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Sovage Deimalogic Laboratories, LLC, Ban, LLC, Dennis Gay, Daniel B. 
I 
I 

Mowey, P11.D and Mitchell I<. Friedlander (collectively "Respondents"), hereby file their 
I 

Opposition to Complaint Counsel's Motion to Strike Respondents' Additional Defenses, and in 

support thereof state as follows. 
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11. ARGUMENT 

A. Motions to Strike Defenses are Disfavored. 

Motions to strike defenses are "viewed with disfavor." FTC v. Conznzon~ealth 

Marketing G~oup, Inc., 72 F.Supp.2d 530, 545 (1999); In The Matter Of Dura Lube 

Corporation, et al., 1999 WL 33577395 *I (F.T.C.). They should be denied, ' M e s s  the 

I insdficiewy of the defense is 'clearly apparent."' Id. (citing Cfpollone v. Liggett Group, Inc., 

789 F.2d 181, 188 (3rd Cir. 1986)). Consequently, to succeed on a Motion to Strike, Complaint 

Counsel must show that the cl~allenged allegations "are so unrelated to the [Respondents'] claims 

as to be unworthy of any consideration as a defense and that [Complaint Counsel] is prejudiced 

by the presence of the allegations in the pleading." Id. (citing Great West L$e Assuv. Co. v. 

Levithan, 834 F.Supp. 858, 864 (E.D.Pa 1993)). Accord In the Matter Of Dura Lube 

Cou9a5o7*C 
BT710 0 12.75 5/BBox [176.3987 466.919presence Counselube 
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this manner. Dura Lube, 1999 WL 33577395 at *1-2. The ALJ held that decisions considering 

both the relevance of the defenses and the potential for prejudice to Complaint Counsel were 

more persuasive. Id., citing Home Shopping Network, 1995 FTC LEXIS 259 (inotions to strike 

will not be granted "unless their presence unduly prejudices the opposing party") and Synchronal 

C o p  et al., 1992 FTC LEXIS 61, *I (Mar. 5, 1992) ("a motion to strike will be denied not only 

if there are disputed questions of fact or law but also when there is a 

citing et 

citing 
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makes express and implied claims in advertisements. The standards fail and have 
failed to provide reasonable persons, includiilg Respondent, with fair notice as to 
whether coiltemplaled claims in advertisements, 
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doctrines-which regulate dietary supplement and weight-loss claims and 
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concerning their Constitutional defenses. Id. at 19-20. This argument is preposterous and, 

fraddy, insulting to the intelligence of the Administrative Law Judge. 

Under the Fifth Amendment the Conznzissionk unyielding refusal to comply witk the 

requirenwzts of due process2 is not a trifling matter of little consequence. The issue is not 

whether Respondents will have an opportunity to argue their "substantiation provides a 

reasonable basis for their claims." Motion to Strike at 10. Althougl~ Respondents do question 

whether the Conlmission's challenged law enforcement doctrine that regulates dietary 

supplement and weight-loss claims provides a meaningful opportunity to vindicate Respondents' 

Constitutional rights, the ove~ricling issue is whether the Fifth Amendment, by itself or in 

conjunction with the First Amendment, requires the FTC to provide advertisers-before they risk 

speaking and being subjected to coercive law enforcenzent action under the Conznzission's 

substantiation doctrine-(1) a concrete, content-neutral comnercial speech standard against 

which to judge their commercial speech, andor (2) procedural safeguards that distinguish 

protected speech (whether fully protected or potentially misleading colmnercial speech) from 

unprotected speech (wl~etl~er false or inherently misleading commercial speech).3 

The ALJ safcld be incredulous about Complaint Counsel's remark that "Respondents 
have been fully appraised of the nature and details of their alleged violations of the FTC and 



DOCKET NO. 9318 

Respondents contend that, before the Conunission can talce coercive law enforcement 

action against an advertiser of dietary supplemeilts or weight-loss products under any advertising 

substantiation doctrine, the Comnission is constitutionally obligated to promulgate a concrete, 

content-neutral standard against which an advertiser may judge its conunercial speech, before 

speaking, andor must institute procedural safeguards that provide an advertiser the opportunity 

to correct-without liability for engaging in protected commercial speech, even if potentially 
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Amendments of the US. Constitution. If this isn't so, as Complaint Counsel contends, the 

simplistic argument by Complaint Counsel would stand constitutional law on its head. For the 

reasons discussed below, the coerce action now being taken against Respondents under the 

flawed advertising substantiation doctrine is un-Constitutional and is void ab initio. 

2. Complaint Counsel's Motion To Strike Raises A Constitutional 
Question That Should Be Certified To The Commission. 

Whether the Conunission's regulatory scheme governing dietary supplement and weight- 

loss claims is constitutional is a threshold legal issue that should be certified to the Commission 

and reviewed by the D.C. Circuit. Indeed, the fust question raised by Complaint Counsel's 

motion is w 594.36041 2v 1 Tf
-0.0213 Tc 11.75 0 0 t0d 
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As to whether ihe FTC's regulatory scheme, including its standards governing 

connnercial speech, are unconstitutional, the ALJ can obviously make this recommendation to 

the Coinmission, but the ALJ has 
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3. , Complaint Counsel's Fifth Amendment Argument Has No Merit, And 
This Proceeding Should Be Terminated. 

Complaint Counsel argues the Colnmission has given Respondents "fair notice of its 

substantiation standard." Motioii to Strilce at 5. The Commission's "Policy Statement Regarding 

Adveitising Substmtiationl," mdlor the Commission's prior "opinions, cease and desist orders, 

consent decrees, complaints, and publications," Complaint Counsel contends, provide advertisers 

of dietary supplements and weight-loss products with sufficient notice of "the appropriate type 

and level of substantiation for the advertising claims challenged ill the Complaint." Id. 

Remarkably, in the next breath, Complaint Counsel concedes that when the Commission 

filed its Complaint md brought this law enforcement action, it did even know the quantity 

and quality of support that ihe FTC Act required of Respondents' advertisements under its 

substantiation doctrine. Rather, what its substantiation doctrine required is determined after-the- 

fact based on what "experts in thejield believe is reasonable to supporl the advertised claim . . . 

." Motion to Strike at 7 (emphasis added). By necessity, Complaint Counsel argues, the 

Commission relies upon medical or scientific experts to determine on an ad  and post hoc basis 

the level and amount of support required of "the cl~allenged advertisements." Id 

Complaint Counsel refers to this after-the-fact determination of the controlling legal 

standard and the Commission's reliance on so-called "experts" to set the standard governing 

with the ever-illcreasing involvement of Government in the lives 
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commercial speech after advertisers have spoken, as the Commission's long-standing 

"competent and reliable scientific evidence" test or "substantiation standxd." Motion to Strike 

at 7-8. At trial, Conlplaint Counsel admits 
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labeled false or misleading without relying on extrinsic evidence. In proceeding 
this way, the Coinmission 11% failed to choose andor rejected alternate means to 
achieve its interests 
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The D.C. Circuit rejected the FDA's argument that health and safety claims lacking 

suficient scientific evidence could be deemed "inherently misleading." Pearson 1, 164 F.3d at 

655 ("We tlink this contention is almost frivolous."). Rather, product clniins that are simply 

supported by some credible evidence are protected speech, even if they are potentially 

misleading. See Pearson I, 164 F.3d at 659; W~itaker, 8 F. Supp. at 10; Pearson v. Shalala, 130 

F. Supp. 2d 105, 118 ((D.D.C. 2001) ("Pearson Il") ("The question which must be answered 

under Pearson is whether there is any 'credible evidence"' supporting the claim); Pearson v. 

Shalala, 141 F .  Supp. 2d 105,110-11 (D.D.C. 2001) ("Pearson I T )  (reconsideration denied). 

By intention or design, the FTC's substantiation doctrine, in asking kow much evidentiary 

support do p~oduct claims have and need, regulates protected coinmercial speech. The 

Commission made this clear in P'zer, when it held that the substantiation doctrine applied even 

to entirely truthfil claims if an advertiser did not have enough support when the truthful claims 

were made.'' 81 F.T.C. at 67-68. Unlike the falsity theory of liability, where the FTC has to 

prove that when the advertiser spoke, the challenged speech was unprotected as an element of its 

case-in-cluef, the substantiation doctrine has no such requirenzent. The doctrine applies whether 

the advertisers' express or implied claims are true or false, and whether or not the advertiser has 

credible evidence to support those claims. In fact, the FTC's articulation of the doctrine in its 

Policy Statement on Advertisiilg Substantiation make clear that the call of the question is not 

whether product claims have some evidentiary support-but whether they have enough to 

'O Again, if an advertiser asserts a claim tlmt is in fact false or inherently misleadingBDC 
BT
/T1_4 1 Tl1 801 28 
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substantiate the claims according to the Commission's view of contemporary science afler 

evaluating the case and receiving testinlony fromfriendly medical or scientific experts. 

Of course, ihe conclusion that the FTC's substantiation doctrine regulates protected 

speech does not mean that it is per se unconstitxtional. Ralher, it means that the threat of after- 

the-fact coercive law enforcement action posed 'by the FTC's regulatory scheme is subject to 

First Amendment chal5 228.95949 
g 3.6364 0 Td
8981ct 

srvcive juediical 
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should certify the substantive issues raised by Conlplaint Counsel's Motion to Strike, 
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However, even if addressed, Complaint Counsel's arguments have no merit. 

1. The Commission's Regulatory Scheme Governing Respondents' 
Commercial Speech Constitutes Final Agency Action. 

Complaint Counsel first argues that Respondents' APA defenses do not cl~allenge final 

agency action, by inischaracterizing these defenses as limited to the Con~mission's issuance of a 

vague and ambiguous charging document-the Complaint. See Motion to Strike at 16. Citing 

FTC v. Standard Oil Co. of Cal., 449 U.S. 232 (1980), Coinplaint Counsel argues that it can 

evade the &J's review of its deficient charging document, because Coinplaint Counsel contends 

that it is "legally invalid" to assert a defense challenging non-fmal agency action. See id. 

("Accordingly, it is nol subject to review until administrative adjudication concludes."). 

Complaint Counsel ignores the gravamen of Respondents' APA defenses, which directly 

challenge the Commission's regulatory scheme gove7r9o4 Td
1.14..
/T1_2 1 Tf
12.25 0 0 .8217n6  0 0 12.09 06030.19928 485e1.14. 485.63959 T4.9382 -
(O01 Tc 0.9891Td
52 0 Td
weight-losally )Tj
-uspect <-327 091 Tc 2]TJ71 1 Tfc(Coms-avamen )Tj
0 Tc [(o Tc4ox [149.0by-producnsel )Tj
- Tc 0.984 2.4436
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2. Respondents' APA Defenses Are Adequately Pled. 

Next, Complaint Counsel contends that Respondents' APA defenses "restate" arguments 

raised in connection with Respondents' constitutional defenses, which Complaint Counsel did 

cl~alleiige nnder Rule of Practice 3,12(b)(l)(i). Yet, Complaint Counsel contends that, unlike 

Respondents' constitutional defenses, Respondeilts' M A  defenses "flagrantly disregard RULE 

3,12@)(l)(i)." Motion to Strike at 16. This is silly. 

Complaint Counsel's failure to challenge Respondents' constitutional defenses under 

I Rule of Practice 3.12(b), coupled with the incorporation of Conlplaint Counsel's "notice" 
I 

I 
arguments in moving to strike 
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an agency take whatever steps it needs to provide an explanation that will enable the cout  to 

evaluate the agency's rationale at the time of decision"') (citing Pension Ben@ Guaranty Cory. 

v. LTV Cory, 496 U.S. 633, 654 (1990)). The significant constitutional concerns of speech 

regulation underscore the court's "duty of holding agencies to certain minimal standards of 

rationality" under the APA. Wtitaker v. Thonqson, 248 P. Supp. 1, 11 (D.D.C. 2002). 

The absence of clear standards gue8rS41r8
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Circuit cautioned that, even if 
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E. Unreasonable Administrative Delay is a Proper Additional Defence and 
Should Not be 
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commencing this action so that the filing of the complaint in tlus niatter could be coordinated and 

timed with the commencement of Congressional hearings held on June 16, 2004, before ihe 

Committee on Energy and Coinmerce, Subcoinrnittee on Oversight and Investigations, United 

States House of Representatives ("the Hearings"). Such deliberate delay has resulted in a change 

of circumstances, which change 
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adequate record for review by the courts. Such a result would be a clear violation of 

Respondents' rights to due process. Respondents' unreasonable delay defense is a proper 

defense, and the motion to strike the defense should be denied.'' 

F. Respondents' Reason to Believe and Public Interest Defenses are Proper and 
Should Not be Stricken. 

Respondents aclcnowledge that the Connnission has held that, as a general rule, the filii~g 

of a complaint is dispositive of whether the Connnission has determined it has a reason to 

believe a violation of law has occurred, and whether the Commission has determined that the 

proceeding is in the public interest. However, the law is clear that "the Conmission's reason to 

believe determination may be reviewed for abuse of discretion or in extraordinary 

~ircumstances."'~ In re Hoechst Marion Rowel,  Znc., 2000 WL 33944047 F.T.C. B4 0 Td
(B8eh5 0 o)Tj

(believe )Tj
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other 
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interest defenses and prevents Respondents from doing discovery on these issues, the Court will 

be preventing Respondents >BDC 
BT
/T1_1 1 Tf
0 Tc 12.3756ge75u(320.85 905 0 0 12.5 85[ill88 Td-32(ableTc 4.0437 0 Td
[4.218)28(these o )]TJ
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a) state whether you contend that the representation was express or implied; 
b) identify the person or persons who interpreted the Proinotional Material in 
question and determined what representations it conveyed; 
c) describe all extrinsic evidence (that is, mything other than the Promotional 
Material itself) that was relied upon in deternlining what representations were 
conveyed; 
d) describe the nature, quantity, and type of substantiation that you contend 
Respondents needed in order to possess and rely upon a reasonable basis to 
malce the representation; and 
e) describe the factual basis for your contention that Respondents did not 
possess and rely upon a reasonable basis ihat substantiated the representation. 

Basic Research's First Set of Interrogatories, Interrogatory No. I(a)-(e). After setting forth 
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assertion, it is impossible for the Commission to have determined that there was a reason to 

believe a violation of law had occurred, or that this proceeding is in the public interest. 

Otherwise stated, in order for the Coinmission to make the necessary determinations concerning 

a "reason to believe" and the "public interest," the Commission would have to have known, at 

the time the Complaint was filed, whether the claims at issue are express or implied. However, 

Complaint Counsel now admits that they are unable to say, more than two (2) 



DOCKET NO. 9318 

Similarly, in order for the Commission to inake the necessary determinations concellling 

a "reason to believe" and the "public interest," the Commission would have lud to have known, 

at the time the coinplaint was filed, why the scientific studies relied on by Respondents are not 

competent and reliable, and what level of substantiation would be required to support the claims 

at issue. Yet 
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prejudiced by the continuation of the defenses. See, e.g., In re Synclzronal Corp., 1992 WL 

12001793 F.T.C. (March 5, 1992) (denying motion to strike defense where Complaint Counsel 

failed to show that any prejudice would result from the continuation of the defense). 

Here, Complaint Counsel does not assert, and cannot demonstrate, ihat ihey would be 

prejudiced by the continuation of any "negative defense." On the contrary, by 
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held that no precedent foreclosed equitable defenses including laches and equitable estoppel as a 

matter of law when the Government asserts rights on behalf of the public at large. Significantly, 

the very case cited by Complaint Counsel in support of its argument, predates Vandenueele and 

questions the very assertion upon which the FTC relies. See United States v. Ruby Co , 588 F.2d 

697,705 n. 10 (9'' Cir, 1978) ("The traditional rule is that the doctrine of laches is not available 

against the government in a suit by it to enforce a public right or protect a public interest. 30A 

C.J.S. Equity s 114 (1965). It may be that tlus rule is subject to evolution as was the traditional 

rule that equitable estoppel would not lie against the government"). 

Complaint Counsel also ignores so-called statutory laches. However, statutory laches 

based upon Sections 5550) and 706(1) of the AF'A is a valid defense. Section 555(b) requires 

that "[w]ith due regard for the convenience and necessity of the parties or their representatives 

and within a reasonable time, each agency sllall proceed to conclude a matter presented to it." 

[Emphasis Added.] Section 706(1) authorizes a court to "compel agency action unlawfully 

withheld or ~1xeasonably delayed." In Houseton v. Nimmo, 670 F.2d 1375, 1377-78 (9" Cir. 

1982), the Ninth Circuit held that these two sections read together authorized a 

"compe06.2592 -2.16721 Tdismis2.16721 Td3at 
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J. Defenses based on Vague Allegations and Personal Bias Constitute Valid 
Additional Defenses. 

Respondent Friedlander's defenses based on vagueness and personal bias are similar to 

and depend on grounds relating to the constitutionality of the Co~mission's regulatory scheme, 

and to the defenses based on whether the FTC's decision to open this prosecution met t l~e 
I 

"reason to believe" and "public interest" tluesl~olds. Those arguments are adopted here. 

Ii is incumbent upon the FTC to discharge its duties in compliance with constitutional 

procedures and constitutional mandates. Accordingly, the FTC's decision to proceed without 

having in place constitutional adequate standards or safeguards, including its refusal to provide 

! 1 

i 
those standards and safeguards during the proceeding constitute defenses which Respondent 

1 Friedlander should be allowed to explore. This Court should allow Respondent Friedlander's 

I 

I Additional Defenses centered on the unfairness of applying a constitutional infirm and vague 
I 

1 regulatory scheme against him to stand. 

I Similarly, Respondent Friedlander should be allowed to explore whether the Commission I 
! 

! 
I properly met the "reason to believe standard" and sufficiently determined that its prosecution 

i decision was in the public interest. Part of that inquiry centers on whether the Commission's 

action were motivated by bias against him personally. Because the Commission is obligated to' 
I 
! 
I 

proceed only when it has a reason to believe a violation of the FTC Act 1x1s occurred and when 

i prosecution is in the public interest, Complaint Counsel's unsupported assertion that allegations 

I 
i of personal bias are "impertinent" and "scandalous" miss the point. See Sierra Club v. Tri-State 

I Tr-ansnzission and Generation Ass'n 173 F.R.D 275, 285 (D. Colo. 1997) (in refusing I 
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