
UNITED STATES OF AMERICA 
BEFORE FEDERAL TRADE COMMISSION 

OFFICE OF ADMINISTRATIVE LAW JUDGES 

In the Matter of 

BASIC RESEARCH, L.L.C, 

A.G. WATERHOUSE, L.L.C., 1 
KLEIN-BECICER USA, L.L.C., 
NUTRASPORT, L.L.C., 1 
SOVAGE DERMALOGIC LABORATORIES, L.L.C., ) 

d/b/a BASIC RESEARCH, L.L.C., 
OLD BASIC WSEARCH, L.L.C., 
BASIC RESEARCH, A.G. WATERHOUSE, ) 

BAN, L.L.C., ) DOCKET NO. 9318 
dhla  IUEIN-BECKER USA, NUTRA SPORT, and ) 
SOVAGE DERMALOGIC LABORATORIES, 1 

DENNIS GAY, 
DANIEL B. MOWREY, 

) 

d/b/a AMERICAN PHYTOTHERAPY RESEARCH ) 
LABORATORY, and 1 

MITCHELL K. FRIEDLANDER ) 

Respondents. 

RESPONDENTS' OPPOSITION TO COMPLAINT 
COUNSEL'S MOTION FOR PROTECTIVE ORDER 

Respondents Basic Research, L.L.C., A.G. Waterhouse, L.L.C., Klein-Becker 

USA, L.L.C., NutraSport L.L.C., Sovage Dennalogic Laboratories, L.L.C., Ban, L.L.C, 

Dennis Gay, Daniel B. Mowrey and Mitchell Friedlmder, file this Opposition to 

Complaint Counsel's Motion for Protective Order dated November 18, 2004 and state as 

follows: 
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I. INTRODUCTION 

i As part of its case in chief, Complaint Counsel will have to prove, inter alia, that 

Respondents' advertising contained certain fat and weight loss claims and that the level 

of substantiation possessed by Respondents somel~ow fell short of what was required. 

However, what level of substantiation the FTC believes was required is not clear. 111 fact, 

since filing the lawsuit, Complaint Counsel has consistently avoided disclosing that 

substantiation standard 
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the FTC's Expert Witness Dr. Stephen Heymsfeld--who has opined that double blind 

placebo controlled tests represent the requirement for adequate testing--has nevertheless 

failed to hold lumself to his purported standard.' 

In sum, the relief Complaint C o ~ m e l  
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30, 2000 denial of the Whitaker Rulemaking Petition, ("'Competent and reliable 

scientific 
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possessed. That level of substantiation, to be determined by reference to experts in ihe 

field, is the subject of the discovery to wl~icll the FTC now objects. 

At issue in the FTC's Motion is discovery designed to prepare the Respondents to 

cross-examine and rebut the testimony of the FTC's experts Dr. Stephen Heymsfeld and 

Dr. Robert Eclcels. Given that Dr. Heymsfeld and Eclcels are the FTC's experts, not 

surprisingly, their reports opine that the substantiation possessed by the Respondents 

failed to constitute adequate substantiation for the claims contained in Respondents 

advertising. Respondents, however, maintain, and have maintained from the s ta t  of tl5s 

litigation, that the standards which the FTC seeks to impose against them are vague, 

slufiing md ill defined. The amoq~hous quality of the FTC's standards has formed one of 

Respondents' major defenses against the FTC in this case. Further, Respondents believe 

and intend to prove at the upconling hearing that certain standards the FTC applies are 

inappropriate and do not constitute standards the relevant connnunityof experts believe 

are applicable to the evaluation of the efficacy of fat and weight loss claims or dietary 

suppleinents. 

111. DISCOVERY 

Based on the plain language of Coinmission Rule of Practice 53.31 and  under 

prevailing Commission and Federal authority, any discovery "reasonably related" to the 

allegations the FTC has made against Respondents or defenses to those allegations is 

permissible. See 16 C.F.R. § 3.31(c)(l) (emphasis added) ("klarties may obtain 

discovery to the extent that it may be reasonably expected to yield information relevant to 

the allegations of the complaint, to the proposed relief, or t o  
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(F.T.C. Jan. 20, 2004) ("Discovery sought in a proceeding before the Comnlission lllust 

be "reasonably expected to yield information relevant to the allegations of the comnplaint, 

to the proposal relief, or to the defense of any respondent."); Federal Z'rade 
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witnesses to establish generally what level of substantiation experts in ihe relevant field 

deem adequate. 

To prepare for cross-examination and rebuttal of the FTC's experts concerning 

those general conclusions, Respondents promulgated the discovery requested ill 

Specifications 8, 9, 10 and 11. The requests seelc infonnation that relates to what the 

relevant scientific coinmuuiy considers adequate with respect to weight loss, fat loss, 

obesity and dietary supplements. Dr. Heymsfeld's Orlistat study is illustrative. Dr. 

Heymsfeld was one of the principle iiwestigators in a test of tlus weight loss product 

wherein he referred to the test as a double blind placebo controlled study. A carehl 

review of the published article, however, demonstrates that his study failed that standard. 

Yet, he considered his results valid and publishable. In his current Expert Report, Dr. 

Heymsfeld, yet again, alleges that double blind placebo controlled testing is the standard. 

Respondents are entitled to probe this inconsistency and to seelc others.. 

Respondents arc also seeking other incoilsisteilt positions maintained by the 

FTC's experts that will allow Respondents to show, inter a h ,  (1) that the substantiation 

standad against which the FTC j~~dged Respondents advertiseinents is not, in fact, the 

standard applied by relevant experts in the field; (2) that application of the regulatory 

inecl~misin violates the Constitution; and (3) that substantiation disregarded by the FTC 

in actuality would have been considered adequate under the standards of the relevant 

scientific community. All of those issues are relevant to the Respondents' defenses and 

therefore discoverable. 
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In its effort to prevent Respondents' discovery, Conlplaint Counsel grossly 

overstates the holding in Dura Lube Corp., 9292, 1999 F.T.C. Lexis 254 (Dec. 15, 1999). 

Fundamentally, Dwa Lube stands for the proposition that expert discovery is 

important tool 
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of experts considers adequate. Other documents wl~ereiil the Experts have espoused 

different viewpoints as to what constitutes adequate substantiation or different instances 

where they have applied or sanctioned other standards are all related to one of the main 

issues on wluch they will testify, what substantiation Respondents should have possessed 

and whether Respondents did. The Court sliould thus allow Respondents' discovery 

request so 
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Complaint Counsel's objections to Specifications 13-19~ are similarly based on 

their misapprehension as to the scope of discovery because Coinplaint Counsel fails to 

appreciate that in judging the challenged products and advertisements, the FTC is 

invoicing a generalized standard that it believes and inust prove exists. As discussed 

above, Drs. Heymsfeld and Eclcels have opined and are expected to testify as to the level 

of substantiation the FTC maintains advertisers should possess for advertising claims. 

Thus their testimony will of necessity go beyond the specific products cllallenged and 

attempt to establish the consensus of opinion for this field as a whole as to what 

constitutes competent and reliable scientific evidence for the types of claims made in the 

ads. 

Specifications 13-19 are all relevmt to that inquiiy. They relate to whether what 

the Experts contend is sficient for competent and reliable scientific evidence is in fact 

the standard the field accepts and whetl~er it is a standard they themselves have 

consistently maintained. For example, the Experts have opined as to what constitutes an 

adequate scientific test. Certainly it is relevant for cross-examination to confiont those 

Specifications 13-19 provide: Specification 13 seeks, "all documents pertaining to 

to 
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witnesses wit11 evidence of studies they theillselves have designed and claimed to be 

adequate that failed to meet the standard they now propose. These Specifications elicit 

that infornlation. 

More specifically, Specifications 16-19 directly relate to another defense theory, 

Illat the FTC in essence llolds sellers of dietary supplements improperly to the same level 

of substantiation applicable to pharmaceutical testing. Thus Respondents believe and 

intend to raise at tiial that the FTC's experts are applying standards of substantiation 

which are perhaps proper for ilie regulation of pharmaceuticals by the Food and Dlug 

Admiuistration but in fact do not constitute to the level of substantiation that the relevmt 

coinn~unity of experts in the area dietary supplements and weight.and.fat loss apply. 1 

Finally, as above, Complaint Counsel has substituted mere assertion of burden for 

evidence of burden. See Conzpagnie Francais, suDra. Complaint Counsel has failed to 

demonstrate that compliance with Specification 16-19 in this case would impose any real, 

significant burden. Accordingly, this Co11i9 should disregard Complaint Counsel's 

unsubstantiated assertions. 

Coinplaint Counsel's objections to Specification 23 and 248 of the Subpoena to 

Dr. Heyinsfeld once again ask illis Court and Respondents to ignore the fkdamental role 

8 Specifications 23 and 24 provide: Specification 23 seeks "all records and documents of whatever 
kind reflecting side effects experienced by subjects in control or placebo groups during the study titled 
Weight conl~ol and Risk Factor Reduction in Obese Subjects Treated for 2 Years wit11 Orlistat: A 
Randomized Controlled Trial . . . You may prcvide redacted records or documents redacting identifying 
information concerning the test subjects including but not l i e d  to name, address, telephone number, 
social security number or similar." Specification 24 seeks "all records and documents of whatever lcind 
reflecting comments by subjects concerning or related lo any side effects experienced by subjects in control 
or placebo groups during the study titled Weight Control and Risk Factor Reduction in Obese subjects 
Treated for 2 Years wit11 Orlistat: A Randomized Controlled Trial . . ." 
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the FTC asks Dr. Heymsfeld to play in establishing what constitutes competent and 

reliable evidence in the context of the Respondeilts advertisements. It bears repeating 

though, as part Respondeilts 
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to whether what he opines to in ihis matter is in fact accurate. Whether the specific 

inaterials are admitted into evidence subsequently is irrelevant. See Fed.R.Civ.Proc. 

26(b)(l) ("Relevant information need not be admissible at trial if the 
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Complaint Counsel's second argument is more substantive but also ilusses the 
I 

point. The Subpoenas are relevant to the issue of what experts in the field of weight loss 

consider competent and reliable evidence. As discussed above, despite Dr. Heymsfeld's 

design and intelltion, the Orlistat study was unblinded by side effects associated with 

subjects takilg Orlistat. In fact, it appears side effects made virtually any double blind 

study of Orlislat iinpossible. Whether studies of certain dietary supplements including 

some of the cl~allenged products can ever be double blinded for the same reasons is an 

issue the Respondents have raised in defense. The Subpoenas seek evidence to fiu-tl~er 

clarify what happened during the study and whether in fact the study wluch Dr. 

Heymsfeld contended was a competent study comported with the standards wluch the 

FTC has imposed against Respondents. Accordingly, the discovery sought by the 

Subpoenas while ostensibly focusing on other products nevertheless relate to a central 

issue here, what rele09 0 Td
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Similarly, these Witnesses should be allowed to testify as to the results and 

conclusions of their studies. They were not retained specially for this litigation and their 

lsnowledge as to the conclusions and results of their studies stems from being actors and 

observers in the studies not retained or enlployed experts. Accordingly, there was no 

requireinent to list thein as Expert Witnesses. And, fiu-tller, any evidence they may give 

will not constitute Expert Witness testimony but rather fact evidence. The results of their 

studies as to the efficacy of aminophylline gels do not constitute expert testiinolly in this 

context because they merely report the results and conclusions reached. 

F~utherinore, ihe relief requested by Conlplaint Counsel, i.e. precluding inquiry 

into the results of the studies serves no purpose at tlus point. The more sensible course of 

action is to allow the depositions to go folward without limitation as to scope. In the 

uillilcely event that Complaint Counsel can establisl~ that the testimony elicited by the 

witnesses qualifies as Expert Testimony and should tl~erefnre be excluded, this Court can 

always address the issue at trial as a question of adtilissibility. 

Complaint Counsel has raised a further uu-ounded objection pertinent to only : . .  

deponents Lelunan and Shirley. Coinplaint Counsel contends that becai~se these 

individuals were not listed on the Preliminary Witness List, Respondents should not be 

allowed to depose them. The Prelin~inay Witness List, however, was inerely a good 

faith listing. That Respondents did not list the specific identities of the Witnesses at that 

time does not violate their obligations. Final Proposed Witness Lists are not due until 

February 8, 2005. If Complaint Counsel believes that S l ~ l e y  and Lelunan should be 

excluded from testifying because Respondents did not list them on their Preliminary 

Witness List, they should raise those objections at that time. Futher, as discussed above, 
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the testimony sought from these witnesses is not Expert Testimony but rather Fact 

Testimony. Because the discovery sought from these witnesses is both admissible and 

reasonably calculated to lead to the discovery of admissible evidence, the depositions 

should be permitled to go forward. 

VII. CONCLUSION 

For tJle forgoing reasons, Complaint Counsel's Motion for Protective Order 

should be denied. The discovery Respondents have sought is proper and focuses on 

issues central to tlus litigation. 

Respectfully submitted, 



� odd M. Malynn 
Gregory L. Hillyer 
Christopher P. Demetriades 
FeldmanGale, P.A. 
Miami Center, 19"' Floor 
201 South Biscayne Blvd. 
Miami, Florida 33 13 1 
Tel: (305) 358-5001 
Fax: (305) 358-3309 

Attorneys for Respondents Basic Research, 
LLC, A.G. Waterhouse, LLC, Klein-Becker 
USA, LLC, Nutrasport, LLC, Sovage 
Dermalogic Laboratories, LLC and Ban, 
LLC 



8 
Mitchell K. Friedlander 
c/o Compliance Departinent 
5742 West Harold Getty Drive 
Salt Lake City, Utah 841 16 
Telephone: (801) 414-1800 
Facsimile: (801) 517-7108 

Pro Se Respondent 



I 
DATED this day of D~(+&mb!? I, 2004. 

- 
Attorneys for Respondent Dennis Gay 



PETERS SCOFIELD PRICE 
A Professional Corporation 
340 Broadway Centre 
11 1 East Broadway 
Salt Lake City, Utah 841 11 
Telephone: (801) 322-2002 
Facsimile: (801) 322-2003 
E-mail: r$@psplawyers.com 

Attorneys for Respondent Daniel B. Mowrey 



CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that a true and correct copy of the foregoing was provided 
to the following parties this 2nd day of December, 2004 as follows: 

(1) One (1) original and two (2) copies by FederaI Express to Donald S. 
Clark, Secretary, Federal Trade Commission, Room H-159, 600 Pennsylvania Avenue, 
N.W., Washington, D.C., 20580; 

(2) One (1) electronic copy 



CERTIFICATION FOR ELECTRONIC FILING 

I HEREBY CERTIFY that the electronic version of the foregoing is a true and 
correct copy of the original document being filed this same day of December 2,2004 via 
Federal Express with the Office of the Secretary, Room H-159, Federal Trade 
Conmission, 600 Pennsylvania Avenue, N.W., Washington, D.C. 20580. 

ey/- 
STOPHER P. DEMETRIADES 
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