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STATEMENT REGARDING ORAL ARGUMENT 

The Commission believes that oral argument will assist the Court 

in its consideration of this appeal. 
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STATEMENT OF JURISDICTION 

The district court had jurisdic tion to issue the underlying 

injunctions at issue pursuant to 28 U.S.C. §§ 1331, 1337(a), and 1345 

and 15 U.S.C. § 53(b). The district court had jurisdiction to enter the 

contempt orders under review pursuant  to its inherent power to enforce 

compliance with its decrees. See Spallone v. United States , 493 U.S. 

265, 276 (1990); Serra Chevrolet, Inc. v. Gen. Motors Corp ., 446 F.3d 

1137, 1147 (11th Cir. 2006). Appellants filed a timely notice of appeal 

on December 21, 2017. Doc.979.1



 

 

 

 

 

 

shown that they were unable to understand what the injunction 

required of them. 

3. Whether the district court abused its discretion when it 

found that appellants lacked “com petent and reliable scientific 

evidence,” as defined in the 2008 injunction, to support their claims that 

their product would cause weight and fat loss. 

4. Whether the district court ab used its discretion in holding 

appellant Smith in contempt. 

STATEMENT OF THE CASE 

Hi-Tech Pharmaceuticals, Inc., Jar ed Wheat, its owner and CEO, 

and Stephen Smith, its Senior Vice-President, challenge an order 

holding them in contempt of an ear lier judgment of the district court 

and imposing on them a contempt sanction of $40 million.  The 

underlying order permanently enjoined appellants from, inter alia, 

claiming Hi-Tech’s products cause a rapid or substantial weight or fat 

loss unless they had “competent and reliable scientific evidence” that 

substantiates the represen tation.  Doc.230 at 12-13. 

Appellants ignored the injunction and continued to promote 

weight-loss products using some of  the very same unsubstantiated 
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claims that the district court declared illegal and barred in the 

injunction.  They knew they were violating the injunction – their own 

lawyers told them so, and Wheat dire ctly admitted as much in emails 

and phone calls. The district court held them in contempt and imposed 

compensatory sanctions.  FTC v. Nat’l Urological Grp., Inc ., No. 1:04-cv-

3294-CAP, 2014 U.S. Dist. LEXIS 67426 (N.D. Ga. May 14, 2014).  After 

a remand, see FTC v. Nat’l Urological Grp., Inc. , 785 F.3d 477, 483 

(11th Cir. 2015), the court re-imposed the judgment in the order on 

review. FTC v. Nat’l Urological Grp., Inc ., No. 1:04-cv-3294-CAP, 2017 

U.S. Dist. LEXIS 182256 (N.D. Ga. Oct. 10, 2017). 

The district court’s detailed, 132-page decision summarized the 

two-week trial and expert testimony and held that clear and convincing 

evidence showed that appellants viol ated the injuncti on by marketing 

weight-loss products without “com petent and reliable scientific 

evidence.” Doc.966. The court fo und all three appellants jointly and 

severally liable for compensatory contempt sanctions. Id . at 130; 

Doc.969. 

The central question in this appe al is whether appellants made a 

showing that “satisfied the standard  of the injunctions for ‘competent 

3 



 

 

 

 

and reliable scientific evidence’” of the efficacy of Hi-Tech’s weight-loss 

products. Nat’l Urological Grp., Inc. , 785 F.3d at 483. 

A. The Legal Framework For False Advertising 

Section 5 of the FTC Act prohibits “deceptive acts or practices in 

or affecting commerce” and “direct[ s]” the FTC “to prevent” such 

practices. 15 U.S.C. § 45(a)(2). Section 12 of the Act, 15 U.S.C. § 52, 

prohibits “any false advertisement” relating to “food” or “drugs.” Id . 

§ 52(a), (b). The Act broadly define s “false advertisement” to include 

any “advertisement, other than labe ling, which is misleading in a 

material respect,” whether through affirmative “representations made 

or suggested” by the advertisement or through a “fail[ure] to reveal 

facts material in light of  such representations.”  Id . § 55(a)(1). 

An advertisement violates Sectio ns 5 and 12 of the FTC Act when 

it (1) contains a representation that  (2) is likely to mislead consumers 

acting reasonably under the circum stances and (3) is material to a 

consumer’s decision to purchase the product.  FTC v. Pantron I Corp. , 

33 F.3d 1088, 1095 (9th Cir. 1994); FTC, Policy Statement on Deception , 

103 F.T.C. 174, 178 (1984). Under the statute, “a false advertisement 
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Bristol-Myers Co. v. FTC , 738 F.2d 554, 560 (2d Cir. 1984).  Whether a 

marketer has satisfied this standard in  a particular case is a question of 

fact that is established by evidence. See, e.g., Direct Mktg. Concepts, 

Inc., 624 F.3d at 8 ; Bristol-Myers Co. v. FTC , 738 F.2d 554, 558-60 (2d 

Cir. 1984); Simeon Mgmt. Corp. v. FTC , 579 F.2d 1137, 1143-44 (9th 

Cir. 1978). Where advertisers lack adequa te substantiation evidence, 

they necessarily lack any reasonable basis for their claims.  See 

Removatron,  884 F.2d at 1498.  And where advertisers lack a 

reasonable basis, their ads are de ceptive as a matter of law.  Direct 

Mktg. Concepts, 624 F.3d at 8; Removatron , 884 F.2d at 1498. 

Some claims made on product labels fall under the Dietary 

Supplement Health and Education Act of 1994 (DSHEA), Pub. L. No. 

103-417, 108 Stat. 4325, a separate (but complementary) scheme 

administered by the Food and Drug Administration (FDA).  Although 

DSHEA changed how the FD



 

 

Under a longstanding liaison ag reement, the FTC has primary 

responsibility for claims in dietar y supplement advertising; the FDA 

has primary – but not exclusive – resp onsibility for claims on labeling of 

dietary supplements.  See Memorandum of Understanding Between 

Federal Trade Commission and the F ood and Drug Administration, 36 

Fed. Reg. 18539 (Sept. 16, 1971).  The two agencies promote consistent 

standards in their respective progra ms, Doc.701-3 at 5, but use different 

enforcement procedures. The FTC ac ts mainly through retrospective 

enforcement actions agai nst individual cases of deception; the FDA 

typically adopts general rules governing labeling claims.  See, e.g., 

Pearson v. Shalala , 164 F.3d 650 (D.C. Cir. 1999). 

The FTC also publishes guidan ce to marketers of dietary 

supplements on how they can avoi d deception in dietary supplement 

ads. As most pertinent here, the Dietary Supplement Guide advises 

marketers about the need to ensure that “the research on which they 

rely is not just internally valid, but also relevant to the specific product 

being promoted and to the specific benefit being advertised.”  Doc.701-3 

at 20. To make that determinat ion, advertisers must consider a 

number of factors, including:  (1) ho w the dosage and formulation of the 
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after reviewing the ads, had “grave concerns” they would violate the 

injunction. Doc.700-105 (PX117).   

The new ads, echoed on the product packaging and labels, touted 

the products’ efficacy in causin g weight loss.  One ad, labeled 

“WARNING!” told consumers (in all caps) that Fastin is an 

“EXTREMELY POTENT DIET AID!  DO NOT CONSUME UNLESS 

RAPID FAT AND WEIGHT LOSS ARE YOUR DESIRED RESULT.”  

Doc.700-42 at 3 (PX46); Doc.700-46 at 3 (PX50).   

Like its earlier ads, Hi-Tech’s Fastin print ads included an 

endorsement by Dr. Wright, whose ea rlier endorsements were found to 

be unsubstantiated (and who is su bject to his own injunction).  See, e.g., 

Doc.700-39 at 3 (PX43) (“As a Weight Lo ss Physician I am proud to join 

Hi-Tech Pharmaceuticals in bringing  you a Truly Extraordinary Weight 

Loss Product.  I believe Fastin® is th e Gold Standard by which all Fat 

Burners should be judged.”). 

Hi-Tech’s ads for Lipodrene similarl y exclaimed, in all caps, that 

the product was a “REVOLUTIONA RY FAT ASSASSIN.”  Doc.700-48 

at 3 (PX52). The ads encouraged consumers to “[t]ry Lipodrene and 

watch the inches melt away,” see id., and promised, also in all caps, that 

12 







 

 

  

  

jointly and severally liable for compen satory sanctions in the amount of 

$40 million – Hi-Tech’s gross receipts for the relevant time period, less 

refunds and returns. Doc.650 at 18 -19, 22-23 & n.17.  The court found 

Dr. Wright liable for $120,000 – his ea rnings for his endorsement of 

Fastin. Doc.650 at 23-24 & n.19. 

D. First Appeal 

Appellants appealed the contempt sanctions, contending that, as 

applied by the district court, the inju nction did not comply with Fed. R. 

Civ. P. 65(d). This Court did not address that issue, holding instead 

that the district court had erred in denying appellants an  opportunity to 

make a factual record on substantiation.  Nat’l Urological Grp., Inc., 

785 F.3d at 483. It vacated the contempt order and remanded, 

instructing the district court to “exe rcise its discretion to determine the 

admissibility of any evidence offered by the [litigants] and make 

findings about whether any evidence of substantiation, if admissible, 

satisfied the standard of the inju nctions for ‘competent and reliable 

scientific evidence.’”  Id . 

E. Proceedings on Remand 

The court conducted a two-week bench trial between March 27 

and April 7, 2017. To address the components of “competent and 

15 



 

 

   

                                      

reliable scientific evidence” for Hi-Tec h’s causal efficacy claims, the FTC 

relied on Dr. Aronne. The FTC also  presented the testimony of Dr. 

Richard van Breemen, a Professor of  Pharmacy at the University of 

Illinois at Chicago (UIC), as a re buttal witness.  Dr. van Breemen has 

served as the Director or co-Dir ector for the UIC/NIH Center for 

Botanical Dietary Supplements Research since 1999. See Doc.966 at 85; 

Doc.952 at 130-131. Consistent with  the mandate of this Court, the 

district court granted appellants leave to designate multiple expert 

witnesses, notwithstanding conc erns about their credentials. 6 See 

Doc.966 at 101-112. 

6 For example, one of Hi-Tech’s witn esses, Dr. Gaginella, has experience 
in the field of weight loss derived so lely from his work as a consultant 
for Hi-Tech.  He has never conducted or worked as an investigator in a 
human clinical trial, and the last ti me he participated in lab research 
was in 1994, when he worked mainly in the field of gastroenterology.  
Doc.966 at 102; Doc.944-1 at 7-8. Anot her Hi-Tech witness, Dr. Lee, 
likewise has “very little experience in the field of weight loss.”  Doc.966 
at 103; Doc.947 at 52-53. He has no t published any papers or made 
presentations on the topic of weight management, and has neverultant 



 

 

 

 

  

 

 

Dr. Aronne described several qua lities that evidence must have 

before experts in the field of weight loss and metabolism will consider it 

“competent and reliable” to support a claim that a product will cause its 

user to lose weight. See generally Doc.945 at 42-125; Doc.946 at 4-24, 

123-135. Dr. Aronne offered his expert opinion, supported by the 

scientific literature.  See, e.g., Doc.941-2 at 81-92 (PX580); Doc.945 at 

50-53, 60, 66-67, 69, 72. As shown below, much of his testimony was 

supported by Hi-Tech’s own expert witnesses. 

First, studies must involve huma n clinical trials.  In vitro studies 

(those conducted in test tubes) an d animal studies can provide useful 

information, but “do not directly transl ate to efficacy in humans * * *.”  

Doc.952 at 146-147 (van Breemen); Doc.945 at 48-50 (Aronne).  Many 

ingredients have appeared to work on animals but failed as a treatment 

for humans.  See Doc.946 at 50, 54-55 (Aronne). 

Appellants’ experts agreed. See Doc.944-1 at 44-45 (Gaginella)); 

Doc.948 at 51-52 (La Puma), 199, 2 17 (Hoffman); Doc.947 at 72-73, 77-

78 (Lee). Dr. Gaginella described in vitro studies as a mere “screening 

tool” for “whether there’s any reason  to continue evaluating whatever 





 

 

                                      

yield accurate and reliable results. ”  Doc. 966 at 90; Doc.947 at 69-71 

(Lee); Doc.944-23 at 64-65 (DX132); Do c.948 at 223 (Hoffman); Doc.944-

1 at 42-43 (Gaginella); Doc.941-10 at 3 (PX536).   

Third, studies must be appropriately sized . Doc.966 at 91; 

Doc.941-2 at 84-85 (PX580); Doc.945 at  53-54 (Aronne); Doc.952 at 168-

69 (van Breemen). 7  A study must test enough subjects to ensure that 

the results are generalizable. Doc.966 at 91; Doc.941-2 at 84-85 

(PX580); Doc.945 at 53-55 (Aronne). Because, as even appellants’ 

experts agreed, small or “underpowered” studies are more likely to yield 



 

 

  

                                      
 

 

216, 224-226 (PX581); Doc.945 at 

DX132).  For example,









 

 

  

                                      

 

explained, was a memorandum Hi-Tec h’s attorney’s provided to Wheat 

while he was incarcerated. Doc. 966 at 37.  Four Hi-Tech attorneys 

advised Wheat that several proposed Fastin claims “would run afoul of 

the injunction.” 11 Id . (citing Doc.700-105 at 2-6). See also Doc.618 at 

101-102, 113, 119-121 (Kelley). 

The “context” of the injunction when it was entered in June 2008 

also showed that appellants understood  its requirements.  It contained 

“the very same ‘competent and relia ble scientific evidence’ language 

that [the district court had] discu ssed in the summary judgment order” 

issued earlier. Doc.966 at 43. Th e summary judgment order ruled that 

“competent and reliable scientific  evidence” meant the standard 

described by Dr. Aronne “because [appellants] had failed to challenge 

that level of substantiation with their own expert evidence.”  Doc.966 at 

43. After finding that injunctive relief was appropriate in that same 

order, the court cautioned appellants that the injunction “[might] be 

broader [in scope] than the violations alleged in the complaint.”  Id . 

11 The district court had previo usly ruled that the memo was 
admissible because appellants had wa ived attorney-client privilege.  See 
Docs.365, 433, 470, 845, 935. Appellants do not challenge that ruling 
here. 
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 (quoting FTC v. Nat’l Urological Grp., Inc ., 645 F. Supp. 2d 1167, 1215 

(N.D. Ga. 2008)). 

The district court found yet “ano ther indication that [they] 

understood their obligations” in appellants’ failure to object to the 

definition of “competent and reliable scientific evidence” at the time the 

injunction issued. Doc. 966 at 39-41.  Appellants ha d objected to Section 

II of the injunction (which includ es the injunction’s standard of 

substantiation) only as to erectile dysfunction products, and not as to 

weight-loss products. Doc.966 at 42. 

The court also rejected appellants’ contention that the injunction 

was an invalid “obey-the-law” injunc tion.  Doc.966 at 57-59. The court 

held that an order requiring appella nts to substantiate their efficacy 

claims is a prohibition of specified conduct.  Id . 

b. Hi-Tech did not substantiate its claims . The court determined 

that appellants had failed to substantiate their claims.  Doc.966 at 63-

117. As an initial matter, the distri ct court firmly rejected appellants’ 

“baseless” efforts to exclude Dr. Aronne’s testimony.  Doc.966 at 82. 

The court cited the “precise detail”  and consistency with which Dr. 

Aronne has addressed the relevant issues – i.e., (a) what constitutes 
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“competent and reliable scientific ev idence” sufficient to substantiate 

causal efficacy claims; and (b) whet her appellants’ studies met that 

standard. The court also rejected a ppellants’ efforts to exclude Dr. van 

Breemen, citing his “helpful” descri ptions of “numerous examples” of 

experts in the field of pharmacology  “doing precisely what [appellants] 

claimed to be virtually impossible.” Doc.966 at 84-85. 

Turning to appellants’ efforts to substantiate their claims, the 

court observed “it was clear that no one, whether retained by Hi-Tech or 

not,” performed a controlled clinical study of any kind on any of the four 

products at issue. Id . at 64. Although Hi-Tech relied on clinical studies 

of a different supplement known as “Meltdown,” those studies did not 

support claims for Fastin, Stimerex -ES, Lipodrene, and Benzedrine 

because Meltdown has “significantly different ingredients, potencies, 

and formulations than the produc ts at issue in this case.”  Id . at 65. 

The court also found that the Meltdo wn studies could not substantiate 

Hi-Tech’s advertising claims because they did not measure weight loss, 

fat loss, or appetite suppression. Id . at 65, 99. 

The court similarly rejected appellants’ reliance on studies of two 

other Hi-Tech products ( i.e., Fastin-XR and Fastin-RR) on the ground 

26 





 

 

 On that record, the district co urt concluded that appellants had 

not bridged the “analytical gap” betw een their product claims and their 

purported substantiation. Doc.966 at  115.  The court explained that 

appellants “very clearly” represente d that their products caused a 

specific result – e.g., weight loss, fat loss, or effect on metabolism or 

appetite. Id . And appellants’ experts di d not address whether their 

evidence substantiated their claims. Instead, they testified only to 

whether the products would “aid” or “support” a certain effect.  

Appellants’ claims “[did] not match the science.”  Doc.966 at 114. 

Appellants’ evidence therefore failed a fundamental requirement 

of the injunction – that Hi -Tech support its claims for products , not 

ingredients.  See Doc.230 at 12. In the absence of competent and 

reliable scientific evidence for thei r causal claims, appellants were in 

contempt of the injunction. 

c. Contempt sanctions . The court found Hi-Tech, Wheat, and 

Smith jointly and severally liable for $40 million in contempt sanctions, 
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which it calculated as the gross sale s receipts from the four products, 

less refunds and returns. 14 See Doc.966 at 127-32. 

STANDARD OF REVIEW 



 

 

 

them either before the district cour t when it entered the injunction and 

called for objections to it or before this Court in their initial appeal.  See 

McComb v. Jack sonville Paper Co ., 336 U.S. 187, 192-93 (1949) . They 

do not get another bite at the apple. 

Nothing supports appellants’ cont ention that they should be 

excused from waiver because they co uld not have known until trial that 

the standard of substantiation pr escribed by the injunction is 

“hopelessly vague.” Br. 37. Their own communications, with each other 

and with their lawyers, consistently  show that they understood exactly 

what the injunction required, includ ing product-specific tests.  They 

nevertheless decided, quite knowingl y, to ignore those requirements 

and risk contempt in favor of a marketing potentially lucrative 

products. Accepting appellants’ theor y would allow anyone bound by an 

injunction to experiment with cont empt and then claim confusion once 

they are caught.  This Court and others have repeatedly rejected that 

approach. 

2. The injunction requires appe llants to have “competent and 

reliable scientific evidence” to suppo rt their causal claims of weight- 

and fat-loss. The injunction itself provides a definition of “competent 
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and reliable scientific evidence:”  “[t]ests, analyses, research, studies, or 

other evidence based on the expertis e of professionals in the relevant 

area, that has been conducted and evaluated in an objective manner 

* * * using procedures generally acce pted in the profession to yield 

accurate and reliable results.” Doc. 230 at 5. Despite ample 

opportunity to make a factual re cord on remand, appellants did 

notsatisfy the standards pres cribed by the injunction. 

Their methodologically flawed studies assessed only ingredients 

and products with different formulat ions from the ones at issue.  

Testimony by a renowned expert in weight-loss and obesity showed that 

appellants’ studies did not support th eir claims under the requirements 

of the injunction. Appellants’ own experts did not fundamentally 

disagree; their testimony stopped short of concluding that the results of 

appellant’s studies substantiated the claims that the products caused 

weight loss. 

3. The district court did not impu te to Smith the conduct of 

others when it held him jointly an d severally liable for compensatory 

sanctions.  Smith, Hi-Tech’s Senior Vice-President in charge of sales, 

participated directly and substantially in Hi-Tech’s promotion of its 
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weight-loss products.  He is indivi dually bound under the injunction 

and thus is obliged to ensure that advertising claims for his products 

had the substantiation required by th e injunction. He failed to do so and 

is therefore individually culpable. 

ARGUMENT 

I. Appellants Forfeited Their Facial Challenges To The 
Injunction, But Their Claims Are Meritless 

Appellants devote the bulk of th eir brief to an attack on the 

injunction.  They claim that they cannot be held in contempt because 

the injunction was insufficiently sp ecific and could not be understood 

within its four corners. Appellants waived that claim by failing to raise 

it at the proper time below, but it is wrong in any event. 

A. Appellants Did Not Challe nge The Injunction In Their 
Initial Appeal And May Not Do So In a Contempt 
Proceeding 

An alleged contemnor may not aw ait contempt proceedings to 

challenge an injunction if it ha d an earlier opportunity to seek 

clarification of the injunction’s constraints.  Thus, where  the subject of 

an injunction “ could have petitioned * * * for a modification, 

clarification or construction of th e order,” but instead “undertook to 

make [its] own determination of what the decree meant,” it waived any 
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proceed in the face of the injunc tion and make an after-the-fact 

contention that it is unduly vague.”  TiVo, Inc ., 646 F. 3d at 885 (citing 

McComb, 336 U.S. at 192) . That holding applies here foursquare. 

B. The Injunction is  Valid and Enforceable 

But even if appellants may challenge the injunction now, their 

claims fail. 

First, appellants are wrong that  the underlying order is an 

unenforceable “obey the law injunction .”  An “obey the law injunction” 

directs compliance with a statute or regulation without providing those 

enjoined with standards by which their conduct will be judged.  See, 

e.g., SEC v. Smyth , 420 F.3d 1225, 1233 n.14 (11th Cir. 2005) (order 

tracking provisions of statute or regulation); Burton v. City of Belle 

Glade, 178 F.3d 1175, 1200-01 (11th Cir. 1999) (order prohibiting 

discrimination on the basis of race in municipal annexation decisions).  

The applicable law, the FTC Ac t, prohibits “unfair” and 

“deceptive” acts or practices.  15 U. S.C. § 45.  The injunction plainly 

does not merely command appellants to obey that law.  Recognizing as 

much, appellants rely on the Comm ission’s Dietary Supplement Guide 

to argue that “the terms of [the] inju nction * * * are as general as the 
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contours of the [FTC] law itself.”  Br. 54. Nothing in the Guide supports 

that contention. It does not have the force and effect of law.  It was not 

published in the Federal Register or issued under the rulemaking 

procedures of the Administrative Pro cedure Act.  It merely describes 

how principles of ad interpretation  and substantiation apply in the 

general context of dietary supplement advertising, using examples that 

“have been simplified to illustrate one or two specific points.”  Doc. 701-



 

 

 

 

 

                                      

Beach Blood Bank, Inc ., 1143 F.3d 1407 (11th Cir. 1998), for example, 

the Court vacated a preliminary inju nction because the defendant could 

not discern whether it was engaging in prohibited conduct.  American 

Red Cross, 1143 F.3d at 1411-12. Similarly, in Hughey v. JMS Dev. 

Corp., 78 F.3d 1523 (11th Cir. 1996), cited repeatedly by appellants , the 

injunction prohibited any discharges of stormwaters in “violation of the 

Clean Water Act.” The defendant could not know which of numerous 

mechanisms for stopping discharges might suffice.  It was “incapable of 

enforcement as an operative command.” Hughey, 78 F.3d at 1531-32. 

Similarly, in Gates v. Shinn , 98 F.3d 463, 467 (9th Cir. 1996), the 

injunction required pris on officials to identify  “appropriate psychiatric 

evaluation and treatment * * * as medi cally indicted,” as required by a 

consent decree. There was a bona fide dispute as to competing 

standards of care, but nothing in th e decree itself to provide further 

guidance.  Id . at 471-72. Appellants cannot credibly claim such 

confusion, as the district court disc ussed at length and as we discuss 

next. 17 

17 Appellants’ other cases are likewise inapposite. In H.K. Porter Co. 
v. National Friction Prods. Corp. , 568 F.2d 24 (7th Cir. 1977), the order
at issue did not even impose an operative command.  As the court 
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Court relied on “evidence that [the defendant] understood these 

obligations well” to conclude that the order was valid and enforceable.  

Id . at 812. See also Tom James Co. v. Morgan, 141 F. App’x 894, 897-98 

(11th Cir. 2005) (order prohibiting ex-employee from selling “clothing 

and wardrobe accessories” of the type  sold by company was sufficiently 

definite in light of ex-employ ee’s familiarity with company’s 

merchandise). 

Here, the evidence overwhelmingly demonstrates that “both 

Wheat and Smith understood that in order for their advertising claims 

to be substantiated by ‘competent and reliable scientific evidence’ the 

injunctions required RCT’s of the products.”  Doc.966 at 32 (citing 

“voluminous documentary evidence”). Appellants’ own communications 

tell the story. For example, Wheat complained to several of his 

employees that he was unable to obta in legal clearance for his Fastin 

advertising, stating “ there is nothing we can sa y without doing a double-

blind placebo study so nobody would sign off on that. ” Doc.700-88 at 3 

(PX94) (emphasis added). Similarly,  he emailed Smith acknowledging 

that, due to the district court’s summary judgment decision, the FTC 

could win “ any advertising case  that a company has not done a double-





 

 

 

                                      

 

assume that [the district court] woul d take the position consistent with 

the FTC that double-blind, clinical tr ials of the product were necessary 

to substantiate the representation ” precisely because that “is the 

premise upon which the FTC Injunction is based.”  Id . 19  Given that 

straightforward advice, appellants ca nnot credibly claim they could not 

understand the attributes of ‘compete nt and reliable scientific evidence 

until “years after the fact.” Br. 32. 

Appellants contend that the district  court’s ruling amounts to “a 

variation of the estoppel argument pr eviously rejected by this Court.” 

Br. 43. The argument is that the co urt rejected appellants’ unsupported 

disclaimers of knowledge on the ground that “the scope of the 

injunction’s substantiation standard  has been a decided issue in this 

litigation for almost a decade.” Do c.966 at 56-57.  To appellants, that 

means that the court effectively gave its earlier ruling preclusive effect. 

Appellants are wrong. When th is Court reversed the earlier 

judgment, it did not nullify the pr oceedings on which the disputed 

injunction was based and that informed its provisions.  Rather, it 

19 Appellants try to dodge the devas1.01j7 bn th3pf-8 Terojudgmeundersta5.9(understa5.9e -.bam[2.0006 Tscr9rP <<o
0.08 Tt)-5ive eff<<o2judTj
 th.9(u.98yroduct tham a istene /L that )Tj
0.0004 Tc 0.00-f<<o2ju-5.90 -4.81expj7 [(variati8 Td
osuucts twhich t,] woul)Tj
0.0007 Tc 0.0004 T115.837 0 Td
 Td
[7,  ated andonect8 Td
(cohe ported)]TJ
-0.0002 Tc 0.00-04 T11-5.902nderstwhiir
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rejected only the district court’s refusal to allow appellants to make a 

factual record that they satisfied the standard of the injunction.  Nat’l 

Urological Grp., Inc ., 785 F.3d at 483. The district court addressed that 

problem on remand when it scrupulo usly followed this Court’s mandate 

by allowing appellants to present six separate substantiation experts 

and devoted 34 pages of written opinio n to consideration of the evidence 

they presented. Doc.966 at 78-112. The court appropriately considered 

the long history of the case as further evidence that appellants 

understood the injunction’s requ irements.  Doc.966 at 57. 

In the underlying enforcement acti on, the district court, citing 

uncontroverted expert testimony, fo und that “to substantiate weight-

loss claims for any product, incl uding a dietary supplement,” an 

advertiser must have “independe nt, well-designed, well-conducted, 

randomized, double-blind, placebo-contro lled clinical trials, given at the 

recommended dosage involving an a ppropriate sample population in 

which reliable data on appropriate end points are collected over an 

appropriate period of time.” Doc. 219 at 65.  The court also credited 

unchallenged expert testimony that such trials must be conducted “on 

the product itself,” and not on a different product with a different 
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on the product at issue and the claim made about it.  In these 

circumstances, the requirements pr escribed by the district court for 

such evidence “[were] as specific as  the circumstances [ ] permit[ted].”  

FTC v. Colgate-Palmolive Co ., 380 U.S. 374, 393 (1965).   

To require the district court to delin eate – in the injunction itself – 

the specific scientific substantiati on applicable to every conceivable 

claim for every conceivable covered product would demand implausible 

feats of prognostication.  In other cases and other contexts, it might be 

both possible and appropriate for th e district court to craft such an 

order. 20  But to conclude that the distri ct court was required to do so 

here would unjustifiably intrude on the discretion of the district courts 

to craft orders that protect the publ ic from marketers who offer multiple 

products, each requiring a specific degree of scientific substantiation, 

and who can readily transfer thei r practices from one product to 

another, just as appellants did here. Courts have long recognized the 

20 For these reasons, it proves no thing that other injunctions in 
different cases covering different products are drafted differently.  See 
Br. 15 n.2. All of those injunctions were consented to by the parties and 
were not entered in the context of a full-blown summary judgment 
proceeding, complete with expert declarations, that fleshed out the 
meaning of the operative clause.  See Br. 8. And no matter what, none 
of those other injunctions remotely  undermines the fact that appellants 
understood the one that applied to them.     
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need for flexibility in crafting inju nctive orders intended to prevent 

recurrence of illegal conduct. See, e.g., Colgate-Palmolive Co ., 380 U.S. 

at 394-95 ; FTC v. Grant Connect, LLC



 

 

  

                                      
 

1525, 1528-29 (11th Cir. 1992) (citing Maggio v. Zeitz, 333 U.S. 56, 59 

(1948)). 

Furthermore, in LabMD, the Court focused on the absence of a 

“meaningful standard” as to “what constitutes a ‘reasonably designed’ 

data security program.”  LabMD, 2018 WL at *11. But the injunction 

entered by the court here provides a “meaningful standard” because it 

specifically defines “competent and reliable scientific evidence.”  The 

definition, which requires the district  court to determine – based on the 

“expertise of profession als in the relevant area” – whether studies relied 

on by marketers were conducted in accordance with “procedures 

generally accepted in the professi on to yield accurate and reliable 

results” provides the touchstone for evaluating evidence that the Court 

found lacking in LabMD. 21 

21  The district court properly ex ercises discretion in determining 
whether appellants have “competent and reliable scientific evidence.” 
For example, the determination whethe r a particular professional is an 
expert in the “relevant area” is a ma tter of order interpretation that is 
committed to the discretion of the district court.  See FTC v. Garden of 
Life, Inc., 516 F. App’x 852, 857 (11th Cir.  2013).  The district court’s 
evaluation of expert evidence  to determine compliance is a 
“quintessentially factual determination”  that is disturbed only for clear 
error. Id. at 856-57; see also Tom James , 141 F. App’x at 898 (finding 
district court appropriately consider ed expert testimony in contempt 
proceeding through proffers). 
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supra. Thus, the injunction required them to offer evidence that Hi-

Tech’s products caused the advertised effects. But of six experts 

designated by appellants themselves, five testified that Hi-Tech’s 

evidence did not show that the products cause any weight or fat loss. 

Not one would say either that studies of specific ingredients or clinical 

trials of products with formulations different from the products at issue 

could substantiate appellants’ claims that their products caused weight 

and fat loss. Doc.966 at 97-117. 

For example, Dr. Gaginella was flatly unwilling to opine that the 

claims for Fastin were substantiated; at best, he suggested that “it’s 

quite possible, but I—I can’t say absolutely yes it would or it wouldn’t.”  

Doc.966 at 103; Doc.944-1 at 34. Dr. Lee similarly testified that “the 

products, based on the mechanism of action, could cause weight loss.”  

Doc.966 at 103; Doc.947 at 57-59. 22  Dr. La Puma also testified that Hi-

Tech’s products “would aid in fat loss and weight loss,” not – as Hi-Tech 

told consumers – that they would cause those effects. See Doc.966 at 

104; Doc.948 at 39-41, 44-46. Dr. Jacobs similarly admitted that his 

22 In his expert report, Dr. Lee opined that the products could “aid” in 
rapid or substantial weight or fat loss “as part of [a] program of diet and 
exercise.” Compare Doc.944-23 (DX132) with Doc.947 at 57-59. 
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opinion was limited to whether the Hi-Tech products would “aid” in 

weight or fat loss. Doc.950 at 66-67, 69-70.  He repeatedly conceded 

that “it was inappropriate to use the word ‘cause’ in connection with any 

of the Hi-Tech products.” Doc.966 at106; Doc.950 at 67, 70, 78, 179.  

Such testimony does not show that appellants had substantiation for 

their unequivocal causal claims under any reading of “competent and 

reliable scientific evidence.” 

Dr. Hoffman’s testimony directly undercuts appellants’ case.  He 

admitted outright that several of Hi-Tech’s claims were not 

substantiated. Doc.948 at 183-186; Doc.966 at 105.  They included 

claims that “[Fastin] [i]ncreases the release of norepinephrine and 

dopamine for dramatic weight loss,” “EXTREMELY POTENT DIET 

AID! DO NOT CONSUME UNLESS RAPID FAT AND WEIGHT LOSS 

ARE YOUR DESIRED RESULTS,” and “[Benzedrine] simply blows fat 

away!” He also acknowledged that he was not offering any opinion at 

all on the Hi-Tech products, and was merely opining that the 

ingredients in the products had the “potential” to cause weight loss.  

Doc.948 at 175. 
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Even the most supportive of appellants’ experts, Dr. Heuer, 

needed to extrapolate – from acute to long-term effects and from animal 

and in vitro studies to humans – and then assume that a faster heart 

rate and faster metabolism cause weight loss. See Doc.966 at 107; 

Doc.951 at 162-164. At the same time, he admitted that he knew no 

scientist who would use such methods to justify a claim of causation.  

Doc.951 at 131, 135. Given that admission, Dr. Heuer’s testimony is not 

“evidence” supporting appellants’ claims, but is at most “speculation 

and conjecture” or a “leap of faith” that does not support a claim of 

causation.  Rider v. Sandoz Pharms. Corp., 295 F.3d 1194, 1201-02 

(11th Cir. 2002); see also Gen. Elec. Co. v. Joiner, 522 U.S. 136, 146 

(1997) (a court may conclude there is too great an analytical gap 

between the data presented and the opinion proffered).23 

Clinical studies of a different di

http:proffered).23
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permit any conclusions about Meltdown’s effect on metabolism over a 

longer time period. Doc.944-14 at 35 (DX108); Doc.948 at 213 

(Hoffman). Dr. Hoffman also agreed with Dr. Aronne that because the 

Meltdown studies did not directly measure weight or fat loss, they could 

not substantiate weight loss or fat loss claims for any product (even 

Meltdown). Doc.948 at 215-216; see also Doc.944-14 at 35 (DX108) 

For similar reasons, clinical studies of Fastin XR and Fastin-RR 

also fail to support the claims made.  Like Meltdown, Fastin-XR 

contains ingredients that are absent from regular Fastin.  In addition, 

the common ingredients are present in different amounts in the two 

products. Doc.941-2 at 95-97 (PX580), 333 (PX514).  Hi-Tech recognized 

that the difference was significant, claiming in its ads for Fastin-XR 

that the product was more potent than regular Fastin because of its 

different formulation. Doc.700-63 at 3 (PX67).  In addition, the Fastin-

XR study measured metabolism over only three hours.  Thus, it could 

not substantiate weight loss, fat loss, or appetite claims, and could not 

substantiate any metabolism claim beyond three hours.  Doc.945 at 117-

118 (Aronne); Doc.941-2 at 94 (PX580), 228 (PX581).   
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Studies of Fastin-RR are similarly unsupportive.  Like Fastin-XR, 

Fastin-RR has a significantly different formulation than the products at 

issue. Doc.941-2 at 95-97 (PX580); Doc.941-3 at 291-292 (PX598).  In 

addition, one of the studies of Fastin-RR studied metabolism, not 

weight or fat loss, and it lasted for only six hours – too short to draw 

any meaningful conclusions. Doc.946 at 14-15 (Aronne); Doc.950 at 75-

76 (Jacobs); Doc.941-2 at 228, 231 (PX 581).  Another study of Fastin-

RR, which lasted eight weeks, also was too short to substantiate causal 

weight and fat loss claims. 28  Doc.945 at 59-60 (Aronne); Doc.941-2 at 

85-86 (PX 580), 216-216 (PX 581). The consensus among experts in the 

field is that studies shorter than six months may show results that are 

merely transient. Doc.945 at 58-60 (Aronne); Doc.941-2 at 85-86 (PX 

580), 215-216, 224 (PX 581). 

28 Eight weeks was too short for the additional reason that appellants’ 
print and web ads did not contain an eight-week qualification.  See, e.g.,
Docs.700-40 (PX 44), 700-41 (PX 45), 700-48 (PX 52), 700-49 (PX53), 
700-54 (PX 58), 700-57 (PX 61), 700-58 (PX 62).  An eight-week
restriction appeared only on the safety warning on some of the products’ 
packaging, often on the inside 7 0 0-54 (PX 58), 700-57 (Pe-292 (PX598).  In 700-weight and fat l 0.0007only oa.923 -20 Td
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Finally, as the district court found, all the Fastin-XR and Fastin-

RR studies suffered from pervasive methodological flaws.  Doc.966 at 

100.29  Contrary to good clinical practice, the study investigator, Dr. 

Jacobs, participated as a study subject at the same time that he was 

carrying out the studies, a fact he concealed.  Doc.966 at 100. He also 

concealed the fact that his results were less favorable than those of the 

other study participants. Id. As Dr. Aronne explained, Dr. Jacobs’ 

methods reflected a “consistent pattern” that was “biased towards a 

positive result.” Doc.946 at 24 (Aronne). Dr. Jacobs ran the studies so 

that if he [didn’t] like the result, he [did] it again until he [got] the 

result that [he was] looking for and [did not] report it. Id. The studies 

are therefore not “competent and reliable scientific evidence” sufficient 

to support the opinions of appellants’ experts regarding claims that are 29



 

 

 

 

 

Appellant Smith separately contends that the district court 

improperly imputed the actions of others to him in finding him jointly 

and severally liable for compensatory sanctions.  The contention is 

baseless. 

The district court did not impute the conduct of others to Smith.  





 

 

 

 

 

                                      
 

advertising for the products at issue. See Doc.700-13 at 12-16, 22-26, 

33, 35 (PX18). This included negotiating prices, developing monthly 

advertising plans, and signing ad insertion orders.  See Doc.700-83 at 2 

(PX89); Doc.700-84 at 3 (PX90); Doc.534-10 at 314-316 (Smith Dep. at 

34-36).31 

Retailers and brokers viewed Smith as someone with authority, as 

reflected in their practice of contacting Smith when they were 

concerned about Hi-Tech’s claims – including specifically whether Hi-

Tech had substantiation for Fastin’s weight-loss claims.  See, e.g., 

Doc.700-82 at 3 (PX88); Doc.700-170 at 2-5 (PX223); Doc.700-171 at 2 

(PX224). Despite their concerns, Smith continued to fill retail orders 

and promote the products. The compensation he received – $375,000 in 

2012 alone – reflects his stature in the company.  Doc.618 at 65. 

In short, ample and uncontroverted evidence establishes that Smith 

directly engaged in the sale and promotion of weight-loss products in 

violation of the 2008 injunction.  He objects that he “did not have the 

power to change the advertising or order double-blind, placebo-

31 See Doc.534-10 at 314-17, 349-52, 392 (Smith Dep. at 34-37, 69-72, 
112); Doc.700-13 at 12, 16, 22-23, 27, 33, 35 (PX18); Doc.700-83 at 2 
(PX89); Doc.700-84 at 3-7 (PX90). 
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controlled trials.” Smith Br. 24. But his liability for contempt sanctions 

does not turn on that factor. He is individually prohibited by the 

underlying injunction from marketing and selling Hi-Tech products 

using unsubstantiated causal weight-loss claims – a prohibition he 

flouted.32  He is therefore jointly and severally liable with the other 

appellants for contempt sanctions.  See, e.g., Leshin, 618 F.3d at 1236-

37 (11th Cir. 2010) (quoting 

http:flouted.32


 

 

  
 

 
 

 
 

   
 

 
 

 

 

 
  

  
    

       
 

   

  

 

CONCLUSION 

The decision of the district court should be affirmed. 
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