The disease of diabetic neuropathy is neuropathy associated with persistent elevations of 

blood glucose in both type 1 and type 2 diabetes6. The most common type of diabetic 
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neuropathy is a symmetric, sensory neuropathy, which arises from the degeneration of small, 

unmyelinated nerve fibers (C-fibers) that conduct sensations of pain as well as heat and cold 

sensation. The condition, also known as peripheral neuropathy, affects the lower limbs first, 

gradually spreading from the toes to the foot and legs.  When severe, it can also affect the hands 

and arms. Symptoms commonly include tingling, pricking, chilling, burning, or numbness. 

Some individuals with diabetic neuropathy experience burning and sharp lancinating pain that 

can be debilitating to patients. In addition, the autonomic nervous system can be affected, 

resulting in erectile dysfunction, low blood pressure, and digestive system problems. 

There have been no interventions identified that can cure the disease of diabetic 

neuropathy. Prevention of neuropathy by strict blood glucose control once a patient is diagnosed 

with diabetes is therefore very important. The landmark Diabetes Complications and Control 

(DCCT) trial showed that the development of diabetic neuropathy can be prevented by good 

control of glucose7. Once it is established, diabetic neuropathy is not reversible. However, 

diabetic neuropathy progression can be stabilized or slowed by meticulous control of glucose 

levels, cessation of smoking, and control of blood pressure and lipid levels, all of which may 

contribute to the worsening of diabetic neuropathy.  Some individuals with only small elevations 

in blood glucose can suffer from diabetic neuropathy, and it is thought that they have a genetic 

predisposition for neuropathy. 

Recommended medical treatment for diabetic neuropathy consists of careful foot care to 

prevent ulcerations, which can lead to amputations.  Topical products, such as capsaicin and oral 

medications such as anti-inflammatory medications, selective serotonin uptake inhibitors, 

anticonvulsants, pregabalin, and narcotics can be used to treat some symptoms of diabetic 

neuropathy by relieving pain6. 
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It is important to note that no FDA-approved treatments have been shown to cure or 

reverse the underlying pathology of diabetic neuropathy once it is established.  Currently, there 

are only drugs that can mitigate or treat the symptoms associated with diabetic neuropathy such 

as pain. Moreover, a 2011 comprehensive review of the literature by American Association of 

Neuromuscular and Electrodiagnostic Medicine, the American Academy of Neurology, and the 

American Academy of Physical Medicine & Rehabilitation found no evidence of efficacy for 

any natural products in the treatment of diabetic neuropathy8. 

IV. Definition of Competent and Reliable Scientific Evidence in Section II of the 

Final Order 

Counsel for the FTC has advised me that Section II of the Final Order establishes certain 

requirements Defendants must meet before they claim a dietary supplement cures, mitigates, or 

treats any disease.  Specifically, Section II states that Defendants must have competent and 

reliable scientific evidence in the form of human clinical testing of the dietary supplement or an 

Essentially Equivalent Product substantiating that the claim is true.  The Final Order defines 

Essentially Equivalent Product as “a product that contains the identical ingredients, except for 

inactive ingredients … in the same form and dosage, and with the same route of administration 

(e.g., orally, sublingually), as the Covered Product; provided that the Covered Product may 

contain additional ingredients if reliable scientific evidence generally accepted by experts in the 

field indicates that the amount and combination of additional ingredients is unlikely to impede or 

inhibit the effectiveness of the ingredients in the Essentially Equivalent Product.”  Final Order, p. 

5. 

Section II also states that the human clinical testing must be “sufficient in quality and 

quantity based on standards generally accepted by experts in the relevant disease, condition, or 

function to which the representation relates, when considered in light of the entire body of 
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relevant and scientific evidence, to substantiate that the representation is true.” Section II further 

requires that the human clinical testing must be “(1) randomized, double-blind, and placebo-

controlled; and (2) conducted by researchers qualified by training and experience to conduct 

such testing.” In this report, I evaluate the substantiation submitted by Defendants according to 

the specific requirements for competent and reliable scientific evidence established in Section II.  

Below, I explain why these requirements are critically important in evaluating the efficacy of a 

dietary supplement. 

V. Importance of Using Randomized, Double-Blinded, Placebo-Controlled Trials to 

Test Efficacy 

Clinical trials involving human subjects are essential in evaluating the efficacy of a 

dietary supplement or drug in curing, mitigating, or treating diseases in humans. Although in 

vitro studies (using cells in culture) and animal studies may be useful preliminary tools to help 

formulate hypotheses, results from in vitro and animal studies cannot always be extrapolated to 

humans because of differences in physiology and metabolism between cells in culture, animal 

subjects, and humans. 

Randomization in trials, which means that individual subjects are randomly assigned to 

either a treatment or control group, is also necessary to ensure that any observed effects in a trial 

can be isolated to the tested product or treatment alone rather than attributed to other known or 

unknown factors that might make an individual more or less responsive to treatment. 

Clinical trials generally should be double-blinded, meaning that neither the subject nor 

the investigator knows whether the subject receives the placebo or active product or 

treatment. Double-blinding is critical in avoiding inadvertent or unconscious bias by either the 

subject or the investigator. 

10 
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Clinical trials also generally should use a placebo control group, meaning that while one 

group of subjects receives the product or treatment that is being studied, another separate control 

group receives a “placebo,” which is a fake treatment or inert pill that has no therapeutic 

effect. This is important to account for a “placebo effect,” whereby a subject shows 

improvement even when given an ineffective treatment. Placebo effect is a well-recognized 

phenomenon in scientific research that can be caused by various factors. 

Finally, the studies used to substantiate a product’s efficacy must test the product itself or 

an equivalent product with the same active ingredients at the same dosage that is claimed to 

produce effective outcomes. Testing the product itself or the same combination of active 

ingredients is necessary because, even in cases where individual constituent ingredients have 

been shown in other formulations to be efficacious or safe for the treatment of a particular 

condition, those same ingredients may not have the same properties or effects when combined 

with other ingredients. 

VI. Evaluation of Purported Substantiation Related to Neupathic 

Neupathic contains a mixture of active ingredients, taken once per day:  Vitamins E (30 

IU), B1 (33.3 mg), B6 (33.3 mg), B12 (16.7 mcg), and folate (266.7 mcg), and Evening Primrose 

Oil (EPO) (666.7 mg).  See HRL004913 (Neupathic label). The extract from EPO in Neupathic 

contains 9% gamma linolenic acid (GLA).  See HRL004913.  The 666.7 mg of EPO in 

Neupathic therefore contains 60 mg of GLA. 

After reviewing the materials supplied by Defendants and conducting my own review of 

relevant scientific literature, it is my expert opinion that there is no competent and reliable 

scientific evidence that Neupathic or its individual ingredients, can cure, mitigate, or treat 
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diabetes or diabetic neuropathy. Defendants do not have a randomized, double-blind, placebo-

controlled clinical trial testing the same combination, form, and dose of active ingredients found 

in Neupathic. My opinion is based on the following primary observations, which are explained 

in greater detail later in this report: 

(1) Neupathic has multiple active ingredients that have not been tested together in a 

randomized, double-blinded, placebo-controlled trial to evaluate the product’s efficacy in 

curing, mitigating, or treating diabetic neuropathy or diabetes. 

(2) The trials proffered by Defendants to substantiate their claims have instead tested some of 

the individual active ingredients found in Neupathic.  These trials have serious flaws in either 

design (i.e., not a randomized, double-blind, placebo-controlled trial) or data analysis (i.e., 

serious and disqualifying problems with statistical analysis). 

(3) In all but one of the studies Defendants supplied as substantiation, the dosage of 

individual ingredients tested was significantly higher than the dosage of the individual 

ingredients contained in Neupathic. 

(4) The single study that tested the individual ingredient of EPO at a similar dose to that 

found in Neupathic was not a randomized, double-blind, placebo-controlled study 9. 

A. Purported Substantiation Relating to Vitamins B1, B6, B12, Folic acid (B9), and E 

Defendants submitted a number of studies involving the individual ingredients of 

Vitamins B1, B6, B12, folic acid, and Vitamin E in support of claims for Neupathic. However, 

none of these studies tested a product with the same doses of these ingredients found in 

Neupathic. In addition, each study suffers from one or more design flaws, such as the absence of 

placebo controls, double-blinding, or randomization. Some also have serious statistical flaws. 
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For these reasons, none of the studies submitted by Defendants to the FTC provides competent 

and reliable scientific evidence to support claims that Neupathic, or its individual ingredients of 

Vitamins B1, B6, B12, folic acid, or Vitamin E, cure, mitigate, or treat diabetes or diabetic 

neuropathy. I briefly evaluate each of these studies in more detail below. 

Rizvi, et al. Pakistan Journal of Medical and Health Sciences Jul - Sep 2013; 

7(3):801-803 (HRL005665-5668). This was not a randomized or double-blinded study, and it 

did not test Neupathic or a product with the same combination of active ingredients. 

Furthermore, there are significant statistical problems in the way the authors analyzed the results. 

Most importantly, however, the study tested doses of Vitamin B1, B6 and B12 that were 6 to 10 

times higher than the doses of those vitamins contained in Neupathic.  This study therefore does 

not provide competent or reliable scientific evidence supporting the use of Neupathic or its 

ingredients Vitamins B1, B6 and B12 in curing, mitigating, or treating diabetic neuropathy or 

diabetes. 

Alvarado and Navarro. Journal of Diabetes Research 2016; 2016:4078695 

(HRL005657-5664). This is a multi-site, open-label, randomized study. In multi-site trials, the 

statistical analysis of the data must account for the fact that individuals from different sites may 

not be the same. For example, smoking rates may be different in one community than in another.  

However, the study report does not mention this issue, which suggests that the authors did not 

make the appropriate statistical adjustments to account for multiple locations. An open-label 

study is one where there is no blinding. In other words, both the subjects and investigators know 

who is receiving the active and control treatments. 

This study did not test Neupathic or a product with the same combination of active 

ingredients.  Instead, subjects in this study’s treatment groups received either Pregabalin (75 
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mg/d ascending to 600 mg/d), a drug approved for the treatment of neuropathy symptoms, while 

the other group received the drug Gabapentin (300 mg/d ascending to 3600 mg/d) plus vitamin 

B1 and B12 (100 mg and 20 mg, respectively).  Because this study included the administration of 

drugs known to have an effect on neuropathy-related pain (Pregabalin and Gabapentin), the 

effects of Vitamin B1 and B12 themselves cannot be established by this study. The dose of 

Vitamin B1 tested in this study was also 3 times greater, and the amount of Vitamin B12 was 1.3 

times greater, than the doses of those ingredients found in Neupathic. 

Although 346 subjects enrolled in the study, a substantial number of subjects (76) 

dropped out with only 270 subjects completing it. High dropout rates in a trial can skew results, 

especially in open label studies. This is because individuals who know they are in the control 

group may not feel like they are getting a benefit, and therefore may be more likely to leave the 

study than individuals who know they are in the treatment group. For the above reasons, this 

study does not provide competent or reliable scientific evidence supporting the use of Neupathic 

or Vitamins B1, B12 in curing, mitigating, or treating diabetic neuropathy or diabetes. 

Eckert and Schejbal. Fortschr Med. 1992 Oct 20;110(29):544-8 (HRL005669-5670 

and HR007969-7970). Defendants only submitted an abstract related to this study to the FTC.  

This was an unblinded (open label), non-randomized study involving 1149 subjects receiving a 

combination of B Vitamins (B1, B6, B12). This study did not involve the administration of a 

fixed dose of vitamins, and there was no placebo control. According to the provided abstract, 

“the form of administration…dosage and duration of treatment were left to the individual care-

providing physician.” It was an observational study following patients with a variety of diseases 

who were treated by 234 physicians, not a clinical trial. The authors reported pain reduction in 

69% of patients and some improvements in paresthesias (tingling or pricking sensation) and 
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muscular weakness in the legs. Given the many problems in this study’s design, such as the 

decisions not to randomize, double-blind, or placebo control, this study does not provide 

competent or reliable scientific evidence supporting the use of Neupathic or Vitamins B1, B6 

and B12 in curing, mitigating, or treating diabetic neuropathy or diabetes. 

Rajanandh, et al.  Pharmacological Reports 66 (2014): 44-48 (HRL005671-5675 and 

HRL007941-7942). This was a randomized, placebo-controlled trial. It is unclear from the 

description of the study whether it was double-blinded.  The trial began with 112 subjects with 

diabetic neuropathy, and only 96 subjects completed the study. Half of the study subjects 

received a placebo, and the other half of study subjects in the treatment group received 400 

mg/day of Vitamin E for 3 months. The dose of Vitamin E administered in this study was 20 

times higher than the dose of Vitamin E found in Neupathic.  It therefore does not provide 

competent and reliable scientific evidence to support claims that Neupathic or the individual 

ingredient of Vitamin E effectively cures, mitigates, or treats diabetic neuropathy or diabetes. 

Ogbera, et al. Indian Journal of Endocrinology and Metabolism. 2014;18(6):846-849 

(HRL005640-5643 and HRL007902-7905). This was an unblinded (open label), non-

randomized study with 80 subjects receiving a combination of Vitamin E (400 mg/day) and EPO 

(500-1000 mg/day). The study assessed symptom relief at periods up to 3 months, and the study 

authors claim that 88% of subjects reported relief from burning pain.  However, unblinded 

studies such as this one are inherently biased, especially when there is also no randomization. 

Additionally, the dose of Vitamin E used in this study was 20 times higher than the dose of 

Vitamin E in Neupathic. The EPO dose tested in this study was equivalent to the dose found in 

Neupathic. None of the other active ingredients present in Neupathic were tested in this study. 

Moreover, other studies testing Vitamin E that have been conducted as placebo-controlled trials 
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with more objective measures of nerve function have shown no effect on neuropathy. 10 For 

these reasons, this study does not provide competent and reliable scientific evidence that 

Neupathic or its ingredients Vitamin E or EPO are effective in curing, mitigating, or treating 

diabetes or diabetic neuropathy. 

Dabak, et al. Int. J. Vitam. Nutr. Res., 2012; 82(6):369-373 (HRL005648-5652 and 

HRL007965-7966). This study examined blood samples to determine the amount of Thiamine 

(Vitamin B1) in patients’ blood in a cross-sectional study of diabetic patients with and without 

amputations and compared them to controls. A cross-sectional study is one in which subjects are 

examined at a single point in time rather than followed over time. This study was not a clinical 

trial testing a particular treatment or any product, but instead simply measured the level of 

Thiamine in patients’ blood. The study authors claim that their results showed that diabetics 

(both individuals with and without amputations) had higher levels of Thiamine in their blood 

than the non-diabetic control group. It is unclear what the researchers purported to show with 

this study, and it certainly does not provide competent or reliable scientific evidence that 

Neupathic or Vitamin B1 cures, mitigates, or treat diabetic neuropathy or diabetes. 

Luong and Nguyen. J. Clin. Med. Res. 2012;4(3):153-160 (HRL005653-005656). This 

is a review article generally discussing the potential use of Thiamine (Vitamin B1) in the 

treatment of diabetes. Among the number of topics that are discussed in this review is a 

paragraph citing a few studies related to diabetic neuropathy, primarily in animal models.  

Because this is a review article rather than a published report of a study containing specific 

information about study design and resulting data, this article does not provide primary evidence 
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for the efficacy of Neupathic or Vitamin B1 in curing, mitigating, or treating diabetic neuropathy 

or diabetes. 

Mottaghi T, et al.  Neurology Research. 2019 Apr; 41(4):364-368 (HRL007910-

7911). This was a double-blind, placebo-controlled study testing 1 mg/day of folic acid in 

subjects with diabetic neuropathy. This study tested the effect of folic acid on nerve function, 

and the authors claimed to have found a statistically significant change in the treated group in 

several measures of nerve function. Because there was no data provided showing statistical 

comparisons of the two groups at the beginning of the study, it is impossible to know whether the 

study was properly randomized. If the study was not properly randomized, then a different 

statistical approach would have been more appropriate to analyze the data. In addition, the dose 

of folic acid used in this study was 3.5 times higher than the dose of folic acid found in 

Neupathic. Given these deficiencies, this study does not provide competent and reliable 

scientific evidence to support claims that Neupathic or folic acid cure, treat, or mitigate diabetic 

neuropathy or diabetes. 

Roy, et al.  Indian J. Endocrinology and Metabolism 2016 Sep-Oct; 20(5):631-637 

(HRL007912- HRL007921). This was a one-time, cross-sectional study that evaluated diabetic 

subjects to determine the amount of Vitamin B12 in subjects’ blood and whether the amount of 

Vitamin B12 affected diabetic neuropathy. It was not a randomized, double blind, or placebo-

controlled trial. The study examined three groups: (1) those who were not taking metformin (a 

drug known to lower vitamin B12); (2) those who were taking metformin alone; and (3) those 

taking metformin with another drug used to treat diabetes (which were not disclosed). This study 

did not test a specific intervention or product of any kind.  In other words, subjects in this trial 

did not receive Vitamin B12 or any other ingredient in Neupathic.  As a result, this study does 
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not provide competent and reliable scientific evidence that Neupathic or its individual 

ingredients can cure, treat or mitigate diabetic neuropathy or diabetes. 

Walker et al. Rev. Neurol. Disease 2010;7(4):132-9 (HRL007922-7923). In this 

study, twenty individuals with diabetic neuropathy were treated for up to 1 year with a 

combination of 3 mg/day L-methylfolate (a form of folic acid), 2 mg/day of methylcobalamin (a 

form of Vitamin B12) and 35 mg/day of pyridoxal 5-phosphate (a form of Vitamin B6). This 

study was not double-blinded, nor was there any randomization.  In addition, the formulation of 

the folic acid and B vitamins were not the same as those found in Neupathic. For these reasons, 

this study does not provide competent and reliable scientific evidence that Neupathic or its 

individual ingredients cure, treat, or mitigate diabetic neuropathy or diabetes. 

Yaqub, et al. Clin. Neur. and Neurosurg. 1992; 94:105-111 (HRL007932-007939). In 

this double-blind study, 50 subjects with diabetic neuropathy received either 500 milligrams 

three times per day of methylcobalamin (a form of Vitamin B12) for 4 months or a placebo. 

This daily dose is thousands of times higher than the dose of Vitamin B12 in Neupathic (16 

micrograms). After 4 months, the researchers performed a nerve conduction analysis. Although 

the study reported improvements in nerve function between the subjects who received the 

treatment and those who received the placebo, it did not evaluate the baseline characteristics 

between the placebo and treatment groups. The analysis instead only measured the change 

within each group, the so-called Difference in Nominal Significance (DINS), which is an invalid 

statistical test for analyzing data. This serious error of statistical analysis invalidates the study. 

For all of the above reasons, this study does not provide competent and reliable scientific 

evidence to support a claim that Neupathic or Vitamin B12 cures, treats or mitigates diabetic 

neuropathy or diabetes. 
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Altun and Kurutas. Neural Regen Res. 2016 May; 11(5):842-845. (HRL007980-

HRL007986). This study evaluated tissue levels of various B vitamins, including Vitamin B12, 

in the crushed nerves of rats. This appears to have been done to see if damage to a nerve induces 

a change in Vitamin B12 levels. This rodent study does not test whether Vitamin B12 helps the 

animals with crush injury and does not replicate diabetic neuropathy in humans. It does not 

provide competent and reliable scientific evidence to support claims that Neupathic or its 

individual ingredients are effective in curing, mitigating, or treating diabetic neuropathy or 

diabetes in humans. 

Carmona-Cervantes J. Acta Ortopedica Mexicana. 2014 May-Jun; 28(3):168-172. 

(HRL007987- HRL007991). This is a descriptive study of wound care for diabetic ulcers using 

thiamine pyrophosphate (a form of vitamin B1), along with antibiotics and surgery. It is not a 

double-blinded or placebo-controlled trial and does not provide competent and reliable scientific 

evidence for a claim that Neupathic or Vitamin B1 cure, treat, or mitigate diabetic neuropathy or 

diabetes. 

Song R, et al. Biomedical Research 2017; 28:6210-6215 (HRL007959-007964). This 

is an animal study that suggests Vitamin B1 may influence neuropathy in rodents.  Because it is 

not a randomized, double-blind, placebo-controlled clinical trial involving human subjects, it 

does not provide competent and reliable scientific evidence to support a claim that Neupathic or 

Vitamin B1 is effective in curing, mitigating, or treating diabetic neuropathy or diabetes in 

humans. 

Abbas and Swai. East Afr Med J. 1997 Dec;74(12):803-8 (HRL007967-7968).  

Defendants only produced an abstract for this study to the FTC, and I was unable to find the full 

article elsewhere. The abstract suggests there was some randomization, but it is unclear whether 
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the study was blinded. There was no placebo group.  The abstract claims that a combination of 

thiamine (Vitamin B1) and pyridoxine (Vitamin B6), administered at doses of 25 and 50 mg/day 

respectively, had a dramatic effect on subjective measures of neuropathy when compared to 

treatment with (Vitamin B1) and pyridoxine (Vitamin B6) at 1 mg/day and 1 mg/day, 

respectively. The doses of vitamins administered in this study were not the same as the doses of 

B1 and B6 found in Neupathic (33.3 mg). The study also does not appear to have been 

independently replicated in the 20 years since it was first published.  For these reasons, the study 

does not provide competent and reliable scientific evidence for a claim that Neupathic or its 

ingredients Vitamins B1 or B6 cure, treat, or mitigate diabetic neuropathy or diabetes. 

In addition to reviewing all of the studies and materials submitted by Defendants to the 

FTC, I also used PubMed, National Library of Medicine (“PubMed”) and the Google search 

engine to independently search for any published randomized, double-blind, placebo-controlled 

clinical trials that would provide substantiation for claims that Vitamins B1, B6, B12, folic acid, 

or Vitamin E cure, treat, or mitigate diabetes or diabetic neuropathy and did not find any. 

B. Purported Substantiation Relating to EPO and GLA 

Defendants also submitted studies to the FTC as purported substantiation that tested the 

individual ingredient EPO or GLA, a component of EPO. However, the GLA study conducted 

by Keen, et al. tested a much higher dose of GLA than Neupathic provides, and the study’s 

authors used faulty statistical analysis in evaluating results. The EPO study conducted by 

Ogbera et al. was not a randomized, double-blinded, or placebo-controlled trial. Importantly, 

neither of these studies tested the same combination of active ingredients found in Neupathic.  

As a result, neither of the studies represents competent and reliable scientific evidence to 

substantiate a claim that Neupathic or its individual ingredients EPO or GLA cure, mitigate, or 
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treat diabetes or diabetic neuropathy.  I discuss each of these studies in more detail below as well 

as several abstracts related to EPO that Defendants submitted as purported substantiation. 

Keen, et al. Diabetes Care. 1993;16(1):8-15 (HRL005644-5645 and HRL007927-7928 

and HRL007930-7931). This was a randomized, double-blind, placebo-controlled study of 1-

year duration involving 111 subjects who took 480 mg/day of GLA. This dose of GLA is 8 

times higher than the dose of GLA in Neupathic.  The authors state that the changes in 1 year in 

the GLA group were “more favorable” than the change in the placebo group when assessed by a 

series of objective measures (nerve conduction velocity evaluated using instruments) and 

subjective measures (sensation tests that the subject rated). 

The statistical analysis was not performed correctly, as the study report discloses that 

“[t]he differences between the changes in the active and in the placebo groups were assessed by 

unpaired, two-tailed Student's t test.” The proper way to evaluate the data is to directly compare 

the relative values at the end of the study. In other words, the authors should have evaluated 

whether one group is different than the other group after treatment. Evaluating the “differences 

in changes” of the active treatment group and comparing them with changes in the placebo group 

does not provide an accurate measure of response to the tested product. Secondly, there were 

multiple measures of neuropathy evaluated in this study, and this means that the threshold for 

significance should have been adjusted for the multiple measures because of the increased risk 

for a “false positive” result. However, the report does not suggest that the authors made the 

appropriate adjustments. This is a fundamental statistical error. 

For all of the above reasons, this study does not provide competent and reliable scientific 

evidence for a claim that Neupathic or its individual ingredients cure, treat, or mitigate diabetic 

neuropathy or diabetes. 

21 

PX 4



PUBLICFEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 304 of 465 * PUBLIC *

 

 

    

 

   

 

 

 

 

  

    

   

  

   

  

  

     

    

   

    

     

   

 

Case 2:17-cv-00467-JDL Document 21-7 Filed 12/17/19 Page 23 of 51 PageID #: 452 

Jamal and Carmichael. Diabetes Med. 1990 May; 7(4):319-23 (HRL007925-7926). 

This was a preliminary study, with nearly identical design to that described in Keen, et al., 

addressed above.  Dr. Jamal is a coauthor on the Keen, et al. paper.  It used a similar design 

(double-blind and placebo-controlled), with a lower dose of GLA (360 mg vs. 480 mg for the 

Keen, et al. study).  This study used a dose of GLA that is 6 times higher than that found in 

Neupathic.  As a result, this study does not provide competent and reliable scientific evidence 

that Neupathic, or its ingredient GLA, is effective in curing, mitigating, or treating diabetic 

neuropathy or diabetes. 

Ogbera, et al. Indian Journal of Endocrinology and Metabolism. 2014;18(6):846-849 

(HRL005640-5643). This article describes an unblinded (open-label) study involving 80 

subjects with diabetic neuropathy receiving a combination of Vitamin E (400 mg/day) and EPO 

(500-1000 mg/day). It was not randomized or placebo-controlled. Open label studies such as 

this one are inherently biased especially when there is no randomization. This study assessed 

symptom relief at periods up to 3 months.  The authors claim 88% of subjects reported relief 

from burning pain, which is a symptom of diabetic neuropathy. However, the dose of Vitamin E 

tested in this study was 20 times higher than the dose of Vitamin E found in Neupathic. The 

EPO dose was equivalent to that found in the Neupathic formulation. As noted above, other 

studies involving tocopherols (which contain Vitamin E) have shown no effect on neuropathy 

when properly carried out as a placebo-controlled study with objective measures of nerve 

function 10. For the above reasons, this study does not provide competent and reliable scientific 

evidence that Neupathic or its individual ingredients cure, mitigate, or treat diabetic neuropathy 

or diabetes. 
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Horrobin, DF. Prostaglandins Leukot Essent Fatty Acids 1993; Jan;48(1):101-4 

(HRL005647 and HRL007924) and Horrobin, DF, Agents Actions Suppl. 1992;37:120-44 

(HRL005646 and HRL007929). These are both review articles that do not provide primary 

data or competent and reliable scientific evidence to support claims that Neupathic, or its 

ingredient GLA, are effective in curing, mitigating, or treating diabetic neuropathy or diabetes. 

Mann RH. Natural Medicine Journal 2018;10 (HRL007943- HRL007958). This is 

another review article, which does not provide primary data or competent and reliable scientific 

evidence to support claims that either Neupathic or its ingredient GLA is effective in curing, 

mitigating, or treating diabetic neuropathy or diabetes. 

In addition to reviewing the studies submitted by Defendants to the FTC, I used PubMed 

and the Google search engine to independently search for any published randomized, double-

blind, placebo-controlled clinical trials that would provide competent and reliable scientific 

evidence to support claims that EPO or GLA cure, treat, or mitigate diabetes or diabetic 

neuropathy and did not find any. 

VII. CONCLUSIONS 

Based on my review of the materials that Defendants have submitted to the FTC as 

substantiation as well as my independent review of relevant scientific literature, I have reached 

the following conclusions.  First, no randomized, double-blind, placebo-controlled clinical trials 

have tested Neupathic or a product with the same combination of active ingredients to prove 

efficacy of the product in curing, treating, or mitigating diabetic neuropathy or diabetes. Second, 

many of the studies submitted by Defendants have serious problems in either study design or in 

their statistical analysis. In many instances, the studies relied on by Defendants were not 
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randomized, double-blind, and placebo-controlled. Third, in addition to the significant flaws in 

design and statistical analysis, in each of the studies proffered by Defendants (with the exception 

of the EPO study conducted by Ogbera et al. 9 which was not a randomized, double-blind, 

placebo-controlled trial), the dosage of the individual ingredients tested in the trials were 

significantly higher than those found in Neupathic.  

Defendants have provided to the FTC a series of publications as substantiation that do not 

provide competent and reliable scientific evidence to support claims that Neupathic or its 

individual ingredients can cure, treat, or mitigate diabetes or diabetic neuropathy. In my opinion, 

based on my professional experience, training, and review of the literature, it is highly unlikely 

that a properly conducted randomized, double-blind, placebo-controlled clinical trial would 

demonstrate efficacy of Neupathic or an Essentially Equivalent Product in curing, treating, or 

mitigating diabetes or diabetic neuropathy. 

I declare under penalty of perjury under the laws of the United States of America that this 

report is a true and correct statement of my opinions and expert testimony. If called to testify, I 

could and would testify to this expert opinion. 

_____________________________ 

Dr. Charles F. Burant 

Executed on: December 8, 2019 

Ann Arbor, Michigan 
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CURRICULUM VITAE 

Charles Francis Burant, M.D., Ph.D. 

Robert C. and Veronica Atkins Professor of Metabolism 
Professor, Internal Medicine, Division of Metabolism, Endocrinology, and Diabetes 

Professor, Molecular & Integrative Physiology 
Professor, Department of Nutritional Sciences, School of Public Health 

Adjunct Professor, Division of Movement Science, School of Kinesiology 
Director, A. Alfred Taubman Medical Research Institute 

6903 Brehm Tower 
1000 Wall St. 

Ann Arbor, MI 48109-5678 
Phone: 734-615-3481 

E-Mail: burantc@umich.edu 

EDUCATION AND TRAINING 

8/1975-5/1979 University of Wisconsin, Madison, Wisconsin; B.S. Biochemistry 
6/1979-7/1981 University of Wisconsin, Madison, Wisconsin; M.S. Environmental Toxicology 
7/1981-5/1987 Medical University of South Carolina, Charleston, S. Carolina; M.D. in Medicine 
7/1981-5/1987 Medical University of South Carolina, Charleston, S. Carolina; Ph.D. in Molecular and 

Cellular Biology 

POSTDOCTORAL TRAINING 

6/1987-6/1988 University of California, San Francisco, California; Internship in Medicine 
6/1988-6/1989 University of California, San Francisco, California; Resident in Medicine 
7/1989-6/1991 University of Chicago; Fellow in Endocrinology, Department of Medicine 

ACADEMIC, ADMINISTRATIVE AND CLINICAL APPOINTMENTS 

7/1991-6/1992 Instructor, Department of Medicine, University of Chicago 
7/1992-8/1998 Assistant Professor, Endocrinology Section, Department of Medicine, 

University of Chicago 
8/1998-8/2001 Research Fellow and Director, Cell Biology, Head, Metabolic Diseases, Parke-Davis 

Pharmaceuticals, Ann Arbor, MI 
4/1999-9/2001     Adjunct Assistant Professor of Medicine, University of Michigan 
10/2001-5/2008 Associate Professor of Medicine, University of Michigan 
10/2001-present Adjunct Professor of Kinesiology, University of Michigan 
1/2002-5/2006     Associate Professor of Molecular and Integrative Physiology, University of Michigan 
7/2002-present Member, Cell and Molecular Biology Training Program, University of Michigan 
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7/2004-present Program Director, Fellowship Program in Metabolic Diseases 
7/2005-present Member, Center for Computational Medicine and Biology 
5/2006-present Professor of Internal Medicine and Molecular and Integrative Physiology 
1/2006-present Director, Michigan Metabolomics and Obesity Center 
1/2006-present Director, Michigan Metabolomics and Obesity Center 
5/2006-present Robert C. and Veronica Atkins Professor of Metabolism 
12/2010-present Professor, Department of Nutritional Sciences, UM School of Public Health 
7/2017-present   Director, A. Alfred Taubman Medical Research Institute 

CERTIFICATION AND LICENSURE 

1988 National Board of Medical Examiners 
1992 American Board of Internal Medicine 
1993 American Board of Internal Medicine-Endocrinology, Diabetes and Metabolism 
2000 American Board of Internal Medicine-renewal 
2000 American Board of Internal Medicine-Endocrinology, Diabetes and Metabolism-renewal 
2013 American Board of Internal Medicine-Endocrinology, Diabetes and Metabolism-renewal 

ACTIVE RESEARCH SUPPORT 

R24 DK097153 Burant (PI) 09/01/2012 – 07/31/2018 
National Institutes of Health $2,121,742 (Year 1 Costs, total direct costs 

$6,100,000) 
Michigan Regional Comprehensive Metabolomics Research Core 
This is a project to expand the metabolomics capabilities at the University of Michigan to become a 
national metabolomics resource. 

1R01DK099034 Burant (PI-MPI grant) 3/01/2013 – 02/28/2016 
National Institutes of Health Pending (Yearly Costs) 
Genotype-Phenotype relationships underlying aerobic capacity and metabolic health 
This project will use phenotypic and transcriptomics profiling along with genotyping to understand the 
genetics of enhanced aerobic capacity. 

5U01DK062370                                                          Boehnke (PI) 01/01/2014 – 05/31/2019 
National Institutes of Health                                   Pending (Yearly Costs) 
Identifying Genes for Type 2 Diabetes: FUSION 
The present proposal builds on a longstanding and productive collaboration between researchers in the 
USA and Finland to understand the genetic basis of type 2 diabetes, and to use this information to reveal 
disease mechanisms. In this proposal, we will continue to identify genetic loci that influence risk to type 
2 diabetes and variability in diabetes-related quantitative traits, and increasingly focus on identifying the 
causal variants, genes and other functional units, and the mechanisms by which they act. 
Role: Co-investigator 

1R01DK104339-01 
National Institutes of Health.                          Tishkoff (PI) 10/01/2014 – 09/30/2019 
Integrative Nutrigenomic and Metabolomics Analyses of Africans with Variable Diets 
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This project will examine the relationship between metabolome, genome and diet in cardiovascular risk 
factors in diverse African populations. 
Role: Co-investigator 

U2CES026553 
National Institutes of Health.   Meeker (PI)           09/01/2015- 08/31/2019 
M-CHEAR: Michigan Children’s Health Exposure Analysis Resource Laboratory Hub 
M-CHEAR will provide infrastructure and support to investigate the relationship between environmental 
exposures and health in the nation’s children. 
Role: Co-investigator, Director Untargeted Analysis Resource  

U24 DK112342               Burant (PI-MPI grant with Jun Li)        12/01/2016 – 8/31/2022 
National Institutes of Health. 
MiCAS-Michigan Chemical Analysis Element 
Role: Communicating Principal Investigator 
The role of exercise in conferring health benefits will be examined by the Molecular Transducers of 
Physical Activity Consortium.  The MiCAS will perform small molecule analysis and lead data 
integration across sites. 

No Identifier Burant (PI-MPI grant with Rothberg and J Lumeng) 1/01/2017 – 12/31/2018 
Taubman Medical Research Institute.                    
Modulation of the Intergenerational Risk of Obesity-Pilot Phase 
Role: Communicating Principal Investigator 
This grant supports the planning phase of an application that will assess the effectiveness of 
preconception weight loss to modulate the risk of obesity in children born to mothers with obesity. 

National Institutes of Health. Gao (PI-UT Houston)                               06/01/2017 – 5/30/2022    
Diabetes Progression with Metabolomic and Genomic Profiling in Starr County Mexican 

Americans 
Role: Coinvestigator 
This project will perform integrative analyses of this multi-omics datasets to understand dysregulation of 
metabolic pathways and their genomic underpinnings, leading to prediabetes, diabetes, and progression 
of the disease. 
Role:  Co-Investigator 

R01HD074559  (J. Lee)                                05/01/14 – 02/28/19 
National Institutes of Health. 
Conventional and Metabolomic Predictors of Pediatric Prediabetes and Insulin Resistance 
The proposed study will evaluate the longitudinal test performance of an array of conventional 
biomarkers of glycemia, including Hemoglobin A1c (HbA1c), and novel metabolomic biomarkers for 
identifying progression of glucose tolerance (normal to prediabetes or prediabetes to diabetes) in an 
overweight and obese pediatric population. 
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U2CES030164  (Evans, Nevetskii)                                   7/1/18-6/30/22 
National Institutes of Health. 
Michigan Compound Identification Development Cores 
The main goal of this project is to use cutting-edge computational and experimental methods to 
systematically identify metabolites among the high proportion of features in untargeted metabolomics 
data which are presently considered unknown. In so doing, we will address a long-standing challenge in 
the field of metabolomics and enhance biological insights from extant and future metabolomics data.  
Role:  Co-Investigator 

U01 CA2354387  (Karnovsky)                                    7/1/18-6/30/22 
NIH 
Methods and Tools for Integrative Functional Enrichment Analysis of Metabolomics Data 
This proposal is focused on building computational tools to enable the last stage of this workflow with 
the ultimate goal to help researchers generate testable hypotheses and derive biological knowledge from 
their data. 
Role:  Co-Investigator 

PENDING RESEARCH SUPPORT 
NONE 

COMPLETED RESEARCH SUPPORT (within last 5 years) 

UL1 RR024986 Shanley (PI) 06/01/2012 – 05/31/2017 
National Institutes of Health $7,658,028 (Yearly Costs) 
Michigan Institute for Clinical and Health Research (MICHR) 
Role: Associate Director, Director Pilot and Feasibility Grant Program 

R01 DK079084 Burant (PI) 08/01/2007 – 01/31/2012 
National Institutes of Health 
Using Systems Biology to Understanding Islet Adaptation and Failure 

R01 DK51563 MacDougald (PI) 07/01/2006 – 06/31/2011 
National Institutes of Health 
Regulation of adipocyte differentiation and metabolism 

R01 DK077200 Burant (PI) 04/01/2008 – 04/30/2014 
National Institutes of Health $208,271 (Yearly Costs) 
Biology of Aerobic Capacity and Insulin Resistance 
The genomic and metabolomic profile in rats with different intrinsic running capacity will be assessed 

before and following exercise training and following caloric restriction. 
Role: Principal Investigator 

R01 DK088114 Oral (PI) 02/05/2011 – 12/31/2015 
National Institutes of Health 
Effects of Recombinant Human Leptin in Nonalcoholic Fatty Liver Disease (NAFLD) 
Role: Co-Investigator 
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DP3 DK094292  Burant (PI, MPI Grant) 09/30/2011 – 08/31/2016 
National Institutes of Health $1,452,738 (Yearly Costs) 
Tissue-Specific Metabolic Reprogramming in Diabetic Complications 
Role: Principal Investigator 

P30 DK089503-6 Burant (PI) 07/01/2015 – 06/30/2020 
National Institutes of Health 
Michigan Nutrition Obesity Research Center (Grant transferred to R. Seeley) 
Role: Principal Investigator 

HONORS AND AWARDS 

1977 National Science Foundation - Undergraduate Research Award 
1981-1987 Medical Scientist Training Program Award 
1984 Alpha Omega Alpha National Medical Honor Society 
1985 Welcome Trust Young Investigator Award 
1985 Mead Johnson Award 
1985 American Medical Association Award for Outstanding Research 
1985 American Diabetes Association Award for Outstanding Research 
1990-1991 Juvenile Diabetes Federation Fellowship 
1991 Louis Block Award for Outstanding Young Faculty 
1992-1995 American Diabetes Association Career Development Award 
1994 Elected, Central Society for Clinical Research 
1999 Fellow, American College of Endocrinology 
2006 Endowed Chair, Robert C. and Veronica Atkins Professor of Metabolism 
2008 Cure, Care and Commitment Award, American Diabetes Association, Michigan Affiliate 
2011 A. Alfred Taubman Scholar 
2015 Ad hoc member, President’s Council of Advisors on Science and Technology 
2016 American Association of Physicians 

MEMBERSHIPS IN PROFESSIONAL SOCIETIES 

American Association for Advancement of Sciences 
American Diabetes Association 
Central Society for Clinical Investigation 
American College of Physicians, Elected Member 
American Association of Clinical Endocrinology 
American Physiological Society 
American Society for Nutrition 
American Association of Physicians 

EDITORIAL POSITIONS, BOARDS AND PEER-REVIEW SERVICE 

Editorial Boards 
1994-1998 Editorial Board, Diabetes 
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1997-1999 Editorial Board, Peptide Therapy: Index and Reviews 
1999-2007 Assistant Editor, Journal of Biological Chemistry 
2000-2007 Associate Editor, American Journal of Physiology, Endocrinology and Metabolism 
2011- Associate Editor, Journal of Lipid Research 
2016- Associate Editor, Diabetes 

Study Sections 
1993 National Institutes of Health, Child Health Study Section (ad hoc) 
1994-1995 Endocrinology Study Section (ad hoc) 
1995 Metabolism Study Section (ad hoc) 
1994-1996; 1998   NRSA Study Section 
1997-2000 American Diabetes Association Research Grant Review 
2001-2002 Chair, American Diabetes Association Grant Review Panel 
2004 Center for Complementary and Alternative Medicine-NIH (ad hoc) 
2004-2007 Integrative Physiology of Obesity and Diabetes Study Section-NIH 
2010 Nutrition Obesity Research Center Review Panel-NIH 
2011 Ad Hoc Special emphasis Review Panel-NIH 
2011             Chair, Environmental Exposure and Metabolic Diseases Study 

Section-NIH 
2011-2017 Chair, Nutrition Obesity Research Centers Grant Review Study Section-NIH 
2013 DP2 “Pioneer” Grant Panel 
2013 CIDO Study Section 
2016 Intramural Program Reviewer, National Institutes of Aging 

Other 
1999-2001 American Diabetes Association- Research Policy and Marketing Committee 
2001-2004 American Diabetes Association- Annual Meeting Organizing Committee 
2003-present Advisory Panel, National Diabetes Education Initiative 
2004-2007 American Diabetes Association Research Policy Committees 
2004-2007 American Diabetes Association Research Foundation Board of Directors 
2007-2009 American Diabetes Association Oversight Committees 
2014-present Chair, Executive Committee, Regional Comprehensive Metabolomics Resource Cores-

NIH 
2017-present Executive Committee, Molecular Transducers of Physical Activity-NIH 

TEACHING 

2005-2014 Pre-clinical curriculum, 2d year Medical School.  Endocrinology Sequence 
Lectures.  Nutrition. 

2005-2014 Pre-clinical curriculum, 2d year Medical School.  Gastroenterology Sequence 
Lectures.  Obesity. 

2005-2014 Case discussions, Endocrinology for 2nd year Medical Students. 
2007-2008 PIBS 507.  Introduction to Translational Research.  Sequence director. 
2008-present PIBS 502. Endocrine Physiology 
2010-present K-Award writing workshop director. 
2011-present PIBS 555 Integrative Genomics 
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2013-present PIBS 610 Cellular Physiology 

MENTORING 

Ph.D. Thesis Advisor for Janet Daniels (nee Chen), Human Nutrition. Degree conferred 5-97 (Assistant 
Professor, Rensselaer Polytech Institute). 

Ph.D. Thesis Advisor for Dawn Belt (MSTP), Pathology Graduate Program Degree Conferred 7-2001, 
(Assistant Professor, University of Wisconsin). 

Ph.D. Thesis Advisor for William Chutkow (MSTP), Department of Biology and Molecular Biology. 
Degree Conferred 7-97 (Assistant Professor, Harvard Medical School). 

Ph.D. Thesis Advisor for Joseph Dosch (MCB) 5-04- 5-10 (Post-doctoral Fellow, University of 
Michigan) 

Ph.D. Thesis Advisor for Andrew Miller (Physiology) 6-06- 6/08 (University of Michigan, SPH) 
Ph.D. Thesis Advisor for Katherine Overmyer (Physiology) 2009-2014 
Ph.D. Thesis Advisor for Erin Shellman (Bioinformatics) 2009-2012 (Data Scientis, Zymergen, Inc.) 
Ph.D. Thesis Advisor for Chanisa Thonusin (Molecular and Integrative Physiology (2012-2016) 
M.S.  Thesis Advisor for Tanu Soni (Biostatistics) 2010-2012 (Research Statistician, University of 

Michigan) 
Ph.D. Thesis Advisor for Mahmoud El-Azzouny (Chemistry) 2010-2013 (Agilent Technologies). 
Ph.D. Thesis Advisor for Teal Guidici (Statistics) 2014-2018 
Ph.D. Thesis Advisor for James Casey (Human Nutrition) 2015-present 
Ph.D. Thesis Advisor for Jennifer LaBarre (Human Nutrition) 2016-present 
Ph.D. Thesis Advisor for Johanna Fleishman (Molecular and Integrative Physiology) 2019-present 

Post-Doctoral Fellow Advisor for Janet Tobian, M.D., Ph.D.  1995-1998 (Vice President, Eli Lilly Co). 
Post-Doctoral Fellow Advisor for Floris Bovelander, Ph.D.  1995-1998 (Owner, Bovelander Field 

Hockey Training Center (1996 Olympic Gold Medalist)). 
Post-Doctoral Fellow Advisor for Christopher Corpe, Ph.D. 1994-1998 (Senior Director, Nestle 

Research Institute). 
Post-Doctoral Fellow Advisor for Xiangquan Li, M.D., Ph.D.  1998-2002 (Assistant Professor, Syracuse 

University). 
Post-Doctoral Fellow Advisor for Lanjing Zhang, M.D., M.S.  2002-2006 (Clinical Assistant Professor 

of Pathology Robert Wood Johnson Medical School-UMDNJ). 
Post-Doctoral Fellow Advisor for Angele Subauste, M.D.  2002-2006 (Assistant Professor of Internal 

Medicine, University of Mississippi). 
Post-Doctoral Fellow Advisor for Ann Chang, M.D.  2001-2005 (Senior Director, Lilly 

Pharmaceuticals) 
Post-Doctoral Fellow Advisor for Mary-Ann Huang, M.D.  2003-2005. (Director, Amylin 

Pharmaceuticals) 
Post-Doctoral Fellow Advisor for Emilie Collins, M.D. (Private Practice, Grand Rapids, MI).  2005-

2007 
Post-Doctoral Fellow Advisor for Amy Rothberg, M.D 2007-2009 (Associate Professor of Internal 

Medicine University of Michigan) 
Post-Doctoral Fellow Advisor for Julian Munoz, MD, Ph.D.  2009-2011 (Assistant Professor, University 

of South Carolina) 
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Post-Doctoral Fellow Advisor for Cristina Lara-Castro, M.D.  2008-2010 (Medicine Resident, Palmetto 
Health Systems, Columbia South Carolina) 

Post-Doctoral Fellow Advisor for Charles Evans 2008-2010 (Assistant Professor, University of 
Michigan) 

Post-Doctoral Fellow Advisor for Mahmoud el-Azzouny 2013-2017 (Agilent Technologies) 
Post-Doctoral Fellow Advisor for Jacob Mahoney 2016-2017 (Post-Doctoral Fellow, Stanford 

University) 

COMMITTEE, ORGANIZATIONAL, AND VOLUNTEER SERVICE 

1995-1998 Endocrine Fellowship Director, University of Chicago 
1996-1998 Member, Animal Care and Usage Committee, University of Chicago 
1997-1998 Chairman, Animal Care and Usage Committee, University of Chicago 
2002-2011 Associate Director, Molecular Biology Core, Michigan Diabetes Research 

and Training Center 
2003-present Advisory Panel, Michigan Diabetes Research and Training Center 
2004-present Working Group, Michigan Comprehensive Diabetes Center 
2004-2010 Director, Fellowship Program in Metabolic Diseases 
2005-present Founding Director, University of Michigan Metabolomics and Obesity Center 
2005-present Executive Committee, University of Michigan Translational Training Grant (K30) 

program 
2007-2008 Search Committee, Chair, School of Public Health Human Nutrition Program 
2006-present Associate Dean for Research (ORGS) Advisory Committee 
2007-2015 CTSA grant review panel 
2007-2014 Dean’s Advisory Committee 
2008-2016 Unified Curriculum Committee, Translational Research Training Program, CTSA 
2009-2012  Founding Director University of Michigan Investigational Weight Management Clinic 
2009-2012 Basic Sciences Scholars Program Committee 
2009-2013 Director, Post-doctoral Translational Scholars Program 
2009-present Executive Committee, MICHR Educational Committee 
2010-present Director, Michigan Nutrition Obesity Research Center (NIH-P30) 
2011 ULAM Departmental Nomination Review Committee 
2012 Chair, Department of Computational Medicine and Bioinformatics Search Committee 
2012 Lead, Strategic Plan, ‘Cure Obesity and Metabolic Diseases’ 
2011-2015 Associate Director, MICHR, Lead P/F Grant Program 
2012-present Director, Michigan Regional Comprehensive Metabolomics Resource Core (NIH-R24) 
2012-present External Advisory Board, U. Washington Nutrition Obesity Research Center 
2012-2015 Associate Director (P/F program) Michigan Institute for Clinical and Human Research 
2012-2015 Executive Committee, MICHR (CTSA) 
2013-present Oversight Committee, School of Public Health Momentum Center 
2013-2014 Search Committee, Department of Human Nutrition, School of Public Health 
2013-2014 Search Committee, Department of Computational Medicine and Bioinformatics 
2014-2015 Search Committee, Exercise Science, School of Kinesiology 
2014-present External Advisory Board, IUPUI Bioengineering T32 
2014-present External Advisory Board, Boston Nutrition Obesity Research Center 
2014-present.  Governance Committee, University of Michigan Central Biorepository 
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2016-present Oversight Committee, Michigan Genetics Initiative 
2016-present External Advisory Board, Colorado Obesity Research Center 
2017-present Co-lead, MoTrPAC Executive Committee (NIH Consortium) 

CONSULTING POSITIONS 

1997-2000 Parke-Davis Pharmaceuticals 
1995-1997 Bristol-Meyers-Squibb 
1995-1998 ‘E.R.’ television series, NBC Television 
2001-2015 Takeda Pharmaceuticals, North America, Scientific Advisory Board 
2001-2006 Allergan Pharmaceuticals 
2003-2007 Sankyo Pharmaceuticals 
2004-2007 Concurrent Pharmaceuticals 
2004-2007 Amylin, Scientific Advisory Board 
2006-present Zydus Pharmaceuticals, Scientific Advisory Board 
2006-present Metabolic Solutions Development Company, Scientific Advisory Board 
2011-2012 Daiichi-Sankyo, Scientific Advisory Board 
2011-present Diapan Therapeutics, Scientific Advisory Board 
2012-2014 GI-Dynamics, Scientific Advisory Board 
2014-2015 Morgridge Institute, University of Wisconsin-Madison  
2016-present Johnson & Johnson 

PATENTS 

Apolipoprotein B mRNA editing protein compositions and methods 
Patent number: 5550034 
Method of treating fatty liver diseases and conditions in non-lipodystrophic subjects. 
Patent number: 8501686 
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46:433-439. 

36. Rumsey, S.C., Kwon, O., Xu, G., Burant, C. F., Simpson, I., and Levine, M.  1997. Glucose 
transporter isoforms GLUT1 and GLUT3 transport dehydroascorbic acid. J. Biol.  Chem. 
272:18982-18989. 

37. Burant, C.F., Sreenan, S., Hirano, K., Chang, T.,  Lohmiller, J.,  Lukens, J. Davidson, N.  Ross, S. 
and Graves, R.  1997. Troglitazone action is independent of adipose tissue.  J. Clin. Invest. 
100:2900-2909. 

38. Buse, J.B., Gumbiner, B., Mathias, N., Nelson, D., Whitcomb, R., and the Troglitazone Study 
Group (C.F. Burant).  Troglitazone reduces exogenous insulin dose in insulin treated type II 
diabetes patients. Diabetes Care. 21. 1455-1461. 

39. Maggs, D.G., Buchanan, T.A., Burant, C.F., Cline, G., Gumbiner, B., Hsueh, W.A., Inzucchi, S., 
Kelly, D., Nolan, D., Olefsky, J.M., Polonsky, K.D., Silver, D., Valiquett, T.R. and Shulman, G.I.  
1998. The metabolic effects of troglitazone in non-insulin dependent diabetes: a randomized, 
double-blind, placebo-controlled trial.  Ann. Int. Med. 128: 176-185. 
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40. Corpe CP, Bovelander FJ, Hoekstra J, and Burant CF.  The control of GLUT5 expression by 
fructose occurs in mature enterocytes by diurnally influenced transcriptional  and post-
transcriptional events.  Biochem. Biophys. Acta. 1402:229-238. 

41. Pohlenz J, Rosenthal I.M, Weiss RE, Jhiang SM, Burant CF. and Refetoff, S.  1998. Congenital 
hypothyroidism due to iodide transport deffect caused by compound heterozygous mutations in the 
sodium/iodide symporter (NIS) gene.  J. Clin. Invest. 101:1028-1035. 

42. Chutkow WA, Michealski J, Nelson DA., Fan Z. and Burant, CF.  1999. Alternative Splicing of 
SUR2 regulates nucleotide sensitivity of KATP.  J. Biol. Chem. 274(19):13656-13665. 

43. Corpe CP, Hoekstra H, and Burant CF. 1999. Intestinal Fructose Adsorption, Clinical and 
molecular aspects.  J. Pediatr. Gastroenterol. Nutr. 28:364-374.  

44. Sreenan S, Keck, SA, Fuller, TP, and Burant CF.  1999. Troglitazone induced changes in substrate 
storage and metabolism in insulin resistant skeletal muscle. Am. J. Physiol. 276:E1119-1129. 

45. Corpe CP, Sreenan S and Burant, CF. 2000. Effects of type-2 diabetes and troglitazone on the 
expression patterns of small intestinal sugar transporters and PPAR-gamma in the Zucker diabetic 
fatty rat.  Digestion 63:116-123. 

46. Chutkow WA, Samuel, V, Hansen, PA, Pu, J, Valdivia CR, Makielski, JC, and Burant, CF.  2001. 
Disruption of SUR2-Containing KATP Channels Enhances Insulin Stimulated Glucose Uptake in 
Skeletal Muscle.  Proc. Natl. Acad. Sci. (USA) 98:11760-11764. 

47. Sreenan SK, Zhou YP, Otani K, Hansen PA, Currie KP, Pan CY, Lee JP, Ostrega DM, Pugh W, 
Horikawa Y, Cox NJ, Hanis CL, Burant CF, Fox AP, Bell GI, Polonsky KS.  2001. Calpains play 
a role in insulin secretion and action.  Diabetes 50:2013-2020. 

48. Corpe C, Sreenan SK and Burant CF.  2001. Effects of type-2 diabetes and troglitazone on the 
expression patterns of small intestinal sugar transporters and PPAR-gamma in the Zucker diabetic 
fatty rat. Digestion 63:116-123. 

49. Watson PA, Nesterova A., Burant, CF, Klemm DJ and Reusch, JE. 2001. Diabetes-related changes 
in CREB content enhance smooth muscle cell proliferation and migration.  J. Biol. Chem. 
276:46142-45150. 

50. Macchia, P.E., Jiang, P., Yuan, Y-D., Chandararadna, R.A.S., Weiss, R.E., Chassande, O., 
Samarut, J., Refetoff, S. and Burant, C.F.  2002. RXR Receptor Agonist Suppression of Thyroid 
Function: Central Effects in the Absence of Thyroid Hormone Receptor.  Am. J. Physiol. 
(Endocrinol. Metab.) Am. J. Physiol. (Endocrinol Metab). 283:E326-31. 

51. Corpe CP, Bovelander, FP, Munoz CM, Hoekstra JH, Simpson IA, Kwon O, Levine M and Burant 
CF  2002. Cloning and functional characterization of the mouse fructose transporter, GLUT5.  
Biochem. Biophys. Acta. 1576:191-7 

52. Chutkow WA, Pu J, Wheeler, MT, Wada T, Makielski JC, Burant CF* and McNally EM* 2002.  
Prinzmetal-like vasospasm, hypertension, and early death result from the absence of Sur2 KATP 
channels in mice. J. Clin. Invest. 110:203-208 *communicating authors. 
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53. Treutelaar MK, Skidmore JM., Dias-Leme CL, Har, M, Zhang L, Simeone D, Martin DM, and 
Burant CF.  2003. Nestin-lineage cells contribute to microvasculature but not endocrine cells of 
the pancreatic islet.  Diabetes 52:2503-2512. 

54. Zhang L, Zheng F, Binkley C., Giordano T, Burant CF, Logsdon CD, and Simeone DM.  2004. 
Raf kinase inhibitory protein (RKIP) inhibits β Cell proliferation. Surgery 136:708-15. 

55. Borer K, Wuorinen E, Chao C and Burant CF. Exercise energy expenditure is not consciously 
detected due to oro-gastric, not metabolic, basis of hunger sensation.  2005.  Appetite 45:177-181. 

56. Gerin I, Dolinsky VW, Chiang S-H, Burant CF, Steffensen KR, Gustafsson J-A. and MacDougald, 
OA.  2005. LXRβ is required for adipocyte hypertrophy, glucose homeostasis and β-cell function 
in aged mice.  J. Biol. Chem. 280:23024-23031. 

57. Li X., Hansen, P, Chandraratna RAS, and Burant, CF  2005. High affinity Retinoid X Receptor 
ligands decrease hepatic glucose production without peripheral insulin sensitization: 
antihyperglycemic effects in the absence of activation of the peroxisome proliferator-activated 
receptor γ-RXR heterodimer.  J. Biol. Chem. 280:38317-38327. 

58. Zhou Y-P, Madjidi A, Johnson, JH, Palma, JF, Schweitzer A, Burant CF, Blume, JE, Johnson JD 
2005. MMP-Mediated Tissue Remodeling Underlies β-Cell Failure in the Pancreatic Islets of 
Zucker Diabetic Fatty Rats.  Diabetes 54:2612-2619. 

59. Zhang L, Chenwei L, Li X, Mahmood R., van Golen R., Greenson J, Li G, D’Silva NJ, Burant CF, 
Logsdon CD, and Simeone DS.  2006. Identification of a candidate tumor suppressor gene 
rap1GAP in pancreatic cancer.  Cancer Res. 66:898-906. 

60. Simeone, D.M., Zhang, L., Treutelaar, M.K., Binkley, C., Logsdon, C.D., Zhang L., and Burant 
C.F.  2006. Regulation of adult islet size by TGFβ family-mediated regulation of an islet precursor 
cell population.  Am. J. Physiol. 291(6):E1305-1316. 

61. Li, X., Zhang, J., Meshinchi, S., Raffin, D., Dias-Leme, C., Johnson, J.D., Treutelaar, M.K., and 
Burant, C.F.  2006. Islet microvasculature in islet hyperplasia and islet failure in Type 2 diabetes. 
Diabetes 55:2965-2973. 

62. Chenwei, L., Heidt, D.G., Dalerba, P., Burant, C.F., Zhang, L. Adsay, V., Wicha, M., Clarke, 
M.F., and Simeone, D.S.  2007. Identification of pancreatic cancer stem cells.  Cancer Res. 
67:1030-1037. 

63. Wright, W.S., Longo, K.A., Dolinsky, V.W., Gerin, I., Kang, S., Bennett, C.N., Chiang, S.H., 
Prestwich, T.C., Gress, C., Burant, C.F., Susulic, V.S., Macdougald, O.A.  2007. Wnt10b Inhibits 
Obesity in ob/ob and Agouti Mice.  Diabetes 56:295-303. 

64. Li C., Heidt D.G., Dalerba P, Burant C.F., Zhang L., Adsay V., Wicha M., Clarke M.F., Simeone 
D.M.  2007. Identification of pancreatic cancer stem cells.  Cancer Res. 67:1030-1037. 

65. Heidt D.G., Burant C.F., Simeone D.M.  2007. Total pancreatectomy: indications, operative 
technique, and postoperative sequelae.  J Gastrointest Surg. 11:209-16. 

66. Subauste A.R., Burant C.F.  2007. Role of FoxO1 in FFA-induced oxidative stress in adipocytes.  
Am. J. Physiol. Endocrinol. Metab. 293:E159-164. 
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67. Borer, K.T., Wuorinen, E, Lukos, J, Denver, J, Porges, S.W. and Burant, C.F.  2009. Two bouts of 
exercise before meals, but not after meals, lower daily blood glucose in nondiabetic women.  J. 
Sports Medicine 41:1606-1614. 

68. Singer, B, Jutkiewicz, E, Fuller, C, Lichtenwalner, R, Zhang, H, Velander, A, Li, X., Gnegy, M, 
Burant, C.F. and Parent, J.  2009. Conditional Ablation and Recovery of Forebrain Neurogenesis 
in the Mouse. J Comp Neurol. 514:567-582. 

69. Thyfault, J.P., Rector, R.S., Uptergrove, G. M. Borengasser, S. J., Morris, E. M., Wei, Y., Laye, 
M. J., Burant, C.F., Qi, N. Ridenhour, S.E.C., Koch, L.G., Britton, S. L., and Ibdah J. A. 2009. 
Rats selectively bred for low aerobic capacity have reduced hepatic mitochondrial oxidative 
capacity and susceptibility to hepatic steatosis and injury.  J. Physiol. 587, 1805-1816. 

70. Borer, KT, Wuorinen E, Ku K, Burant CF.  2009. Appetite responds to changes in meal content 
while ghrelin, leptin and insulin track changes in energy availability.  J. Clin. Endo. Metabol.  
94:2290-2298. 

71. Schenk S, Harber MP, Shrivastava CR, Burant CF, Horowitz JF. 2009. Improved insulin 
sensitivity after weight loss and exercise training is mediated by a reduction in plasma fatty acid 
mobilization, not enhanced oxidative capacity. J Physiol. 587:4949-4961. 

72. Singer BH, Jutkiewicz EM, Fuller CL, Lichtenwalner RJ, Zhang H, Velander AJ, Li X, Gnegy 
ME, Burant CF, Parent JM.  2009. Conditional ablation and recovery of forebrain neurogenesis in 
the mouse. J Comp Neurol. 514:567-82. 

73. Bogan, K.L., Evans, C., Song, P., Burant, C.F., Kennedy, R.T., Brenner, C.  2009. Identification of 
Isn1 and Sdt1 as glucose and vitamin-regulated NMN and NaMN 5'-nucleotidases responsible 
for production of nicotinamide riboside and nicotinic acid riboside.  J. Biol. Chem 284:34861-9.  

74. Liu D, Sartor MA, Nader GA, Gutmann L, Treutelaar MK, Pistilli EE, Iglayreger HB, Burant CF, 
Hoffman EP. 2010. Gordon PM. Skeletal muscle gene expression in response to resistance 
exercise: sex specific regulation. BMC Genomics. Nov 24;11:659 

75. Gerin I, Clerbaux LA, Haumont O, Lanthier N, Das AK, Burant CF, Leclercq IA, MacDougald 
OA, Bommer GT. 2010. Expression of miR-33 from an SREBP2 intron inhibits cholesterol export 
and fatty acid oxidation. J Biol Chem. 285(44):33652-61.  

76. Subauste AR, Elliott B, Das AK, Burant CF. 2010. A role for 1-acylglycerol-3-phosphate-O-
acyltransferase-1 in myoblast differentiation. Differentiation. 80:140-6. 

77. Evans C, Bogan KL, Song P, Burant CF, Kennedy RT, Brenner C. 2010. NAD+ metabolite levels 
as a function of vitamins and calorie restriction: evidence for different mechanisms of longevity. 
BMC Chem Biol. 10:2.  

78. Liu D, Sartor MA, Nader GA, Gutmann L, Treutelaar MK, Pistilli EE, Iglayreger HB, Burant CF, 
Hoffman EP. Gordon PM. 2010.  Skeletal muscle gene expression in response to resistance 
exercise: sex specific regulation. BMC Genomics. Nov 24;11:659. PMC3091777 

79. Gao J, Tarcea VG, Karnovsky A, Mirel BR, Weymouth TE, Beecher CW, Cavalcoli JD, Athey 
BD, Omenn GS, Burant CF, Jagadish HV. 2010. Metscape: a Cytoscape plug-in for visualizing 
and interpreting metabolomic data in the context of human metabolic networks. Bioinformatics. 
26(7):971-3.  PMC3044292 
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80. Su G, Burant CF, Beecher CW, Athey BD, Meng F. 2011.  Integrated metabolome and 
transcriptome analysis of the NCI60 dataset. BMC Bioinformatics. 12:S36 1-7. PMC3044292 

81. Lorenz, MA, Burant, CF, Kennedy, RT. Reducing Time and Increasing Sensitivity in Sample 
Preparation for Adherent Mammalian Cell Metabolomics. 2011. Analytical Chemistry. 83:3406-
14. PMC3094105 

82. Burniston JG, Kenyani J, Wastling JM, Burant CF, Qi NR, Koch LG, Britton SL. 2011. Proteomic 
analysis reveals perturbed energy metabolism and elevated oxidative stress in hearts of rats with 
inborn low aerobic capacity.  Proteomics. 11(16):3369-79.  PMID: 21751351. 

83. Koch LG, Kemi OJ, Qi N, Leng SX, Bijma P, Gilligan LJ, Wilkinson JE, Wisløff H, Høydal MA, 
Rolim N, Abadir PM, van Grevenhof EM, Smith GL, Burant CF, Ellingsen O, Britton SL, Wisløff 
U. Intrinsic aerobic capacity sets a divide for aging and longevity.  Circ Res. 2011 Oct 
28;109(10):1162-72.  PMC3236084. 

84. Evans SJ , Prossin AR , Harrington GJ , Kamali M , Ellingrod VL , Burant, CF, McInnis, MG. 
2012. Fats and Factors: Lipid Profiles Associate with Personality Factors and Suicidal History in 
Bipolar Subjects. PLoS ONE 7(1): e29297 

85. Karnovsky A, Weymouth T, Hull T, Tarcea VG, Scardoni G, Laudanna C, Sartor MA, Stringer 
KA, Jagadish HV, Burant C, Athey B, Omenn GS.  2012. Metscape 2 bioinformatics tool for the 
analysis and visualization of metabolomics and gene expression data. Bioinformatics. 28:373-380. 
PMC3268237 

86. Burant, CF, Viswanathan, P, Marcinak, J, Cao C, Vakilynejad M, Xie B and Leifke, E. 2012. 
TAK-875, a G Protein−Coupled Receptor 40 Agonist, for the Treatment of Type 2 Diabetes 
Mellitus: A Phase II, Randomized, Double-Blind, Placebo- and Active-Controlled Study. Lancet 
379(9824):1403-11. 

87. Pratley, R.E., Burant, C.F. Wilson, C. Mekki, Q., Fleck, P. and Defronzo, R.A. 2012.  Efficacy and 
Tolerability of the DPP-4 Inhibitor Alogliptin Combined With Pioglitazone, in Metformin-Treated 
Patients With Type 2 Diabetes. J. Clin. Endo. Metab. 97:1615-22. 

88. Kiefer, F.W., Orasanu, G., Qi, N.R., Burant, C.F., Nallamshetty, S., Brown, J.D., Duester, G. and 
Plutzky, J. 2012.  Retinaldehyde dehydrogenase 1 coordinates hepatic gluconeogenesis and fatty 
acid metabolism independent of body weight.  Endocrinology 153:3089-99. PMID 22555438 

89. Haschemi, A, Kosma, P, gille, L, Evans, C, Burant, CF, Starkl, Ph, Knapp, B, Haas, R, Schmid, 
JA, Jandl, C, Amir, S, Lubec, G, Park, J, Esterbauer, H, Bilban, M, Brizuela, L, Pospisilik, AJ, 
Wotterbein, LE, and Wagner, O.  2012. The Sedoheptulose Kinase CARKL Directs Macrophage 
Polarization Through Control of Glucose Metabolism.  Cell Metabolism 15: 813-826.  PMID 
22682222 

90. Izadpanah A, Barnard RJ, Eliseo AJ, Baldwin GC, Bridges S, Burant CF and Roberts CK. 2012. A 
Short-term diet and exercise intervention ameliorates inflammation and markers of metabolic 
health in overweight/obese children in the absence of obesity reversal. Am. J. Physiol. Endo 
Metab. 303:E542-50  PMID 22713506 
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91. Evans SJ, Kamali M, Prossi, AR, Harringto, GJ, Ellingro, VL, McInni, MG and Burant, CF. 2012. 
Association of Plasma Omega-3 and Omega-6 Lipids with Burden of Disease Measures in Bipolar 
Subjects J. Psychiatric Res. 46(11):1435-41 PMID  22884424 

92. Subauste, AR, Das, AK, Li, X, Elliot, B, Evans, C, El Azzouny, M, Treutelaar, M, Oral, E, Leff, T 
and Burant, CF.  2012. Alterations in lipid signaling underlie lipodystrophy secondary to AGPAT2 
mutations.  Diabetes 61(11):2922-31. PMID 22872237 

93. Jasinska A, Yasud M, Burant CF and Falk E. 2012. Impulsivity and inhibitory control deficits are 
associated with unhealthy eating in young adults. Appetite. 59(3):738-747.  PMID 22885454 

94. Peterson MD, Hurvitz, EA and Burant CF.  2012.  Secondary Muscle Pathology and Metabolic 
Dysregulation in Adults with Cerebral Palsy. Am. J. Physiol. Endo Metab 303:E1085-93.    PMID 
22912367 

95. Shellman, ER, Burant, CF and Schnell, S. 2012.  Elucidating Properties of Metabolic Pathways 
with Motifs.  Molecular BioSystems 9:352-60. PMID 23287894 

96. Lorenz MA, El Azzouny, MA, Kennedy RT, Burant CF.  2013. β-cell metabolome response to 
glucose-stimulated insulin secretion. J. Biol. Chem. 288: 10923-10935. PMID: 23426361, 
PMC4036363 

97. McDonnell SRP, Hwant SR, Rolland D, Murga-Zamalloa C, Basruru V, Conlon KP, Fermin D, 
Wolfe T, Raskind, A. Ruan C. Thomas C., Hogaboam CM, Burant CF, Dlenitoba-Johnson KSJ, 
Lim, MS.  2013. Integrated Phosphoproteomic and Metabolomic Profiling Reveals NPM-ALK-
Mediated Phosphorylation of PKM2 and Metabolic Reprogramming in Anaplastic Large Cell 
Lymphoma. Blood 122:958-68.  PMID 23814019 

98. Snider NT, Griggs NW, Singla A, Moons DS, Weeraginghe SVW, Lok AS, Ruan C, Burant CF, 
Thompson LF, Omary MB. 2013. CD73 (5’-ectonucleotidase) hepatocyte levels differ across 
mouse strains and contribute to Mallory-Denk body formation. Hepatology 58(5):1790-800. PMID 
23729294. PMC3796030 

99. Ren Y-y, Overmyer KA., Qi NR, Treutelaar MK, Heckenkam L, Kalahar M, Koch LG, Britton SL, 
Burant CF and Li JZ.  Genetic Analysis of a Rat Model of Aerobic Capacity and Metabolic 
Fitness.  PLoS One 8(10): e77588.  PMID:24147032 PMC3795692 

100. Rothberg AE, McEwen LN, Fraser T, Burant CF and Herman WH.  2013. The impact of a 
managed care obesity intervention program on clinical outcomes and costs:  A prospective 
observational study. Obesity 21(11):2157-62. PMC3947418. 

101. Rothberg AE, McEwen Neshewat GM, Fowler CE, Kraftson AT, Burant CF and Herman WH. 
2014. The Impact of Weight Loss on Health-Related Quality of Life:  Implications for Cost-
Effectiveness Analyses. Qual. Life Res 23(4):1371-6.  PMID:  24129672. 

102. Evans CR, Karnovsky A, Kovach M, Standiford T, Burant CF and Stringer K. 2014. Untargeted 
LC-MS Metabolomics of Bronchoalveolar Lavage Fluid Differentiates Acute Lung Injury from 
Health.  J. Proteome Res. 13:640-9.  PMID:  24289193 

103. Wardlaw SL, Meece K, Klein S, White A, Kasten T, Lucey B, Bateman RJ and Burant CF. 
Continuous 24-Hour Leptin, Proopiomelanocortin and Amino Acid Measurements in Human 
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Cerebrospinal Fluid: Correlations with Plasma Leptin, Soluble Leptin Receptor and Amino Acid 
Levels. 2014. J. Clin. Endo. Metab. 99:2540-8.  PMID 24670082 

104. El-Azzouny M.A., Evans CR, Kennedy RT, and Burant CF. 2014.  Increased Glucose Metabolism 
and Glycerolipid Formation by Fatty Acids and GPR40 Underlies the Fatty Acid Potentiation of 
Insulin Secretion.  J. Biol. Chem. 289:13575-88.  PMID:24675078  PMC4036363 

105. Duren, W, Weymouth T, Hull T, Omenn GS, Burant CF, Karnovsky A. 2014.  MetDisease – 
connecting metabolites to diseases via literature. Bioinformatics 30(15):2239-41. PMC4103594 

106. Evans SJ, Ringrose RN, Harrington GJ, Mancuso P, Burant CF, McInnis MG.  2014. Dietary 
intake and plasma metabolomic analysis of polyunsaturated fatty acids in bipolar subjects reveal 
dysregulation of linoleic acid metabolism. J. Psych. Res. 57:58-64. 

107. Shellman ER, Chen Y, Lin X, Burant CF, Schnell S.  2014. Metabolic network motifs can provide 
novel insights into evolution: The evolutionary origin of Eukaryotic organelles as a case study. 
Comp. Biol. Chem. 53PB:242-250.  PMID: 23292343 (PMCID pending) 

108. Gallagher KA, Joshi, A, Carson, WF, Mukerjee S, Kittan N, Schaller M, Feldman EL Henke PK, 
Hogaboam Burant CF and Kunkel SL. 2015. Epigenetic Changes in Bone-Marrow Alter 
Macrophage Phenotypes in Diabetic Wounds.  Diabetes 64:1420-30. PMC4375075 

109. Peterson MD, Al Snih, S, Serra-Rexach JA and Burant CF.  2015. Android Adiposity and Lack of 
Moderate and Vigorous Physical Activity Are Associated With Insulin Resistance and Diabetes in 
Aging Adults.  J. Gerontology: Med. Sci. 70(8):1009-17. PMC4506315 

110. Evans CR, Overmyer KA, Qi N, and Burant, CF.  2015. Reducing variability and improving 
biological fidelity for targeted and unbiased untargeted metabolomics of polar molecules in 
mammalian tissues. PLoS One 10(2):e0117232.  PMC4319778 

111. Ren YY, Qi NR, Treutelaar MK, Koch LG, Britton SL, Burant CF, Li JZ.  2015. Selection-, age-, 
and exercise-dependence of skeletal muscle gene expression patterns in a rat model of metabolic 
fitness. bioRxiv doi: http://dx.doi.org/10.1101/013706. 

112. El-Azzouny M, Evans CR, Burant CF and Kennedy RT. 2015. Metabolomics analysis reveals that 
AICAR affects glycerolipid, ceramide and nucleotide synthesis pathways in INS-1 cells. PLoS 
One. 10(6):e0129029. PMC4480354 

113. Overmyer KA, Evans CR, Qi N, Minogue CE, Carson JJ, Chemside-Scabbo CJ, Koch LG, Britton 
SL, Pagliarini DJ, Coon JJ, Burant CF.  2015. Maximal oxidative capacity during exercise is 
associated with skeletal muscle fuel selection and dynamic changes in mitochondrial protein 
acetylation.  Cell Metabolism 21, 468-478.  PMC4350023. 

114. Abi Salloum B, Veiga-Lopez A, Abbott DH, Burant CF, Padmanabhan V.  2015. Developmental 
programming: exposure to testosterone excess disrupts steroidal and metabolic environment in 
pregnant sheep. Endocrinology 156:2323-37. PMC4430607. 

115. Burghardt PR, Rothberg AE, Dykhuis KE, Burant CF, and Zubieta, J-K. 2015 Endogenous opioid 
mechanisms are implicated in obesity and weight loss in humans. J. Clin. Endo. Metab. 
100(8):3193-201.  PMID:26108093. 
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116. Evans SJ, Prossin AR, Mcinnis MD, Burant CF and Ellingrod VE.  2015. Plasma Linoleic Acid 
Partially Mediates the Association of Bipolar Disorder on Self-Reported Mental Health Scales 
Journal of Psychiatric Research. J. Psych. Res. 68:61-7.  PMID: 26228402 

117. Byrd JB, Rothberg AE, Chomic R, Burant CF, Brook RD and Auchus RJ.  2015. Serum cortisol-
to-cortisone ratio and blood pressure in severe obesity before and after weight loss.  CardioRenal 
Medicine 6:1-7. 

118. Wynn ML, Yates JA, Evans CR, Van Wassenhove L, Wu ZF, Bridges S, Bao L, Fournier C, 
Ashrafzadeh S, Merrins MJ, Satin LS, Schnell S, Burant CF and Merajver SD.  RhoC is a potent 
regulator of glutamine metabolism and N-acetylaspartate production in inflammatory breast cancer 
cells. J. Biol. Chem. 291(26):13715-29. PMC4919454 

119. Visovatti S, Hyman M, Goonewardna S, Anyanwu A, Kanthi Y, Robichaud P, Wang W, Petrovic-
Djergovic D, Rattan R, Burant C and Pinsky D.  Purinergic dysregulation in pulmonary 
hypertension. Am J Physiol Heart Circ Physiol. 2016 Jul 1;311:H286-98. PMID 27208163 

120. Sud M, Fahy E, Cotter D, Azam K, Vadivelu I, Burant CF, Edison A, Fiehn O, Higashi R, Nair S, 
Sumner S, Subramaniam S.  Metabolomics Workbench: An international data repository for 
metabolomics data and metadata, metabolite standards, protocols, tutorials and training, and 
analysis tools. Nucleic Acid Res. 4:D463-70. PMC4702780. 

121. Min JS, DeAngelis RA, Gupta S, Maurva MR, Evans C, Das A, Burant, CF, Lambris, JD and 
Subramaniam S. 2016. Systems analysis of the complement-induced priming phase of liver 
regeneration reveals an integrated pathway with acute phase proteins and cholesterol metabolism.  
J. Immun. 1972500-8. 

122. Phatchariya P, Ansari IH, El Azzouny M, Longacre MJ, Burant CF, Jitrapakdee S and Michael J 
MacDonald MJ.  2016. Suppression of Pyruvate Carboxylase in Invasive Breast Cancer Cells 
Inhibits Cell Growth in Association with Impaired Pyruvate Cycling and Anaplerotic Flux. Mol. 
Metabol. (in press).  PMID: 27689010  

123. Callaghan BC, Xia R, Reynolds E, Banerjee M, Burant CF, Rothberg AR, Busui R, Villegas-
Umana E, Feldman EL.  2016. Diabetes, pre-diabetes, and obesity are associated with 
polyneuropathy. J. Am. Med. Assn. Neurology 73:1468-1476.  

124. Marchlewicz E, Dolinoy D, Tang L, Milewski S, Jones T, Goodrich J, Tanu Son Ti, Domino S, 
Song P, Burant CF, and Vasantha Padmanabhan V.  2016. Lipid metabolism is associated with 
developmental epigenetic programming.  Nature Sci. Reports. 6:34857.  

125. Sas KM, Kyampill P, Byun J, Nair N, Hinders LM, Hur J, Zhang H, Lin C, Qi NR, Michailidis G, 
Groop P, Darshi M, Sharma K, Schelling JR, Sedor JR Pop-Busui R, Weinberg SM, Soleimanpour 
SA, Abcowers SF, Gardner TW, Burant CF, Feldman EL, Kretzler M, Brosius FC and Pennathur 
S.  2016. Tissue-specific metabolic reprogramming drives nutrient flux in diabetic complications. 
J. Clin. Invest. Insights. 22;1:e86976. PMID: 27699244. 

126. Ren YY, Koch LG, Britton SL, Qi NR, Treutelaar MK, Burant CF, Li JZ.  2016. Selection-, age-, 
and exercise-dependence of skeletal muscle gene expression patterns in a rat model of metabolic 
fitness. Physiol. Genomics. 48:816-825.  PMID: 27637250. 
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127. Ma S, Upneja A, Galecki A, Tsai Y, Burant CF, Raskind S, Seluanov A, Gorbunova V, Clish CB, 
Miller RA and Gladyshev, VN. 2017. Cell culture-based profiling across mammals reveals DNA 
repair and metabolism as determinants of species longevity.  ELife pii: e19130 PMC5148604 

128. Phannasil P, Ansari IH, El Azzouny M, Longacre MJ, Rattanapornsompong K, Burant CF, 
Jitrapakdee S, MacDonald MJ.  2016. Mass spectrometry analysis shows the biosynthetic 
pathways supported by pyruvate carboxylase in highly invasive breast cancer cells. Biochim 
Biophys Acta. S0925-4439, 30313-1. 

129. Wahl DR, Dresser J, Wilder-Romans K, Zhao SG, Davis M, Zhao L, Kachman M, Wernisch S, 
Burant CF, Morgan, MA, Feng FY, Speers C, Lyssiotis CA, Lawrence TS. 2017. Inhibiting 
Isocitrate Dehydrogenase 1-mediated Reductive Biosynthesis to Augment Glioblastoma Therapy 
Cancer Research 77; 960-70. PMID:27923831 PMC5726266. 

130. Basu S, Duren W, Evans CR, Burant CF, Michailidis G, Karnovsky A. 2017. Sparse network 
modeling and Metscape-based visualization methods for the analysis of large-scale metabolomics 
data.  Bioinformatics 33(10):1545-1553.  PMID: 28137712 

131. ElAzzouny M, Tom CTBM, Evans CR, Olson LL, Tanga, MJ, Gallagher KA, Martin BR, Burant 
CF. 2017. Dimethyl itaconate is not metabolized into itaconate intracellularly. J. Biol. Chem 
292:4766-4769. PMID: 28188288. 

132. Rothberg AE, McEwen LN, Kraftson AT, Ajluni N, Fowler CE, Nay CK, Miller NM, Burant CF, 
Herman WH. 2017. Impact of weight loss on waist circumference and the components of the 
metabolic syndrome.  BMJ Open Diabetes Res Care. Feb 20:5(1):e000341. PMC5337678 

133. Biwer C, Rothberg AR, IglayReger H, Derksen H, Burant CF and Najarian K. 2017. Windowed 
Persistent Homology: A Novel Signal Processing Algorithm Applied to Analyze Clinical Obesity 
Data.  PLOS One 12(5):e0177696. PMCID pending 

134. Kim DS, Jackson AU, Li YK, Stringham HM, Kuusisto J, Kangas AJ, Soininen P, Ala-Korpela M, 
Burant CF, Boehnke M, Laakso M, Speliotes EK.  2017. Novel association of TM6SF2 
rs58542926 genotype with increased serum tyrosine levels and decreased apolipoprotein B-100 
particles: the METSIM study. J. Lipid Res. 58:1471-1481. PMCID pending 

135. Calvert AE, Chalastanis A, Wu Y, Hurley LA, Kouri FM, Bi Y, Kachman M, May JL, Bartom E, 
Hua Y, Mishra RK, Schiltz GE, Dubrovskyi O, Mazar AP, Peter ME, Zheng H, James CD, Burant 
CF, Chandel NS, Davuluri RV, Horbinski C, Stegh AH.  2017. Cancer-Associated IDH1 
Promotes Growth and Resistance to Targeted Therapies in the Absence of Mutation. Cell Rep. 
19:1858-1873. 

136. Kimball A, Joshi A, Carson WF, Boniakowski A, Davis F, Schaller M, Allen R, Bermick J, Henke 
PK, Burant CF, Kunkel SL, Gallagher KA. 2017. The Histone Methyltransferase, MLL1, Directs 
Macrophage-Mediated Inflammation in Wound Healing and is Altered in a Murine Model of 
Obesity and Type 2 Diabetes. Diabetes 66:2459-2471. PMC5566299. 

137. Perng W, Hector EC, Song PXK, Tellez Rojo MM, Raskind S, Kachman M, Cantoral A, Burant 
CF, Peterson KE. 2017. Metabolomic Determinants of Metabolic Risk in Mexican Adolescents. 
Obesity (Silver Spring). 25:1594-1602. PMC5573626. 
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138. Thonusin C, IglayReger HB, Rothberg AE, Burant CF and Evans CR. 2017. A drift-correction and 
batch combination tool for MS-based metabolomics data.  J. Chromatography A 1523:265-274. 
PMID:28927937 

139. Liu D, Morales FE, IglayReger HB, Treutelaar MK, Rothberg AE, Hubal MJ, Nadler EP, 
Robidoux J, Barakat H, Horowitz JF, Hoffman EP, Burant CF, Gordon, PM. 2018.  Expression of 
macrophage genes within skeletal muscle correlates inversely with adiposity and insulin resistance 
in humans. Applied Physiol. Nutr. Metab. 43:187-193. 

140. Maile MD, Standiford TJ, Engoren MC, Stringer KA, Jewell ES, Rajendiran TM, Soni T and 
Burant CF. 2018. Associations of the plasma lipidome with mortality in the acute respiratory 
distress syndrome: a longitudinal cohort study Resp. Res. 19:60-67. 

141. den Hartigh LJ, Gao Z, Goodspeed L, Wang S, Das AK, Burant CF, Chait A, Blaser MJ. 2018. 
Obese Mice Losing Weight Due to trans-10,cis-12 Conjugated Linoleic Acid Supplementation or 
Food Restriction Harbor Distinct Gut Microbiota.  J Nutr. Apr 1;148:562-572. PMID: 29659960. 

142. Callaghan BC, Xia R, Reynolds E, Banerjee M, Burant C, Rothberg A, Pop-Busui R, Villegas-
Umana E, Feldman EL. 2018. Better diagnostic accuracy of neuropathy in obesity: A new 
challenge for neurologists.  Clin Neurophysiol. 129:654-662PMID: 29414409. 

143. Choksi P, Rothberg A, Kraftson A, Miller N, Zurales K, Burant C, Van Poznak C, Peterson M. 
2018. Weight loss and bone mineral density in obese adults: a longitudinal analysis of the 
influence of very low energy diets. Clin Diabetes Endocrinol. 19:4:14.  PMID:29946482 

144. Stojanovska J, Lumeng CN, Griffin C, Hernando D, Hoffmann U, Haft JW, Kim KM, Burant CF, 
Singer K, Tsodikov A, Long BD, Romano MA, Tang PC, Yang B, Chenevert TL. 2018. Water-fat 
magnetic resonance imaging quantifies relative proportions of brown and white adipose tissues: 
ex-vivo experiments. J Med Imaging. 5:024007. 

145. Shervin Assari S, Rothberg AE, Evans SJ, Iglay Reger IglayReger, HB and Burant CF. 2018. 
Depressive Symptoms and Well-being of Individuals with Obesity; Race and Gender Differences. 
Int. J. Endo. Metab. (in press). 

146. Stojanovska J, Lumeng CN, Griffin C, Hernando D, Hoffmann U, Haft JW, Kim KM, Burant CF, 
Singer K, Tsodikov A, Long BD, Romano MA, Tang PC, Yang B, Chenevert 2018.  TL.Water-fat 
magnetic resonance imaging quantifies relative proportions of brown and white adipose tissues: 
ex-vivo experiments. J Med Imaging (Bellingham). 5:024007. PMID: 30137870. 

147. Kelley AS, Banker M, Goodrich JM, Dolinoy DC, Burant CF, Domino S, Smith YR, Song PXK, 
Padmanabhan V. 2019. Early pregnancy exposure to endocrine disrupting chemical mixtures are 
associated with inflammatory changes in maternal and neonatal circulation. Scientific Reports (in 
press). 

148. Goodrich JM, Ingle ME, Domino SE, Treadwell MC, Dolinoy DC, Burant CF, Meeker JD, 
Padmanabhan V.  2019. First Trimester Maternal Exposures to Endocrine Disrupting Chemicals 
and Metals and Fetal Size in the Michigan Mother Infant Pairs Study. J.  Develop. Origins of 
Health and Disease. 30:1-12. PMID:30696509 

149. Kelley AS, Banker M, Goodrich JM, Dolinoy DC, Burant C, Domino SE, Smith YR, Song PXK, 
Padmanabhan V.  Early pregnancy exposure to endocrine disrupting chemical mixtures are 
associated with inflammatory changes in maternal and neonatal circulation. Scientific Reports Sci 
Rep. 2019 9(1):5422 PMID:30931951 
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150. Kimball AS, Davis FM, denDekker A, Joshi AD, Schaller MA, Bermick J, Xing X, Burant CF, 
Obi AT, Nysz D, Robinson S, Allen R, Lukacs NW, Henke PK, Gudjonsson JE, Moore BB, 
Kunkel SL, Gallagher KA. 2019.  The Histone Methyltransferase Setdb2 Modulates Macrophage 
Phenotype and Uric Acid Production in Diabetic Wound Repair. Immunity. S1074-
7613(19)30285-7 [Epub ahead of print] PMID:1350176.  

151. Heden TD, Johnson JM, Ferrara PJ, Eshima H, Verkerke ARP, Wentzler EJ, Siripoksup P, 
Narowski TM, Coleman CB, Lin CT, Ryan TE, Reidy PT, de Castro Brás LE, Karner CM, Burant 
CF, Maschek JA, Cox JE, Mashek DG, Kardon G, Boudina S, Zeczycki TN, Rutter J, Shaikh SR, 
Vance JE, Drummond MJ, Neufer PD, Funai K. 2019. Mitochondrial PE potentiates respiratory 
enzymes to amplify skeletal muscle aerobic capacity. Sci Adv. 2019 Sep 11;5(9):eaax8352. PMID: 
31535029 

152. Kachman M, Habra H, Duren W, Wigginton J, Sajjakulnukit P, Michailidis G, Burant CF, and 
Karnovski, A. 2019. Deep annotation of untargeted LC-MS metabolomics data with Binner. 
Bioinformatics (in Press). 

153. Goo J, Aguilar D, Evans CR, Burant CF Hanis CL. (2019).  Metabolomic Profiles Associated with 
Subtypes of Prediabetes Among Mexican Americans in Starr County, Texas.  Diabetologia (in 
press). PMID: 31802145 

154. Rothberg AE, Herman WH, Wu C, IglayReger HB, Horowitz JF, Burant CF, Galecki AT, Halter 
JB.  2019. Weight Loss Improves β-Cell Function in People with Severe Obesity and Impaired 
Fasting Glucose: A Window of Opportunity. J Clin Endocrinol Metab. (in press) PMID: 31720686 

155. Marlatt KL, Lovre D, Beyl RA, Tate CR, Hayes EK, Burant CF, Ravussin E, Maubai-Jarvis F. No 
effect of conjugated estrogens and bazedoxifene on insulin sensitivity and ectopic fat despite 
stimulation of hepatic de novo lipogenesis and triglyceride production in obese postmenopausal 
women (in Press). 

Articles Submitted for Publication 

1. Guidici T, Rajendiran, T, Rothberg, A, Soni, T, Burant CF, Michailidis, G. Integrative data-
driven module discovery of metabolic perturbations induced by diet. (in revision). 

2. LaBarre JL, Puttabyatappa M, Song PXK, Goodrich JM, Zhou L, Rajendiran TM, Soni T, 
Domino SE, Treadwell M, Dolinoy DC, Padmanabhan V, Burant CF.  Maternal lipid levels 
across pregnancy impact the umbilical cord blood lipidome and infant birth weight (Submitted). 

Invited Reviews 
1. Burant, C.F.  1994. Molecular biology of glucose transport.  In Advances in Molecular and Cell 

Biology.  E. Bittar and N. Bittar eds. Jai Press Inc. Greenwich, CT. 

2. Burant, C.F., Sivitz, W.I., Fukumoto, H., Kayano, T., Nagamatsu, S., Seino, S., Pessin, J.E. and 
Bell, G.I.  1991. Mammalian glucose transporters: structure and molecular regulation. In Rec. 
Prog. Hormone Res. 47:349-388. 
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3. Bell, G.I., Fukumoto, H., Burant, C.F., Seino, S., Sivitz, W.I. and Pessin, J.E.  1990. Facilitative 
glucose transporter proteins: structure and regulation of expression in adipose tissue.  In Progress In 
Obesity Research 1990:  Proceedings of the Sixth International Congress on Obesity.  Osaka, Japan. 
Y. Oomura et al. eds., J. Libbey & Co., Ltd., London, England.  pp. 269-275. 

4. Burant, C.F.  Insulin Sensitization.  2000. In Obesity: Pathology and Therapy. D.H. Lockwood and 
T.G. Heffner, Eds.  Springer, New York. pp. 369-402. 

5. Burant, C. and Simeone, D.  2002. Connecting islet development to developing useful islets.  
Trends Endo. Metab. 13:48-49. 

6. Subauste, A. and Burant, C.F.  2003. DGAT: Novel therapeutic target for obesity and type diabetes 
mellitus. Curr. Drug Targets Immune Endo. Metabol. Disord. 3: 263-270. 

7. MacDougald, O.A. and Burant, C.F.  2005. Fickle factor foils fat fate. Nat Cell Biol. 7:543-545. 

8. MacDougald, O.A. and Burant, C.F.  2007. Obesity and metabolic perturbations following loss of 
aquaporin 7, the adipose glycerol transporter.  Proc. Nat. Acad. Sci.  102:10759-10760. 

9. Heidt D.G., Burant C.F., and Simeone D.M.  2007.  Total Pancreatectomy: Indications, Operative 
Technique, and Post-Operative Sequelae.  J. Gastrointest. Surg. 11:209-16. 

10. Macdougald, O.A. and Burant, C.F.  2007. The Rapidly Expanding Family of Adipokines. Cell 
Metab. 6:159-161. 

11. Oral EA, Burant C. 2009. Leptin and insulin resistance: good, bad, or still unclear?  Am J Physiol 
Endocrinol Metab. 296:E394-395. 

12. Myers MG Jr, Burant CF. PPAR-γ action: it's all in your head. Nat Med. 2011 May;17:544-5.  
PMID 21546969. 

13. Athey BD, Cavalcoli JD, Jagadish HV, Omenn GS, Mirel B, Kretzler M, Burant C, Isopheki RD, 
Delisi C; the NCIBI faculty, trainees, and staff.  2011. The NIH National Center for Integrative 
Biomedical Informatics (NCIBI).  J Am Med Inform Assoc. 

14. Hinder, L. M., Vincent, A. M., Burant, C. F., Pennathur, S., and Feldman, E. L., 2012. 
Bioenergetics in diabetic neuropathy: what we need to know. Journal of the Peripheral Nervous 
System 17, 10-14. 

15. Burant, CF.  Activation of GPR40 as a therapeutic target for the treatment of type 2 diabetes.  2013. 
Diabetes Care 36 Suppl 2:S175-9. 

16. Kurland, IJ, Accili D, Burant, CF., Fischer, SM, Kahn, BB, Newgard, CB, Ramagiri, S, Ronnett, 
GV, Ryals, JA, Sanders, M, Shambaugh, J, Shockcor, J and Gross, S. 2013.  Metabolomics in 
biological processes. Annals New York Acad. Sci. 1287:1-16. PMID: 23659636 

17. Burant CF, Robinson KR, Buse CA and Buse JB.  2016. Maria Buse: All in the family, her 6 
decades of diabetes discovery. Diabetes Care 39(6):852-6. 

Books and Book Chapters 
1. Bell, G.I., Fukumoto, H., Burant, C.F. and Seino, S.  1990. Genetics of glucose transporters. In 

Genetics and Human Nutrition, edited by Randle, P.J., Bell, J.I. & Scott, J., J. Libbey & Co., 
Ltd., London pp. 121-131. 
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2. Burant, C.F., Buse, J.B., and Polonsky, K.S.  2003.  Type 2 Diabetes. Williams Textbook of 
Endocrinology.  Larsen, R.P., Kronenberg, H.M, Melmed, S and Polonsky, K.S. eds. Saunders 
W B Co, N.Y., N.Y. 

3. Burant, C.F.  2004. Medical Management of Type 2 Diabetes, Fifth Edition.  American Diabetes 
Association, Alexandria, VA. 

4. Burant, C.F., Polonsky, K.S. and Buse, J.B.  2007.  Type 2 Diabetes. Williams Textbook of 
Endocrinology.  Larsen, R.P., Kronenberg, H.M, Melmed, S and Polonsky, K.S. eds. Saunders 
W B Co, N.Y., N.Y. 

5. Burant, C.F.  2008. Medical Management of Type 2 Diabetes, Sixth Edition.  American Diabetes 
Association, Alexandria, VA. 

6. Burant, C.F., Polonsky, K.S. and Buse, J.B.  2011.  Type 2 Diabetes. Williams Textbook of 
Endocrinology.  Larsen, R.P., Kronenberg, H.M, Melmed, S and Polonsky, K.S. eds. Saunders 
W B Co, N.Y., N.Y. 

7. Burant, C.F.  2012.  Medical Management of Type 2 Diabetes, Sixth Edition.  American Diabetes 
Association, Alexandria, VA. 

8. Polonsky, K.S. and Burant, C.F.  2016. Type 2 Diabetes. Williams Textbook of Endocrinology. 
Larsen, R.P., Kronenberg, H.M, Melmed, S and Polonsky, K.S. eds. Saunders W B Co, N.Y., 
N.Y. 
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DECLARATION OF ADAM ROTTNER 

I, Adam Rottner, hereby state that I have personal knowledge of the facts set forth below.  

If called as a witness, I could and would testify as follows: 

1. I am a United States citizen and am over eighteen years of age. I am 

employed by the Federal Trade Commission (“FTC” or “the Commission”) as an 

Investigator in the Division of Enforcement, Bureau of Consumer Protection.  My office 

address is 600 Pennsylvania Ave., NW, CC-9528, Washington, D.C. 20580.   

2. As an Investigator with the FTC, my duties include investigating possible 

violations of the laws and regulations that the FTC enforces and possible violations of 

Orders obtained by the Commission.  I was assigned to work on the Commission’s 

compliance investigation in FTC and Maine v. Health Research Laboratories, LLC, et 

al., 2:17-CV-00467-JDL (D. Maine).   

DESCRIPTION OF INVESTIGATIVE 
TOOL AND SOURCES OF EVIDENCE 

3. As an FTC Investigator, my duties include the collection, analysis, and 

preservation of evidence relevant to the investigations I conduct into potential violations 

of the laws, regulations, and Orders that the FTC enforces.  As part of this investigation, I 

utilized the investigative tool described in detail below. 

4. Snagit.  Website and image captures were made using the program Snagit, 

which takes an image of single webpages, or a smaller selected area as they existed on 

1 
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the day of the capture. These files are typically .jpeg files, but I convert them to .pdf files 

for compatibility reasons. 

WEBSITE CAPTURES 

5. On September 18, 2019, Counsel for the FTC asked me to visit and capture 

product information from the website https://www.hrlsupplements.com/. 

a. At 2:52 PM, I used an FTC computer to visit the website 

https://www.hrlsupplements.com/shop/neupathic/. I used the Snagit tool 

to capture a copy of the webpage as it existed on September 18, 2019.  A 

true and correct copy of the website 

https://www.hrlsupplements.com/shop/neupathic/ is attached hereto as 

Attachment A. 

b. At 2:53 PM, I used an FTC computer to visit the website 

https://www.hrlsupplements.com/shop/black-garlic-botanicals/. I used the 

Snagit tool to capture a copy of the webpage as it existed on September 

18, 2019. A true and correct copy of the website 

https://www.hrlsupplements.com/shop/black-garlic-botanicals/ is attached 

hereto as Attachment B. 

c. At 2:56 PM, I used an FTC computer to visit the website 

https://www.hrlsupplements.com/shop/the-ultimate-heart-formula/. I used 

the Snagit tool to capture a copy of the webpage as it existed on 

September 18, 2019.  A true and correct copy of the website 

2 
PX 5

https://www.hrlsupplements.com/shop/the-ultimate-heart-formula
https://www.hrlsupplements.com/shop/black-garlic-botanicals
https://www.hrlsupplements.com/shop/black-garlic-botanicals
https://www.hrlsupplements.com/shop/neupathic
https://www.hrlsupplements.com/shop/neupathic
https://www.hrlsupplements.com


PUBLICFEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 336 of 465 * PUBLIC *

https://www.hrlsupplements.com/shop/the-ultimate-heart-formula/ is 

attached hereto as Attachment C. 

6. On September 18, 2019, Counsel for the FTC asked me to visit and capture 

product information from the website https://ww~. wholebodysupplement.com. 

a. At 3 :00 PM, I used an FTC computer to visit the website 

https://www.wholebodvsupplement.com/shop/black-garlic-bgl 8/. I used 

the Snagit tool to capture a copy of the webpage as it existed on 

September 18, 2019. A true and correct copy of the website 

https://www.wholebodysupplement.com/shop/black-garlic-bg 18/ is 

attached hereto as Attachment D. 

I declare under penalty of perjury under the laws of the United States that the 

foregoing is true and correct. 

Executed on: December 4, 2019 
Washington, D.C. 
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HEALTH 
RESEARCH 
LABORATORIES PROOOCIS Dll COIIEN'S tlfAllttV NEWS Mffl OR COl1FII CONTACT 

MEN'S HEALTH 

NUTRITION 

WOMEN'S HEALTH 

- - -
Order Information: 
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[Zlm • Cl:l o Ei:J:ll o 
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Acid.ut (ii.A... U,c .. r11fl..f ..... !' ntlltof!rll ,-.,.Jl .. [ttr,, C!otlon ~pjll~nh al111:t-. I <'I.tell M1fi....v.-tyt:.IJP!'ul .. Cll 
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RESEARCH 
LABORATORIES Pf!OOOCJS llft COHfll'S llull.JltV NEl'IS fAOS MfFTOR CllHHI CONTACT 

UEN'SHEALTH 

NUTRITION 

WOMEN'S HEALTII 

■~~ iitf IJIM 

Black Garlic 
Botanicals 

-~ 
i•hft;1u1•~■ S26.65,mni 

■·hll11i,IIW $19.99~trll 

N:11iO;•u1•"i S15.B310Jm 
..:_,1 ~1ot,o I ::..._~ 
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~ ...... -- -- -- -
MAXJ1nt11111 

T,:$tOSler~""'fher-"PV 

St.1-=t-opUom, 
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DECLARATION OF JAMES A. PRUNTY 

I, James A. Prunty, hereby state that I have personal knowledge of the facts set forth 

below.  If called as a witness, I could and would testify as follows: 

1. I am a United States citizen and am over eighteen years of age. I am employed by 

the Federal Trade Commission (“FTC”) as an attorney in the Division of Advertising Practices, 

Bureau of Consumer Protection.  My office address is 600 Pennsylvania Ave., NW, Washington, 

D.C. 20580. 

2. As an attorney with the FTC, I was assigned to work on the Commission’s case in 

FTC and Maine v. Health Research Laboratories, LLC, et al., 2:17-CV-00467-JDL (D. Maine). 

3. In the course of that investigation, I contacted a consumer named Patrick Murphy, 

who had been identified as a customer of Health Research Laboratories. 

4. On multiple occasions after the litigation was concluded, Mr. Murphy continued 

to send me, via FedEx, brochures that he received in the mail from Health Research 

Laboratories.  

5. A true and correct copy of one of the brochures that Mr. Murphy sent to me in 

October 2018 via FedEx is attached as Attachment 1.  However, Mr. Murphy’s name and home 

address are redacted in Attachment 1 to protect his personally identifiable information.  

I declare under penalty of perjury under the laws of the United States that the foregoing is 

true and correct. 

Executed on: December 5, 2019 /s/ James A. Prunty 
Washington, D.C. 

James A. Prunty 

1 
PX 6



PUBLICFEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 347 of 465 * PUBLIC *

 

  

Case 2:17-cv-00467-JDL Document 21-9 Filed 12/17/19 Page 3 of 19 PageID #: 495 

Prunty Declaration 

ATTACHMENT 1 

PX 6



FTC0001 PUBLICFEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 348 of 465 * PUBLIC *

/throughout History ... 

,Has shown an amazing 
power to improve heart 
~nd cardiovascular 
, I • 

health, maintain 
normal cholesterol 
levels, boost your 
immune system. 

See inside now ... 

To learn about a extraordinary city in 
Japan where many people live to a 
healthy 1 00+ with none of these ·- .. 

common health problems we 
suffer from here in America ... 

Called by Doctors 
and Scientists: 

'The Perfect 
Human 

Health 
Food." 

1 

WALL srREET Y~Ie : 
JOURNAL -~ t Richard Cohen, M.D. 
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Cutting-Edge Natural Medicine , 

"If you're looking for a stronger heart and complete health overhaul ... 

Black Garlic is one 
of the few "Full Bodv 

1 Healers" on eanh i 
~-] 

I trust 1000/o." .'.i 

Black Garlic is a proven miracle for ... Cholesterol.. Hypertension ... Diabetes ... 
Your Heart ... Your Brain ... Hyperglycemia ... Weight Control and more. 

Dear Friend, 

What I'm about to tell you is really 
pretty amazing ... 

You see, there's a place in Japan, 
called the Aomori prefecture, which is 
the garlic capital ofJapan ... 

This ONE district produces nearly 
80% of the total garlic crop in Japan. 

But what it's really famous for 
around the world is its fermented, 
healing Black Garlic! A proven super
food that has helped its citizens for 
thousands of years to live longer and 
healthier than you or I can expect to. 

In fact, this Japanese city could be 

Black Garlic as a healing and 
longevity agent first gained a modern 
following and global popularity after 
Hirosaki University professor, Jinm 
Sasaki, showed that Black Garlic 
reduced cell size of certain serious 
diseases. 

He knew he was on to something 
important when he conducted the 
same research using white garlic, but 
did not yield the same healthier results. 

And while his clinical research 
confirmed that black garlic absolutely 
has unique healing properties ... 

considered a miraculous ------
This was NOT news to the 

Japanese people who 
have been using it for 

thousands of years 
to live longer and 

healthier! 

"Blue Zone;' much like 
nearby Okinawa. This 
is defined by National 
Geographic Magazine as 
a place where people eat 
a unique diet that gives 
them extraordinary 

health benefits. 

So while you may 
occasionally see garlic used 
as a ingredient in a natural 
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supplement to promote good 
health, it is not anywhere near as 
potent and effective as fermented 
Black Garlic extract! 

Because you see, when 
normal white garlic is 
fermented it undergoes an 
amazing transformation 
that COMPLETELY alters its 
chemical makeup ... and turns 
it into a supreme superfood! 

Black garlic is fermented for a 
precise period of time at a high 
temperature, and under high 
humidity. This process turns 
garlic cloves dark, gives them 
a sweet taste, and alters their 
consistency. And it also makes 
them more potent and beneficial. 

The proven health benefits 
it offers you are astounding! 
For example: 

■ Black Garlic has been shown to 
have positive effects for more 
than 150 different health issues 
due to its numerous powerful 
natural phyto-chemicals. 

Continued on page 5. 

ONLY Black Garlic 
gives you a whopping 
23 essentiaL health 
improving nutrients. 

6 Essential Minerals: 
• Sodium 
• Potassium 
• Magnesium 
• Calcium 
• Iron 
• Zinc 

18 Important Amino Acids: 
• Isoleucine 
• Luecine 
• Lysine 
• Methionine 
• Histidine 
• Phenylalanine 
• Tryptophan 
• Valine 
• Arginine 
• Alanine 
• Asparagine 
• Glutamine 
• Glycine 
• Proline 
• Serine 
• Tyrosine 
• Cystine 
• Threonine 

BG181sloaded 
With these 

nutrients vour 
bodv needs! 

Call now 1-888~ 200-1834for BG 18 and see how it can help YOU. 3 
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4 

So how exactly does it help people in 
Japan live longer, healthier lives? 
Let's look at 6 ways it can help 
you do the same ... 

1) It Helps Prevents Plaque Buildup ... 
In fact, it can help reverse plaque build-up in 
arteries - not just slow it down. Black Garlic 
keeps blood vessels barrier-free to create a 
smooth blood flow and alleviates symptoms of 
fatigue. It also strongly inhibits calcium binding, 
which is responsible for plaque build up. 

2) Reduces Blood Pressure and 
Cholesterol... Black Garlic helps reduce high 
blood pressure and lowers high levels 
of bad cholesterol and triglycerides. 

3) Helps Naturally Regulate Weight ... 
Black Garlic helps enhance a healthy weight, 
enhances digestion, removes waste, and 
improves energy. It also lessens the effects 
of an unhealthy diet on your blood and liver. 
Black Garlic helps you get the best easiest 
most natural slimming results without the 
frustrations that come with diets. 

4) Immunity Booster ... Black Garlic 
helps reduce inflammation and boost immune 
function. The allicin in black garlic, a sulfur-rich 
compound, is a powerful weapon against 
bacteria, viruses, fung~ and parasites. And it 
contains twice the antioxidant punch of fresh 
garlic, because of the fermentation process. 
Black Garlic may be as effective as a immune
boosting shot and is an ideal preventative 
remedy. 

Black Garlic has also been used 
by millions of Americans to 

improve heart health! _ 

5) Powerful Anti-Aging ... Black Garlic is 
a great energizer and helps prolong a healthy 
life! It also helps repair age-damaged skin with 
double the amount of antioxidants than regular 
garlic. Like rust attacking metal, free radicals 
eat away at your cells and destroy them, causing 
aging. Black Garlic rejuvenates your body 
by positively impacting cellular health 
and strength. 

6) Amazing 'Detox Agent... Black Garlic 
acts as a blood purifier and cleanses your body. 
It has antibacterial, anti-fungal properties and 
kills bacteria linked to stomach ulcers. Black 
Garlic supports cell regeneration and alkalinizes 
your body to protect against disease. It also 
features abundantly rich oxygen to protect 
against abnormal cell growth, 
viruses, and bacteria. 

And you can 
get all this with 

justTWOBGIS 
Black Garlic 

capsules a day! 

These statements have not been evaluated by the Food and Drug Administration (FDA). 
This product is not intended to diagnose, treat, cure or prevent any disease. 
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Meet Dr. Richard Cohen, MD 
Richard Cohen, M.D. is a nationally-recognized medical expert. 
As a specialist in nutritional medicine, he brings over two decades of 
experience in treating age-related illness. 

He completed his undergraduate degree at Duke University with honors. 
And received his medical degree from Hahnemann Medical University 
in Philadelphia. Dr. Cohen is a member of the American College for 
the Advancement of Medicine. 

Dr. Cohen's expertise has earned him the attention of physicians 
and health professionals across the U.S. He has trained the American 
medical community on dietary issues for over 20 years. And recently, 
he was recognized as a leading authority in using diet, nutritional 
supplements and lifestyle to enhance well-being. 

In recent years, he has helped develop a number of 
successful, innovative treatments like BG18 to help 
his patients eliminate a variety of health problems. 

Continued from page 3. 

■ It can reduce inflammation, 
boost immune function and 
boost cardiovascular health in 
multiple ways. · 

One of Black Garlic's 
main compounds is 
allicin, a sulfur-rich 
compound that 
is likely its most 
powerful weapon 
against bacteria, 
viruses, fungi, and 
parasites. 

■ Black Garlic has also 
recently been discovered 
to contain TWICE the 
antioxidant punch of fresh 
garlic due to its extensive 
aging process. 

Black Garlic isn't just a 
cure-all for your body ... 

It has significant, unique 
health effects that NO other 

substance on earth has. 

Black Garlic is the best 
example of a food offered 
in abundance by Mother 
Nature, turned into a 
"Health Bonanza" by 
ancient man through a 
simple, yet astonishing 
process, and then 
proven by modern 
science to have a 

revitalizing effect on your 
body! 

Numerous studies show 
Black Garlic's amazing health 
potential in nearly every area 
of your body, from clogged 
arteries to preventing insect 

bites and ear infections. 

Continued next page ... 

Call now 1-888._ 200-1834 for BG 18 and see how it can help YO~ _ 5 . 

Case 2:17-cv-00467-JDL Document 21-9 Filed 12/17/19 Page 8 of 19 PageID #: 500 

PX 6



FTC0006 PUBLICFEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 353 of 465 * PUBLIC *

6 

Raw Garlic vs. 
Black Garlic 

There's NO Comparison When it Comes 
to Healthy Benefits For You ... 

As raw garlic ferments and turns black. .. An astonishing trans
formation takes place that can improve your health and vitality! 

This chart shows just one example of the how the fermentation process changes 
essential amino acids in garlic. These essential amino acids are protein-building 
blocks that are NOT produced by your body. They must be included in your diet. 

Essential Amino Acids Raw Garlic (per 1 00g) Black Garlic (per 1 00g) 
lsoleucine 217 mg 371 mg 

Leucine 308 mg 779 mg 

Lysine 273 mg 385 mg 
Methionine 76 mg 210 mg 
Histidine 113 mg 287 mg 

Phenylalanine 183 mg 461 mg 

Tryptophan 66 mg 102 mg 
Valine 291 mg 610 mg 

This is only ONE example of what happens to raw garlic during 
the fermentation process. This is truly amazing ... How black garlic 
creates new nutrients that are enhanced by the fermentation process! . 

• BG 18 is packed with the power of 12 00 mg of potent, no-taste, 
no-odor, fermented Black Garlic in daily use capsules. . .. .....___,. 

. _ .... 

There's even solid evidence, as 
seen in Japan's Aomori province, 
and more, that Black Garlic can help 
slow your aging process. 

Black Garlic contains a wide 
range of phytocompounds that act 
together to produce a wide variety 

of responses in your body. It's 

also rich in critical nutrition like 
manganese, calcium, phosphorus, 
selenium, and vitamins B6 and C, so 
it's beneficial for your bones as well 
as your thyroid. 

Garlic also helps your body cleanse 
itself of toxic heavy metals, such as 
lead, mercury, cadmium and arsenic. 
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on the a1nazing effectiveness 

of Black Garlic ... 

One of Black Garlic's most potent 
secret weapon is a compound called 
Allicin. 

Researchers have found that it's a 
highly-effective natural "antibiotic" that 
takes care of anything in its path. Even 
better, in the face of Allicin, bacteria 
aren't able to resist it. Something rarely 
seen in medical circles. 

In studies, Black Garlic has shown 
consistent, positive results over 
fresh garlic, says Matthew Budoff, 
a professor at the David Geffen 
School of Medicine at University of 
California, Los Angeles. 

He is also the co-author of a study 
that found Black Garlic reduced the 
amount of soft, newly formed plaque 

in arteries, compared with placebo. 

And in a 2009 animal study, 
Japanese researchers found that 
black garlic was more effective than 
fresh garlic in reducing the size of 
tumors. The study was published in 
the journal Medicinal and Aromatic 
Plant Science and Technology. 

In another study, black garlic was 
found to have twice the antioxidant 
levels as fresh garlic-as the aging/ 
fermenting process appears to double 
the antioxidants. 

Black garlic is also packed with 
high concentrations of sulfurous 
compounds, especially one called 
s-allylcycteine. 

Science has shown a number of 
health benefits from SAC, including 
inhibition of cholesterol formation. 

Continued next page ... 

Look at What People are Saying About BG 18 ... 1 

"I'm a natural health 
consultant and my wife 
and I have a therapy 
practice where we 
recommend supplements. 
I'm grateful for having 

_i.,; BLACK GOLD BG-18 in 
my life! The main features I like about this 
product are heart health, a boosted immune 
system and living with less problems." 

- Douglas S. 

"I'm a senior, 83 years old, 
and just had a good to 
excellent health checkup! " 

- Maria G. 

"I feel stronger, feel my 
general well being is 
better, and also feel I have 
stronger immunity. I also 
have my husband taking 
this product and he also 
will not be without it now!" 

- Jeannine S. 

"My blood sugar levels 
have improved. My A 1 C 
dropped by 2 points. My 
blood pressure has also 
been lowered. I recommend 
this product because IT 
WORKS!" 

- Lorraine T. 

These testimonials are from real users of BG 18. Results may vary based on the user. 

Call now 1-888-.200-1834 for BG18 and see how it can help YOU. - - ----7 
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Could Black Garlic be the Japanese Secret 
to Significantly Reducing Heart Attack Risk? For all 
natural, safe, effective heart health, J1othin even 
con1pares to Black Garlic! 

That's why, for many people across the U.S., Black Garlic has been the 
answer to reducing their risk of America's #1 killer ... 

Each year, 635,000 people in the U.S. have their first heart attack! 
And cardio- vascular disease is the leading cause of global death, causing 
17 .3 million deaths a year - a number that's expected to grow to more than 
23.6 million by 2030. 

However, can you guess which ONE country seems to easily avoid 
this serious epidemic ... Yes, you, guessed it. .. JAPAN! 

Despite smoking and blood pressure levels similar to those in 
Western countries, the Japanese are seemingly IMMUNE 
from the ravages of heart disease. 

So what are they doing differently? They are 
HUGE believers in, and users of, Black Garlic! And this 
discovery has turned out to be a true miracle elixir for 
your heart, and your entire cardiovascular system. 

Yes, Black Garlic is a true miracle for 
cardiovascular health! Just 1 capsule 
knocks down cholesterol and high blood 
pressure within days. It can also unblock, 
clean, and strengthen your arteries. 

Call now for BG 18 and 
claim the same health 
benefits for yourself! 

There's also great news for those 
who suffer from type 2 diabetes ... 

This condition can wreak havoc 
on your health due to the effects of 
oxidative stress. Uncontrolled diabetes 
may lead to serious complications 
like kidney disease, heart disease, 
nerve damage and vision problems -
sometimes even blindness. 

However, the potent antioxidants 
in black garlic have shown to 

lessen oxidative stress caused by 
.increasing blood sugar levels. Multiple 
studies have found that its high level 
of antioxidants exert an even stronger 
effect than regular garlic and could 
be even more helpful in preventing 
complications of diabetes. 

There's NO doubt ... Black Garlic 
is a perfect "Wonder Food" that 
EVERYONE should consider takin 
every day. 

Continued on page 10. 
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Black Garlic also helps you 
in an unexpected way ... 
When it comes to your weight. 

It's no secret that belly fat and poor heart health go 
hand in hand. In fact, studies show that fat around your 
stomach poses a higher risk than any other fat, and contributes 
to high blood pressure, poor metabolism and high triglycerides. 

Some good news is that just 2 BG 18 capsule a day 
can help you lose weight and reduce your risk in 
several different ways ... 
► Allicin, an active component of black garlic, has shown 

to enhance weight loss. 

► Black Garlic has a high level of iodine, an effective 
nutrient for treating hyperthyroid conditions, which 
nearly always leads to extra weight gain. 

► Black Garlic also can help process fat, enhance digestion, 
remove waste, and improve energy. 

► Plus, it lessens the effects of an unhealthy diet on your blood 
and liver. So you can boost your immunity, reduce blood 
pressure, protect your blood vessels from damage, and stop 
inflammation all while helping you reach your ideal weight! 

Clinically proven to work ... 
► Korean researchers published findings from an animal weight 

loss study in the Journal of Nutrition. Garlic was shown to 
reduce body weight and showed a significant antiobesity effect. 

► A 2012 study in Nutrition Research and 
Practice reported incredible beneficial 
effects of aged garlic extract on 
cardiovascular risk in postmenopausal 
women. 

► And the American Journal of 
Hypertension showed that allicin 
positively impacts blood pressure, 
insulin, and triglyceride levels. 

Call now 1-888-:200-1834 for BG18 and see how it can help YOU. 9 
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11 Continued from page 8. 

10 

So how is Black Garlic 
transformed into 

something so special? 
Developed in Asia, black garlic 

has been gaining popularity among 
Westerners for several years now, but 
it has recently caught the eye of the 
health-minded due to studies revealing 
its impressive nutritional properties. 

Black garlic is produced by 
"fermenting" whole bulbs of fresh 
garlic in a humidity-controlled 
environment in temperatures of 
about 60 to 90 degrees F for 86 days. 
No additives, no preservatives, just 
pure garlic. 

Once out of the heat, the bulbs 
are left to oxidize. This lengthy 
process causes the garlic cloves to 
turn black and develop a soft texture. 

As the white cloves slowly 
transition into their final black 
appearance, compounds in the 
fresh garlic transform into a whole 
new range of compounds. 

In its potent, Blackened form, 
it is then dried and the powdered 
extract can be put in a capsule. Just 

In BG18 you'll get only 
100% pure, premium
sourced black garlic extract. 

v Protect your heart! 
v Lower high cholesterol! 
ti' Find your ideal weight! 
v Protect against diabetes! 
v Cleanse your body 

of toxins! 

-----

like you'll find in our BG 18 pure 
Black Garlic extract formula. 

Our BG18 Black Garlic 
formula gives you the full, 

raw, health-improving power 
of Black Garlic! 

BG 18 has only ONE purpose: To 
give you the same gift oflongevity, 
health and vitality it gives the Japanese 
people who take it regularly. 

Especially when it comes to ending 
your health problems, low energy and 
issues related to poor heart health, 
diabetes overweight issues, aging 
and more, without drugs. 

You might find other products that 
have ingredients for one or the other of 
these issues, but I guarantee you won't 
find ANYTHING with the 1,000+ year 
track record and unique healing power 
as the Black Garlic in BG 18. 

BG18 is the only 100% all natural 
solution you need to help add 
healthy years to your life, and right 
the ship when it comes to your heart 
health! All this in a single, daily dose 
that costs only pennies a day. 

Continued on page 12. 
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A potent,~~~~ 
cell-protecting 
antioxidant is 
at the bean of 
Black Garlic 

Because of its unique composition, 
black garlic is recognized for its 

high antioxidant content, with one ... 
5-allyl-cysteine ... having huge scientific 
interest for its potency. 

A study published in 2012 in the 
Journal Oxidative Medicine and Cellular 
Longevity showed that this antioxidant is 
especially abundant in black garlic, unlike 
common white garlic, which contains only 
small amounts. As a result, black garlic 
can help fight oxidative stress, free radical 
damage and cellular aging. In addition, the 
antioxidant power of 5-allyl-cysteine has 
health benefits for the cardiovascular system. 

The cardio-protective 
effect of black garlic ... 

Black garlic can also improve your lipid 
profile, an important factor in protecting 
against cardiovascular problems. This 
beneficial effect was the object of a study 
published in the journal Nutrition, where 
researchers evaluated the potential of black 

garlic among 55 people with high blood 
cholesterol levels. They found increases 
in 'good' HDL-cholesterol in patients 
supplemented with black garlic compared 
with those given a placebo. 

Black garlic also has significant 
anti-inflammatory effects ... 

Black garlic also contains two ii 
compounds - AGE-1 and AGE-2 - which 
a number of studies suggest offer anti
inflammatory help. To evaluate these 
effects, Korean researchers studied levels of 
molecules in the inflammatory response. 

Published in the journal, Phytotherapy 
Research, their findings confinned the 
anti-inflammatory action of AGE-1 which, 
reduced levels of nitric oxide and prosta
glandin. Secretion of proinflammatory 
cytokines was similarly suppressed by of 
AGE-1. 

These observations suggest that the 
AGE-1 compound present in black garlic can 
have a potent anti-inflammatory effect. 

BG18 can deliver all these health benefits to you! Call now. 

Call now 1-888-200-1834 for BG18 and see how it can help YOU. 
7 ~ - .,____.,_......._ __ 

11 
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Black Garlic: 
As reported by the 
Wall Street Journal ... 

(( Black garlic has shown potential health 
benefits in animal studies, including a 
report last year by Korean researchers 
that it helped control cholesterol in rats 
fed a high-fat diet. Another aged garlic 
product, called Kyolic from Japan, has 
shown benefits in humans. 

12 

The evidence is II quite compelling 
11 

that Black Garlic seems to help mitigate 
cardiac risk factors, such as high choles
terol and blood pressure, says David 
L. Katz, director of Yale University's 
Yale-Griffin Prev~ntion ff. I 
Research Center. )) ~ a e 
If you're looking to add healthy 
years to your life, and want to 
avoid many of the health problems 
that plague so many seniors, 
call toll-free 1-888-200-1834 
now for BG 18. 

Continued from page 10. 

Reply now 100% 
risk free for all-natural, 

health-restoring, 
risk-reducing BG18! 

I've arranged for you to try 
premium qualityBG18 - risk
free - for 60 days, so you can 
see for yourself how it can 
improve your entire well-being 
and appearance almost instantly. 

As a health professional, 
I highly recommend you try 
BGI8now. 

In my opinion, it is the 
most potent superfood, health
improving formula on the 
market today! And the ONLY 
one I'm confident can improve 
your risky health issues and help 
you get back to normal. 

Don't wait... reply now to 
start on BG18 and get special, 
first-time buyer only low 
pricing. Plus, if you reply now, 
you'll also get a special offer 
on our astounding HydraFuel 
product! 

Don't put your good health 
at risk. BG 18 is a popular, 
natural solution for men and 
women of all ages who struggle 
to maintain heart health, healthy I 

blood sugar levels and more. 
And of course you're backed 
by our 100% Money Back 
Guarantee ... 

Yes, your reply is 100% risk 
free ... If you're not 100% satisfied , 
with your improved health 
after using BG18, simply send 
it back for a full refund of your 
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Question: 
What is the single, greatest health benefit of Black Garlic? 

Answer: 
In my experienced medical opinion, Black Garlic's most important 
benefit is its all natural help for heart issues and diabetes. 
From potential life extention to antioxidant help to disease protection, 
no doubt, Black Garlic can do a lot to help you. But what I see in so 
many people is poor heart health and serious blood sugar issues. 
And I believe that is where it greatest benefit lies. 

And if you have BOTH, that is a dangerous 
combination ... 
• 2 out of 3 people with diabetes die of heart disease or stroke. 

• 47% of Americans are unaware that diabetes can 
lead to heart disease. 

• 58% don't know that it can affect their sex life. 

• 28% don't believe diabetes is a serious disease. 
• Having high amounts of sugar in the bloodstream 
develops into fat that clogs, narrows, and inflames 
the blood vessels, causing additional wear and tear. 

I'm confident BG18 can help improve both of these 
dangerous health issues and get you on firmer footing. 
And no other natural healer can help protect you from 
both like Black Garlic can. Call now for BG18 and see 
for yourself 

purchase price within 60 days. 
No questions asked. 

I look forward to hearing from you! 

Sincerely, 

f£1?L /)zf) 
Richard Cohen, M.D. 
Whole Body Supplements 
Medical Director 

P.S. Amazing BGIS, pa<;:ked with 
1200 mg of pure Black Garlic gives 
you the power of a variety of needed 
good-health nutrients a.fl in two 
capsules! 

Most notably, it can help your 
entire cardio system 
run smoothly. Reply 
now if you want to 
enjoy the longer life 

Call now 1-888-200-1834 for BG 18 and see how it can help YOU. 13 , 
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and ultimate heath benefits Japanese 
people enjoy every day! BG18 is 
100% effective and safe to use daily! 
Remember, thousands of people have 
already used it to help extend the 
healthy years of their life! Call now 
risk free l-888-200-1834. 

Get UP to 
J Bottles 
of BG18 

FREE! 
That's right. .. 

P.P.S. Sign up for our FREE weekly 
email newsletter! It's called Dr. Cohens 
Healthy News Now ... and it discusses the 
latest news on many different health 
issues. Our customers love it! Just give 
us your email address when you place 
your order for BGIS. 

See your Risk Free Reply 
Form now for details! 
Proven help is on the way 
for your heart and entire 
body! -

Grab This Combo Offer and Save 
When you reply for BG18 now, you also 
qualify for a special, discounted supply 
of our trusted Hydrafuel Formula. 

Support your cellular hydration with this premium formula 
that contains 14 vitamins and minerals to help keep your cells 
100% heathy and hydrated ... and you looking and feeling young! 

You'll also give your body the combined antioxidant activity 
of 29 vitalizing superfruits, phytonutrients, herbs and vegetable 
extracts to hydrate your dried out cells! 

Improve heart health, boost energy, improve sexual health, 
beat stress, im'prove performance and reduce wrinkles ... These 
are just a few of the benefits found in HydraFuel. 

It can fill in your cells' nutrient gaps to give your health a 
quick and lasting jumpstart. Which is especially important if your 
healthy has been suffering as a result of poor digestion. 

Try the amazing powers of HydraFuel for yourself. You'll SEE 
and FEEL the difference that Optimum Cellular Hydration can 
create for you. You'll look and feel years younger .. . feel more 
energy ... sleep better ... move better ... and enjoy a revival of 
your health! 

Don't wait. .. Reply now and get this 
perfect companion product to BG 18. 

....____,, 
• Vitamin C 
• Vitamin E 
• Vitamin B1 
• Riboflavin 
• Niacin 
• Vitamin B6 
• Folic acid 
• Vitamin B12 
• Biotin 
• Pantothenic acid 
• Calcium 
• Magnesium 
• Zinc 
• Chromium 
• SynerTea® 
• Amla 
• Spectra: which 

contains over 2 
dozen fruit and 
vegetable extracts 
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I 
! 

BG18 Risk-Free Reply Form 
Up to $384.85 in total savings and get Free Shipping! 

10V ES ! fm ready to reap the same amazing health rewards the Japanese have enjoyed for 
centuries. I've seen the impressive research on Black Garlic from leading medical institutions around the 
world that prove taking black garlic can substantially improve my health! I understand I'm covered by 
your 60-daymoney back guarantee ... Either BG18 works as promised, or I can get a full and fast refund. 
Please send me the following supply: 

0 SUPER-INTENSIVE: I get a 5 month supply, plus a 7 month bonus $604;-48 $219·95 
supply absolutely FREE! I pay only $219.95 and get FREE SHIPPING! 60 DAYS RISK FREE! 

SAVE $384.45! 

0 MEGA-INTENSIVE: I get a 3 month supply, plus a 3 month bonus $3e4;-t0 $139•95 
supply absolutely FREE! I pay only $139.95 and get FREE SHIPPING! 60 DAYS RISK FREE! 

SAVE $164.75! 

0 ULTRA-INTENSIVE: I get a 2 month supply, plus a 1 month bonus 
supply absolutely FREE! I pay only $84.95 and get FREE SHIPPING! 

St54;85$84.95 
60 DAYS RISK FREE! 
SAVE $69.90! 

0 INTENSIVE: I get a 1 month supply for only $44.95 + $5.95 S&H! $49:95$44.95 
SAVE$5.00! 

D TOTAL PACKAGE: I get everything is the Mega-Intensive Package $60-t.40 $249.95 
plus buy 3 months of Hydrafuel for only $249.95 and get another 60 DAYS RISK FREE! 
3 months FREE! All of this with FREE SHIPPING! SAVE $354.45! 

Select Your Preferred Method of Payment: 

D Enclosed is my check, cash or money order for: $ _____ _ 
(Make check payable to Whole Body Supplements, 165 Pleasant Ave., South Portland, ME 04106) 

D Please bill my credit card: □ : __,. . 0~ ~ DL: □r= 
Card#: ___ _ ___ Expires: _ _ / _ _ 

Name: _________________ _ 

Address: ________________ _ _ 

City:. __________ State: __ Zip: ___ _ 

E-mail: Tel:L___J _____ _ 

Our Iron-Clad Guarantee: 

For Fastest Service 
Call Toll-Free: 

888-200-1834 
Mail Now in the 

enclosed envelope: 
Whole Body Supplements 

165 Pleasant Ave. 
South Portland, ME 04106 

' Or visit 
www.WholeBodySupplementcom 

Try the BG18 Risk-Free For,60.Days. 
If You Don't Feel 100% Better - YOU'LL GET YOUR MONEY BACK! 

YOU will be the only judge. You've read about the amazing ________ 
and unique health benefits of BG 18. For up to 60 days, you ~ 
can use it completely risk free jn your own home and see 
your results. If you are not I 00% satisfied, you can request 
a full refund of your purchase price. No questions asked. 
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See Inside to Learn 
More About This ... 

BLACK 
GOLD 
Thatis 
transfonning 
people's health, 

especially 
for their 
HEARTS. 

"Nothing improves 
lives like this does." 

, v Increases energy 
t/ Strengthens the immune system 
V Promotes anti-aging effects 
t/ Enhances recovery from fatigue 

V Improves restfulness-
t/ Su~ healthy 

circulation 

Richard Cohen, M.D., 
Scientific Advisor 
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WILLARD K. TOM 
General Counsel 

VICTOR F. DeFRANCIS 
SYDNEY M. KNIGHT 
Federal Trade Commission 
600 Pennsylvania Ave., N.W. 
Mail Drop NJ-3212 
Washington, D.C. 20580 
Tel: (202) 326-3495, -2162 
Fax: (202} 326-3259 
email: vdefrancis@ftc.gov 

PAUL J. FISHMAN 
United States Attorney 
J. ANDREW RUYMANN 
Assistant United States Attorney 
402 East State Street, Room 430 
Trenton, NJ 08608 
Tel: (609) 989-2190 
Fax: (609) 989-2360 

Attorneys for Plaintiff 
Federal Trade Commission 

RECEIVED 

OCT Z 8 2010 
AT 8:3Q _______ M 

WILLIAM T. WALSH 
CLERK 

IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF NEW JERSEY 

FEDERAL TRADE COMMISSION, 

Plaintiff, 

v. 

XACTA 3000, INC., a corporation, 
BARUCH LEVIN, individually and 
as an officer of the corporation, and 
YEHUDA LEVIN a/k/a JUDA LEVIN, 
individually and as an officer 
of the corporation, 

Defendants. 

Hon. Joel A. Pisano 

CV-09-399-JAP 
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STIPULATED FINAL JUDGMENT AND ORDER FOR INJUNCTIVE AND 
OTHER EQUITABLE RELIEF AS TO DEFENDANTS XACTA 3000, INC. 

AND YEHUDA LEVIN 

Plaintiff, the Federal Trade Commission ("FTC" or 

"Commission"), filed a Complaint for Injunctive and Other 

Equitable Relief against Defendants Xacta 3000, Inc., Baruch 

Levin, and Yehuda Levin ("Complaint") pursuant to Section 13(b) 

of the Federal Trade Commission Act (FTC Act), 15 U.S.C. § 53(b), 

alleging deceptive acts or practices and false advertisements in 

violation of Sections S(a) and 12 of the FTC Act, 15 U.S.C. §§ 

45(a) and 52. 

The Commission and Defendants Xacta 3000, Inc. and Yehuda 

Levin ("Defendants") have stipulated to entry of the following 

agreement for permanent injunction and settlement of claims for 

monetary relief in settlement of the Commission's allegations 

against Defendants. 

The Court, having been presented with this Stipulated Final 

Judgment and Order for Injunctive and Other Equitable Relief as 

to Defendants Xacta 3000, Inc. and Yehuda Levin (Order), finds as 

follows: 

FINDINGS 

1. This Court has jurisdiction over the subject matter of 

this case and jurisdiction over Defendants. Venue in the 

District of New Jersey is proper. 

2 
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2. The acts and practices of Defendants are in or 

affecting commerce, as defined in Section 4 of the FTC Act, 15 

u.s.c. § 44. 

3. The Complaint states a claim upon which relief can be 

granted under Sections S{a) and 12 of the FTC Act, 15 U.S.C. §§ 

45(a) and 52, and the Commission has the authority to seek the 

relief it has requested. 

4. Defendants waive all rights to seek judicial review or 

otherwise challenge or contest the validity of this Order. 

Defendants also waive any claim that they may have held under the 

Equal Access to Justice Act, 28 U.S.C. § 2412, concern~ng the 

prosecution of this action to the date of this Order. 

5. This Order reflects the negotiated agreement of the 

Commission and Defendants, and Defendants have entered into this 

Order freely and without coercion. 

6. The Commission and Defendants stipulate and agree to 

entry of this Order under Section 13(b) of the FTC Act, 15 U.S.C. 

§ 53(b), without trial or final adjudication of any issue of fact 

or law. By entering into this stipulation, Defendants do not 

admit or deny any of the allegations set forth in the Complaint, 

other than jurisdictional facts. 

7. This action and the relief awarded herein are in 

addition to, and not in lieu of, other remedies as may be 

3 
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provided by law. 

8. Pursuant to Federal Rule of Civil Procedure 65(d), the 

provisions of this Order are binding upon Defendants, and their 

officers, agents, servants, representatives, employees, and all 

other persons or entities in active concert or participation with 

them, who receive actual notice of this Order by personal service 

or otherwise. 

9. Nothing in this Order obviates the obligation of 

Defendants to comply with Sections 5 and 12 of the FTC Act, 15 

U.S.C. §§ 45 and 52. 

10. The Commission's action against Defendants is an 

exercise of the Commission's police or regulatory power as a 

governmental unit. 

11. The paragraphs of this Order shall be read as the 

necessary requirements for compliance and not as alternatives for 

compliance, and no paragraph serves to modify another paragraph 

unless expressly so stated. 

12. Each party shall bear its own costs and attorneys' 

fees. 

13. Entry of this Order is in the public interest. 

4 
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ORDER 

DEFINITIONS 

1. "Advertising" and "promotion" mean any written or 

verbal statement, illustration, or depiction designed to effect a 

sale or create interest in the purchasing of goods, whether it 

appears in a brochure, newspaper, magazine, pamphlet, leaflet, 

circular, mailer, book insert, free standing insert, letter, 

catalogue, poster, chart, billboard, public transit card, point 

of purchase display, packaging, package insert, label, film, 

slide, radio, television or cable television, audio program 

transmitted over a telephone system, program-length commercial 

("infomercial"), the Internet, email, press release, video news 

release, or in any other medium. 

2. "Commerce" means as defined in Section 4 of the FTC 

Act, 15 U.S.C. § 44. 

3. "Covered product" means any dietary supplement, food, 

drug, or device. 

4. "Individual Defendant" means Yehuda Levin. 

5. "Corporate Defendant" means Xacta 3000, Inc. and its 

successors and assigns. 

6. "Food," "drug," and "device" mean as defined in Section 

15 of the FTC Act, 15 U.S.C. § 55. 

5 
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7. The terms "and" and "or" in this Order shall be 

construed conjunctively or disjunctively as necessary, to make 

the applicable sentence or phrase inclusive rather than 

exclusive. 

8. The term "including" in this Order means "including 

without limitation." 

I. 

PROHIBITED BUSINESS ACTIVITIES 

IT IS HEREBY ORDERED that Defendants, directly or through 

any corporation, partnership, subsidiary, division, trade name, 

or other device, are hereby permanently enjoined and restrained 

from manufacturing, labeling, advertising, promoting, offering 

for sale, selling, or distributing; or assisting others in 

manufacturing, labeling, advertising, promoting, offering for 

sale, selling, or distributing; any Covered Product, in or 

affecting commerce. 

II. 

EQUITABLE MONETARY RELIEF 

IT IS FURTHER ORDERED that: 

A. Judgment is hereby entered in favor of the Commission, 

and against Defendants for equitable monetary relief, including, 

but not limited to, consumer redress, in the amount of fourteen 

million five hundred thousand U.S. Dollars ($14,500,000), the 

6 
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total amount of consumer injury caused by the activities alleged 

in the Commission's complaint; provided, however, that this 

judgment shall be suspended subject to the conditions set forth 

in Section III of this Order; 

B. All funds paid pursuant to this Order shall be 

deposited into a fund administered by the Commission or its agent 

to be used for equitable relief, including, but not limited to, 

consumer redress, and any attendant expenses for the 

administration of such equitable relief. Defendants shall 

cooperate fully to assist the Commission in identifying consumers 

who may be entitled to redress pursuant to this Order. If the 

Commission determines, in its sole discretion, that redress to 

consumers is wholly or partially impracticable or funds remain 

after redress is completed, the Commission may apply any 

remaining funds for such other equitable relief (including 

consumer information remedies) as it determines to be reasonably 

related to Defendants' practices alleged in the Complaint. Any 

funds not used for such equitable relief shall be deposited to 

the United States Treasury as disgorgement. Defendants shall 

have no right to challenge the Commission's choice of remedies 

under this Section. Defendants shall have no right to contest 

the manner of distribution chosen by the Commission. This 

judgment for equitable monetary relief is solely remedial in 

7 
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nature and is not a fine, penalty, punitive assessment, or 

forfeiture; 

C. In accordance with 31 U.S.C. § 7701, as amended, 

Defendants are hereby required, unless they have done so already, 

to furnish to the Commission their taxpayer identifying number 

and/or social security number, which shall be used for purposes 

of collecting and reporting on any delinquent amount arising out 

of the Defendants' relationship with the government. 

D. Defendants relinquish all dominion, control, and title 

to the funds paid to the fullest extent permitted by law. 

Defendants shall make no claim to, or demand for return of, the 

funds, directly or indirectly, through counsel or otherwise. 

E. Defendants agree that the facts as alleged in the 

Complaint filed in this action shall be taken as true without 

further proof in any bankruptcy case or subsequent civil 

litigation pursued by the Commission to enforce its rights to any 

payment or money judgment pursuant to this Order, including but 

not limited to a nondischargeability complaint in any bankruptcy 

case. Defendants further stipulate and agree that the facts 

alleged in the Complaint establish all elements necessary to 

sustain an action by the Commission pursuant to Section 

523(a)(2)(A) of the Bankruptcy Code, 11 U.S.C. § 523(a)(2)(A), 

and that this Order shall have collateral estoppel effect for 
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such purposes. 

F. Proceedings instituted under this Section are in 

addition to, and not in lieu of, any other civil or criminal 

remedies that may be provided by law, including any other 

proceedings the Commission may initiate to enforce this Order. 

III. 

RIGHT TO REOPEN 

IT IS FURTHER ORDERED that: 

A. By agreeing to this Order, Defendants reaffirm and 

attest to the truthfulness, accuracy, and completeness of the 

financial statements signed by Corporate Defendant on October 11, 

2009 and by Individual Defendant on May 3, 2010 and provided to 

the Commission, including all attachments and subsequent 

amendments and corrections thereto. Plaintiff's agreement to 

this Order is expressly premised upon the truthfulness, accuracy, 

and completeness of Defendants' financial condition, as 

represented in the financial statement referenced above, which 

contains material information upon which Plaintiff relied in 

negotiating and agreeing to the terms of this Order; 

B. If, upon motion of the FTC, the Court finds that 

Defendants failed to disclose any material asset, materially 

misrepresented the value of any asset, or made any other material 

misrepresentation in or omission from his or its financial 

9 
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statement or supporting documents, the suspended judgment entered 

in Section II.A shall become immediately due and payable. 

Provided, however, that, in all other respects, this Order shall 

remain in full force and effect, unless otherwise ordered by the 

Court; and 

C. Any proceedings instituted under this Section shall be 

in addition to, and not in lieu of, any other civil or criminal 

remedies that may be provided by law, including, but not limited 

to, contempt proceedings, or any other proceedings that the 

Commission or the United States might initiate to enforce this 

Order. For purposes of this Section, Defendants waive any right 

to contest any of the allegations in the Commission's Complaint. 

IV. 

PROHIBITIONS REGARDING CONSUMER INFORMATION 

IT IS FURTHER ORDERED that Defendants, and their officers, 

agents, servants, and employees, and all other persons in active 

concert or participation with any of them who receive actual 

notice of this Order by personal service or otherwise, are hereby 

permanently restrained and enjoined from: 

A. Disclosing, using, or benefitting from customer 

information, including the name, address, telephone number, email 

address, social security number, other identifying information, 

or any data that enables access to a customer's account 

10 
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(including a credit card, bank account, or other financial 

account), of any person which Defendants obtained prior to entry 

of this Order in connection with the sale of Kinoki Foot Pads; 

and 

B. Failing to dispose of such customer information in all 

forms in their possession, custody, or control within thirty (30) 

days after entry of this Order. Disposal shall be by means that 

protect against unauthorized access to the customer information, 

such as by burning, pulverizing, or shredding any papers, and by 

erasing or destroying any electronic media, to ensure that the 

customer information cannot practicably be read or reconstructed. 

Provided, however, that customer information need not be 

disposed of, and may be disclosed, to the extent requested by a 

government agency or required by a law, regulation, or court 

order. 

V. 

COMPLIANCE MONITORING 

IT IS FURTHER ORDERED that, for the purpose of monitoring 

and investigating compliance with any provision of this Order and 

investigating the accuracy of Defendants' financial statements 

upon which the Commission's agreement to this Order is expressly 

premised: 

A. Within ten (10) days of receipt of written notice from 

11 
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a representative of the Commission, Defendants shall submit 

additional written reports, sworn to under penalty of perjury; 

produce documents for inspection and copying; appear for 

deposition; and/or provide entry during normal business hours to 

any business location in each Defendant's possession or direct or 

indirect control to inspect the business operation; 

B. In addition, the Commission is authorized to use all 

other lawful means, including, but not limited to: 

1. Obtaining discovery from any person, without 

further leave of court, using the procedures 

described in Fed. R. Civ. P. 30, 31, 33, 34, 36, 

45, and 69; and 

2. Having its representatives pose as consumers and 

suppliers to Defendants, their employees, or any 

other entity managed or controlled in whole or in 

part by any Defendant, without the necessity of 

identification or prior notice; and 

C. Defendants each shall permit representatives of the 

Commission to interview any employee, employer, consultant, 

independent contractor, representative, or agent who has agreed 

to such an interview, relating in any way to any conduct subject 

to this Order. The person interviewed may have counsel present. 

Provided, however, that nothing in this Order shall limit the 

12 
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Commission's lawful use of compulsory process, pursuant to 

Sections 9 and 20 of the FTC Act, 15 U.S.C. §§ 49, 57b-l, to 

obtain any documentary material, tangible things, testimony, or 

information relevant to unfair or deceptive acts or practices in 

or affecting commerce (within the meaning of 15 U.S.C. 

§ 45(a) (1)). 

VI. 

COMPLIANCE REPORTING 

IT IS FURTHER ORDERED that, in order that compliance with 

the provisions of this Order may be monitored: 

A. For a period of three (3) years from the date of entry 

of this Order, 

1. Individual Defendant shall notify the Commission 

in writing of the following: 

a. Any changes in such Defendant's residence, 

mailing addresses, and telephone numbers, 

within ten (10) days of such change; 

b. Any changes in such Defendant's employment 

status (including self-employment) and any 

change in such Defendant's ownership in any 

business entity, within ten (10) days of such 

change. Such notice shall include the name 

and address of each business that such 

13 
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Defendant is affiliated with, employed by, 

creates or forms, or performs services for; a 

detailed description of the nature of the 

business; and a detailed description of such 

Defendant's duties and responsibilities in 

connection with the business or employment; 

and 

c. Any changes in such Defendant's name or use 

of any aliases or fictitious names within ten 

(10) days of the date of such change; and 

2. Defendants shall notify the Commission in writing 

of any changes in structure of Corporate Defendant 

or any business entity that any Defendant directly 

or indirectly controls, or has an ownership 

interest in, that may affect compliance 

obligations arising under this Order, including, 

but not limited to: incorporation or other 

organization; a dissolution, assignment, sale, 

merger, or other action; the creation or 

dissolution of a subsidiary, parent, or affiliate 

that engages in any acts or practices subject to 

this Order; or a change in the business name or 

address, at least thirty (30) days prior to such 

14 
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change, provided that, with respect to any 

proposed change in the business entity about which 

Defendant learns less than thirty (30) days prior 

to the date such action is to take place, 

Defendant shall notify the Commission as soon as 

is practicable after obtaining such knowledge. 

B. Sixty (60) days after the date of entry of this Order, 

and annually thereafter for a period of five (5) years, 

Defendants each shall provide a written report to the FTC, which 

is true and accurate and sworn to under penalty of perjury, 

setting forth in detail the manner and form in which they have 

complied and are complying with this Order. This report shall 

include, but not be limited to: 

1. For Individual Defendant: 

a. such Defendant's then-current residence 

address, mailing addresses, and telephone 

numbers; 

b. such Defendant's then-current employment 

status (including self-employment), including 

the name, addresses, and telephone numbers of 

each business that such Defendant is 

affiliated with, employed by, or performs 

services for; a detailed description of the 

15 
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nature of the business; and a detailed 

description of such Defendant's duties and 

responsibilities in connection with the 

business or employment; and 

c. Any other changes required to be reported 

under Subsection A of this Section; 

2. For all Defendants: 

a. A copy of each acknowledgment of receipt of 

this Order, obtained pursuant to the Section 

titled "Distribution of Order;" and 

b. Any other changes required to be reported 

under Subsection A of this Section. 

C. Each Defendant shall notify the Commission of the 

filing of a bankruptcy petition by such Defendant within fifteen 

(15) days of filing. 

D. For purposes of this Order, Defendants shall, unless 

otherwise directed by the Commission's authorized 

representatives, send by overnight courier (not the U.S. Postal 

Service) all reports and notifications to the Commission that are 

required by this Order to: 

Associate Director for Enforcement 
Federal Trade Commission 
600 Pennsylvania Avenue, NW 
Washington, DC 20580 
RE: FTC v. Xacta 3000, Inc., et al. (D.N.J), 

16 
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Provided that, in lieu of overnight courier, Defendants may 

send such reports or notifications by first-class mail, but only 

if Defendants contemporaneously send an electronic version of 

such report or notification to the Commission at DEBrief@ftc.gov. 

E. For purposes of compliance reporting and monitoring 

required by this Order, the Commission is authorized to 

communicate directly with each Defendant. 

VII. 

RECORD-KEEPING PROVISIONS 

IT IS FURTHER ORDERED that, for a period of six (6) years 

from the date of entry of this Order, Corporate Defendant, and 

Individual Defendant, for any business for which he is the 

majority owner or directly or indirectly controls, are hereby 

restrained and enjoined from failing to create and retain the 

following records: 

A. Accounting records that reflect the cost of goods or 

services sold, revenues generated, and the disbursement of such 

revenues; 

B. Personnel records accurately reflecting the name, 

address, and telephone number of each person employed in any 

capacity by such business, including as an independent 

contractor; that person's job title or position; the date upon 

17 
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which the person commenced work; and the date and reason for the 

person's termination, if applicable; 

C. Customer files containing the names, addresses, 

telephone numbers, dollar amounts paid, quantity of items or 

services purchased, and description of items or services 

purchased, to the extent such information is obtained in the 

ordinary course of business; 

D. Complaint and refund requests (whether received 

directly, indirectly, or through any third party) and any 

responses to those complaints or requests; and 

E. All records and documents necessary to demonstrate full 

compliance with each provision of the Order, including but not 

limited to, copies of acknowledgments of receipt of this Order 

required by the Sections titled "Distribution of Order" and 

"Acknowledgment of Receipt of Order" and all reports submitted to 

the FTC pursuant to the Section titled "Compliance Reporting." 

VIII. 

DISTRIBUTION OF ORDER 

IT IS FURTHER ORDERED that, for a period of three (3) years 

from the date of entry of this Order, Defendants shall deliver 

copies of the Order as directed below: 

A. Corporate Defendant: Each Corporate Defendant must 

deliver a copy of this Order to (1) all of its principals, 

18 
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officers, directors, and managers; and (2) any business entity 

resulting from any change in structure set forth in Subsection 

A.2 of the Section titled "Compliance Reporting." For current 

personnel, delivery shall be within five (5) days of service of 

this Order upon such Defendant. For new personnel, delivery 

shall occur prior to them assuming their responsibilities. For 

any business entity resulting from any change in structure set 

forth in Subsection A.2 of the Section titled "Compliance 

Reporting," delivery shall be at least ten (10) days prior to the 

change in structure. 

B. Individual Defendant as Control Person: For any 

business that Individual Defendant controls, directly or 

indirectly, or in which such Defendant has a majority ownership 

interest, such Defendant shall deliver a copy of this Order to 

(1) all principals, officers, directors, and managers of that 

business; and (2) any business entity resulting from any change 

in structure set forth in Subsection A.2 of the Section titled 

"Compliance Reporting." For current personnel, delivery shall be 

within £ive (5) days of service of this Order upon Defendant. 

For new personnel, delivery shall occur prior to them assuming 

their responsibilities. For any business entity resulting from 

any change in structure set forth in Subsection A.2 of the 

Section titled "Compliance Reporting," delivery shall be at least 

19 
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ten (10) days prior to the change in structure. 

C. Defendants must secure a signed and dated statement 

acknowledging receipt of the Order, within thirty (30) days of 

delivery, from all persons receiving a copy of the Order pursuant 

to this Section. 

IX. 

ACKNOWLEDGMENT OF RECEIPT OF ORDER 

IT IS FURTHER ORDERED that Defendants, within five (5) 

business days of receipt of this Order as entered by the Court, 

shall submit to the Commission a truthful sworn statement 

acknowledging receipt of this Order. 

20 
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X. 

RETENTION OF JURISDICTION 

IT IS FURTHER ORDERED that this Court shall retain· 

jurisdiction of this matter for purposes of construction, 

modification, and enforcement 

IT IS SO ORDERED. 

Dated: Oor ~ d-( 

I 

, 2010 

of this Order. 

JOELo.tii.~ 
Victor DeFran 
Federal Trade Commission 

) 

.. 
4 

~ Federal Trade Commission 

~~~ ~-~ ATTORNEYS FOR PLAINTIFF 
Lawrence S. Reynolds · 
Attorney for Xacta 3000, Inc. 
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UNITED STATES DISTRICT COURT 
FOR THE EASTERN DISTRICT OF PENNSYLVANIA 

FEDERAL TRADE COMMISSION, 

Plaintiff, 

V. 

TRANSDERMAL PRODUCTS INTERi"\l"A TIONAL 
MARKETING CORPORATION, and 
WILLIAM H. NEWBAUER, 

Defendants. 

) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 

---------------------,) 

CIVIL ACTION NO. 

04-cv-5794 

ORDER 

~002 

WHEREAS Plaintiff, the Federal Trade Commission ("FTC" or "Commission"), has 

commenced this action by filing the Complaint herein; Defendants Transdermal Products 

International Marketing Corporation and William H. Newbauer have waived service of the 

Summons and Complaint; the parties have been represented by the attorneys whose names 

appear hereafter; and the parties have agreed to settlement of this action upon the following terms 

and conditions, without adjudication of any issue of fact or law and without Defendants 

admitting liability for any of the matters alleged in the Complaint; 

NOW, THEREFORE, on the joint motion of Plaintiff and Defendants, it is hereby 

ORDERED, ADJUDGED, and DECREED as follows: 

1. This Court has jurisdiction over the subject matter of this case and jurisdiction 

over all parties. Venue in the Eastern District of Pennsylvania is proper under 28 U.S.C. 

§ 1391(b) and 15 U.S.C. § 53(b). 

2. The Complaint states a claim upon which relief can be granted against the 
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Defendants under Sections 5(a), 12, and 13(b) of the Federal Trade Commission Act ("FTC 

Act"), 15 U.S.C. §§ 45(a), 52, and 53(b). 

3. The acts and practices of Defendants were, and are, in or affecting commerce, as 

defined in Section 4 of the FTC Act, 15 U.S.C. § 44. 

4. Defendants waive all rights to seek judicial review or otherwise challenge or 

contest the validity of this Order. Defendants also waive any claims that they may have held 

under the Equal Access to Justice Act, 28 U.S.C. § 2412, concerning the prosecution ofthis 

action to the date of this Order. 

5. Each party shall bear its own costs and attorneys' fees. 

6. Entry of this Order is in the public interest. 

DEFINITIONS 

For purposes of this Order, the following definitions apply: 

1. ''Commerce" means as defined in Section 4 of the FTC Act, 15 U.S.C. § 44. 

2. "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. 

3. Unless otherwise specified, "Defendants" mean Transdermal Products 

~003 

International Marketing Corporation and its successors and assigns ("Transdermal") and William 

H. Newbauer (''Newbauer"). 

4. "Drug," "device" and "cosmetic" mean as defmed in Section 15 of the FTC Act, 

15 U.S.C. § 55. 

5. "Endorsement" means as defined in 16 C.F.R. § 255.0(b). 

2 
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6. The term "including" in this Order means "including, without limitation." 

7. "Transdermal product" means any product applied to the skin to deliver the 

product's ingredients into the body. 

I. 

PROHIBITED BUSINESS ACTIVITIES 

Unless otherwise permitted by the provisions of Part VI of this Order, IT IS 

HEREBY ORDERED that: 

A. Defendants, whether acting directly or through any corporation, subsidiary, 

division, or other entity, are hereby permanently enjoined from engaging, 

participating, or assisting, in any manner whatsoever, directly or indirectly, in the 

labeling, advertising, marketing, promotion, offering for sale, distribution, or sale 

of any transdermal product for the purpose of losing or controlling weight; and 

B. Defendants and their officers, agents, servants, employees, and all persons and 

entities in active concert or participation with them who receive actual notice of 

this Order by personal service or otherwise, whether acting directly or through any 

corporat10n, subsidiary, division, or other entity, in connection with the 

manufacturing, labeling, advertising, promotion, offering for sale, sale, or 

distribution of any dietary supplement, drug, device or cosmetic, in or affecting 

commerce, are hereby permanently enjoined from making, or assisting others in 

making, expressly or by implication, including through the use of endorsements or 

any trade name, any oral or written representation that: 

1. Any such product causes substantial weight loss without reducing calories 

3 

Document 21-10 Filed 07/24/07 PageID #: 536Case 2:17-cv-00467-JDLCase 2:04-cv-05794-TON Document 22 Page 25 of 62Page 3 of 17Filed 12/17/19 

PX 7 
Page 24 of 61



PUBLICFEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 389 of 465 * PUBLIC *

07/24/07 10:55 FAX 202 326 2559 14)005 

or increasing exercise; 

2. Any such product safely enables users to lose more than three pounds per 

week for a period of more than four weeks; or 

3. Any such product causes permanent weight loss. 

n. 

PROHIBITED MISREPRESENTATIONS 

IT IS FURTHER ORDERED that Defendants, and their officers, agents, servants, 

employees, and all persons and entities in active concert or participation with them who receive 

actual notice of this Order by personal service or otherwise, whether acting directly or through 

any corporation, subsidiary, division, or other entity, in connection with the manufacturing, 

labeling, advertising, promotion, offering for sale, sale, or distribution of any transdermal 

product, dietary supplement, food, drug, device or cosmetic, in or affecting commerce, are hereby 

permanently enjoined from making or assisting others in making any false or misleading 

statement of material fact, expressly or by implication, including through the use of 

endorsements, that any transdermal product, dietary supplement, food, drug, device or cosmetic 

has been approved or is awaiting approval by the Food and Drug Administration for any purpose. 

III. 

REPRESENTATIONS PROHIBITED UNLESS TRUE AND SUBSTANTIATED 

IT IS FURTHER ORDERED that Defendants, and their officers, agents, servants, 

employees, and all persons and entities in active concert or participation with them who receive 

actual notice of this Order by personal service or otherwise, whether acting directly or through 

any corporation, subsidiary, division, or other entity, in connection with the manufacturing, 

labeling, advertising, promotion, offering for sale, sale, or distribution of any transdermal 

4 
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product, dietary supplement, food, drug, device or cosmetic, in or affecting commerce, are 

permanently enjoined from making or assisting others in making any representation, expressly or 

by implication, of material fact, including through the use of endorsements or trade names: 

A. That any such product: 

1. Causes weight loss; 

2. Melts away or bwns body fat (or words of similar import), or otherwise 

affects the body's metabolism of fat; or 

B. About the benefits, performance, efficacy, safety, or side effects of any such 

product; 

unless, at the time the representation is made, the representation is true, and they possess and rely 

upon competent and reliable scientific evidence that substantiates the representation. 

IV. 

PROHIBITED MISREPRESENT A TIO NS ABOUT 
TESTS, STUDIES, AND RESEARCH 

IT IS FURTHER ORDERED that Defendants, and their officers, agents, servants, 

employees, and all persons and entities in active concert or participation with them who receive 

actual notice of this Order by personal service or otherwise, whether acting directly or through 

any corporation, subsidiary, division, or other entity, in connection with the manufacturing, 

labeling, advertising, promotion, offering for sale, sale, or distribution of any transdermal 

product, dietary supplement, food, drug, device or cosmetic, in or affecting commerce, are hereby 

permanently enjoined from making or assisting others in making any false or misleading 

statement, expressly or by implication, of material fact, including through the use of 

endorsements, about the existence, contents, validity, results, conclusions, or interpretations of 

any test, study, or research. 
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V. 

MEANS AND INSTRUMENTALITIES 

IT IS FURTHER ORDERED that Defendants, and their officers, agents, servants, 

employees, and all persons and entities in active concert or participation with them who receive 

actual notice of this Order by personal service or otherwise, whether acting directly or through 

any corporation, subsidiary, division, or other entity, in connection with the manufacturing, 

labeling, advertising, promotion, offering for sale, sale, or distribution of any transdermal 

product, dietary supplement, food, drug, device or cosmetic, in or affecting commerce, are hereby 

permanently enjoined from providing the means and instrumentalities with which to make, 

expressly or by implication, any false or misleading statement of material fact, including, but not 

limited to, the representations contained in Sections I - IV above. For purposes of this Part, 

"means and instrumentalities" shall mean any information, including but not necessarily limited 

to any advertising, labeling, promotional, or purported substantiation materials, for use by trade 

customers in their marketing of any transderrnal product, dietary supplement, food, drug, device 

or cosmetic, in or affecting commerce. 

VI. 

FOOD AND DRUG ADMINISTRATION 

IT IS FURTHER ORDERED that nothing in this Order prohibits Defendants from: 

A. Making any representation for any drug that is, at the time the representation is 

made, permitted in labeling for such drug under any tentative final 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. Making any representation for any product that is, at the time the representation is 

6 
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made, specifically permitted in labeling for such product by regulations 

promulgated by the Food and Drug Administration. 

VII. 

MONETARY JUDGMENT AND CONSUMER REDRESS 

~008 

IT IS FURTHER ORDERED that Judgment is hereby entered against Defendants, 

jointly and severally, in the amount of one hundred eighty thousand dollars ($180,000) to be paid 

to the Federal Trade Commission, as follows: 

A. Sixty thousand dollars ($60,000) on or before July 31, 2007; sixty thousand 

dollars ($60,000) on or before July 31, 2008; and sixty thousand dollars ($60, 000) on or before 

January 30, 2009. Defendants shall make such payments by certified cashier's check made 

payable to the Federal Trade Commission, Division of Finance, 600 Pennsylvania Ave., NW, 

Washington, DC 20580, Reference Information FTC v. Transdennal Products International 

Marketing Corporation, et al., Matter No. X050023, or by wire transfer in accord with directions 

provided by the FTC. 

B. In the event of any default in payment, interest shall accrue, computed pursuant to 

28 U.S.C. § 1961 from the date of default to the date of payment. If such default continues 

beyond 15 calendar days, then defendants consent to entry of judgment, immediately due and 

payable, in the amount of nine hundred thousand dollars ($900,000), representing the total sales 

at issue in this matter, less any amount already paid. 

C. While defendants do not admit any of the facts alleged in the Complaint other 

than jurisdictional facts, defendants agree that the facts as alleged in the Complaint shall be taken 

as true in the event of any subsequent litigation to collect amounts due pursuant to this Order, 

including but not limited to a nondischargeability complaint in any bankruptcy case. 
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D. The judgment entered pursuant to this Section VII is equitable monetary relief, 

solely remedial in nature, and not a fine, penalty, punitive assessment or forfeiture. 

E. Defendants acknowledge and agree that any money paid pursuant to this Order is 

irrevocably paid to the FTC for purposes of settlement between the FTC and defendants, and 

defendants relinquish all rights, title, and interest to such money. 

F. Unless they have done so already, defendants are hereby required, in accordance 

with 31 U.S.C. § 7701, to furnish to the FTC their tax identification numbers, which shall be 

used for purposes of collecting and reporting on any delinquent amount arising out of this Order. 

VIII. 

RIGHT TO REOPEN 

IT IS FURTHER ORDERED that, within five (5) business days after entry of this 

Order, Defendants each shall submit to the FTC a truthful sworn statement that shall 

acknowledge receipt of this Order and shall reaffirm and attest to the truth, accuracy and 

completeness of the financial statements previously submitted to the FTC. The FTC's agreement 

to this Order and the Court's approval are expressly premised on the truthfulness, accuracy and 

completeness of the financial statements and supporting documents submitted to the FTC and 

dated December 8, 2005, December 12, 2005, and August 2, 2006. If, upon motion by the FTC, 

the Court finds that the financial statements or supporting documents of any Defendant contain 

any material misrepresentation or omission, then judgment shall be entered in the amount of nine 

hundred thousand dollars ($900,000), immediately due and payable (less any amounts turned 

over to the FTC pursuant to Section VII of this Order); provided, however, that in all other 

respects this Order shall remain in full force and effect unless otherwise ordered by the Court; 

and,providedfurther, that proceedings instituted under this provision would be in addition to, 

8 
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and not in lieu of, any other civil or criminal remedies as may be provided by law, including any 

other proceedings that the FTC may initiate to enforce this Order. For purposes of this Section 

VIIl, Defendants waive any right to contest any of the allegations in the Complaint. 

IX. 

DISTRIBUTION OF ORDER 

IT IS FURTHER ORDERED that, for a period of three (3) years from the date of entry 

of this Order, Defendants shall deliver copies of the Order as directed below: 

A. Corporate Defendant: Defendant Transdermal must deliver a copy of this Order 

to all of its principals, officers, directors, and managers. Transdermal also must 

deliver copies of this Order to all of its employees, agents, and representatives 

who engage in conduct related to the subject matter of the Order. For current 

personnel, delivery shall be within five (5) days of service of this Order upon 

Defendant. For new personnel, delivery shall occur prior to them assuming their 

responsibilities. 

B. Individual Defendant as Control Person: For any business that Defendant 

Newbauer controls, directly or indirectly, or m which Newbauer has a majority 

ownership interest, Newbauer must deliver a copy of this Order to all principals, 

officers, directors, and managers of that business. Defendant Newbauer must also 

deliver copies of this Order to all employees, agents, and representatives of that 

business who engage in conduct related to the subject matter of the Order. For 

current personnel, delivery shall be within five (5) days of service of this Order 

upon Defendant. For new personnel, delivery shall occur prior to them assuming 

their responsibilities. 
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C. Individual Defendant as Employee or Non-control Person: For any business 

where Defendant Newbauer is not a controlling person of a business but otherwise 

engages in conduct related to the subject matter of this Order, Newbauer must 

deliver a copy of this Order to all principals and managers of such business before 

engaging in such conduct. 

D. Defendants Transdermal and Newbauer must use all reasonable means and efforts 

to secure a signed and dated statement acknowledging receipt of the Order, within 

thirty (30) days of delivery, from all persons receiving a copy of the Order 

pursuant to this Section. 

x. 

COMPLIANCE MONITORING 

IT IS FURTHER ORDERED that, for the purpose of monitoring and investigating 

compliance with any provision of this Order: 

A. Within ten (10) days ofreceipt of written notice from a representative of the 

Commission, Defendants each shall submit additional written reports, sworn to 

under penalty of perjury; produce documents for inspection and copying; appear 

for deposition; and/or provide entry during normal business hours to any business 

location in such Defendant's possession or direct or indirect control to inspect the 

business operation; 

B. In addition, the Commission is authorized to monitor compliance with this Order 

by all other lawful means, including but not limited to the following: 

1. Obtaining discovery from any person, without further leave of court, using 

the procedures prescribed by Fed. R. Civ. P. 30, 31, 33, 34, 36, and 45; 
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2. Posing as actual or prospective consumers, trade customers or suppliers to 

Defendants, Defendants' employees, or any other entity managed or 

controlled in whole or in part by Defendants, without the necessity of 

identification or prior notice; and 

C. Defendants shall permit representatives of the Commission to interview any 

employer, consultant, independent contractor, representative, agent, or employee 

who has agreed to such an interview, relating in any way to any conduct subject to 

this Order. The person interviewed may have counsel present. 

Provided, however, that nothing in this Order shall limit the Commission's lawful use of 

compulsory process, pursuant to Sections 9 and 20 of the FTC Act, 15 U.S.C. §§ 49, 57b-1, to 

obtain any documentary material, tangible things, testimony, or information relevant to unfair or 

deceptive acts or practices in or affecting commerce (within the meaning of 15 U.S.C. 

§ 45(a)(l)). 

XI. 

COMPLIANCE REPORTING 

IT IS FURTHER ORDERED that, in order that compliance with the provisions of this 

Order may be monitored: 

A. For a period of three (3) years from the date of entry of this Order, 

1. Defendant Newbauer shall notify the Commission of the following: 

a. Any changes in his residence, mailing addresses, and telephone 

numbers, within ten (10) days of the date of such change; 

b. Any changes in his employment status (including 

self-employment), and any change in his ownership in any business 

11 
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entity, within ten (10) days of the date of such change. Such notice 

must include the name and address of each business that Newbauer 

is affiliated with, employed by, creates or forms, or performs 

services for; a statement of the nature of the business; and a 

statement of his duties and responsibilities in connection with the 

business or employment; and 

c. Any changes in his name or use of any aliases or fictitious names; 

and 

2. Defendants shall notify the Commission of any changes in corporate 

structure, and any chang~s in any business entity that they or either of them 

directly or indirectly control(s), or has an ownership interest in, that may 

affect compliance obligations arising under this Order, including but not 

limited to a dissolution, assignment, sale, merger, or other action that 

would result in the emergence of a successor entity; 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, at least thirty (30) days prior to 

such change, provided that, with respect to any proposed change in the 

corporation about which Defendants learn less than thirty (30) days prior 

to the date such action is to take place, Defendants shall notify the 

Commission as soon as is practicable after obtaining such knowledge. 

B. Ninety (90) days after the date of entry of this Order, Defendants each shall 

provide a written report to the FTC, sworn to under penalty of perjury, setting 

12 
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forth in detail the manner and form in which they have complied and are 

complying with this Order. This report must include, but not be limited to: 

1. For Defendant Newbauer: 

a. The then-current residence address, mailing addresses, and 

telephone numbers of Newbauer; and 

b. The then-current employment and business addresses and 

telephone numbers of Newbauer, a description of the business 

activities of each such employer or business, and the title and 

responsibilities of Newbauer for each such employer or business. 

'l. For Defendants Transdermal and Newbauer: 

@014 

a. A copy of each acknowledgment of receipt of this Order, obtained 

pursuant to Section IX; and 

b. Any other changes required to be reported under Part A of this 

Section. 

C. For the purposes of this Order, Defendants shall, unless otherwise directed by the 

Commission's authorized representatives, mail all written notifications to the 

Commission to: Associate Director for Enforcement, Federal Trade Commission, 

600 Pennsylvania Avenue, N.W., Washington, DC 20580. Attn: FTC v. 

Transdennal International Products Marketing Corp. et al., Matter No. X050023. 

D. For purposes of the compliance reporting required by this Order, the Commission 

is authorized to communicate directly with Defendants. 

13 
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XII. 

RECORD KEEPING PROVISIONS 

IT IS FURTHER ORDERED that, for a period of six (6) years from the date of entry of 

this Order, Defendant Transdennal and its successors and assigns, and Defendant Newbauer in 

connection with any business where (1) he is the majority owner, an officer, or director of the 

business, or directly or indirectly manages or controls the business and (2) the business engages 

in, or assists others engaged in, the manufacturing, advertising, promotion, offering for sale, sale, 

or distribution of any transdermal product, dietary supplement, drug, device or cosmetic, and 

their agents, employees, officers, corporations, and those persons in active concert or 

participation with them who receive actual notice of this Order by personal service or otherwise, 

are hereby restrained and enjoined from failing to create and retain the following records: 

A. Accounting records that reflect the cost of goods, services, or programs sold, 

revenues generated, and the disbursement of such revenues; 

B. Personnel records accurately reflecting: the name, address, and telephone number 

of each person employed in any capacity by such business, including as an 

independent contractor; that person's job title or position; the date upon which the 

person commenced work; and the date and reason for the person's termination, if 

applicable; 

C. Customer files containing the names, addresses, telephone numbers, dollar 

amounts paid, quantity of goods, services, or programs purchased, and description 

of goods, services, or programs purchased, to the extent such information is 

obtained in the ordinary course of business; 

D. Complaints and refund requests (whether received directly, indirectly, or through 

14 
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any third party) and any responses to those complaints or requests; 

E. Copies of all sales scripts, training materials, advertisements, promotional 

materials, or other marketing :materials; 

~016 

F. All materials that were relied upon in making any representations contained in the 

materials identified in Part E of this Section; 

G. All other documents evidencing or referring to the accuracy of any claim therein 

or to the safety or efficacy of any transdermal product, dietary supplement, drug, 

device or cosmetic, including, but not limited to, all tests, reports, studies, 

demonstrations, or other evidence that confirm, contradict, qualify, or call into 

question the safety or efficacy of any such product, service or program; 

H. Records accurately reflecting the name, address, and telephone number of each 

person or entity engaged in the development or creation of any testing obtained for 

the purpose of advertising, labeling, promoting, offering for sale, distributing, or 

selling any transdermal product, dietary supplement, drug, device or cosmetic; and 

I. All records and documents necessary to demonstrate full compliance with each 

provision of this Order, including but not limited to, copies of acknowledgments 

of receipt of this Order, required by Sections VIII and IX, and all reports 

submitted to the FTC pursuant to Section XI. 

XIII. 

RETENTION OF JURISDICTION 

IT IS FURTHER ORDERED that this Court shall retain jurisdiction of this matter for 

purposes of construction, modification, and enforcement of this Order. 

15 
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XIV. 

SCOPE OF ORDER 

IT IS FURTHER ORDERED that this Order resolves only claims against the named 

Defendants and does not preclude the Commission from initiating further action or seeking any 

remedy against any other persons or entities, including without limitation persons or entities who 

may be subject to portions of this Order by virtue of actions taken in concert or participation with 

Defendants, and persons or entities in any type of indemnification or contractual relationship 

with Defendants. 

SO ORDERED this 'J_lf:day of ~ , 2007. 

SO STIPULATED: 

JAMES A. KOHM 

lHOMAS N. O'NEILL, JR. 

United States District Judge 

Eastern District of Pennsylvania 

Associate Director for Enforcement 
TRANSDERMALPRODUCTS 
INTERN A TI ON RKET 
CORPORAT 

Individually 

16 
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JOEL N. BREWER 
Attorneys 
Federal Trade Commission 
600 Pennsylvania Ave., N.W. 
Washington, D.C. 20580 
202-325-2981 (telephone) 
202-326-2967 (telephone 
202-326-2558 (facsimile) 

17 

@018 

1/uL, u:~r:£t7 
MARC DURANT 
SHARI AMSTER 
Durant & Durant 
325 Chestnut Street, Suite 1116 
Philadelphia, PA 19106 
215-592-1818 (telephone) 
215-592-9994 (facsimile) 
Attorneys for Transdennal International 
Marketing Corporation and William H. 
Newbauer 
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UNITED STATES DISTRICT COURT 
CENTRAL DISTRICT OF CALIFORNIA 

Plaintiff, 

V. 

ENFORMA NATURAL PRODUCTS, 
INC. and ANDREW GREY, 

Defendants, 

and 

TWENTY-FOUR SEVEN, LL<;;.., 
MICHAEL EHRMAN ana DONNA 
DiFERDINANDO, 

Respondents. 

CV 00-04376-SVW (CWx) 

~D FINAL ORDER 
FOR PERMANENT INJUNCTION 
AND SETTLEMENT OF CLAIMS 
FOR MONETARY RELIEF AS TO 
DEFENDANTSENFORMA 
NATURAL PRODUCTS, INC. AND 
ANDREW GREY, AND 
RESPONDENTS MICHAEL 
EHRMAN AND TWENTY-FOUR 
SEVEN,LLC 

INTRODUCTION AND PROCEDURAL HISTORY 

On May 1 I, 2000, the Court entered a Stipulated Final Order and Settlement 

of Claims for Monetary Relief as to Defendants Enforma Natural Products, Inc. 

("Enforma") and Andrew Grey ("Grey") (the "Stipulated Fina]Order") in this 

case. Paragraph XVI of that Stipulated Final Order specifically retains this 

Court's ')urisdiction of this matter for purposes of construction, modification, and ~---
enforcement .... " DOCKETED ON CM 

.MN I 3 2005 
,. . 

BY Y'l \l") 009 
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• 
On January 4, 2002, Plaintiff, the Federal Trade Commission ::j 

.U 
("Commission") filed its first of two applications for an Order to Show Cause, .;;: 

seeking a finding of civil contempt against Defendants Enforma and Grey, and 
.n 

Respondent Michael Ehrman ("Ehrman") in connection with the post-Stipulated 

Final Order marketing of Fat Trapper, Fat Trapper Plus and Exercise In A Bottle. 

On July 23, 2002, the Commission filed its second application for an Order 

to Show Cause, seeking a temporary restraining order, a preliminary injunction 

and a finding of civil contempt against Defendants Enforma and Grey and 

Respondents Twenty-Four Seven, LLC ("Twenty-Four Seven" or "24/7") and 

Donna DiFerdinando ("DiFerdinando") in connection with the post-Stipulated 

Final Order marketing of Acceleron and Chitozyme. 

The Commission and Defendants Enforma and Grey, hereinafter referred to 

collectively as "Defendants," and Respondents Ehrman and 24/7, hereinafter 

referred to collectively as "Respondents," have stipulated to the entry of the 

following Stipulated Final Order for Permanent Injunction and Settlement of 

Claims for Monetary Relief as to Defendants Enforma Natural Products, Inc. and 

Andrew Grey, and Respondents Michael Ehrman and Twenty-Four Seven, LLC 

("Order") in settlement of the Commission's first and second applications for 

Orders to Show Cause against them. The Court, being duly advised in the 

premises, finds: 

FINDINGS 

1. This Court has jurisdiction over the subject matter of this case and it 

24 has jurisdiction over all parties hereto. 

2. Venue lies properly with this Court. 

26 3. The January 4, 2002 and July 23, 2002 civil contempt applications 

27 state a claim upon which relief can be granted, and the Commission has the 

28 authority to seek the relief which is stipulated to in this Order. 
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1 4. The acts and practices of Defendants and Respondents were and ar~, 

.Ll 

2 in or affecting commerce, as defined in Section 4 of the FTC Act, 15 U.S.C. § 4f 

3 5. Defendants and Respondents waive all rights to seek judicial revie~ 
J) 

4 of, or otherwise to challenge or contest the validity of, this Order. Defendants and 

Respondents also waive any claim that they may have held under the Equal Access 

6 to Justice Act, 28 U.S.C. § 2412, concerning the prosecution of this action to the 

7 date of this Order, and concerning the prosecution of FTC v. Garvey, CV-00-

8 09358-GAF (C.D. Cal.). The Plaintiff waives its right to pursue any de novo 

9 action based on Defendants' and Respondents' acts and practices to the date of 

this Order. 

11 

12 

13 

6. 

7. 

8. 

Each party shall bear its own costs and attorneys' fees. 

Entry of this Order is in the public interest. 

Pursuant to Federal Rule of Civil Procedure 65(d), the provisions of 

14 this Order are binding upon Defendants and Respondents, and their officers, 

agents, servants, employees and all other persons or entities in active concert or 

16 participation with them, who receive actual notice of this Order by personal service 

17 or otherwise. 

18 9. Defendants and Respondents expressly deny any wrongdoing or 

19 liability for any of the matters alleged in the two civil contempt applications. 

There have been no findings or admissions of wrongdoing or liability by the 

21 Defendants or Respondents. 

22 10. Nothing in this Order obviates Defendants' and Respondents' 

23 obligation to comply with Sections 5 and 12 of the Federal Trade Commission Act, 

24 15 u.s.c. §§ 45, 52. 

11. This Order was drafted jointly by Plaintiff, Defendants, and 

26 Respondents and reflects the negotiated agreement among the parties. 

27 

28 
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12. This Order supersedes the Stipulated Final Order entered by this :::-" 
.LI 

Court on May 11, 2000. However, the Monetary Relief provisions of Paragrap[ 
,:r 

VII of the Stipulated Final Order are not affected by this Order. --i 
·'' 

DEFINITIONS 

For the purpose of this permanent injunction Order, the following 

definitions shall apply: 

A. "Defendants" means Enforma Natural Products, Inc. and Andrew 

Grey. 

B. "Respondents" means Twenty-Four Seven, LLC and Michael 

Ehrman. 

C. "Advertising" means any written or verbal statement, illustration or 

depiction that is designed to effect a sale or create interest in the 

purchasing of goods or services, whether it appears in a brochure, 

newspaper, magazine, pamphlet, leaflet, circular, mailer, book insert, 

free standing insert, letter, catalogue, poster, chart, billboard, public 

transit card, point of purchase display, packaging, package insert, 

label, film, slide, radio, television or cable television, audio program 

transmitted over a telephone system, program-length commercial 

("infomercial"), Internet or in any other medium. 

D. "Weight loss product" means any product, service or program 

manufactured, labeled, packaged, distributed, advertised, promoted, 

offered for sale, or sold for the express or implied purpose of causing 

weight loss, maintaining weight loss, maintaining weight, or 

otherwise affecting weight gain or loss, whether individually or in any 

combination. For the purposes of this Order only, "weight loss 

product" does not mean or include an exercise program or exercise 

equipment. 
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E. 

F. 

• 
"Food," "drug," and "device" shall mean as defined in Section 15 gf 

,LJ 

the FTC Act, 15 U.S.C. § 55. For purposes of this Order only, z 

"device" does not mean or include exercise equipment. 

"Video advertisement" means any advertisement intended for 

dissemination through television broadcast, cablecast, home video, 

theatrical release, or via interactive media such as the Internet or an 

online service. 

G. "Clearly and prominently" means as follows: 

( 1) In an advertisement communicated through an electronic 

medium, 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 advertisement 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. 

(2) In a print advertisement, promotional material, 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. 
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4 

(3) On a product label, the disclosure shall be in a type size and_:i 
. .U 

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. 

5 The disclosure shall be in all of the languages that are present in the 

6 advertisement. Nothing contrary to, inconsistent with, or in mitigation of the 

· 7 disclosure shall be used in any advertisement or on any label. 

8 H. "Competent and reliable scientific evidence" means tests, analyses, 

9 research, studies, or other evidence based on the expertise of professionals in the 

IO relevant area, that have been conducted and evaluated in an objective manner by 

11 persons qualified to do so, using procedures generally accepted in the profession to 

12 yield accurate and reliable results. 

13 

14 

I. "Endorsement" shall mean as defined in 16 C.F.R. § 255.0. 

15 PROHIBITED BUSINESS ACTIVITIES 

16 I. 

17 IT IS HEREBY ORDERED that Defendants and Respondents, directly or 

18 through any corporation, partnership, subsidiary, division, trade name, or other 

19 device, and their officers, agents, servants, employees and attorneys, and all other 

20 persons or entities in active concert or participation with them who receive actual 

21 notice of this Order, by personal service or otherwise, are hereby permanently 

22 restrained and enjoined from the manufacturing, labeling, packaging, advertising, 

23 promotion, offering for sale, sale or distribution of any weight loss product. 

24 

25 II. 

26 IT IS FURTHER ORDERED that Defendants and Respondents, directly 

27 or through any corporation, partnership, subsidiary, division, trade name, or other 

28 device, and their officers, agents, servants, employees, and attorneys, and all 
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1 persons or entities in active concert or participation with them who receive actual 

"~.l 

LI 
2 notice of this Order, by personal service or otherwise, in connection with the ;z: 

3 manufacturing, labeling, advertising, promotion, offering for sale, sale, or 

4 distribution of any dietary supplement, food, drug, or device, in or affecting 

5 commerce, are hereby permanently restrained and enjoined from making or 

6 assisting others in making, expressly or by implication, including through the use 

7 of endorsements or product names, any representation about the benefits, 

8 performance, 'or efficacy of any such dietary supplement, food, drug, or device 

9 product unless, at the time the representation is made, Defendants and 

IO Respondents possess and rely upon competent and reliable scientific evidence that 

11 substantiates the representation. 

12 

13 PROHIBITION ON MISREPRESENTING TESTS OR STUDIES 

14 III. 

15 IT IS FURTHER ORDERED that Defendants and Respondents, directly 

16 or through any corporation, partnership, subsidiary, division, or other device, and 

17 their officers, agents, servants, employees, and attorneys, and all other persons or 

18 entities in active concert or participation with them who receive actual notice of 

19 this Order, by personal service or otherwise, in connection with the manufacturing, 

20 labeling, packaging, advertising, promotion, offering for sale, sale, or distribution 

21 of any product, service or program, in or affecting commerce, shall not 

22 misrepresent, in any manner, expressly or by implication, the existence, contents, 

23 validity, results, conclusions or interpretations of any test, study, or research. 

24 

25 TRADE NAME EXCISION 

26 IV. 

27 IT IS FURTHER ORDERED that Defendants and Respondents, directly 

28 or through any corporation, partnership, subsidiary, division, or other device, and 
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their officers, agents, servants, employees and attorneys, and all other persons or 

...l 
II 

entities in active concert or participation with them who receive actual notice of:; 
,,::,_ 

this Order, by personal service or otherwise, in connection with the licensing, '.3 
Ji 

manufacturing, labeling, packaging, advertising, promotion, offering for sale, sale 

or distribution of any products, trade names, trademarks, services or programs in 

or affecting commerce, shall immediately cease using, and shall not sell, rent, 

lease, license or otherwise transfer, or permit others to use, the trade names or 

trademarks "Carb Trapper Plus," "Dessert Avert," "Exercise In A Bottle," "Fat 

Trapper," "Fat Trapper Plus" and "Hunger Ease" and shall immediately destroy all 

packages, labels, advertisements and marketing materials bearing those trade 

names in their possession, custody or control. 

PAID ADVERTISEMENTS AND DISCLOSURES 

v. 
IT IS FURTHER ORDERED that Defendants and Respondents, directly 

or through any corporation, subsidiary, division, or other device, in connection 

with the labeling, advertising, promotion, offering for sale, sale, or distribution of 

any product or program in or affecting commerce, shall not create, produce, sell, 

or disseminate: 

A. Any advertisement that misrepresents, directly or by implication, that 

it is not a paid advertisement; 

B. Any television commercial or other video advertisement fifteen (15) 

minutes in length or longer or intended to fill a broadcasting or cablecasting time 

slot of fifteen (15) minutes in length or longer that does not display visually, 

clearly and prominently, and for a length of time sufficient for an ordinary 

consumer to read, within the first thirty (30) seconds of the advertisement and 

immediately before each presentation of ordering instructions for the product or 

service, the'following disclosure: 
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"THE PROGRAM YOU ARE WATCHING IS A PAID 

.ADVERTISEMENT FOR [THE PRODUCT OR SERVICE]." 

Provided that, for the purposes of this provision, the oral or visual 

4 presentation of a telephone number, e-mail address or mailing address for viewers 

5 to contact for further information or to place an order for the product or service 

6 shall be deemed a presentation of ordering instructions so as to require the display 

7 of the disclosure provided herein; or 

8 C. Any radio commercial or other radio advertisement five (5) minutes in 

9 length or longer that does not broadcast, clearly and audibly, within the first thirty 

IO (30) seconds of the advertisement and immediately before each presentation of 

11 ordering instructions for the product or service, the following disclosure: 

12 "THE PROGRAM YOU ARE LISTENING TO IS A PAID 

13 ADVERTISEMENT FOR [THE PRODUCT OR SERVICE]." 

14 Provided that, for the purposes of this provision, the presentation of a telephone 

15 number, e-mail address or mailing address for listeners to contact for further 

16 information or to place an order for the product or service shall be deemed a 

17 presentation of ordering instructions so as to require the announcement of the 

18 disclosure provided herein. 

19 

20 EQUITABLE MONET ARY RELIEF 

21 VI. 

22 IT IS FURTHER ORDERED that: 

23 A. Defendants and Respondents shall, jointly and severally, pay to the 

24 Commission for consumer redress or disgorgement to the United States Treasury, 

25 or both, three hundred thousand ($300,000.00) dollars. In fulfilling this obligation, 

26 Defendants and Respondents shall, within five (5) days of the entry of this Order, 

27 deposit the sum of three hundred thousand ($300,000.00) dollars by electronic 

28 

Page 9 of22 

Case 2:00-cv-04376-SVW-CWXDocument 21-10Document 314Filed 12/17/19 Page 9 of 23PageID #: 559Case 2:17-cv-00467-JDL Filed 01/12/05Page 48 of 62 Page ID #:358 

PX 7 
Page 47 of 61



PUBLICFEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 412 of 465 * PUBLIC *• e,, • 
l funds transfer into an escrow account to be established by the Commission for :!,he 

2 purpose of receiving the payment due under the provisions of this Order. : 

3 B. All funds paid pursuant to this Order shall be deposited into a fun£; 
~,-) 

4 administered by the Commission or its agent to be used for equitable relief, 

5 including but not limited to consumer redress, and any attendant expenses for the 

6 administration of such equitable relief. These funds shall, in the discretion of the 

7 Commission, be used to provide refunds to consumers who purchased from 

8 Defendants and Respondents the products Fat Trapper Plus, Exercise In A Bottle, 

9 Acceleron, or Chitozyme from the time period of May 12, 2000 to the date of the 

l O entry of this Order. 

11 C. In the event that direct redress to consumers is wholly or partially 

12 impracticable or funds remain after redress is completed, such funds shall be 

13 deposited to the United States Treasury as disgorgement. Defendants and 

14 Respondents shall have no right to challenge the Commission's choice of remedies 

15 under this Part. Defendants and Respondents shall have no right to contest the 

16 manner of distribution chosen by the Commission. No portion of any payments 

17 under the judgment herein shall be deemed a payment of any fine, penalty, or 

18 punitive assessment. 

19 D. Defendants and Respondents relinquish all dominion, control, and title 

20 to the funds paid to and property transferred to the Commission, for use according 

21 to the terms of this Order. Defendants and Respondents shall make no claim to or 

22 demand for the return of the funds, directly or indirectly, through counsel or 

23 otherwise; and in the event of bankruptcy of any Defendant or Respondent, 

24 Defendants and Respondents acknowledge that the funds are not part of the 

25 debtor's estate, nor does the estate have any claim or interest therein. 

26 

27 

28 
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CUSTOMER LISTS 

VII. 

• 
1 

2 

3 IT IS FURTHER ORDERED that, except as provided in this Order, 

4 Defendants, Respondents, and their officers, agents, servants, employees, and 

5 attorneys and all other persons or entities who receive actual notice of this Order 

6 by personal service or otherwise, are permanently restrained and enjoined from 

7 selling, renting, leasing, transferring, or otherwise disclosing the name, address, 

8 telephone number, credit card number, bank account number, e-mail address, or 

9 other identifying information of any person obtained as a result of paying any 

IO money to any Defendant or Respondent, at any time prior to entry of this Order, in 

11 connection with the purchase of any weight loss product. Provided, however, that 

12 Defendants and Respondents may disclose such identifying information to any law 

13 enforcement agency, or as required by any law, regulation, or court order. 

14 

15 RIGHT TO REOPEN 

16 VIII. 

17 IT IS FURTHER ORDERED that, within five (5) days after the date of 

18 entry of this Order, Defendant Grey, individually and on behalf of (a) Defendant 

19 Enforma and (b) Respondent 24/7; and Respondent Ehrman, shall each execute 

20 and submit to the Commission a truthful sworn statement that shall acknowledge 

21 receipt of this Order. The Commission's agreement to this Order is expressly 

22 premised on the truthfulness, accuracy, and completeness of Defendants' and 

23 Respondents' financial condition as reflected in the totality of the information 

24 provided in the "Financial Statement of Individual Defendant" Grey, dated January 

25 29, 2004; the "Financial Statement of Corporate Defendant" Enforma, dated 

26 January 29, 2004; Respondent Ehrman's "Financial Statement of Individual 

27 Defendant," dated February 11, 2004; and the Balance Sheets as of December 31, 

28 2003 of Completely Direct, Inc., Greater Capital Resources, XS Capital Unlimited 
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18 

• 
LLC, NeoShaper Fitness Products, LLC, Interactive Technologies, Inc., and Ri9.t 

_J 
Jj 

Direct, LLC. If, upon motion by the Commission, the Court finds that: z .. ,, ,~ 
I. the financial information contained in the "Financial Statement ofS 

2. 

Individual Defendant" Grey, dated January 29, 2004; the "Financial 

Statement of Corporate Defendant" Enforma, dated January 29, 2004; 

and the Balance Sheets as of December 31, 2003 of Completely 

Direct, Inc., Greater Capital Resources, XS Capital Unlimited LLC, 

NeoShaper Fitness Products, LLC, Interactive Technologies, Inc., and 

Riot Direct, LLC failed to disclose any material asset, materially 

misrepresented the value of any asset, or made any other material 

misrepresentation or omission, the Court shall enter judgment for 

consumer redress against Defendants and Respondent 24/7, jointly 

and severally, in favor of the Commission, in the amount of four 

million dollars ($4,000,000); O( 

the financial information contained in Respondent Ehrman's 

"Financial Statement of Individual Defendant," dated February 11, 

2004 failed to disclose any material asset, materially misrepresented 

the value of any asset, or made any other material misrepresentation 

19 or omission, the Court shall enter judgment for consumer redress 

20 against Respondent Ehrman in favor of the Commission, in the 

21 amount of four million dollars ($4,000,000) 

22 provided, however, that in all other respects this Order shall remain in full force 

23 and effect unless otherwise ordered by the Court; and, provided further, that 

24 proceedings instituted under this Part would be in addition to, and not in lieu of, 

25 any other civil or criminal remedies as may pe provided by law, including any 

26 other proceedings that the Commission may initiate to enforce this Order. For 

27 purposes of enforcing this Part only, Defendants and Respondents waive any right 

28 to contest any of the allegations in the Complaint. 
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• 
COMPLIANCE MONITORING 

IX. 

IT IS FURTHER ORDERED that, for the purpose of monitoring and j 
~ '~) 

investigating compliance with any provision of this Order, 

A. Within ten (10) days of receipt of written notice from a representative 

of the Commission, Defendants and Respondents each shall submit additional 

written reports, sworn to under penalty of perjury; produce documents for 

inspection and copying; appear for deposition; and/or provide entry during normal 

business hours to any business location in such Defendants' or Respondents' 

possession or direct or indirect control to inspect the business operation; 

B. In addition, the Commission is authorized to monitor compliance with 

this Order by all other lawful means, including but not limited to the following: 

I. obtaining discovery from any person, without further leave of 

court, using the procedures prescribed by Fed. R. Civ. P. 30, 31, 

33, 34, 36, and 45; 

2. posing as consumers and suppliers to Defendants and 

Respondents, their employees, or any other entity.managed or 

controlled in whole or in part by Defendants and Respondents, 

without the necessity of identification or prior notice; 

Provided that nothing in this Order shall limit the Commission's lawful use of 

compulsory process, pursuant to Sections 9 and 20 of the FTC Act, 15 U.S.C. 

§§ 49, 57b-l, to obtain any documentary material, tangible things, testimony, or 

information relevant to unfair or deceptive acts or practices in or affecting 

commerce (within the meaning of 15 U.S.C. § 45(a)(l )). 

C. Defendants and Respondents shall permit representatives of the 

Commission to interview any employer, consultant, independent contractor, 

representative, agent, or employee who has agreed to such an interview, relating in 
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• 
any way to any conduct subject to this Order. The person interviewed may hav~, 

JJ 

counsel present. s'.: 
,~: 
~~) 

~tr 

COMPLIANCE REPORTING BY DEFENDANTS AND RESPONDENTS 

X. 

IT IS FURTHER ORDERED that, in order that compliance with the 

provisions of this Order may be monitored: 

A. For a period of five (5) years from the date of entry of this Order, 

Defendants and Respondents shall notify the Commission of any changes in 

corporate structure of Enforma, 24/7, or any business entity that Grey or Ehrman 
l 

directly or indirectly control, or have an ownership interest in, whose business is 

within the subject matter of this Order, including Paragraphs I - V, including but 

not limited to a 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, at least thirty (30) days prior to such change, provided that, with respect to 

any proposed change in the corporation about which the Defendants and 

Respondents learn less than thirty (30) days prior to the date such action is to take 

place, Defendants and Respondents shall notify the Commission as soon as is 

practicable after obtaining such knowledge. 

B. For a period of five (5) years from the date of entry of this Order, 

Defendant Grey and Respondent Ehrman shall notify the Commission of the 

24 following: 

25 1. 

26 

27 

28 

Any changes in their residence, mailing addresses, and 

telephone numbers, within ten ( l 0) days of the date of such 

change; 
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2. 

3. 

Any changes in employment status (including self

employment) of Grey or Ehrman, and any changes in the 

ownership of Grey or Ehrman in any business entity within t~fi 
,,~) 

( 10) days of the date of such change. Such notice shall include 

the name and address of each business that Grey or Ehrman is 

affiliated with, employed by, creates or forms, or performs 

services for; a statement of the nature of the business; and a 

statement of Grey's or Ehrman's duties and responsibilities in 

connection with the business; 

Any changes in their name or use of any aliases or fictitious 

names. 

C. Ninety (90) days after the date of entry of this Order, Defendants and 

Respondents each shall provide a written report to the FTC, sworn to under 

penalty of perjury, setting forth in detail the manner and form in which they have 

complied and are complying with this Order. This report shall include, but not be 

limited to: 

I. 

2. 

For Defendant Grey and Respondent Ehrman: 

a. 

b. 

C. 

Their then-current residence address, mailing addresses, 

and telephone numbers; 

Their then-current employment and business addresses 

and telephone numbers, a description of the business 

activities of each such employer or business, and the title 

and responsibilities of Grey and Ehrman, for each such 

employer or business; and 

Any other changes required to be reported under 

subpargraphs A and B of this Part. 

For all Defendants and Respondents: 
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I • 
a. A copy of each acknowledgment of receipt of this Ord~r, 

obtained pursuant to Part XII; 

b. Any other changes required to be reported under 

subpargraphs A and B of this Part; and 

LI 
z 
:z 

C. Copies of all then current advertisements, promotional 

materials, sales scripts, training materials, or other 

marketing materials utilized by Defendants and 

Respondents in the advertising, marketing, promotion, 

offering for sale, distribution or sale of any dietary 

supplement, food, drug, or device in the United States. 

D. For the purposes of this Order, Defendants and Respondents shall, 

unless otherwise directed by the Commission's authorized representatives, mail all 

written notifications to the Commission to: 

Associate Director for Advertising Practices 
Federal Trade Commission 

600 Pennsylvania Avenue, N.W. • 
Washington, D.C. 20580 
Re: FTC v. Enforrna Natural Products, Inc., et al., Case No. 00-
04376 SVW (CWx) (C.D. Cal.). 

E. For purposes of the compliance reporting and monitoring required by 

this Order, Defendants and Respondents shall provide the Commission with their 

counsel's name and address for the purpose of communications regarding this 

Order and shall notify the Commission of any change in their counsel for the' 

purpose of this Order. 

24 RECORD KEEPING PROVISIONS 

25 XI. 

26 IT IS FURTHER ORDERED that, for a period of five (5) years from the 

27 date of entry of this Order, Defendant Grey and Respondent Ehrman, in 

28 connection with each business in which they, jointly or severally, are the majority 
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owners or an officer or director of the business, or directly or indirectly manage .. or 
•-" 
LI 

control the business and the business conducted is within the subject matter oft9:is 
•:( 

Order, including Paragraphs I - V, and their agents, employees, officers, '..J ~-., 
corporations, successors, and assigns, and those persons in active concert or 

participation with them who receive actual notice of this Order by personal service 

or otherwise, are hereby restrained and enjoined from failing to create and retain 

the following records in connection with that business: 

A. Accounting records that reflect the cost of goods or services sold, 

'revenues generated, and the disbursement of such revenues; 

B. Personnel records accurately reflecting: the name, address, and 

telephone number of each person employed in any capacity by such 

business, including as an independent contractor; that person's job 

title or position; the date upon which the person commenced work; 

and the date and reason for the person's termination, if applicable; and 

C. Copies of all sales scripts, training materials, advertisements, or other 

marketing materials. 

DISTRIBUTION OF ORDER BY DEFENDANTS AND RESPONDENTS 

XII. 

IT IS FURTHER ORDERED that, for a period of five (5) years from the 

date of entry of this Order, 

A. Defendant Enforma and Respondent 24/7 shall deliver a copy of this 

Order to all principals, officers, directors, and managers. Defendant 

' Enforma and Respondent 24/7 also must deliver copies of this Order 

to all of their 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, including Paragraphs I - V. For 
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• 
current personnel, delivery shall be within five (5) days after the '4ite 

J.J 
of service of this Order upon Defendant Enfonna and Respondent~: 

,:r 
24/7. For new personnel, delivery shall occur prior to them assumiftg 

C i 

their responsibilities; 

B. Defendant Grey and Respondent Ehnnan shall deliver a copy of this 

Order to the principals, officers, directors, and managers of any 

business in which they, jointly or severally, control, directly or 

indirectly, or in which they have a majority ownership interest and the 

business conducted is within the subject matter of this order, including 

Paragraphs I - V. Defendant Grey and Respondent Ehnnan must also 

deliver a copy of this Order to all employees, agents, and 

representatives of that business who engage in conduct related to the 

subject matter of this Order. For current personnel, delivery shall be 

within (5) days of service of this Order upon Defendant Grey and 

Respondent Ehnnan. For new personnel, delivery shall occur prior to 

them assuming their responsibilities. · 

C. Defendants and Respondents must secure a signed and dated 

statement acknowledging receipt of the Order, within thirty (30) days 

of delivery, from all persons receiving a copy of the Order pursuant to 

this Part. 

ACKNOWLEDGMENT OF RECEIPT OF ORDER 
BY DEFENDANTS AND RESPONDENTS 

XIII. 

IT IS FURTHER ORDERED that each Defendant and Respondent, within 

five (5) business days of receipt of this Order as entered by the Court, must submit 

to the Commission a truthful sworn statement acknowledging receipt of this Order. 
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I • 
RETENTION OF JURISDICTION 

XIV. 
ef 

IT IS FURTHER ORDERED that this Court shall retain jurisdiction of this 
,",t 

matter for purposes of construction, modification and enforcement of this Order. 

6 SO STIPULATED: 

7 

8 

9 

10 

11 

12 
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DAVID P. FRAN 
THEODORE H. H~ 
Federal Trade Commission Enforma Natural Products, In . 
600 Pennsylvania Ave., N.W., Rm. S-4002 and respondent Twenty-Four 
Washington;, D.C. 20580 Seven, LLC 
(202) 326-z.12, -3087 (voice) ~ 
(202) 326 3259 (facsimile) 
Attorneys for Plaintiff 
FEDERAL TRADE COMMISSION 1c ae 'an 

IT IS SO 

~L.~ 
Arnold & Porter LLP 
777 South Figueroa Street 
Los Angeles, CA 90017-5844 
(213) 243-4055 (voice) 
(213) 243-4199 (facsimile) 

Attorneys for Defendants 
ANDREW GREY and 
ENFORMA NATURAL 
PRODUCTS, INC. and 
Respondents MICHAEL 
EHRMAN and TWENTY
FOUR SEVEN, LLC 

Dated ..I.I-'--~~-

28 SO ORDERED 
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UNITED STATES DISTRICT COURT 
CENTRAL DISTRICT OF CALIFORNIA 

Plaintiff, 

V. 

ENFORMA NATURAL PRODUCTS, 
INC. and ANDREW GREY, 

Defendants, 

and 

TWENTY-FOUR SEVEN, LL~,.. 
MICHAEL EHRMAN ana DOr'll'JA 
DiFERDINANDO, 

Respondents. 

CV 00-04376-SVW (CWx) 

FFIDAVITOF 
EFENDANTOR 
SPONDENT (FILL IN 

NAME) ____ ] 

22 [Name of defendant or respondent], being duly sworn, hereby states and 

23 affinns as follows: 

24 

25 

26 

27 

28 

Page 21 of22 

Case 2:00-cv-04376-SVW-CWXDocument 21-10Document 314Filed 12/17/19 Page 21 of 23PageID #: 571Case 2:17-cv-00467-JDL Filed 01/12/05Page 60 of 62 Page ID #:370 

PX 7 
Page 59 of 61



PUBLICFEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 424 of 465 * PUBLIC *

1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

26 

27 

28 

• 
My name is _________ . My current residence address ~§ 

jj 

. I am a citizen ---------------------- ;"-

of the United States and am over the age of eighteen. I have personal knowledgt 
,.Ji 

of the facts set forth in this Affidavit. 

1. I am a defendant [or respondent] in FTC v. Enforrna Natural 

Products, Inc., et al., Case No. 00-04376 SVW (CWx) (C.D. Cal.). 

2. On [date], I received a copy of the Order Granting Permanent 

Injunction Against Defendants Enforma Natural Products, Inc. and Andrew Grey 

and Respondents Twenty-Four Seven, LLC and Michael Ehrman, which was 

signed by the Honorable Stephen V. Wilson and entered by the Court on [date of 

entry of Order]. A true and correct copy of the Order I received is appended to this 

Affidavit. 

I declare under penalty of perjury under the laws of the United States that 

the foregoing is true and correct. Executed on [date], at [city and state]. 

[Type full name of de}endant or respondent beneath signature] 

State of , City of -------- --------
Subscribed and sworn to before me 
this __ day of ___ , 2004. 

Notary Public 
My Commission Expires: 
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CERTIFICATE OF SERVICE '.:i 
,u 
~t~'. .,, 

I HEREBY CERTIFY that on January 10, 2005, a true and correct copy of '.5 
the foregoing [proposed] Stipulated Final Order for Permanent Injunction and 1., 

Settlement of Claims for Monetary Relief as to Defendants Enforma Natural 
Products, Inc. and Andrew Grey, and Respondents Michael Ehrman and Twenty
Four Seven, LLC was served via Federal Express on: 

Eric L. Dobberteen, Esq. 
Arnold & Porter 
777 South Figueroa Street, 44th Floor 
Los Angeles, CA 90017-5844 
ATTORNEYS FOR DEFENDANTS AND RESPONDENTS TWENTY
FOUR SEVEN LLC AND MICHAEL EHRMAN 

Robert L. Corbin, Esq. 
Corbin & Fitzgerald 
601 West Fifth Street, Suite 1150 
Los Angeles, CA 90071 
ATTORNEYS FOR RESPONDENT DONNA DiFERDINANDO 

~, 

Dmnette Cox ~ 
Investigator 
Division of Advertising Practices 
Federal Trade Commission 
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Case 2:17-cv-00467-JDL Document 21-11 Filed 12/17/19 Page 2 of 7 PageID #: 575 

DECLARATION OF ELIZABETH J. AVERILL 

My name is Elizabeth Averill.  I declare under penalty of perjury under the laws of the 

United States that the following is true, and that I have personal knowledge of the facts set forth 

below.  If called as a witness, I could and would competently testify as follows.  

1. I am a U.S. citizen over the age of 18 and am employed as an attorney in the Federal 

Trade Commission’s Bureau of Consumer Protection, Division of Enforcement (“Division of 

Enforcement”).  My business address is 600 Pennsylvania Avenue, N.W., CC-9528, Washington, 

D.C. 20580. I have been assigned to work on the compliance investigation and litigation related 

to Federal Trade Commission and Maine v. Health Research Laboratories, LLC, et al., 2:17-cv-

00467-JDL. 

2. On July 3, 2019, I received an email from Andrew Lustigman, counsel for Health 

Research Laboratories, LLC (“HRL”) and Kramer Duhon.  A true and correct copy of the email 

is included as Attachment A. 

3. The July 3, 2019 email from Mr. Lustigman included as an attachment a certification of 

previous submissions made by Kramer Duhon and HRL to the Federal Trade Commission.  A 

true and correct copy of the certification is included as Attachment B. 

Executed on:  December 16, 2019 /s/ Elizabeth J. Averill    
Washington, D.C.  Elizabeth J. Averill 

1 
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From: Lustigman, Andrew B. 
To: Frisby, Robert M.; Shaffer, Scott A. 
Cc: DEbrief; Averill, Elizabeth; Brendan O"Neil 
Subject: RE: FTC v. Health Research Laboratories, Case No. 2:17-cv-00467-JDL (FTC File No. X180007) 
Date: Wednesday, July 03, 2019 12:15:33 PM 
Attachments: FTC Certification Document 2019 07 03 105234.pdf 

Robert – 

Attached please find the requested certification.  Can we set up a call for next week to go over your 
other items.  I believe that my client has been fully responsive to your requests.  Since there is 
apparently a miscommunication, perhaps we can resolve any open issues with a brief call. Let me 
know potential avaials. 

Best, 
Andy 

Andrew B. Lustigman 

O L S H A N 

OLSHAN FROME WOLOSKY LLP 
1325 Avenue of the Americas 
(Entrance is on 53rd Street between Sixth and Seventh Avenues)
New York, NY 10019 
Direct: 212.451.2258 
Facsimile: 212.451.2222 
Email: ALustigman@olshanlaw.com
Web: www.olshanlaw.com 

From: Frisby, Robert M. [mailto:RFRISBY@ftc.gov] 
Sent: Monday, July 1, 2019 11:55 AM 
To: Lustigman, Andrew B. <ALustigman@olshanlaw.com>; Shaffer, Scott A. 
<SShaffer@olshanlaw.com> 
Cc: DEbrief <DEbrief@ftc.gov>; Averill, Elizabeth <eaverill@ftc.gov>; Brendan O'Neil 
<brendan.oneil@maine.gov> 
Subject: FTC v. Health Research Laboratories, Case No. 2:17-cv-00467-JDL (FTC File No. X180007) 

Please find the attached letter. 

Robert M. Frisby 
Attorney 
Division of Enforcement 
Bureau of Consumer Protection 
Federal Trade Commission 
Washington, D.C.  20580 
Tel:  202-326-2098 
rfrisby@ftc.gov 
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Electronic transmissions by the law firm of Olshan Frome Wolosky LLP may contain information that is confidential or proprietary, or 
protected by the attorney-client privilege or work product doctrine. If you are not the intended recipient, be aware that any disclosure, 
copying, distribution or use of the contents hereof is strictly proh bited. If you have received this transmission in error, please notify 
Olshan Frome Wolosky LLP at once at 212.451.2300. 
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CERTIFICATION 

Pursuant to 28 U.S.C. § 1746, I hereby declare and certify under penalty of perjury under 

the laws of the United States of America that the information and materials provided to the 

Federal Trade Commission in and accompanying the correspondences sent by my attorneys 

dated June 20, 2019, May 3, 2019 and January 30, 2019 was 1:lue and correct to the best of my 

knowledge, information and belief based on my examination of the books and records of Health 

Research Laboratories, LLC and Whole Body Supplements, LLC. 

2 , 2019 

5070724-1 

Case 2:17-cv-00467-JDL Document 21-11 Filed 12/17/19 Page 7 of 7 PageID #: 580 
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UNITED STATES DISTRICT COURT 
DISTRICT OF MAINE 

FEDERAL TRADE ) 
COMMISSION, et al., ) 

) 
Plaintiffs, ) 

) 
v. )  2:17-cv-00467-JDL 

) 
HEALTH RESEARCH ) 
LABORATORIES, LLC, et al., ) 

) 
Defendants. ) 

ORDER 

The Federal Trade Commission and the State of Maine (collectively, 

“Plaintiffs”) bring this civil contempt proceeding against Health Research 

Laboratories, LLC, Kramer Duhon, and Whole Body Supplements, LLC (collectively, 

“Contempt Defendants”), for alleged violations of Section II.H of the Stipulated Final 

Judgment and Order previously entered in this action (“the Judgment”). In addition 

to moving for an Order to Show Cause (ECF No. 21), the Plaintiffs move to modify 

the Judgment (ECF No. 22). Health Research Laboratories and Duhon cross-move to 

modify the Judgment (ECF No. 30), and the Contempt Defendants move to stay the 

contempt proceedings until the cross-motions to modify the Judgment are resolved 

(ECF No. 31).  For the reasons that follow, I deny the Plaintiffs’ motion for an Order 

to Show Cause and the Plaintiffs’ motion to modify the Judgment; I deny as moot the 

Contempt Defendants’ motion to stay; and I grant the Plaintiffs the opportunity to 

file a motion seeking leave to file an amended motion for an Order to Show Cause. 

1 



Case 2:17-cv-00467-JDL Document 52 Filed 08/12/20 Page 2 of 4 PageID #: 844 
PUBLICFEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 435 of 465 * PUBLIC *

 
 

 

  

   

    

    

 

  

    

  

  

   

 

 

      

 

      

   

 

  

  

      

 

  

I.  LEGAL STANDARD 

“Civil contempt may be imposed to compel compliance with a court order or to 

compensate a party harmed by non-compliance.” United States v. Saccoccia, 433 F.3d 

19, 27 (1st Cir. 2005) (citing McComb v. Jacksonville Paper Co., 336 U.S. 187, 191 

(1949)). “To prove civil contempt, a movant must show that (1) the alleged contemnor 

had notice of the order, (2) ‘the order was clear and unambiguous,’ (3) the alleged 

contemnor ‘had the ability to comply with the order,’ and (4) the alleged contemnor 

violated the order.” Hawkins v. Dep’t of Health & Human Servs., 665 F.3d 25, 31 (1st 

Cir. 2012) (quoting Saccoccia, 433 F.3d at 27).  When evaluating whether a court 

order is “clear and unambiguous,” the question is “not whether the order is clearly 

worded as a general matter.”  Saccoccia, 433 F.3d at 28.  Instead, the “clear and 

unambiguous” prong “requires that the words of the court’s order have clearly and 

unambiguously forbidden the precise conduct on which the contempt allegation is 

based.” Id. (emphasis omitted) (citing Perez v. Danbury Hosp., 347 F.3d 419, 424 (2d 

Cir. 2003)).  Indeed, the language of the order must leave “no reasonable doubt” that 

the allegedly contumacious conduct is prohibited. Id. (quoting Project B.A.S.I.C. v. 

Kemp, 947 F.2d 11, 17 (1st Cir. 1991)). 

II.  DISCUSSION 

On July 31, 2020, I issued an Order holding that Section II.H of the Judgment 

was facially ambiguous. See FTC v. Health Research Labs., LLC, No. 2:17-cv-00467-

JDL, 2020 WL 4431497, at *7 (D. Me. July 31, 2020).  The Order left open the question 

of whether the Plaintiffs may introduce extrinsic evidence for the purpose of showing 

that Section II.H of the Judgment “clearly and unambiguously” prohibited “the 

2 
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Case 2:17-cv-00467-JDL Document 52 Filed 08/12/20 Page 3 of 4 PageID #: 845 

precise conduct” on which their contempt allegations are based. Id. at *4 n.2 (quoting 

Saccoccia, 433 F.3d at 28). Thus, the Order did not finally resolve whether Section 

II.H of the Judgment was “clear and unambiguous” for civil contempt purposes. Id. 

On August 10, 2020, a video status conference was held to establish the 

framework for addressing the pending motions. At the conference, the Plaintiffs 

maintained their position that extrinsic evidence is admissible for purposes of 

determining whether Section II.H is clear and unambiguous, but indicated that in 

any event, they lacked sufficient extrinsic evidence to specifically prove that Section 

II.H clearly and unambiguously prohibits the conduct on which their contempt 

allegations are based. Thus, the Plaintiffs consented to a final ruling on the “clear 

and unambiguous” prong with respect to Section II.H without further briefing or 

hearing on that issue. 

Because I have previously determined that Section II.H is facially ambiguous, 

and because the Plaintiffs do not seek a hearing at which to offer extrinsic evidence 

to cure the ambiguity, I conclude that Section II.H does not “clearly and 

unambiguously” prohibit the Contempt Defendants’ allegedly contumacious conduct. 

Accordingly, I conclude as a matter of law that the allegations in the Plaintiffs’ motion 

for an Order to Show Cause fail to support a finding of civil contempt under Section 

II.H, and the Plaintiffs’ motion for an Order to Show Cause is denied.  Additionally, 

because the Plaintiffs have represented that their motion to modify the Judgment “is 

predicated on Defendants’ contempt” under Section II.H, ECF No. 42 at 2, their 

motion to modify the Judgment is denied. 

3 
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At the status conference, the Plaintiffs expressed their intent to proceed on an 

alternative theory—that the Contempt Defendants violated Section III, not Section 

II.H, of the Judgment—and orally moved for leave to file an amended motion for an 

Order to Show Cause accordingly.  The Contempt Defendants opposed the Plaintiffs’ 

request for leave to file an amended motion.  I declined to rule on the Plaintiffs’ 

motion without the benefit of briefing by the parties on the same. 

III.  CONCLUSION 

For the foregoing reasons, it is ORDERED that the Plaintiffs’ motion for an 

Order to Show Cause (ECF No. 21) and the Plaintiffs’ motion to modify the Judgment 

(ECF No. 22) are DENIED, and the Contempt Defendants’ motion to stay briefing 

relating to the Plaintiffs’ motion for an Order to Show Cause (ECF No. 31) is 

DENIED as moot.  Additionally, it is ORDERED that the Defendants shall notify 

the Court within 7 days whether they intend to withdraw their cross-motion to modify 

the Judgment (ECF No. 30).  Finally, it is ORDERED that the Plaintiffs shall file 

any motion for leave to file an amended motion for an Order to Show Cause, 

accompanied by the proposed amended motion, by October 31, 2020, after which 

briefing will proceed according to the schedule set forth in D. Me. Local R. 7. 

SO ORDERED. 

Dated: August 12, 2020 

/s/ JON D. LEVY 
CHIEF U.S. DISTRICT JUDGE 

4 
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Section 5 Revisited: Time for the FTC to Define the 
Scope of Its Unfair Methods of Competition Authority 

Remarks of Joshua D. Wright∗ 

Commissioner, Federal Trade Commission 

at the 

Symposium on Section 5 of the Federal Trade Commission Act 

The Willard InterContinental 
Washington, D.C. 

February 26, 2015 

Good afternoon. Thank you for the kind introduction and warm welcome.  I am 

delighted to be here today. I would like to thank Baker Hostetler, and especially Carl 

Hittinger, for organizing this terrific symposium and for the generous invitation to 

share my views with you this afternoon. Events such as this one are no small task to 

organize and they serve an incredibly important role in the development of antitrust 

and consumer protection law because they offer a vital platform for the honest 

exchange of ideas among practitioners, consumer advocates, agency officials, members 

∗ The views stated here are my own and do not necessarily reflect the views of the Commission or any 
other Commissioner.  I am grateful to my attorney advisor, Jan M. Rybnicek, for his invaluable assistance 
in preparing this speech. 
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of the judiciary, and Congress. Given the caliber of the panelists at today’s event, I have 

no doubt that we will all walk away having learned something new about Section 5. 

I have made no secret of the fact that I believe there is no more important 

challenge facing the Commission today than finally articulating the appropriate scope 

and role of the agency’s “unfair methods of competition” authority under Section 5. 

The historical record reveals a remarkable and unfortunate gap between the theoretical 

promise of Section 5 as articulated by Congress over a century ago and its application in 

practice by the Commission. Congress intended Section 5 to play a key role in the 

Commission’s competition mission by allowing the agency to leverage its institutional 

advantages to develop evidenced-based competition policy. However, the record 

suggests that the Commission’s use of Section 5 has done very little to influence 

antitrust doctrine or to inform judicial thinking since the agency’s inception.  In order to 

fulfill Section 5’s promise, and finally provide meaning and purpose to the agency’s 

signature competition statute, it is clear that the Commission must first provide a 

framework for how it intends to use its “unfair methods of competition” authority. 

That is why, soon after joining the Commission, I publicly distributed a proposed 

policy statement outlining my views as to how the Commission should use its Section 5 

authority. My hope was that doing so would start—or at least restart—a conversation 

on the topic and help the Commission identify areas of consensus upon which we as an 

agency could build. I view the release of my proposed policy statement as an 

2 
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unequivocal success in this regard. In the two years since issuing my policy statement, I 

have been pleased by the many thoughtful contributions to the marketplace of ideas 

discussing the scope and role of Section 5. Academics and practitioners have 

responded to the Section 5 debate with dozens of articles and hundreds of pages of 

analysis.  Current and former Commissioners also have shared their views. 

Conferences have been held, replies have been written, criticisms leveled, blogs posted, 

and speeches made—there was even a Section 5 hashtag on Twitter for a few days. The 

point is, a substantial record has been compiled.  These contributions have helped bring 

several key policy questions into focus and, in my view, positioned the agency to 

undertake the long overdue task of issuing a policy statement that both strengthens the 

Commission’s ability to target anticompetitive conduct and provides meaningful 

guidance to the business community about the contours of Section 5. 

I would like begin today by briefly taking stock of the Section 5 debate.  I would 

like to summarize the case for formal agency guidance defining the boundaries of 

Section 5 and dispel a couple of myths about the disadvantages to drawing some 

meaningful parameters around the Commission’s “unfair methods of competition” 

authority.  Beyond taking stock of the current debate, I also would like to share with 

you what I think is the next logical step in rehabilitating Section 5 and making it a 

productive member of the competition community as the Commission embarks upon 

its second century of protecting competition and consumers. Lastly, I would like to 

3 
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discuss some of my concerns about what is likely to happen to the FTC’s Section 5 

authority if the Commission fails to provide guidance. I intend to leave time for 

questions at the end of my remarks, so please do not be shy when that time comes. 

Before I get too far along in my comments, however, I am obligated to provide a 

short disclaimer familiar to most of you, and that is that the views I express today are 

my own and not necessarily those of the Commission or any of the other 

Commissioners.  With that bit of business out of the way, let’s jump right in. 

I. THE CASE FOR FORMAL GUIDANCE DEFINING THE SCOPE OF 
THE FTC’S “UNFAIR METHODS OF COMPETITION” AUTHORITY 

I have shared my views on why the Commission should issue formal guidance 

defining the parameters of the agency’s “unfair methods of competition” authority in 

countless forums since coming to the Commission.1 Rather than using my time today 

to restate each of those arguments in detail again, I would like to quickly touch upon 

what I view as the most salient points before moving on to what I propose the agency 

should do as a first step to rehabilitating Section 5 so that it can contribute effectively to 

the Commission’s competition mission as Congress intended. 

1 See, e.g., Joshua D. Wright, Recalibrating Section 5: A Response to the CPI Symposium, 11 CPI ANTITRUST 

CHRON., Nov. 2013, available at 
http://www.ftc.gov/sites/default/files/documents/public_statements/recalibrating-section-5-response-cpi-
symposium/1311section5.pdf; Joshua D. Wright, Comm’r, Fed. Trade Comm’n, Section 5 Recast: Defining 
the Federal Trade Commission’s Unfair Methods of Competition Authority, Remarks at the Executive 
Committee of the New York State Bar Association’s Antitrust Section (June 19, 2013), 
http://www.ftc.gov/sites/default/files/documents/public_statements/section-5-recast-defining-federal-
trade-commissions-unfair-methods-competition-authority/130619section5recast.pdf. 
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There are at least two principal reasons the Commission’s “unfair methods of 

competition” authority has not lived up to its Congressional promise, both of which 

would be solved by formal guidance explaining how the agency intends to implement 

Section 5 as part of its competition mission.  The first reason arises from a combination 

of (1) the agency’s administrative process advantages and (2) the vague and ambiguous 

nature of the agency’s “unfair methods of competition” authority.  Together these two 

characteristics pose a unique barrier to the application of Section 5 in a manner that 

consistently benefits rather than harms consumers. 

The vague and ambiguous nature of Section 5 is well known.  Proposed 

definitions for what constitutes an “unfair method of competition” have varied 

substantially over time and belief that the modern FTC has now somehow moved 

beyond this inherent product of its institutional design are no more than wishful 

thinking. Indeed, for at least the past twenty years, commissioners from both parties 

have acknowledged that a principled standard for the application of Section 5 would be 

a welcome improvement. The lack of institutional commitment to a stable definition of 

what constitutes an “unfair method of competition” leads to two sources of problematic 

variation in the agency’s interpretation of Section 5. One is that the agency’s 

interpretation of the statute in different cases need not be consistent even when the 

individual Commissioners remain constant.  Another is that as the members of the 

Commission change over time, so does the agency’s Section 5 enforcement policy, 

5 
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leading to wide variations in how the Commission prosecutes “unfair methods of 

competition” over time. In short, the scope of the Commission’s Section 5 authority 

today is as broad or as narrow as a majority of commissioners believes it is. 

This uncertainty surrounding the scope of Section 5 is exacerbated by the 

administrative procedures available to the Commission. Consider the following 

empirical observation.  The FTC has voted out a number of complaints in 

administrative adjudication that have been tried by administrative law judges in the 

past nearly twenty years.  In each of those cases, after the administrative decision is 

appealed to the Commission, the Commission has ruled in favor of FTC staff and found 

liability. In other words, in 100 percent of cases where the administrative law judge 

ruled in favor of the FTC staff, the Commission affirmed liability; and in 100 percent of 

the cases in which the administrative law judge ruled found no liability, the 

Commission reversed.2 This is a strong sign of an unhealthy and biased institutional 

process. By way of contrast, when the antitrust decisions of federal district court judges 

are appealed to the federal courts of appeal, plaintiffs do not come anywhere close to a 

100 percent success rate—indeed, the win rate is much closer to 50 percent. Even bank 

robbery prosecutions have less predictable outcomes than administrative adjudication 

at the FTC.  One interpretation of these historical data is that the process at the FTC 

2 See, e.g., David Balto, Can the FTC be a Fair Umpire?, THE HILL (Aug. 14, 2013), 
http://thehill.com/blogs/congress-blog/economy-a-budget/316889-can-the-ftc-be-a-fair-umpire; Doug 
Melamed, Comments to Fed. Trade Comm’n Workshop Concerning Section 5 of the FTC Act (Oct. 14, 
2008), available at http://ftc.gov/os/comments/section5workshop/537633-00004.pdf 
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stacks the deck against the parties.  Another is that the FTC has an uncanny knack for 

picking cases; a knack unseen heretofore within any legal institution. I will allow 

discerning readers to choose the most likely of these interpretations—but suffice it to 

say the “case selection” theory requires one to also grapple with the fact that 

Commission decisions, when appealed, are reversed at a rate four times greater than 

antitrust opinions by generalist federal judges.3 

Significantly, the combination of institutional and procedural advantages with 

the vague nature of the Commission’s Section 5 authority gives the agency the ability, in 

some cases, to elicit a settlement even though the conduct in question very likely may 

not be anticompetitive. This is because firms typically will prefer to settle a Section 5 

claim rather than to go through lengthy and costly litigation in which they are both 

shooting at a moving target and have the chips stacked against them.  Such settlements 

also perpetuate the uncertainty that exists as a result of the ambiguity associated with 

the agency’s “unfair methods of competition” authority by encouraging a process by 

which the contours of Section 5 are drawn through settlements without any meaningful 

adversarial proceeding or substantive analysis of the Commission’s authority. 

The second principal reason Section 5 has failed to contribute effectively to the 

Commission’s competition mission is because of the absence of even a minimal level of 

certainty for businesses. A stable definition of what constitutes an “unfair method of 

3 See Joshua D. Wright & Angela M. Diveley, Do Expert Agencies Outperform Generalist Judges? Some 
Preliminary Evidence from the Federal Trade Commission, J. ANTITRUST ENFORCEMENT 1, 16 (2012). 
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competition” would provide businesses with important guidance about what conduct is 

lawful and what conduct is unlawful under Section 5.  The benefit of added business 

certainty is less important than ensuring Section 5 enforcement actions—including 

consents—actually reach and deter anticompetitive conduct rather than chill 

procompetitive conduct. However, guidance to the business community surely is 

important. Indeed, the FTC has issued nearly 50 sets of guidelines on a variety of 

topics, many of them much less important than Section 5, to help businesses understand 

how the Commission applies the law and to allow practitioners to better advise their 

clients on how to comply with their legal obligations. Without a stable definition of 

what constitutes an “unfair method of competition,” businesses must make difficult 

decisions about whether the conduct they wish to engage in will trigger an 

investigation or worse. Such uncertainty inevitably results in the chilling of some 

legitimate business conduct that would otherwise have enhanced consumer welfare but 

for the firm’s fear that the Commission might intervene and the attendant consequences 

of that intervention. Those fears would be of little consequence if the agency’s authority 

was defined and businesses could plan their affairs to steer clear of its boundaries. 

Some commentators have asserted that formal agency guidance would too 

severely restrict the Commission’s enforcement mission.4 They warn that defining the 

4 See, e.g., Sharis A. Pozen & Anne K. Six, Section 5 Guidelines: Fixing a Problem that Doesn’t Exist?, 9 CPI 
ANTITRUST CHRON., Sept. 2013, available at https://www.competitionpolicyinternational.com/section-5-
guidelines-fixing-a-problem-that-doesn-t-exist/; Edith Ramirez, Chairwoman, Fed. Trade Comm’n, Unfair 
Methods and the Competitive Process: Enforcement Principles for the Federal Trade Commission’s Next 

8 
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boundaries of the Commission’s “unfair methods of competition” authority would 

achieve stability and clarity only at the expense of creating an enforcement regime that 

fails to adequately protection competition. These commentators instead urge reliance 

upon the same case-by-case approach that has garnered success in the context of the 

traditional antitrust law. Under this view, the scope of the Commission’s authority to 

prosecute unfair methods of competition is best determined by reading the leading 

cases to identify which enforcement principles the Commission applies when 

determining whether to prosecute a particular business practice under Section 5. 

Although the desire to strike the correct balance between flexibility and certainty 

is well intended, the so-called common law approach to defining Section 5 is a recipe 

for unprincipled and inconsistent enforcement and an invitation for an outside 

institution—the courts or Congress in particular—to define Section 5 for the FTC.  The 

approach of reading a stack of Section 5 consents elicited from parties bargaining in the 

shadow of the administrative process advantages for the FTC just discussed to decipher 

its meaning ultimately offers no certainty and results in a boundless standard under 

which the Commission may prosecute any conduct as an unfair method of competition. 

As I have recently written, this is because reliance upon the common law method 

for developing “unfair methods of competition” law mistakenly assumes that the 

Century, Keynote Address at the George Mason Law Review and Law & Economics Center Antitrust 
Symposium: The FTC: 100 Years of Antitrust and Competition Policy (Feb 13, 2014), available at 
http://www.ftc.gov/system/files/documents/public_statements/314631/140213section5.pdf. 

9 

http://www.ftc.gov/system/files/documents/public_statements/314631/140213section5.pdf


PUBLICFEDERAL TRADE COMMISSION | OFFICE OF THE SECRETARY | FILED 9/10/2021 | Document No. 602559 | PAGE Page 448 of 465 * PUBLIC *

 

 

    

 

 

     

  

      

  

  

 

 

     

  

 

   

 

  

                                                 
                     

               

common law virtues that have proved beneficial to the development of the traditional 

antitrust laws apply equally in the context of Section 5.5 They do not.  Fundamental 

differences between the inputs and outputs of traditional litigation and the inputs and 

outputs of Section 5 enforcement prevent the common law process from generating 

meaningful guidance for what constitutes an “unfair method of competition.”  But you 

do not have to take my word for it. Indeed, the Commission has employed the so-

called case-by-case approach for a century and, to date, Section 5 has not meaningfully 

contributed to competition policy. In addition to failing to produce any direct and 

positive influence on antitrust law during that time period, Section 5 cannot point to a 

single standalone “unfair methods of competition” victory affirmed by a federal 

appeals court in the modern antitrust era.  One hundred years is ample time for a robust 

natural experiment to evaluate the virtues of the Commissions’ case-by-case approach 

to Section 5. The results are in.  The common law method has proven incapable of 

generating meaningful guidance as to what constitutes an “unfair method of 

competition.”  To expect better results from the same approach is unwise. 

Moreover, as I have already mentioned, the Commission has provided guidance 

in a number of areas of competition and consumer protection law—many of them far 

less important than the scope of Section 5—without compromising its enforcement 

agenda. Consider an obvious example in the arena of competition law, the Horizontal 

5 See generally Jan M. Rybnicek & Joshua D. Wright, Defining Section 5 of the FTC Act: The Failure of the 
Common Law Method and the Case for Formal Agency Guidelines, 21 GEO. MASON L. REV. 1287 (2014). 

10 
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Merger Guidelines, which explain how the antitrust agencies analyze the likely 

competitive effects of a merger.  Those guidelines have proven to be one of the most 

significant contributions to antitrust law and policy and have greatly benefited the 

antitrust agencies, the federal courts, and the business community. 

Similarly, in response to Congressional criticism about how the FTC was 

implementing its consumer protection authority under Section 5, and amidst serious 

threats of shut down the agency, the Commission issued policy statements explaining 

how it analyzes whether conduct was unfair or deceptive.6 Today the Commission’s 

deception and unfairness policy statements are widely regarded as a major success and 

serve as a key basis for the Commission to more confidently litigate disputes when its 

authority is challenged. The FTC should be proud of the fact that it has not reflexively 

refused to place limits on its own discretion when appropriate. Historically, even if at 

times under some pressure from Congress, the FTC has embraced limits on discretion 

both in the name of sound policy and to strengthen the foundation of questionable legal 

authority. Guidance regarding what precisely constitutes an “unfair method of 

competition” under Section 5 would similarly improve significantly the FTC’s 

competition mission and shore up an obvious weakness in its authority. 

6 See FTC Policy Statement on Unfairness (1980), appended to Final Order, Int’l Harvester Co., 104 F.T.C. 
949, 1070 (1984), available at http://ftc.gov/bcp/policystmt/ad-unfair.htm; FTC Policy Statement on 
Deception (1983), appended to Final Order, Cliffdale Assocs., Inc. 103 F.T.C. 110, 174 (1984), available at 
http://www.ftc.gov/bcp/policystmt/ad-decept.htm. 

11 
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II. THE TIME IS RIPE FOR THE FTC TO VOTE ON THE SCOPE OF THE 
AGENCY’S “UNFAIR METHODS OF COMPETITION” AUTHORITY 

Having summarized the case for formal “unfair methods of competition” 

guidance, let me turn now turn to the current state of play and what I believe the 

Commission should do next. The last two years have witnessed what amounts to a 

healthy and fruitful public comment period on the appropriate scope and role of the 

Commission’s “unfair methods of competition” authority. During that time, members 

of the antitrust bar, academics, consumer advocates, and business stakeholders have 

together participated in dozens of panel discussions on Section 5 and penned countless 

articles debating various proposals. Members of Congress, too, have sent letters to the 

Commission urging us to act and have even raised the scope of Section 5 as an issue 

during Congressional hearings.7 Commentators have had no shortage of opportunities 

to weigh in with their views on what the Commission should do with respect to Section 

5, as well as to consider and respond to the views offered by others.  And this of course 

only represents the most recent round of commentary, which necessarily builds on 

decades of scholarship and debate—much of it offered by experts at today’s 

symposium—as well as a formal workshop on the scope of Section 5 organized by 

Chairman Leibowitz in 2008. I do not know of any topic in competition policy that has 

7 See Letter from Members of the House and Senate Judiciary Comms. to FTC Chairwoman Edith 
Ramirez (Oct. 23, 2013), available at 
http://judiciary.house.gov/_files/news/2013/Signed%20Letter%20to%20FTC.pdf; Hearing on “The FTC at 
100: Where Do We Go From Here?”, Before the Subcomm. on Commerce, Manufacturing, and Trade of the H. 
Comm. on Energy and Commerce, 113th Cong. 1 (Dec. 3, 2013). 

12 
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been deliberated more thoroughly before a policy decision has been made than the 

scope and role of the Commission’s “unfair methods of competition” authority. 

Significantly, each of my colleagues at the Commission has also voiced, to 

varying extents, her opinion about the appropriate scope and role of Section 5.8 This is 

a welcome addition to the conversation and one that I do not believe any previous 

Commission has enjoyed. Importantly, the gap between each Commissioners’ views, 

and indeed the views of an overwhelming majority of commentators generally, appears 

to be relatively narrow and essentially limited only to the question of how efficiencies 

should be treated when deciding whether to pursue an enforcement action under 

Section 5. This is an important milestone and one that I think this Commission should 

seize upon. I am optimistic that this Commission can finally do what other 

Commissions have been unable to do: issue agency guidance defining what constitutes 

an “unfair method of competition” under Section 5.  Indeed, as I will elaborate upon in 

a moment, I believe any of the three primary definitions of an “unfair method of 

competition” that have been articulated by myself or my colleagues is better than the 

status quo. As such, if there is consensus within the Commission on any of these three 

alternative definitions, the Commission ought to vote to adopt that definition for what 

8 Interview with Commissioner Terrell McSweeny, MONOPOLY MATTERS (ABA Section of Antitrust Law, 
Unilateral Conduct Comm.), Fall 2014, at 3, 4; Maureen K. Ohlhausen, Comm’r, Fed. Trade Comm’n, 
Section 5: Principles of Navigation, Remarks before the U.S. Chamber of Commerce (July 25, 2013), 
available at http://www.ftc.gov/sites/default/files/documents/public_statements/section-5-principles-
navigation/130725section5speech.pdf; Ramirez, supra note 4; Julie Brill, Comm’r, Fed. Trade Comm’n, 
Remarks at the Technology Policy Institute Aspen Forum (Aug. 20, 2013), available at 
http://youtu.be/9V_YEu1FIAE. 
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constitutes an “unfair methods of competition.” And, after 100 years without any 

meaningful guidance on Section 5 and with Congress watching, it ought to do so now. 

With this in mind, next week I intend to put each of the three principal 

definitions for how to define an “unfair method of competition” up for a vote by the 

Commission. The precise language of the three proposed definitions are attached as an 

appendix to this speech, which will be available on the Commission’s website later 

today.  The three proposed definitions reflect the three definitions of an “unfair method 

of competition” contemplated by current Commissioners, including myself. Each 

proposal includes at its core the element that an “unfair method of competition” under 

Section 5 requires evidence that the conduct in question “harms or is likely to harm 

competition significantly” as that term is understood under the traditional federal 

antitrust laws.  Harm to competition is a concept that is readily understandable and that 

has been deeply embedded into antitrust jurisprudence since the early part of the last 

century.  Each of my colleagues has acknowledged that Section 5 should only be used to 

prosecute conduct that actually is anticompetitive.  This is a significant and welcome 

area of consensus in light of past commissioners’ efforts to use Section 5 to remedy a 

variety of social and environmental ills unrelated to competition.9 This element 

9 See Michael Pertschuk, Chairman, Fed. Trade Comm’n, Remarks before the Annual Meeting of the 
Section of Antitrust and Economic Regulation, Association of American Law Schools (Dec. 27, 1977) 
(asserting that Section 5 can be used to remedy “social and environmental harms” such as “resource 
depletion, energy waste, environmental contamination, worker alienation, [and] the psychological and 
social consequences of producer-stimulated demands”). 

14 
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prevents the Commission from reverting to considering non-economic factors, such as 

whether the practice harms small business or whether it violates public morals, when 

deciding whether to prosecute conduct as an “unfair method of competition.” 

Significantly, however, this element also allows the Commission to challenge conduct 

that, for one reason or another, might not fit within established Sherman Act or Clayton 

Act precedent, and thus might find resistance initially in the federal courts. In doing so, 

it allows the Commission to leverage its institutional advantages to develop evidenced-

based competition policy that can then shape antitrust doctrine in the federal courts.   

The second element of each definition that I will offer for a vote is that Section 5 

cannot be used to challenge conduct where there is well-forged case law under the 

traditional federal antitrust laws. The federal judiciary has provided little lasting 

guidance on the appropriate scope of Section 5. But, as one court has explained, and 

many current and former commissioners have acknowledged, this requirement ensures 

that the Commission will not use Section 5 to shop for favorable law to attack conduct 

governed by the more rigorous requirements of Section 2 of the Sherman Act.10 

Prosecuting the same or similar conduct under disparate standards blurs the lines 

between lawful and unlawful commercial behavior and invites the Commission to 

evade advances in antitrust law designed to protect consumers from false positives and 

10 Boise Cascade Corp. v. FTC, 637 F.2d 573, 582 (9th Cir. 1980) (stating that where there is “well forged” 
case law governing the challenged conduct, the Commission cannot prosecute the conduct under Section 
5 because doing so might “blur the distinction between guilty and innocent commercial behavior”). 

15 
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false negatives. Whether well-forged case law exists in any particular case will of 

course remain within the Commission’s discretion, but the requirement nevertheless 

adds an important measure of stability regarding the agency’s “unfair methods of 

competition” authority. 

The area in which each of the three proposed definitions differs is in how 

efficiencies are treated under Section 5. This is the area in which my colleagues have 

expressed slightly different preferences. My preferred approach is that Section 5 only 

be used where there are no cognizable efficiencies present. In my view, where the 

parties can show cognizable efficiencies the agency is better off challenging the conduct 

under the traditional antitrust rules that are better designed for balancing. I do not 

believe the Commission’s track record in administrative adjudication—in terms of both 

substance and process—justifies the view that it has a comparative advantage in cases 

requiring balancing. I will give my colleagues an opportunity to vote on this proposal, 

but I will not be surprised if a majority of them view this approach as too restrictive. 

The second option incorporates into the definition of “unfair methods of 

competition” a test my colleague Commissioner Ohlhausen has thoughtfully advocated 

for as an element of her own policy statement, which requires that any antitrust harm 

be disproportionate to any cognizable efficiencies.11 

11 See Ohlhausen, supra note 8, at 10. 

16 
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The third option requires the Commission to show that the harms are not 

outweighed by the cognizable efficiencies before bringing an “unfair methods of 

competition” claim under Section 5. This approach has been pointed to by 

Chairwoman Ramirez as the appropriate framework to apply for “unfair methods of 

competition” cases and essentially employs the modern day “rule of reason” when 

deciding whether conduct violates Section 5.12 The basic view underlying this 

definition of an unfair method of competition is that the institutional differences 

between administrative adjudication and federal court do not require any adjustment to 

the rule of reason framework.  While I do not believe a rule of reason approach is the 

best available choice, in my view, any of the three potential options I have discussed 

would be superior to the status quo.  Each would create a stable definition for what 

constitutes and unfair method of competition and tether that definition to modern 

economics. Accordingly, to be clear, I intend to vote in support of each of these 

proposals in hopes that one gains the support of a majority of the Commission. 

While I am truly hopeful at least one definition of “unfair methods of 

competition” attracts three votes, I am also acutely aware that optimism in light of a 

record of a century without guidelines is indulged at my own risk.  So what happens 

next?  There are a few possibilities.  One possibility is that the Commission defines an 

12 See Ramirez, supra note 4, at 8 (“Our most recent Section 5 cases show that the Commission will 
condemn conduct only where, as with invitations to collude, the likely competitive harm outweighs the 
cognizable efficiencies.”). 

17 
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“unfair method of competition” next week.  Indeed, my hope is that my colleagues will 

recognize the important consensus that exists on the scope and role of Section 5 and 

take a modest step in articulating the agency’s enforcement policy with respect to 

Section 5 by adopting one of these three proposed definitions.   

A second possibility is that a majority of my colleagues choose to vote “no” on 

each of these proposals.  That possibility does not require much in the way of additional 

explanation.  While a “no” vote by the full Commission would be non-public, close 

observers of the agency will surely take note of the lack of any press release or 

announcement that the agency at long last has produced Section 5 guidelines. 

A third possibility, worse still in my view, is that a majority of Commissioners 

simply may choose not to vote at all. Under Commission rules, the full Commission 

need not vote unless and until a majority has formed.  Thus, it is possible that my 

motion finds itself languishing in agency procedural purgatory, because 

Commissioners are not required to vote. I believe either of these last two possibilities 

would be a lost opportunity for the FTC and would send the wrong message about the 

Commission’s desire for Section 5 to live up to its Congressional promise. 

III. IF THE COMMISSION FAILS TO ARTICULATE THE SCOPE OF 
SECTION 5, CONGRESS MAY DEFINE IT FOR THE AGENCY 

Not only is the question of what constitutes an “unfair method of competition” 

particularly ripe for agency action in light of the considerable thought that has been 

devoted to the issue in recent years, but I also believe that there exists a significant 

18 
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risk—maybe now more so than at anytime in FTC history—that if the Commission fails 

to take action to define the scope of the Section 5 soon, Congress may choose to define 

the statute for the Commission.  Indeed, in recent years numerous members of Congress 

have grown interested in the scope of the Commission “unfair methods of competition” 

authority and have voiced concerns regarding the absence of any clear standard to 

which the business community can turn in order to better understand the agency’s 

enforcement policy.  Members of both the Senate and House Judiciary Committees have 

sent Chairwoman Ramirez a letter urging the Commission to finally provide guidance 

that would make Section 5 enforcement transparent, fair, predictable, and reasonably 

stable over time. Other members of Congress have raised questions about the vague 

and ambiguous nature of Section 5 during recent Congressional hearings. I do not 

believe this interest should be taken lightly, and continued resistance on the part of the 

Commission to define the parameters of Section 5 could spur legislative action. 

If Congress were to define Section 5, it without question would result in a more 

restrictive definition of what constitutes an “unfair method of competition” than 

anything the Commission would implement. Indeed, the simplest and most obvious 

solution Congress might adopt, and one that would have the added benefit for many of 

harmonizing the powers of the FTC and the Department of Justice’s Antitrust Division, 

would be to define an “unfair method of competition” under Section 5 as a violation of 

the Sherman Act or Clayton Act.  A slightly broader, and just as simple solution for 

19 
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Congress would be to define an unfair method as either a violation of the Sherman Act 

or Clayton Act or an invitation to collude.  A third possibility, and one that attacks the 

Section 5 problem not from a standpoint of substance but rather of procedure, would be 

for Congress to remove the Commission’s administrative advantages altogether and 

allow the federal courts to supervise the Commission’s use of Section 5 and define the 

boundaries of what constitutes an “unfair method of competition” when necessary.  

Although at one point this might have seemed like an unlikely option, recent legislative 

proposals stripping the agency of its administrative powers in the context of merger 

challenges in order to align the preliminary injunction standards between the FTC and 

the Department of Justice suggest that this might not be so farfetched of a possibility.13 

In short, if the FTC continues to refuse to define what constitutes an “unfair 

method of competition,” it should not be surprised when and if Congress becomes 

intensely interested in introducing legislation to finally solve a problem created more 

than a century ago. A solution to the Section 5 problem is inevitable.  It is my sincere 

hope that this Commission seizes the opportunity it has before it now to solve the 

Section 5 problem on its own terms rather than leaving the solution to Congress. 

Thank you for your time.  I am happy to take any questions. 

13 See Brent Kendall, A Challenge to the FTC Methods, WALL STREET JOURNAL (Nov. 15, 2014), 
http://www.wsj.com/articles/a-challenge-to-ftc-methods-1416184116; Hearing on the SMARTER Act of 2014 
Before the Subcomm. on Regulatory Reform, Commercial and Antitrust Law of the H. Comm. on the Judiciary, 
113th Cong. 2 (Apr. 3, 2014); Joshua D. Wright, Comm’r, Fed. Trade Comm’n, Judging Antitrust, Remarks 
at the Global Antitrust Institute Invitational Moot Court Competition (Feb. 21, 2015), available at 
http://www.ftc.gov/system/files/documents/public_statements/626231/150221judgingantitrust-1.pdf 
(expressing support for the passage of the SMARTER Act). 
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Option 1 – Efficiencies Screen 
An “unfair method of competition” is an act or practice (1) that harms or is likely to 
harm competition significantly, (2) that lacks cognizable efficiencies, and (3) for which 
there is not well-forged case law under the traditional antitrust laws that might cause 
the distinction between lawful and unlawful commercial behavior to become blurred. 

Option 2 – Disproportionality Test 
An “unfair method of competition” is an act or practice (1) that harms or is likely to 
harm competition significantly, (2) where the harms are disproportionate to the 
cognizable efficiencies, and (3) for which there is not well-forged case law under the 
traditional antitrust laws that might cause the distinction between lawful and unlawful 
commercial behavior to become blurred. 

Option 3 – Rule of Reason 
An “unfair method of competition” is an act or practice (1) that harms or is likely to 
harm competition significantly, (2) where the harms are not outweighed by the 
cognizable efficiencies, and (3) for which there is not well-forged case law under the 
traditional antitrust laws that might cause the distinction between lawful and unlawful 
commercial behavior to become blurred. 
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EXHIBIT A 

Federal Trade Commission Ad)ydlcative Proceedings Updated as ofJanuary 11 201S 

Source: FTC Website, at https://www.hc.gov/enforcement/cases-proceedings/adjudlcatlve-proceedings 

Includes proceedihgs in which Part 3 Complaint was filed; excludes cases filed exclusively in Federal Court 

A B C D E f G 

1. 
Axon/ VieVu, In the Matter of 
(Administrative) 

9389 Pending January8, 2020 Case Pending Case Pending N/A 

2. 
Post Holding~, Inc.; In the Matt~r of 
(Administrative) 

D-9388 Pending January 6, 2020 Case Pending Case Pending N/A 

lllumlna lnc./~~iljc Bloscl1:nces of 
3. callfornl~, Inc., In the Matter 2f 0 -9387 Pending January 6, 2020 Party Abandoned Merger Party Abandoned Merger N/A 

(Administrative) 

4. 
RaglngWlre Dara centi::r~, In~.• In !he 
Matter of (Administrative) 

9386 January 6, 2020 Case Pending Case Pending N/A 

s. Evonlk/Pero~Ch~m. In the Matter 
Qf(Administrative) 

9384 January 2, 2020 Case Pending Care Pending N/A 

6. 
camJ2r1gge Anall!!1ca, ~LC, In the 
Matter of!Administrative) 

9383 
December 18, 

2019 
CaseSettled CaseSettled N/A 

1 Columns A-0 were copied directly from the FTC Website, at: https://www.ftc.gov/enforcement/cases-proceedings/ad!udlcative-proceedlngs (as ofJanuary 9, 2020 at 12:00 pm Eastern) 
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TITLE I 

8encoLSchein£Patterson, In the
7, 

Matter of (Administrative) 

Otto Sock t:teatthCare N2rtb 

8. America, Inc., In the Matt!lr of 

(Administrative) 

1·800 Contacts, Inc, lo the Matt!lr Qf
9. 

(Administrative) 

I Fldellti National FlnanclallS!ewart 

10. l!JformatlQ!J Servf&es, In tlle Matter 
Qf (Administrative) 

L2uJilana R!lal ~late Al?ll!l!lse!:Ji 
u. Board, In the Matter of 

(Administrative) 

lm{!~X LaboratQrl~, In~, In !h!l
12 

• Matter of !Administrative) 

sanfocd HealthlSanford 
13., BlsmarcklMid Dakota ~linic, In ttie 

Matter of (Administrative) 

Tronox£Cristal USA, In the Matterof 
14. 

(Adrnlnlstrative) 

Chicago Bridge & Iron Com11an~ 
15. N.V., .. .In the Matter of 

(Administrative) 

Monier lifetlle LLC, Bo@I Ltd., and 

16. Lafarge S,A, In t he Matter of 

(Administrative) 

B C 

DOCKET 
NUMBtR ! STATUS I 

' 

9379 , Pending 
1 

9378 Pending 

9372 

9385 Closed 

9374 Pending 

9373 Pending 

9376 Closed 

9377 Pending 

9300 

9290 

D 

I 
UPOATFC· 

November 8, 
2019 

November 6, 
2019 

October 8, 2019 

September 25, 

2019 

August 15, 2019 

August 2, 2019 

July 9, 2019 

May 29, 2019 

May 11, 2019 

February 5, 2019 

E 

AU L1ab1hty Dec1s1on 

Liability 

(2 out of 3 defendants) 

Liability 

Liability 

Party Abandoned Merger 

Case Pending 
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, WIiheim WIiheimsen/ Drew Marine, 
17

_ 
In the Matter of(Administrative) 

, CDK Global and Auto/Mate, In the 
18 

Matter of (Administrative) 

J.M. Smucker/Conagra, In the 
19 

· Matter of (Administrative) 

. Jerk, LLC, d/b/a Jerk.com, In the 
20 

Matter of(Administrative) 

ProMedica Health System, Inc.• a 
21. corporation, In the Matter of 

(Admi nistrative) 

' Draf t Kings. Inc. / FanDuel Llmlted. In 
22 

· the Matt er of (Administrative} 

Advocate Health Care Network, 

, NorthShore University
23 

· Health System, In the Matter of 

(Administrative) 

ECMffioFiimttnC., alsod/b/a 
24.' Erwlroplastlcs lnternatfonal, In the 

Matter of(Admtnlstrallve) 

• Californta Naturel. In the.Matter of
25 

(Administrative) 

The Penn State Hershey Medical 

26. Center/Plnnad eHealth System, In 
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27 
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N/A 
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(Summary Decision) 
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WIN 
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WIN 
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Cabell Huntinl!l:on Hos11italLSt, N/A 
29. ri)a!:l£'s Medical Center, In the 9366 July 6, 2016 N/A (Case dismissed due \o new state law in We.stVlrglnia on_ N/A 

Matter of (Administrative) "cooperative agreements") 

St119JesLOfflc1: D!:l!Qt, In the Matier
30. 

Qf (Administrative) 
9367 May 19, 2016 Party Abandoned Merger Party Abandoned Merger N/A 

Sterisl S~hergy Health, In the Matter
31. 

of (Administrative) 
936S October 7, 2015 N/A 

N/A 
(Case dismissed after losing Pl Motion In federal court) 

N/A 

S~scoLUSF HoldinglUS Foods, In the 
32. 

Matter of(Administrative) 
9364 June 29, 2015 Party Abandoned Merger Party Abandoned Merger N/A 

Liability 

Liability 
(Upheld and Reversed AU, in part) 

M~Wane, Inc., and Star Plge 
33. Proijucts, Ud. II! the Matter 2t 

(Administrative) 
9351 April 17, 2015 

In AU's Initial Decision on May 9, 2013, held that 
evidence did not support complaint counsel's charges 
that McWane Illegally conspired with Sigma and Star 
to raise and stabilize fittings prices. Based on these 
findings, he dismissed the first threecounts in the 
seven-count FTCcomplaint. But AU ruled that the 

evidence did support other four counts in the 
administrative complaint, and his Initial Decision 

would have required McWane to stop engaging In the 
conduct outlined in those counts. 

Commission affirmed, ln part, a May 2013 Initial Decision 
by the AU, finding McWane unlawfully maintained a 
monopoly in the domestic "fittings" product market. 

The Commission dismissed the remaining counts. Dismissed 
Counts 1 and 2 in the public interest, because no majority 
position was reached (Ramirez/Brill were deadlocked with 
Ohlhausen/Wright). Count 3, which the AU dismissed, was 
not appealed by complaint counsel. Commission reversed 
AU's finding of liability on Count 4; and dismissed Counts S 

and 7 after determining it was not necessary to address 

WIN 

merits, based on other findings. 

, Phoebe Putne~ Health S~stem, 1nc., 
34 1

• ....In the Matterof (Administrative) 
9348 March 31, WlS Case Settled Case Settled N/A 
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35. and ITW Finishing LLC. In the Matter 9350 March 25, 2015 Case Settled Case Settled N/A 
of (Administrative) 

36
_ AmeriGas and Blue Rhino, In the 

9360 January 9, 2015 Case Settled Case Settled N/A
~ (Administrative) 
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