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BASIC RESEARCH, LLC’S MOTION TO COMPEL

Respondents Basic Research_, LLC .(“Basie Research” or “Re5p0ndent”), by and through
undersigned counsel and pursuant to 16 CFR §3.32 and 16 CF.R. §3.38, seek an order
comi)elling' the Federal Trade Commission (“FTC”) t_o_pr_ovide answers or clearer ans'were' to
Basic Research’s First Requests for Admission and in support state as follows: -
L BACKGROUND

On June 15, 2004, the FTC filed an administratiwle eomplainl against Respondent alleging
that certain of ifs dietary supplement advertising violated Sections 5 and 12 of the FTC Act -
(Complamt) Accordmg to the FTC’s Complamt the Commission (1) 1nterpreted the challenged

advertisements as makmg express and/or 1mpl1ed claims; (2) determined that Respondent
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repreéented that iI_: relied and possessed a “reasonable basis™ that substantiated those claims; and
3 asseﬁed that Respondent did not rely upon or possess the “reasonable basis” it purporteq to-
have. See, Complaint,

The Coinplaint, however, failed to define key teﬁns including what constituted a
“reasonable basis”.! Given the complaint’s indefiniteness, Respondent filed a motion for a more
definite statement on June 28, 2004.> (“Motion for More Definite Statemcnt”). On July 8, 2004,
Complaint Counsel filed an Opposition to the Motion for More Definite Statement
(“Opposition™) arguing that any ambiguity in the Complaint could be “remedied easily by
discovery.” See, Opposition, page 4. In support of its positions, Complaint Counsel . cited
‘several cases holding that notice pleading relies on liberal discovery rules to providé information
not contained in tﬁe complaint. Id. at page 5, citing, Swierkiewicz v. Sorema N.A., 534 U.S. 506,
512 (2002) (“nbtice picading 'rieiiés on liberal discovery” rules...to define ‘disp.utéd facts”)..3
Following the logic of those cited cases, on July 20, 2004, Administrative Law Judge D. Michael
Chappell denied the Mo‘tion for More Definite Statement because any necessary clarification of

the disputed terms “may be obtained during the normal course of discovery.”* See, ALJ’s Order

' These subjective terms included “rapid,” “substantial,” “visibly obvious,” and “causes.”

% On July 6, 2004, Respondent Mitchell K. Friedlander ﬁled a motion to dismiss asserting that
the complamt was fatally defective in this regard.

Complamt Counsel also cited Textz‘l RV v. Italuomo, Inc., No. 92 Civ. 526, 1993 U.S. Dist.
LEXIS 4663, at *6 (S.D.N.Y. Apr. 13, 1993) (more definite statement adds “little that discovery
~ could not provide”) and New Balance and Athletic Shoe, Inc., No. 9268, 1994 F.T.C. LEXIS 213

- (Oct. 20, 1994) (“discovery will add detall later”).

* On July 27, 2004, Respondents’ filed a motion for an interlocutory appeal of the decision on
the motion for more definite statement. Plaintiff Mitchell K. Friedlander also requested
certification to the Commission on the question of whether the Commission has given fair notice
of the legal standard as to which Respondents’ conduct will be judged as it touched upon the
Commission’s administrative discretion. .-On August 17, 2004, Respondents’ motion for
interlocutory appeal and for certification were denied. Followmg the denial of these collective
(contlnued g »
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Denying Motions for More Deﬁnite Statement and Motion to Dismiss for Lack of Dt;,ﬁniteness
(“Orxder™). |

‘ Accordingly, commenping on July 23, 2004, Respondents began serving;“ discovery to
ascertain the spec.iﬁcs of the FTC’s allegations including the definition of the wor.ds “rapid,”
“substantial” “causes,” and “visibly obvious” and the substantiation sfar;dard the FTC seeks to
apply in this case. Thm;: discovery has consisted of Intenogatorié;, Requests for‘Product'ion of
Documents and Requests for Admissions.” At issue in this Motion, are the FTC’s responses
dated September 24, 2004 to the Requests for Admissions made on September 9, 2004. Attached |
as Exhibit “A” are the Requests for Admission. The FTC’s responses are attached as Exhibit
“B”.

Along with the othér discovery, the Requests for Admission sought to identify and clarify
the substance of the FTC’s allegéfibns agéinst the Respoﬁ.dentsr.r Additionally; the Requestsr fé)r
Admission sought to confirm FTC practice concerning enforcement of it substantiﬁtion program.
The Federal Trade Commission responded however by raising vague, boilerplate and

inapplicable -objections to specific Requests for Admission. Although the FTC in some cases

- provided responses to the Requests while raising objections, in several instances the FTC

outright failed to admit or deny the Request.
16 C.F.R. §3.32 provides that a Request to Admit is deemed “admitted, unless, within ten
(10) days after service of the request . . . the party to whom the request is directed serves upen

the party requesting the admission . . . a sworn written answer or objection addressed to the

' motioné, Respondents answered the FTC’s Complaint asserting both constitutional and non-

constitutional defenses, some of which are predicated on the deficiencies of the FTC’s
Complaint. ' :
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matter. If objection is made, the reasons éherefor_e shall be stated”. 16 C.F.R. §3.32(b). The
answer"r*nu'st further “épeciﬁca]ly deny the matter or set forth in detail the reasons why the
‘answering party cannot truthfully admit.-or deny the matter”. Id. Also, an “answering party may
not give Jack of information or knowledge as a reason for failure to admit or deny uﬁless the
party states that it has made reasonable inquiry and that the information known or readily
obtainable by the part}.ru-is insufficient fo enable it to admit or deny”. Jd. The substance of the
Commission rule is similar to Federal Rule 36, Requests fL:)I' Admission. The purposes of
Requests for Admissions include narrowing issues for litigation and to estaBlish certain facts for
purposes of trial on which litigants can agree as well as to seek discovery on a broad range of
* matters. See e.g. Inre Carﬁey 258 F.3d 415 (5™ Cir.. 2‘001) (allowing admissions in a broad range
of discovery); Langer v. Monarch Life Insurance Co., 966 F.3d 786, 803 (purpose of admissions
is to facilitate proof by cliniinating issues of agreen:lent); Gardner v. Southern RailWay Systems;,
675 F.2d 949, 954 (7th Cir. 1982) (admissions allow propounding party to lrely on responses in
preparation for trial). Pursuant to both Commission rules and the Federal Rules of Civil
Procedure, litigants may propound requests for admission over any discoverable issue.
Reépondent;s Requests for Admission further the purposes identified -in the Federal and
Commission rules by narrowing the issues for trial between the Federal Trade Commission and
Respondents. Despite this, by employing wholesale objections, Complainf Counsel has
subverted the goal behind the Ruie and instead injected less not more certainty iﬁto these
proceedings. Respondent’s Motion seekiﬂg an order compelling the FTC to prpvide bettér '
answers t(; the First Set of Requests for Admissions (“Motiqn to Compel”) must therefore be

granted.
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II. ARGUMENT

Al Complaint Counsel Must Provide Better and Clearer Responses To
Respondent’s First Set Requests for Admission

The core of the FTC’s Complaint against Respondent focuses on (1) the interpretation of
the challenged advertisements; (2) the level of substantiation necessary to support the claims
madq therein; and (3) why I{éspondcnt’s substantiation allegedly fell short. Respondent has a
right to conduct meaningful discovery on these issues and attempt to narrow issues in
controver.sy as well as to flesh out the bare bones of the FTC’S notice pleading. See, 16 C.F.R.
§3.35; Complaint Counsel’s Opposition to Motion for More Definite Statemeﬁt; and ALJ’s
t)rdér, dated July 20, 2004. However, as the following discussion demonstrates, Complaint
Counsel has failed to provide meaningful responses to Respondent’s Request for Admissions. |

. B. The FTC Provides Evasive Answers and Improper ObJectlons to
Respondents Spec1fic Requests

In response to the Respondent s Requests for Admission, the FTC provided evasive and
incomplete responses as more specifically discussed below. For the reasons a&dressed, because
Respondent’s Recjue'sts constitute legitimate discovery, the FTC should be required to provide
better, mofe complete responses. |

a, Requests for Admission 8 and 9

Requests 8 and 9 respectively ;equested the FTC to adm’it that the terms “rapid” and
“substantial” could “mean different things to different reasonable consumers™. In lI'ESpOIIISC, the
FTC refused to answer arguing that a party may be .he'ld'liable for 'violation where only one of
several possible regsongtble readings of an advertisemer;t are deceptivé. In the Maiter of
American Home Products Corp., 98 F.T.C. 136 (1981). Of course, the Commissipn p’roﬁided no -

insight into which particular definitions of “rapid” and “substantial” are in play in its case. -
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Moreover, the Request fundamentally seeks different information. The Admission seeks the
obvious; that the wo-rds “rgpid” and “suBstantial”, like the words quick or best, do not denote ariy
particular measurement and are therefore capable oi: ;neaningdifferent things to different people.

| The relevancy of thesé admissions is self-apparent. Immeasurable terms do not require
substantiation, In the Matter of Bristol-Meyers, 102 F.T.C. 21, 321 (1983); .In the Maiter of
Sterling Drug, Inc., 102 F.T.C. 395, 749 (1983), aff'd, 741 F.2d 1146 (9&1 Cir.1984). cert.
denied, 470 U.S. 1084 (1985). Therefore, unless thel Commission is able to prove that the net
impression of the challenged ads comnumicated a yet to be defined level of definiteness, there
would be no need for a “reasonable basis” in this case. Requests 8 gnd 9 directly address the
inherent lack of definiteness associated with the terms rapid and substantial and the Commission

should be compelled to admit the obvious, that is, that the words rapid and substantial lack

'singular nieaning and are indefinite in the absence of further definition. The Commission cannot

seriously contend other\ﬁfise.

In its Sevehth Interrogatory; the Commission requested qert_ain information relating to
companies in which the individual Respondents were “significant” sharehalders. In parentheses
immediately following the word “;igniﬁcant,” Complaint Counsel indicated that “significant”
meant greater than 25% of ‘own‘ership. Without this clarification, as the Commission apparently
recognized, the word “significant” had no particular meaning and Respondents would have been

left speculating as to their contextual meaning which is, of course, the very position the

‘Respondents are currently in with respect to the Commission’s use of the words “substantial”

and “rapid” in its Complaint. There is no meaningful difference in CIafity between the word

-+ “significant” and the words “substantial” and “rapid.” To be understood in a particular context,

these three words need additional definition otherwise they are immeasurable and cannot be
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. relied on to denote any particular message. The Commission recognized the certainty of this
uncertainty at least with respect to the word .“signiﬁcant.”- How ¢an the Commission sincerely
argue ot;;erwlisc with respect to the words “rapid” and “substantiai”? ..

Whether “rapid” and “éubstantial” have one of several meanings that can support an FTC
prosecution of the Respondents is not the point. Requests 8 and 9 seek a conceﬂssion that the
FTC has already unknowingly mad;a in this case and Complaint Counsel’s c‘c;.r.ltir.lued refusall to
acknow.ledge that the words “rapid” and “substantial,” are, on their face, capable of meaning
different things to different people is purely sophomoric. Complaint Counsel simply wants to
protect their litigation position by denying the obvious. Accordingly, Complaint Counsel should
be cdmpelled to answer Requests 8 and 9. |

The FTC objections are thus without merit and this Court should require a response.
b Request for Admission no. 22, 23 and 24

Request for Admission 22 seeks an admission that the “Federal Trade_ Commissién
defines, in each case, thé substantiation needed to constitute a reasonable basis for the
Challenged Advertising”. The FTC has refused to provide even qualified response. Instead, it
has asserted that the fequest was irrelevant and did not ‘;seek an admission of the truth of any
‘matters relevant to the pending proceeding”. The Commission further objected asserting that ti‘lc
request sought “an admission as to a matter of law”. . But Complaint Counsel’s objections are
unfounded and do not jusﬁfy the failure to answer. The question of whether the Federal Trade
Comm.i_ssion,“some other body or so called independent experts determined the standard of
_substantiat_ion Vthat, the FTC seeks to impose against the R'éspondent is relevant so that .
‘Re-sponden_t can know how to prepare its deft;:nses. "Respondent’s Réquest seeks to narrow the

“scope of frial by clarifying who determined the standard applied against the Challenged
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advertising.  The Request is also relevant to the constitutional issues ptesent in this case and
 raised as defenses. ) It also confirms Respondent’s original concem that the FTC would attempt
to prevent it from determining the specifics of the“allegation behind the FTC’s Complaint and
belies the FTC’s repeated representations to this Court that the substance of their case would be
revealed through discovery. See Opposmon to Motion for More Definite Statement, page 4.

Furthermore, the FTC has prov1ded o explanatmn as to why this request seeks admission
as to a matter of law. The Request secks an admission as to a fact, whether the FTC defined the
substantiation needed with respect to the Challenged products. To the extent that it seeks
| information concerning legal matters, it seeks information concerning the application of FTC law
to the facts of this case and is accordingly proper.

Request for Admission 23 similarly asks for confirmation that under the FTC’s regulatory
scheme, with respeet to epeciﬁc establishment claims, “the ohly substantiation required of an
actvertiser is the substantiation referenced by the advertiser in the advertisement”.‘ FTC
precedent appears to hold that. I the Matter of Bristol Myers 102 FTC 21, 321 (1983) (in the
case of a specific establishment claim, “the advertiser must possess the fevel of proef claimed in
the ad”j; In ﬁte Mattef of Sterling Drugs 102 F.T.C. 395 (1983j ( “As we explained in Bristol-
Myers, the establishment theory is not 2 new theorgt of advertising substantiation. It is based on
the straightforward notion that when an advertiser represents in its ads that there is a particular
level of support for a claim, the absence of that support makes the claim falee”)' In the Matter of
Thompson Medical, 104 F.T.C. 648 (1984) (“The Comm1ssmn requires that advertlsements
containing objective product claims be supported by a reasonable basis. If the advertisements
cohtain exiaress representatiens regarding a particular level of support that the advertiser has for

the product claim (e.g., "tests prove") or when the ad implies to reasonable consumers that the
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firm has a certain level of sﬁpport, the Commission expects the firm to have that level of
substantiation...”).. Because specific establishment claims are at issue in -this case, the Request
properlyl secks confirmation of the standard FTC is applying against the Respondent. This
Request is therefore directly relevant to Complaint ‘Counsell’s prima facie case against
| ) Respondent.

_Request 24 again is relevant to the defenses raised by the Respondents as well as to the
issues framed in the FTC’s Coﬁlplaint and forming part of the FTC’s prima facie case. The
Request seeké an admission that “what coﬁstitutes a ‘reasonable basis’ changes from case to
case”. The Request seeks to clarify that the FTC will apply different 'standards as to what
constitutes a‘reasona‘bl.e basis for support of an advertising claim in different circumstances. The
FTC reiterated the same objections it made to the above Requests for Admission. | As with 22
and 23 above,‘ the (;bjections and failure to answer are unjustified. 'Becausc the Complainf
focuses on several different products and different advertising claims, the Respondents are
entitled to seek discovery as to whether the ,réasonable basis standard that the FTC must pr'ove is
a static one or shifting. The réqﬁest also seeks evidence concerning the Respondent’s affirmative
defenses to the Complaint as discussed aboxlre. Accordingly, under the Commission’s Rﬁles of
Practice, the FTC must provide an adequate response to the Request.

c. Requests 25 and 26 |

'Requests 25 and 26 seek information concemiﬂg whether the FTC’s proceeded against
the Respondénts in the public interest as required by the FTC Act ;md whether the FTC had
made the requisite reason to believe determination prior to initi_ating this actibn. The
Respondents have raised as defenses to these proceedings the failure bf the FTC to gonduct' an’

adequate pre-filing investigation and formulate a reason to believe that Respondents-were in
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violation of 5.5 and s.12 of the FTC Act. Both defenses are legitimate and have been raised
.previously in other actions. ‘Thc l_aw is clear that “the jCommission’s reason 1o believe
determination may be reviewed for abuse of discretion or in ext;;ordinary circumstances.” In re
Hoechst Marién Roussel, Inc., 2000 WL 33944047 F.T.C. (Sept. 14, 2000). See al&o Standard ‘
+0il Co. of Cal. v. FTC, 596 F.2d 1381, 1386 (9" Cir. 1979) rev'd on other grounds 449 U.S. 232
{(1980) (court found that issue of whether the Commission in fact made a determination that. there
was a reason to believe é violation of law had occurred was subject to review). Similarly, the
Cémmission’s supposed determination that this proceeding is in ‘the public interest can be
reviewed in “extraordihary circqmstances.” In re Brake Guard Products, Inc., 125 F.T.C. 138,
247 (1998). Respondents have attempted through discovery to develop these defenses and
confirm that other factors including Congressional agendas may have in fact been the driving
~ force to proceed against Respondents. Requests 25 and 26 specifically seek to uncover facts
coﬁceming coordination of the filing of the Compla'int with Congress and requests by Congress
to delay filing the Complaint. The requests peﬁain to Congressional or other influence on the
| timing and filing of the FTC Complaint. Accordingly they relate to facts at issue in this case and
aré accordingly discoverable. . .'

The FTC also objected on tﬁe basis that Request 25 was vague as to the term

“coordinated” and with respect to Request 26 vague as to the term “Congressional

> InFTCv. Standard Oil Co. of Cal., 449 U.S. 232 (1980}, the Supreme Court held that the
Commission’s denial of the respondent’s motion to dismiss the complaint on grounds that the
Commission had not made a determination on the issue of “reason to believe” was not a final
ruling and that, therefore, the respondent had not exhausted its administrative remedies and could
not collaterally attack the FTC proceeding. Id. at 245. As discussed below, the Supreme Court
went on to make it clear that the respondent was entitled to raise, in the FTC proceeding, the
issue of whether the Commission had complied with the statutory requirement that the
Commission make a determination as to whether there was a reason to believe a violation of law
had occurred. Jd. Respondents are following this procedure. '

10
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representatives”. That these objections were without merit or substance was confirmed in

discussion between respective counsels. When Counsel for the Respondents suggested

furnishing further definition as to the terms at issue, the FTC clarified that those terms were not

_ the heart of the objection and that the FTC would still refuse to respond should additional

definitions be provided. Because the objections of the FTC are insubstantial and improper, thisl
Court should require the FTC to furnish an apprépriate Tesponse. -

d. Requests 27, 28, 29 and 34

Requests 27, 28 and 29 seek clarification concerning an episode that, ironically,
underscores the major themes in this case. The Requests seek confirmation that J. Howard
Beales, IIT was not in fact a medical doctor but was referred fo as Dr. in the Hearing bef.ore
Congress on June 16, 2004 (“Hearing”). Request 27 asks for confirmation that Beales was not a
medical ddctbr. ' Requést 28 seeks confirmation that Beales was referred to as Dr. dufing the
Hearing and Request 29 asks for confirmation that Beales did not correct anyone as to his title.
For e‘ach Request, the FTC objected on the basis of relevance.

This Court is well aware that one of the major issues in this case surrounds one allegation
of Qhat the FTC considers decéptivc advertising, i.e. Dr. Daniel -B. MoWrey’s, a Ph.D in
Psychology, use of the title “Dr.” in advertising. These Requests for Admission focus on the
circumstances of when a Ph.D may refer to himself as Dr. by reference to specific instances of
what the FTC contends constitutes déception in advertising concerning the use of the honorific

title “Dr.”, Thus the Requests are related to both the FTC’s allegations and, more generally, the

" application of the FTC’s regulatory scheme to a particular sort of claim.

~ With respect to Request for Admission 34, asking that the FTC confirm there is no rule

that prohibits a Ph.D from referring to himself or herself as a Dr., Complaint Counsel has agreed

11
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to supplement its response but has yet to do so. Respondcnt' therefore requesté that the
Complainf Counsel be o.rderedt'oi_ Respond in order to reserve its right to compe] a fuller response
if necessary pending supplementation. |

e. Request 38 and 39

Requests 38 and 39 seek confirmation that the FTC has failed to define “competem and:
relial.alc substantial evidence™ as requiring spet‘:'i..ﬁc kinds, typeé, amounts of scientific studies or
testing or research protocols or controls. ‘In response to the Requests, the FTC raised 6bjections
as to relevance and asserted that the -requests sought admission of a. matter of law. The answer
than admitted both Requests “to the extent that the Federal Trade Commission has defined
“competent and reliable scientific evidence” in a proposed Order attached to the Complaint,”
Furthermore, when asked for clarification none was forthcoming. Given the issues currently in
litigation, factual detail concerning the FTC’s implementation of its substantiation is relevant to
both the specific charges against Respondent as well as their defenses. Respondent is entitled
to the source and scope of the standards against which its ads are being judged. These Requests
properly further that legitimate objective by seeking a definitive statement for purpos‘es of this
litigation as to whether thel FTC would seek to judge their ads against a ﬁrm and fixed standard
of scientific testing. Most significantly, the limited “admislsion" the FTC made is not an
admission related to the matter posed by the Requests. Commission Rule of Practice
3.32¢b)(requiring that the answer be “addressed to the matter” raised in the request). And in fact
the answer is ambiguous because at one and the same time it appearé as both an admission, albeit .

an unclear one, but also a denial.

12
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I CONCLUSION.

In light of the foregoing, Respéndent respectfully submits that its Motion t‘o Compel
should be granted. .- |
IV.  CERTIFICATE OF COMPLIANCE

Pursuant to Section 3.22(f) of the Commission’s Rules of Practice, Respondent has

conferred with Complaint Counsel on several occasions in a good faith effort to discuss the

- deficiencies with Complaint Counsel’s responses to Respondents First Request for Admission.

Counsel were able to resolve numerous disputes over the Requests for Admission but, as detailed
above, not all. Complaint Counsel has agreed to supplement the response to Request 34;

however, no supplemental response has been received at the time of this filing.

Respectfully submitted,

Jeffrey D. Feldman
Gregory L. Hillyer
Christopher P. Demetriades
FeldmanGale, P.A.

Miami Center, 19% Floor
201 South Biscayne Blvd.
Miami, Florida 33131

Tel:  (305) 358-5001
Fax: (305)358-3309

Attorneys for Respondents Basic Research, LLC,
A.G. Waterhouse, LL.C, Klemn-Becker USA, LLC,
Nutrasport, LLC, Sévage Dermalogic Laboratories,
LLC and Ban, LL.C '

13
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CERTIFICATE OF SERVICE

I HEREBY CERTIFY that a true and correct copy of the foregoing. was provided to the
following parties this ' ¥ dayof Mo Jiaihiia , 2004 as follows:

(1)  One (1) original and two (2) copies by Federal 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 via e-mail attachment in Adobe™ “.pdf” format to the
Secretary of the FTC at Secretary@ftc.gov;

(3) Two (2) copies by Federal Express to Administrative Law Judge Stephen I.
McGuire, Federal Trade Commission, Room H-104, 600 Pennsylvania Avenue N.W.,,
Washington, D.C. 20580;

(4)  One (1) copy via e-mail attachment in Adobe® “.pdf” format to Commission
Complaint Counsel, Laureen Kapin, Joshua S. Millard, and Laura Schneider, all care of
lkapin@fic.gov, jmillard@ftc.gov; rrichardson@ftc.gov; lschneider@fic.gov with one (1) paper
courtesy copy via U. S. Postal Service to Laureen Kapin, Bureau of Consumer Protection,
Federal Trade Commission, Suite NJ-2122, 600 Pennsylvania Avenue, N.W. Washmgton D.C,
205 80

(5)  Ome (1) copy via U. S, Postal Service to Elaine Kolish, Associate Director in the
Bureau of Consumer Protection, Federal Trade Commission, 600 Pcnnsylvama Avenue, NW,,
Washington, D.C. 20580

(6)  One (1) copy via United States Postal Service to Stephen Nagin, Esq., Nagm
- Gallop &Flgueredo 3225 Aviation Avenue, Suite 301, Miami, Florlda 33131.

(7} One (1) copy via United States Postal Service to Richard Burbidge, Esq.,
Jefferson W. Gross, Esq. and Andrew J. Dymek, Esq., Burbidge & Mitchell, 215 South State
Street, Suite 920, Salt Lake City, Utah 84111, Counsel for Dennis Gay.

(8)  One (1) copy via United States Postal Service to Ronald F. Price, Esq., Peters
Scofield Price, A Professional Corporation, 340 Broadway Centre, 111 East Broadway, Salt
Lake City, Utah 84111, Counsel for Daniel B. Mowrey.

(9)  One (1) copy via Un1ted States Postal Service to Mltchell K. Fnedlander 5742
West Harold Gatty Drive, Salt Lake C1ty, Utah 84111, Pro Se. :

14
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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 ’1/ & wlamiya WY 2004 via
Federal Express with the Office of the Secretary, Room H-159, Federal Trade Commission, 600
Pennsylvania Avenue, N.W., Washington, D.C. 20580.

i f/
A

I:Abasic researchific\pleadings\motion to compel responses to rfa.doc
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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, LL.C,

KLEIN-BECKER USA,LL.C,

NUTRASPORT, L.LL.C.,

SOVAGE DERMALOGIC LABORATORIES, L.L.C.,
d/b/a BASIC RESEARCH, L.L.C,,
OLD BASIC RESEARCH, L.L.C.,
BASIC RESEARCH, A.G. WATERHOUSE,

BAN, L.L.C,
d/bfa KLEIN-BECKER USA, NUTRA SPORT, and
SOVAGE DERMATLOGIC LABORATORIES,

DENNIS GAY,

DANIFL B. MOWREY,
d/b/a AMERICAN PHYTOTHERAPY RESEARCH
LABORATORY, and

MITCHELL K. FRIEDLANDER .
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Respondents.

uuv‘vuuvv'vvuvuuuuuvvvvu

BASIC RESEARCH, LLC’S FIRST REQUEST FOR ADMISSIONS

Respondent, Basic Research, LLC, by and through its undersigned counsel and pursuant
to 16 CFR §3.32 hexeby reﬁuests that the Federal Trade Commission admit the following within
fifteen (15) dﬁys of service bereof.

DEFINITIONS

1. “Commission” or “FTC” shall mean the Federal Trade Commission, its
employees, agents, atforneys, consultants, representatives, officers, and all other persons acting

or purporting to act on its behalf,

~EXHIBIT.
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2, “Staff Counsel” shall mean any attorney(s) employed by the Federal Trade
Commission, cxcluding the Commissioners, including without limitation Complaint Counsel in
the above-captioned matter.

3. “Complaint” shall mean the administrative complaint issued by the Federal Trade

.Commission and any amendments to that Coimplaint, in the above-captioned matter.

4. “Ciaa]lengcd Products” shail mean each product referred to in the Coroplaint,
including: Dermalin-APg, Cuttﬁg Gel, Tummy flattenhlg- Gel, Leptroprin, Anorex, a.n_d
Pedial.ean, boﬁz individually and collectively. |

5. “(;hallenged Advertisements” shall mean the advertising, both individually and
collectively, for the Challenged Products referred to in the Complaint.

6. “Challenged Claims” shall mean the claims, both express and implied, appearing
in the Challenged Advertisements and fefcrfed to in the Complaint. ,

7. “Respondem;(s)” shall mean” -all Corporate Respondents and all Individual
Respoﬁden’ts, both individually and collectively, unless otherwise stated.

8. “Corporate Respoudents“ shall mean the following Respondents: Basic Researcia.,
LLC, A.G. Waterhouse, LLC, Klein-Becker, usa, LLC, Nutrasport, LLC, Stvage Dermalogic
Laboratories, LILC and BAN, LLC, both individually and collectively as defined in ﬁze
Complaint, including all of th.eir operations under any trade names. |

9. “Individual Respondents” shall mean: Respondents Dennis Gay, Daniel B.
Mowrey, and Mitchell K. Friedlaﬁder, both individually aﬁd collectively, unless otherwise stated. -

10.  “Efficacy” shall mean the ability of the product to ac]ﬁevé the resulfs for which it |

is advertised.
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11.  “Safety” shall mean the ability of the product to be used without risk or adverse
bealth consequences for the user.
12.  “Operating Manual” means the Federal Trade Cornmiission Operating Manual,

INSTRUCTIONS

The Requests for Admissions; as separately set forth below, shall be admitted unless,
within fifteen (15) days after service, a sworn written answer or objection addressed to the
Requests is served upon Baéic Research, LLC and filed with the Secretary. Answers shall
specifically deny the Request or set forth in detail the reasons why the Request canmot truthfully
be admitted or denied. A denial shall fairly meet the substance of the Request, and when. good
faith requires that a party qualify i;cs answer or deny only a part of the Request, so much of it as is
true shall be specified, énd the remainder shall be qualified or denied. I..,ack of information or
knowledge shall not be given as a reason. for failure to ‘admi_t or deny unless a i:easonabl_e inquiry
that the information known to or readily obtainable in insufﬁcient to enable an admission or
denial. Ifit is believed that a Request presents a genuine issue for trial, the Request may not, on
that ground alone, be objected to; the Request may either be denied, or the reasons why the
Reques;c cannot be admitted or denied set forth,

REQUESTS FOR ADMISSTONS

1. Admit that the Federal Trade Commission has not. ' cénductcd any studies

regarding the Efficacy of the Challengeci Products.

2, Admit that the Federal Trade Commission has not conducted consumer surveys or

" other research relaﬁng to how reasomable comsumers would interpret or understand the

Challenged Advertisements.
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3. - Admit that the Federal Trade Commission has not conducted consumer surveys or
other research relating to what types of substanﬁaﬁqn reasopable consumers Wf"ﬁd expect the
Respondents to possa;ss in order to hav; a reasonable basis for the Challenged Claims in the
Challenged Advertisements.

4. Admit that at the time the Complaint was filed, the cherai Trade Commission

" had mo expert opinion as to what express and/or implied claims were made in the Challenged

Advertisernents. |

5. Admit that at the time the Complaint was filed, the Federal Trgde Commission
had no expert opinion that Respondents lacked a “reasonable basis” for the Challenged
Advertisements, .

6. Admit that at the time the Complaint was filed, the Federal Trade Commission
had no expert opinion to suppdrt the_ allegatiops_ in Paragraphs 24, 26, 32, and 41 of the
Complaint. o | |

7. Admit that the inferpretation of Challenged Advertisements used to support the
filing of the Complaint was performed by Staff Counsel for the Federal ’fradc Commission.

8. Admit that the term “Rapid” can mean different things to different reasonable
CONSUIETS, | -

9. Admit that the term “Substantial” can mean different things to different
reasonable consumers. |

10. Adm.tt that at the time the Challenged Advertisements were published, the Federal
Trade Commission had no pre-screening protocol for the apprgval of the Challenged

Advertisements.
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11.  Admit that at the time the Challenged Advertisements were published, the Federal

Trade Commission had no pre-screening protocol for determining the adequacy of the

substantiation supporting the claims made in the Challenged Advertisements.

12.  Admit that the Federal Trade Commission will not give advertisers definitive

angwers on the adequacy of their claim substantiation before advertisements are disseminated.
| 13.  Admit that 16 CFR. §1.1 does not ﬁrovidc a pre-screening protocol for

advertisers to receive approval of their advertising.

14,  Admit that advice provided by the Federal Trade Commission under 16 C.F.R.
§1.i is not biﬁding on the Federal Trade Commission.

15.  Admit that the Federal Trade Commission is under no obligaﬁon to issue warning
letters if it changes its position regarding advice previously provided under 176 CER. §1.1.

16.  Admit that in 2000, the Fedgral Trade Commission received a petition to adopt a:
rule for the pre-screening of dietary supplement adverﬁsementé. | | | |

17. Admit that in 2000, the Federal Trade Commission denied a petition to adopt a
rule for the pre-screening of dictafy supplement advértisements.

18.  Admit that in 2000, the Vl?ederai Trade Commission denied a petition to adbpt a
nule for pre-screening of dietary supplement advertisements becanse it was impracticable.

19.  Admit that the Federal Trade Commission, at oﬁe time, had a pre-screening
protocol for approving advertisemenfs prior to dissemination. | ‘

20.  Admit that the Federal Trade Commission abolished its pre-screening protocol for
approving advertisements prior to dissemination.

21.  Admit that the Federal Trade Commission would pre-screen Respondents’

 advertisements in the event that a cease and desist order is issued against them.
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22. Admit that the Federal Trade Commission defines, in each case, the substantiation
needed to constitute a reasonable basis for the Challenged Advertising,

23.  Admit *‘tilat in the case of specific establishment claims, the only substantiation
required of the advertiser is the substantiation speciﬁca]ly referenced bj' the advertiser in the
advertisement.

" . .‘ Admit that what constitutes a “reasonable basis” changes from case to case.

25. Admit that the Federal Trade Co‘rp_mission coordinated the filing of the Complaint
with the Congressional hearings held on June 16, 2004 before the Committee on Eﬁergy and
Commerce, Subcommittee on Oversight and Investigations, United States House of
Representatives (“the Hearmgs”)

26.  Admit that the Federal Trade Commission was asked by Congressmnal
representatives to dclay fﬂmg of the Complmnt untll the commencemeut of the Hea:mgs

27.  Admit that J. Howard Beales Il is nota mechcal doctor |

28.  Admit that at the Hearings J, Howard Beales III was addressed as “Dr. Beales.”

20,  Admit that at the Hearings, when addressed as “Dr. Beales,” Dr. Beales did not
correct any member of Coﬁgrcss ﬂJat he was nét a medical doctor. .

'30.  Admit that Dr. Wexler is not a medical doctor.

3L Admi{ that the. Federal Trade Commission deems Dr. Wexler to be an expert on |
child obesity. | |

32.  Admit that at the Hearings Dr. Wexler was addressed as “Dr. Wexler.”

33,  Admit that at the Hearings, when addressed as “Dr. Wexler,” D;. Wexler did not

correct any member of Congress that he was not a medical doctor.
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34,  Admit that there is no Federal Trade Commission rule that prohibits a Ph.D. from
being referred to as a “doctor.” | |

35.  Admit that the conclusion that Respondents did not possess 'ﬂcl)r rely upon a
reasonable basis that substaﬁﬁaied the accused advertising is premised upon the Respondents not .‘
having a specific type and amount of substantiation for its claims.

36.  Admit that the Federal Trade Commission’s authority is limited to determining
\‘Nhetherl the representations made in the Challenged Advertisements are in accord with the Jevel
of substantiation Respondents possessed.

37.  Admit that it is the Federal Trade Commission’s position fhat “competent and
reliable scientific evidence™ can mean different types and amounts of evidence In different cases.

38.  Admit that the Federal Trade Commission lﬁs not defined “competent and
reliable scientific evidence” to require any specific kinds, types or amounts of scientific studies.

39. . Admit that the Federal Trade Commission i1as _ﬁot ”deﬁ:ned l“;:omp-e;t-enf | and
reliable scientific evidence™ to requife any specific testing or research protoéol or controls.

40, © Admit that fhe Federal Trade Commission’s position is that the state of the
science renders all the feprcsentations made in the Challenged Advertisements unsupported.

41,  Admit that it is the Federal Trade Comrrﬁssién’s position that claims about the
Safety and Efficacy of dietary supplements muist be substantiated by competent .and reliable
scientific evidence.

42,  Admit that it is the Federal Trade Commission’s poéiﬁpn that Respondents

needed competent and reliable scientific evidence to substantiate the representations made in the

Challenged Advertisements.
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43, Admit that the FTC Commissioners have no formal training or expertise in
advertising interpretation. |

4. Admit thet the FTC Commissionerg are not given any formal ﬁ:ainiﬁg in
advertising interpretation prior to being commissioned. |

45.  Admit that the FTC Commissioners have no formal training or expertise in the
intexpretation of science and/or medical studies.

46,  Admit that thé FTC Commissioners are not given any formal training in the
interpretations of science and/or medical studies prior to being commissioned.

47.  Admit that the attorneys for the Federal Trade Commission are bound to follow

the procedures specifically discussed in the FTC Operating Manual.

P —

Jeflrey D, Feldman -

Gregory L. Hillyer

- Chris Demeiriades
FELDMANGALE, P.A.
Mijami Center — 19™ Floor
201 South Biscayne Blvd.
Miami, Florida 33131
Telephone:  (305) 358-5001
Facsimile:  (305) 358-3309

Counsel for Respondents Basic Research, L.L.C.,
A.G. Waterhouse, L.L.C., Klein-Becker USA,
L.L.C., Nutrasport, L.L.C,, Sovage Dermalogic
Laboratories, L.L.C. and Ban, L.L.C
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CERTIFICATE OF SERVICE

1 HEREBY CERTIFY that a true and couect copy of the foregoing was promded to the
following pames this 9™ day of September, 2004 as follows:

(1)  One (1) copy via e-mnail attachment in Adobe® “pdf’ format to Commission
Complaint Counsel, Laureen Kapin, Joshua S. Millard, and Laura Schneider, all care of
kapin@fic.poy, imillard@fic.gov; rrichardson@fto.gov; Ischmeider@ftc.gov with one (1) paper
courtesy copy via U, S. Postal Service to Laureen Kapin, Bureau of Consumer Protection,
Federal Trade Commission, Suite NJ-2122, 600 Pennsylvania Avenue, N.W. Washmgton D.C.,
20580,

(2) One (1) copy via United States Postal Service to Stephen Nagin, Esq., Nagin
Gallop & Figueredo, 3225 Aviation Avenue, Suite 301, Miami, Florida 33131.

(3) One (1) copy via United States Postal Service fo Richard Burbidge, Esq.,
Jeffersop. W. Gross, Esq. and Andrew J. Dymek, Esq., Burbidge & Mitchell, 215 South State
Street, Suite 920, Salt Lake City, Uteh 84111, Counsel for Dennis Gay.

@)  One (1) copy via United States Postal Service to Ronald F. Price, Esq., Peters

Scofield Price, A Professional Corporation, 340 Broadway Centre, 111 East Broadway, Salt
Lake City, Utah 84111 Couusel for Daniel B. Mowrey.

(5) One (1) copy via Umted States Postal Service to Mitclell K Friedlander, 5742.
West Harold Gatty Drive, Salt Lake City, Utah 84111, pro se. ,
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UNITED STATES OF AMERICA
. BEFORE THE FEDERAL TRADE COMMISSION

Tn the Matter of

BASIC RESEARCH, LLL.C., -
A.G. WATERHOUSE, LL.C.,
KLEIN-BECKER USA, L.L.C.,
NUTRASPORT,L.L.C.,
'SOVAGE DERMALOGIC
LABORATORIES, L.L.C.,
BAN, L.L.C., ‘
DENNIS GAY,
DANIEL B. MOWREY, and
- MITCHELL K. FRIEDLANDER,
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~ PUBLIC DOCUMENT

Respondents.

vvvvvvvvvvvvvvv\_/

- COMPLAINT COUNSEL'S RESPONSE 10 U
BASIC RESEARCH LLC’S FIRST REQUEST FOR ADMISSIONS— ~ "

Pursuant to Rule 3.32 of the Commission’s Rules ‘of Practice, Complaint Couﬁéél serve
the foilowing answers to Respondent Basic Research LLC’s First Request For Admissions
(“Respondent’s Admissiénsf’). Complaﬁ;t Counsbl?s provision of a response to any request for
, admis.sion shall not constitute a waiver of any applicable objection, privilege, or other righf-

Where required in order to respond to these Requests For Admissions, Complaint Counsél
represents that it has undertaken good faith efforts to identify the information that woﬁld allow it
to admit or den'y such requests. |

GENERAL OBJECTIONS
I.  Complaint Coﬁnsel dbject to Respondent’s requests [*br adﬁlissions to the extent they fail |

to seek an admission of the truth of matters relevant to the pending procec_édings. Rule
3.32, Admissions. ' ' o

T

[



Complain{ Counse] object to Respondent’s requests for admissions to the extent they fail
to relate to statements or opinions of fact or of the application 01” law to fact and thereby

exceed the scope of Rule 3.32 Adnnssmns

Complaint Counsel object to Respondent’s requests for admission to the extent they seck

~ information prepared in anticipation of litigation or which seek disclosure of the theories

and opinions of Complaint Counsel or Complaint Counsel’s consultants or agents, on the
grounds that such information is protected from disclosure by the attorney work product
privilege and the provisions of Rule 3.31(c)(3). Stouffer Foods Corp., No. 9250, Order
Ruling on Stouffer Foods® Application for an Order Requiring the Production of
Documents (Feb. 11, 1992); Kraft, Inc., No. 9208, Order Ruling on Respondent's Motion
for Documents in the Possession of Complaint Counsel (July 10, 1987).

Complaint Counsel object to Respondent’s rccjuests for admission to the extent they seek
information protected from disclosure by the deliberative process privilege. Stouffer
Foods Corp., No. 9250, Order Ruling on Stouffer Foods” Application for an Order

~ Requiring the Production of Documents (Feb. 11, 1992); Kraft, Inc., No. 9208, Order

Ruling on Respondent’s Motion for Documents in the Possession of Complaint Counsel
(Tuly 10, 1587); see also Rule 4.10(2)(3). -

. Complaint Counsel object to Respondent’s requests for admission to the extent they seek.~ -~ .+ =

information relating to the expert-witnesses that Complaint Counsel intend to use at the ..

hearing on the ground that the timing for identification of such witnesses and discovery ——~ -

relating to their opinions and testimony is established in ‘the Scheduling Order Pursuant to
Rule 3.21(c). Schering Corp., No. 9232, Order re Interrogatories and Request for
Production of Documents (Feb. 6, 1990) Krafi, Inc., No. 9208, Crder Ruling on
Respondent's Motion for Documents in the Possession of Complaint Counsel (Tulty 10, .
1987)

Complaint Counsel object to Respondent’s requests for admission to the extent that they
seek information relating to non-testifying expert witnesses because Respondent has not
made the proper showing that they are entitled to such information pursuant to Rule
3.31(c)(4)(i). Schering Corp., No. 9232, Order Denying Discovery and Testimony by
Expert Witness (Mar, 23, 1990); Telebrands Corp., No. 9313, Order Denying
Respondents’ Motion To Compel The Production of Consumer Survey Information,
(Dec. 23, 2003). :

Complaint Counsel object 16 Respondent’s requests for admission to the extent that they
seek information obtained from or provided to other law enforcement agencies, and to the
extent that {hey seek information obtained in the course of investigating other marketers
of dietary supplements and weight loss products, on the grounds that such documents are
protected from disclosure by the law enforcement evidentiary files privilege and
disclosure of such documents would be contrary to the pubhc interest.

2.




& Complaint Counsel object fo Respondent’s requests for admission to the extent that,
when read with the definitions and instructions, are so vague, broad, general, and all
“ inchusive that they do not.permit a proper or reasonable response and are, therefore,
unduly burdensome and oppressive.

9. Cornplcunt Counsel obj ect to the Instructions and Definitions to the extent that they
impose an obligation greater than that imposed by the Commission’s Rules of Practice
and the provisions of any Pretrial Scheduling Order.

10.  Complaint Counsel object to Respondent’s requests for admission to the extent that they
~ seek information ascertained from or the identity of confidential informants as disclosure
of such information would be contrary to the public interest. :

11.  Complaint Counsel object to Respondent’s Complaint Counsel ObJ ect fo Respcmdent s
Requests for Admissions to the extent they fail to distinguish between the “Federal Trade
Cominission” and Complaint Coungel and thereby seek information in the possession of
the Commissioners, the General Counsel, or the Secretary in his capacity as custodian or
recorder of any information in contravention of Rule 3.35(a)(1) because such documents -
are not in the possessmn custody or control of Complaint Counsel. -

GENERAL RESPONSES
1. Complaint Counsel's responses are made subject to all objections as to competence, -
relevance, privilege, materiality, propriety, admissibility, and any and all other objections and
grounds that would require the exclusion of any statement contained herein if any requests were
asked of, or if any statements contained herein were made by, or if any documents referenced

here were offered by a witness present and testifying in court, all of which obj ectmns are
reserved and may be mielposed at the time of the hearing.

2..  The fact that Complaint Counsel have responded to any request for admission in whole or
in part is not ini_;endt;d and shall not be construed as a waiver by Complaint Counsel of all or any
part of any objection to any request for admission.

3. Complaini Counse] have not completed their investigation in this case, and additional
facts may be discovered that are responsive to Respondent’s interrogatories. Complaint Counsel
reserve the right to supplement the responses provided herein as appropnate durmg the course of
d1scovcry

4. As used herein, “Respondents” shall mean all Respoﬁdents-n'amed in .t'he Complaint.
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5. As used 11ere1n “Respondent’ s requests for admission” shall mean the requests for
admission and all applicable instructions and definitions as set forth in Basic Research, LLC’s
First Request For Admissions. :




Requests For Admission and Responses

1. Admit that the Federal Trade Commission has not conducted any studies regarding the
Efficacy of the Challenged Products. ' '

Response: ,

Complaint Counsel objects to this request because it docs not seek “an admission of the
truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions. Complaimt
Counsel admit that they have not conducted any studies regarding the Efficacy of the Challenged
Products,

2. Admit that the Federal Trade Commission has not conducted consumer surveys or.
other research relating to how reasonable consumers would interpret or understand the
Challenged Advertisements.

Response: :
Complaint Counsel objects to thlS request because it does not seek “an admission of the
truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.. Complaint .
Counsel objects to this request as vague and overbroad as it pertains to “other research.” -
Complaint Counsel further objects to this request because it secks premature disclosure of

- Complaint Counsel’s expert discovery contrary.to the timing established in the Court’s

Scheduling Order and disclosure of information from Complaint Counsel’s non-testifying
witness[es] which is protected from disclosure under the work product doctrine. Subject to and
without waiving these objections, Complaint Counsel admits this request to the extent that they

have not, as of this date, conducted “consumer surveys” relating to “how reascnable consumers .- -

would interpret or understand the Challenged Advertlsemenis and denies this request as to
“other research.” :

3. Admit that the Federal Trade Commission has not conducted consumer surveys or

other research relating to what types of substantiation reasonable consumers would expect

the Respondents to possess in order to have a reasonable basis for the Challenged Claims
in the Challenged Advertisements.

Response:
Complaint Counsel objects to this request because it does not seek “an admission of the
truth of any matters relevant to the pending proceeding.’ *R. 3.32, Admissions. Complaint

Counsel objects to this request as vague and overbroad as it pertains “other research.” * Complaint

Counsel firther objects to this request because it seeks premature disclosure of Complaint
Counsel’s expert discovery contrary to the timing established in the Court’s Scheduling Order.

‘and disclosure of information from Complaint Counsel’s non-testifying witness[es] which is
protected from disclosure under the work product doctrine. Subject to and without waiving these
objections, Complaint Counsel admits this request to the extent that they have not, as of this date,

5.




conducted “consumer surveys” relating to “what types of substantiation reasonable consumers
would expect the Respondents to possess in order to have a reasonable basis for the Challenged

. Claims in the Challenged Advertisements™ and denies this request as to “other research.”

4. Admit that at the time the Complaint was filed, the F ederal Trade Commission had no
expert opinion as to what express and/or implied claims were made in the Chalienged
Advertisements.

Response: Complaint Counsel objects to this request becanse it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
Complaint Counsel further objects to this request because it seeks premature disclosure of
Complaint Counsel’s expert discovery contrary to the timing established in the Court’s
Scheduling Order and disclosure of information from Complaint Counsel’s non-testifying
witness[es] which is protected from disclosure under the work product doctrine. Subject to and
without waiving these objections, Complaint Counsel denies. :

5. Admit that at the fime the Complaint was filed, the Federal Trade Commission had no
expert opinion that Respondents lacked a “reasonable bams” for the Challenged
Advernsements -

Response:- Complaint Counsel objeets to this request because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.:
Complaint Counsel further objects to this request because it seeks premature disclosure of
Complaint Counsel’s expert discovery contrary to the timing established in the Court’s .. .
Scheduling Order and disclosure of information from Complaint Counsel’s non-testifying
witness[es] which is protected from disclosure under the work product doctrine. Subject to and
without waiving these obj ections, Complaint Counsel denies.

6. Admit that at the time the Complaint was filed, the Federal Trade Commission had no
_ expert opinion to support the allegations in paragraphs 24.26,32, and 41 of the Complaint.

Response: Complaint Counsel objects to this request because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
Complaint Counsel firther objects to this request because it seeks premature disclosure of
Complaint Counsel’s expert discovery contrary to the timing established in the Court’s
Scheduling Order and disclosure of information from Complaint Counsel’s non-testifying
witness[es] which is protected from disclosure under the work product doctrine. Subject to and
without Wawmg these objections, Complaint Counsel denies. :




7. Admit the interpretation of Challenged Advertisements used to support the filing of
the Complaint was performed by Staff Counse! for the Federal Trade Commission.

Response: Complaint Counsel objects to this request because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
Complaint Counsel further objects to this request because it seeks disclosure of information from-
Complaint Counsel’s non-testifying witness[es] which is protected from disclosure under the
work product doctrine. Subject to and without waiving these objections, Complaint Counsel
admits this request to the extent that they reviewed, analyzed and interpreted the Challenged
Advertisements in connection with the filing of the Complaint but denies that they were the only
individuals who did so in connection with the ﬁlmg of the complaint.

“8. Admit that the term “Rapld” can mean dlfferent things to different raasonable
CONSUINETS.

Response: Complaint Counsel objects to this request because it does not seek “an

-admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.

The issue in this case is not whether there are multiple reasonable meanings of the term “Rapid.”

A respondent can be held liable where multiple interpretations of a claim are possible only one of siireste i ;,_ -

which is deceptive. Stouffer Foods Corp.. 118 F.T.C. at 799; Kraft., Inc. 114 F.T.C, at 120-’)1
n.8; Thompson Medical, 104FT C at 789 n.7. - e

9. Admit that thc term “Substanual” can mean d1fferent thmgs to differ ent reasonable
consumers. :

Response: Complaint Counsel objects to this request because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
The issue in this case is not whether there are multiple reasonable meanings of the term
“Substantial.” A respondent can be held liable where multiple interpretations of a claim are
possible only one of which is deceptive. Stouffer Foods Corp.. 118 F.T.C. at 799; Kraft.. Inc.
114 F.T.C. at 120-21 . 8; Thompson Medical, 104 F.T.C. at 789 n.7.

10. Adrmt 1hat at the time the Challenged Advertisements were published, the Federal
Trade Commission had no pre- scrcenmg protocol for the approval of the Challenged
Advertisements,

- Response: Complamt Counsel Ob_] ects to this request because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admussions,
Complaint Counsel further objects to this request as vague as o “pre-screening protocol.” ’
Complaint Counsel had sought clarification of this tern from Respondent s Counsel but failed to

receive a response.
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~ 11. Admit that at the time the Challenged Advertisements were published, the Federal
Trade Commission had no pre-screening protocol for determining the adequacy of the
_substantiation supporting the claims made in the Challenged Advertisements.

Response: Complaint Counsel objects to this request because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
Complaint Counsel further objects to this request as vague as to “pre-screening protocol.”
Complaint Counsel had sought clarification of this term from Respondent’s Counse] but failed to
receive a responise.

12. Admit that the Federal Trade Commission will not give advertisers definitive
~ answers on the adequacy of their claim substantiation before advertisements are disseminated.

Response: Complaint Counsel objects to this request because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
Suhject to and without waiving this objection, Complaint Counsel denies this request to the -
extent that FTC staff may, under certain circumstances, as part of the post-order compliance
process, provide advice as to whether a proposed course of action, if pursned, will constitute
compliance with a Commission Order. See 16 C.F.R. §2.41 (d)... :

13." Admit that 16 CFR. § 1.1 does not prowde a pre-screening protoco] for advcmsers e

-to receive apploval of their advertising,

Response: Complaint Counsel objects to this request because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
Complaint Counsel further objects to this request as vague as to “pre-screening protocol.”
Complaint Counsel had sought clarification of this term from Respondent’s Counsel but failed to
receive a response. Subject to and without waiving these objections, Complaint Counsel asserts
that the text of 16 C.F.R. § 1.1 speaks for itself but admits this request to the extent that the text
of the regulation does not contain the term “pre-screening protocol.”

- 14, Admit that advice provided by the Federal Trade Commission under 16 CFR. § 1.1
‘is not binding on the Federal Trade Commission.

Response: Complaint Counsel objects to this request because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
Subject to and without waiving this objection, Complaint Counsel asserts that the text of 16
C.F.R. § 1.1 speaks for itself and that the regulatory framework goveming Advisory Opinions
cammot properly be understood except by reference to the framework as a whole which includes
not only but §1.1 but §§ 1.2-1.4. Complaint Counsel admits this request to the extent that the
text of §§ 1.3(b) and (c) provide that the Commission may reconsider, rescind, or revoke advice
given by the Commission or its staff. Section 1.3(b) goes on to provide that “Notice of such
rescission or revocation will be given to the requesting party so {hat he may discontinue the
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course of action taken pursuant to the Commission’s advice. The Commission will not proceed

against the requesting party with respect to any action faken in good faith reliance upon the

Commission’s-advice under this section, where all the relevant facts were fully, completely, and

accurately presented to the Commission and where such action was prompily discontinued upon
notification of rescission or revocation of the Commission’s approval.”

15. Admit that the Federal Trade Commission is under no obligation to issue Waming
letters if it changes its position regarding advice previously provided under 16 C.E.R. § 1.1.

Response: Complaint Counsel objects to this request because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
Complaint Counsel also objects to this request as vague as it fails to define “warning letters” and
“‘changes its position.” Subject to and without waiving these objections, Complaint Counsel
asgerts that the text of 16 C.F.R. § 1.1 speaks for itself and that the regulatory framework
governing Advisory Opinions cannot properly be understood except by reference to the
framework as a whole which includes not only but §1.1 but §§ 1.2-1.4, Complaint Counsel notes
that the text of §§ 1.3(b) and (c) provide that the Commission may reconsider, rescind, or revoke
advice given by the Commission or its staff. Section 1.3(b) goes on to provide that “Notice of

such rescission or revocation will be given to the requesting party so that he may discontinue the =« - -
course of action taken pursuant to the Commission’s advice. The Commission will not proceed-* = -
against the requesting party with respect to any action taken in good faith reliance upon the - .= - .-

Commission’s advice under this section, where all the relevant facts were fully, completely, and
accurately presented to the Commission and where such action was promptly d1scont1nued upon
notification of rescission or revocation of the Commission’s approval.”

16. Admit that in 2000, the Federal Trade Commission received a petition to adopt a rule
for the pre-screening of dietary supplement advertisements. :

Response: Complaint Counsel objects to this request because it does not seek “an

- admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.

Complaint Counsel further objects to this request as vague as to “pre-screening.” Complaint
Counsel had sought clarification of this term from Respondent’s Counsel but failed to receive a
response. Subject to and without waiving these objections, Complaint Counsel admits this
request 1o the extent that the Federal Trade Commission received a Petition for Rulemaking in
2000 from Jonathan W. Emord, Esq. which is attached and speaks for itself.

17. Admit that in 2000, the Federal Trade Commission denied a petition to adopt‘ arule
for the pre-screening of dietary supplement advertisements. ‘

Response Complaint Counsel objects 1o ﬂns request becanse it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
Complaint Counsel further objects to this request as vague as to “pre-screening” Complaint
Counsel had sought clarification of this term from Respondent’s Counsel but failed to receive a

9.
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response. Subject to and without waiving these objections, Complaint Counsel admits, this
request to the extent that the Federal Trade Commission denied a Petition for Rulemaking in
2000 from Jonathan W. Emord, Esq. and the letter denying the Petition was s pr eviously produced
to Respondents but is also attached and speaks for itself.

18. Admit that in 2000, the Federal Trade Commission denied a petition 1o adopt a rule
for the pre-screening of dietary supplement advertisements because it was impracticable.

Response: Complaint Counsel objects to this request because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.

- Complaint Counsel further objects to this request as vague as to “pre-screening.” Complamt

Counsel had sought clarification of this term from Respondent’s Counsel but failed 1o receive a
response. Subject to and without waiving these objections, Complaint Counsel admits this
request to the extent that the Federal Trade Commission denied a Petition for Rulemaking in
2000 from Jonathan W. Emord, Esq. and that the bases for the Federal Trade Commission’s
denial cannot properly be understood except by reference to the letter denying the petition as a
whole. The letter denying the Petition was previously produced to Respondents but is also
attached and speaks for itself. o

19. Admit that the Federal Trade Commission, at one time, had a pre—screemng protocol
for approvmg advertisements prior to dissemination. B

Response Complamt Counsel ob_] ects 1o th1s request because 1‘: does not seek “an
admission of the truth of any matters relevant to the pending proceeding,” R. 3.32, Adnussmns;

- Complaint Counsel further objects to this request as vague as to “at one time” and “pre-screening -~ . -

1 7y

protocol.” Complaint Counsel had sought clarification of this term from Respondenit’s Counset..-
but failed to receive a response. Subject to and without waiving these objections, Complaint
Counsel denies this Request to the extent that the compliance order procedures, allowing “any
respondent to request advice froim the Commission as to whether a proposed course of action, if
pursued by it, will constitute compliance” with a Commission Order, see 16 C.F.R. §2.41 (d),
constitute a “pre-screening protocol.” Complaint Counsel also denies this request to the extent
that the use of the phrase “at one time” suggests that the procedure set forth in §2.41 (d) is no
longer in place, Complaint Connsel lacks sufficient information to either admit or deny the
remainder of this request. '
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20. Admit that the Federal Trade Conymission abolished its pre-screening protocol for
approving advertisements prior to dissemination.

Response: Complaint Counsel objects to this request because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
Complaint Counsel further objects to this request as vague as to “pre-screening protocol.”
Complaint Counsel had sought clarification of this term from Respondent’s Counsel but failed to
receive a response. Subject to and without waiving these objections, Complaint Counsel denies
this Request to the extent that the compliance order procedures, allowing “any respondent to
request advice from the Commission as to whether a proposed course of action, 1f pursued by it,
will constitute compliance” with a Commission Order, see 16 C.F.R. §2.41 (d), constitute a “pre-
screening protocol.” Complaint Counsel also denies this request to the extent that the use of the
phrase “abolished” suggests that the procedure set forth in §2.41 (d) is no longer in place.
Complaint Counse] lacks sufficient information to either admit or deny the remainder of this
request. ' '

21. Admit that the Federal Trade Commission would pre-screen Respondents’
advertisements in the event that a cease and desist order 1s issued agamst them.

Response; Complaint Counsel objects to this request because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.-
Complaint Counsel further objests to this request as vague as to “pre-screeming.” Complamt
Counsel had sought clarification of this term from Respondent’s Counse] but failed to receive a -
response. Subject to and without waiving these objections, Complaint Counsel admits this y
Request to the extent that the compliance order procedures; allowing “any respondent to request .
advice from the Commission as to whether a proposed course of action, if pursned by it, will.
constitute compliance” with a Commission Order, see 16 C.F.R. §2.41 (d), constitute “pre-
‘sereenfing].” Complaint Counsel denies this Request to the extent that §2.41 (d) provides that
such requests for advice are inappropriate under cértain circumstances.

22. Admit that the Federal Trade Commission déﬁnes, in each ca.ée, the substantiation
needed to constitute a reasonable basis for the Challenged Advertising.

Response: Complaint Counsel objects to this request to the because it does not seck “‘an
admission of the truth of any matters refevant to the pending proceeding.” R. 3.32, Admissions.
Complaint Counsel further Obj ects to this request because it seeks an adlmssmn ag to a matter of
law and hence 15 not a proper request.

23. Admit that in the case of specific establishment claims, the only substantiation

required of the advertiser is the substclntlatlon specifically referenced by the advertlser n the
. adver lisement. « :
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Response: Complaint Counsel objects to this request to the because it does not seek “an
* admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
Complaint Counse! further objects to this request because it seeks an.admission as to a matter of
law and hence 15 not a proper request and exceeds the scope of Rule 3.32 Admissions.

24. Admit that what constitutes a “reasonable basis” changes from case to case.

Response: Complaint Counsel objects to this request to the because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
Complaint Counsel further objects to this request as overbroad and because it seeks. an admission
as to a matter of law and hence is not a proper request and exceeds the scope of Rule 3.32
Admissions. '

25. Admit that the Federal Trade Commission coordinated the filing of the Complaint
with the Congressional hearings held on June 16, 2004 before the Committee on Energy and
Commerce, Subcommiitee on Oversight and Investigations, United States House of
Representatives (“the Hearings”).

Response: Complaint Counsel objects to this requé‘st to the because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions..
Complaint Counsel further objects to this request as vague and ambiguous as to “coordinated.” -

_ 26, Admit that te Federal Trade Commission was asked by Congressmnal
representatives to delay filing of the Complaint unti! the commencement of the Hearings.

‘ Response: Complaint Counsel objects to this request to the because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions,
Complaint Counsel further objects to this request as vague and ambiguous as to “Congressional
representatives.”

27. Admit that J, Howard Beales 111 is not a medical doctor,

* Response: Complaint Counsel objects to this request to the becavse it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R.. 3.32, Admissions,

28. Admit that at the Hearings, J. Howard Beales I1J was addressed as “Dr. Beales.”

Response: Complaint Counsel objects to this request to the because it does not seek “an
admission of the truth of any matters rc]evaut to the pending proceeding.” R. 3.32, Admissions.

29. Admit that at fhe Hcaungs when addressed as “Dr. Beales,” Dr. Beales d]d not
correct any member of Congress that he was not a medical doctor.

-12-




Response: Complaint Counsel objects 1o this request to the because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.

30. Admit that Dr. We)clef is not 2 medical doctor.

Response: Complaint Counse] abjects to this request to the because it does not seek “an
admission of the truth-of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
Complaint Counsel further object to this request as vague and overbroad as to Dr. Wexler.

31. Admit that the Federal Trade Commission deems Dr. Wexler to be an BXpert on chlld
obesity.

Response: Complaint Counsel obje'cts to this request to the because it does not seck “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions,
Complaint Counsel further object to this request as vague and overbroad as to Dr. Wexler.

32. Admit that at the Hearings Dr. Wexler was addressed as “Dr. Wexler.”

Response: Complaint Counsel objects to this req'uesf to the because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R: 3.32, Admissions.' :
Complamt Counse] further Ob_] ect to this request as vague and overbroad as-to Dr. Wexler.

33. Admit that at the Hcanngs when addr: cssed as “Dr. Wexler ” Dr Wexler did not
correct any member of Congress that he was not a medmal doctor,

Response: Complaint Counsel objects to this request to the because it does not seek “an - -
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
Complaint Counsel further object to this request as vague and overbroad as to Dr. Wexler..

34. Admit that there is no Federal Trade Commission rule that prohibits a Ph.D from
being referred to as a “doctor.”

Response: Complaint Counsel objects to this request to the because it does not seek “an
admission of the truth of any matters relevant fo the pending proceeding.” R. 3.32, Admissions.
Complaint Counsel further objects to this request because it seeks an admissjon as to a matter of
law and hence is not a proper request and exceeds the scope of Rule 3.32 Admissions.

13-




35. Admit that the conclusion that Respondents did not possess or rely upon a reasonable
basis that substantiated the accused advertising is premised upon the Respondents not having a
specific type and amount of substantiation for its claims.

Response Complaint Counsel objects to this request as vague as to “specific type and
amount.” Complaint Counsel further objects to this request because it seeks premature :
disclosure of Complaint Counsel’s expert discovery contrary to the timing established in the
Court’s Scheduling Order and disclosure of mformation from Complaint Counsel’s non-
testifying witness{es] which is protected from disclosure under the work product doctrine.

.- Subject to and without waiving these objections, Complaint Counsel admits this Request to the
extent that Complaint Counsel contends that its allegations that respondents did not possess and
rely upon a réasonable basis that substantiated the claims challenged in the Complaint will be
proven at trial. Complaint Counsel’s allegations are premised upon a review of Respondents’
advertising of the Challenged Products and the substantiation proffered by Respondents to
support the claims challenged in the Complaint. Complaint Counsel contends that the
substantiation proffered does not constitute competent and reliable scientific evidence for the
claims challenged in the Complaint.

36. Admit that the Federal Trade Commission’s authority is limited to determining
whether the representations made in the Challenged Advertisements are in accord with the level
of substantiation Respondent s possessed,

Respon.se: Complaint C'ounsel objects to this request as vague, ambiguous and
overbroad regarding the “Federal Trade Commission’s authority.” Complaint Counsel further
objects to this request because it seeks an admission as o a matter of law and hence is not a

proper request and exceeds the scope of Rule 3.32 Admissions. Subject te and without waiving -

these objections, Complaint Counsel admits this request to the extent that Complaint Counsel
contends that one of the issues for trial will be whether Respondents” had a reasonable basis for
making the claims challenged in the Complaint before the claims were disseminated.

37. Admit that it is the Federal Trade Commission’s position that “competent and
reliable scientific evidence” can mean different types and amounts of evidence in different cases.

Respouse: Complaint Counsel objects to this request to the because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
- Complaint Counsel further objects to this request because it seeks an admission as to a matter of
law and hence is not a proper request and exceeds the scope of Rule 3.32 Admissions. Subject to
and without waiving this objection, Complaint Counsel admits this request to the extent that
what constitutes competent and reliable scientific evidence may vary depending upon a number

- of factors including the type of product, the type of claim being made, and the part1cular field of

science involved based upon the claims and the ploduct
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38. Admit that the Federal Trade Commission has not defined “competent and reliable
scientific evidence” to require any specific kinds, types or amounts of scientific studies.

Response: Complaint Counsel objects to this request to the because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
- Complaint Counsel further objects to this request because it seeks an admission as to-a matter of |
law and hence is not a proper request and exceeds the scope of Rule 3.32 Admissions. Subject to
and without waiving this objection, Complaint Counsel admits this request to the extent that the
Federal Trade Commission has defined “competent and reliable scientific evidence” in the Order
attached to its Complaint as “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 resulis.” '

39. Admit that the Federal Trade Commission has not defined “competent and reliable
scientific evidence” to require any specific testing or research protocol or controls.

Response: Complaint Counsel objects to this request to the because it does not seek “an
admission of the fruth of any matters relevant to the pending proceeding.” R. 3.32, Admissions. - - -« oo i
Complaint Counsel further objects to this request because it seeks an admission as to a matter of -
law and hence is not a proper request and exceeds the scope of Rule 3.32 Admissions. Subject tor
and without waiving this objection, Complaint Counsel admits this fequeést to the extent that the S
Federal Trade Commission has defined “competent and reliable scientific evidence” in the Order Lo
attached to its Complaint as “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 persens qualified to do se, using procedures generally accepted in the
profession to yield accurate and reliable results.”

40. ‘Admit that the Federal Trade Commission’s position is that the state of the science
renders all the representations made in the Challenged Advertisements unsupported.

Response: Complaint Counsel objects to this request as vague as to “the state of the
science” and overbroad as to “all the representations.” Complaint Counsel further objects to this
request because it seeks premature disclosure of Complaint Counsel’s expert discovery contrary
to the timing established in the Court’s Scheduling Order and disclosure of information from
Complaint Counsel’s non-testifying witness[es] wlnch is protected from disclosure under the
work product doctrine.
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41. Admit that it is the Federal Trade Commission’s position that claims abouf the Safety

~ and Efficacy of dietary supplements must be substan‘hated by competent and reliable sclcntlﬁc

evidence.
Response; Complaint Counsel objects to this request because it seeks an admission as to
a matter of law and hence is not a proper request and exceeds the scope of Rule 3.32 Admissions.
Subject to and without waiving these objections, Complaint Counsel admits this request to the
extent that the Federal Trade Commission typically requires claims about the efficacy or safety
of diefary supplements to be supported with compeient and reliable scientific evidence.

42. Admit that it is the Federal Trade Commission’s position that Respondents needed
competent and reliable scientific evidence to substanhate the representations made in the
Cha]lenged Advertisements. -

Response: Complaint Counsel objects (o this request because it seeks an admission as to
a matter of law and hence is not a proper request and exceeds the scope of Rule 3.32 Admissions.
Subject to and without waiving these objections, Complaint Counsel admits this request to the
extent that it contends that Respondents needed competent and reliable scientific evidence to

support the claims regarding the Challenged Products alleged in its Complaint.

43. Admit that the FTC Cornmissioners have no formal irammg or expemse in
advertising interpretation.

Response: Complaint Counsel objects to this request to the because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
Complaint Counsel further objects to this request because it seeks an admission as to a matter of
law and hence is not a proper request and exceeds the scope of Rule 3.32 Admissions.

44. Admit that the FTC Commissioners are not given any formal t1 almng in advertising
interpr etation prior to being comumissioned.

Response: Complaint Counsel objects to this request to the because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.
Complaint Counsel further objects to this request because it seeks an admission as to a matter of
law and hence is not a proper request and exceeds the scope of Rule 3.32 Admissions.

45. Admit that the FTC Commissioners have no formal training or expertise in the
interpretation of science and/or medical studies.

Response: Complaint Counsel objects to this request to the because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissjons.




46. Admit that the FTC Commissioners are not given any formal training in the
interpretations of science and/or medical studies prior to being commissioned.

Response: Complaint Counsel objects to this request to the because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions,

47. Admit that the aitorneys for the Federal Trade Commission are bound to follow the
procedures specifically discussed in the FTC Operating Manual,

Response: Complaint Counsel objects to this request to the because it does not seek “an
admission of the truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions.

Dated: September 24, 2004 ' 'T{D%’UJ.M’LQA” A }/\ssuf—i"bf N ,
Laureen Kapin (202) 326-3237

Walter C. Gross (202) 326-3319
Joshua S. Millard ~ (202) 326-2454
Robin M. Richardson (202) 326-2798
Laura Schneider - (202) 326-2604

Bureau of Consumer Protection
Federal Trade Commission
600 Pennsylvania Avenue, N.W.
Washington, D.C. 20580




Certificate of Service

Thereby certify that on this 27th day of August, 2004, 1 cansed COMPLAINT COUNSEL"S RESPONSE

filed as follows:

‘ TO RESPONDENT BASI CRESEARCH LLC’S FIRST REQUEST FOR ADMISSIONS to be served and

one (1) electronic copy via email and one (1) paper copy
by first class mail to the following persons:

Stephen E. Nagin

Nagin Gallop Figuerdo P.A.
3225 Aviation Ave.
Miami, FL 33133-4741
(305) 854-5353

(305) 854-5351 (fax)
snagin@ngf-law.com

For Respondents

Richard D. Burbidge
Burbridge & Mitchell

215 S. State St., Suite 920

Salt Lake City, UT 84111

(801) 355-6677

(801) 355-2341 (fax)
thurbidge@buwbideeandmitchell.com

For Respondent Gay

- Peters Scofield Price

Jeffrey D. Feldman ¥ .

. FeldmanGale

201 S. Biscayne Blvd., 19" Fl.
Miami, FI. 33131-4332

(305) 358-5001

(305) 358-3309 (fax)
JFeldman(@FeldmanGale.com
For Respondents Basic

~ Research, LLC, A.G.

Waterhouse, LLC,

- Klein-Becker USA, LLC,

Nutrasport, LLC, Sovage
Dermalogic Laboratories,
LLC, and BAN, LLC

- Mitchell K- Friedlandey ot =
5742 ‘West Harold Gatty Dr,
Salt Lake City, UT 84116

- (801)517-7000
(801) 517-7108 (fax)

Ronald F. Price
310 Broadway Centre

111 East Broadway
Salt Lake City, UT 84111

(801) 322-2002, mkf555@msn.com
(801) 322-2003 (fax) - ‘
rfp@psplawyers.com Respondent Pro Se
For Respondent Mowrey ‘
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Before the
FEDERAL TRADE COMMISSION
‘Washington, D.C. 20580

In Re: Petition for a Rule
Requiring the Division of
Enforcement, Burean of
Consumer Protection to
Abide by the Strictures
of the First Amendment

* in Enforcing the FTCA

Docket No.

PETITION FOR RULEMAKING

The First Amendment Health Freedom Association {“Association”), an industry
assomatmn cumpnscd of corporate, sole proprietor, and consumer members, by counsel and .
pursvant to 16 C.F.R. § 1.9 and Section 18 of the Federal Trade Commission Act (“FTCA”), 15

US.C. § S'?(a)”(“l)(Bj, hér‘eby petitions the Federal Trade Commission (“FTC™ or “Commission”) .

to reform at the earliest possible moment those enforcement practices and procedures identified . .

herein, used in nonpublic mvéstigations of health benefit advertisers,’ that violate the First
- Amendment. | |
This petitbﬁ calls for refénﬁ_ in the way FTC communicates with, and acts toward, the

subjects of access ]sttcr:;, and civil investigative demands. |

‘ FTC staff habitually fail, at ﬂac butset and thronghout nonpublic invéstjgations of bealth |
benefit advcrtising, to fulfill théif First Amendment duty of informing the subjects'of
' mvestlgatlon of precxse]y wluch speech they smpect is inherently misleading (and, thus, not
_ protected by the First Amendment) and wh:c:h they suspect 18 (at worst) only potentxally
' misleading (and, thus, prot_t:cted by the Flrst Amsndmcnt) and whmh they suspect does not

- mislead at all (énd,; fhus, is also'protebted by the First Amendment). That failure engenders a




broad chilling E:’fféét"on protected speech because without knowledge of precisely which ad

~ content FTC suspects is inherently misleading (an&, thus, unprotected by the First A-me:ndmcnf),

advertisers questioned tend to favor overbroad self-censorship in order to reduce the risk of

adverse FTC action.

FTC staff hébi'tually fail in resolution of cases (short of trials or hearings on the merits) to

 inform subjects of nonpublic investigations not enly of the precise content they deem mherently
" misleading but also of the precise scientific grounds they have for suspecting that content 15 not

- backed by “competenf and reliable scientific evidence.” Those failures not only deprive subjects

of the process doe them in matters as sensitive as government regulation of speech but also
constitate an arbitrary and capricious agency practice in violation of the Administrative

Proécdure Act (“APA’;). By not revealing their substantive reasors for suspecting that specific

health benefit advertising content lacks supporting competent and reliable $cicntiﬁc évi_dﬁnce, the -

FTC staff fail to achieve that degree of transparency necessary for the subject (and--upon public

nétice of a disposition of the case—all others) to disoern precisely why it is that certain speech
has been deemed deceptive by the FTC. The abscncc of that transparency makes it extremely
difficult, 1:{" not mposs:b]c for both the subject, and others similarly situated, to know with
reasonable certainty what ad content on the same subject FTC will in future rctrard as deceptive,
leading prudent advertisers to engage in broad self-censorship (of a categorical nature, e.g.,
dropping entire ads rather than reforrrﬁhg them in ways that may‘ be unobjectionable to FTC).

In parhcular, the petitioner calls upon the Commission (1} to require FTC staff before

mltlatmg a nonpubhc mveshgatlon of health benef t advertine to ascertain from scxent]fic

experts the_ competence and reliabilitv of that a_d\}ertisiqg_; (2) to reguire FTC staff in every

-1 Asused herein, the term “health benefit advertisers” refers to all who advertise that a food, dietary suppiement, or

drug conveys a health benefit.




of commercial information protected by the Fix;si &nen&nent of the United States Constimtion
neces'sary for a cansumer to exercise fully informed choice in food and diétar-y supplement .
markets. The purpose of the organization is impeded by the FTC staff’s current enforcement
practices and procedures becau'se thé staff routinely challengejs entire advertiscment's withouf
making the above- méfitioned constitutionally required distinctionsB, thus;;nnecessaﬁly
‘bordening ad content that is protected by the First Amendment in the same way that it burdens ad
content that it éuspects js not protected. * o

The failure of the staff to informa subject of the precise content in each ad suspected of
being inherently misieading produces the Iogiéa] and actual effect of .causing a prudent subject of
‘such an investigation--not informed by the staff during the investigation of precisely which
content within an ad the staff suspepts is mherently lﬁisleading and thch, if any, the staff
suspects is, at worst, only potentially misleading-—to eﬁgage in s:lﬂ;cnsfogsl?jp, Femoving :f“m'_l
the market entire ads (or at least unobjectionable contént along with the objectionable), ip an
effort to reduce the risk of, and potential extent of FTC consumer redress demands and o reduce
. FTC insistence upon broad fencing in proﬁsions n conscﬂt aérecments as conditions precedent
to pre-trial settlement. Those subjects may refrain from communicating iﬁformaﬁon that FTC
may Tightly consider unprotected by tﬁe First Amendment, but ﬂacy may als'.g (and, indeed, do)
refram from communicatﬁg ﬁnfonnation that is undoubtedly protecfad, not knoﬁving precisely -

which ad content FTC suspects is inherently misleading and which it suspscts is, at Worst,_ only

potentially misl eading or not misleading at all.

? Typical questions in civil investigative demands and access letters call for production of all advertising content
concerning the product in question and all related products and the production of all incorne and cost information for
the products advertised. ‘ ) ' '

“ To the extent that FTC perceives deceptive advertising condemnable under the FTCA, 15 U.S.C. § 45, as more
inclusive than protected speech under the First Amendment, it is duty-bound by the Supreme law of the Constitution’
tp make sure that it does not impose undue burdens on pmtected speech, including potentially misleading

commercial speech.

.




' Those squcci;s, inclluding members of the Association, have engaged in selﬁcénsorship_
out of a reasonable fear of law that is uncertain, becanse FTC has not required FTC staff in each.
case to inform subjectg precisely which content in each ad it suspects is inherently misleading,
which content it suspects is,;__:at worst, only potentially misleading (and, thus, p;otectad by the
First Amendmcﬁt), and whichcontent it does nbt challenge at all. Because the subjects canmot

discern the thoughts of the staff or of the Commission and cannot discern (without being so

" informed by the staff) the staff’s precise position on the merit of specific ad content, that

uncertainty combined with reasonable fear of adverse agency action necessarily induces broad

.s:lf&cnsorship in lieu of (1) deletion of the precise content FTC actually suspects of being

inherently misléading, (2) revision of ad content suspected of being only potentially misleading

(i.c., through qualification of the language in issue or through the addition of a disclaimer), and

economists have long touted the benefits of accurate information flow to the exercise of

consumer choice_ in a free market. See, €.p., Comments on the Staff of the Bureau of Economics,

the Bureau of Consumer Proteéticm, and the Office of Policy Planning of the Fédera] Trade
Commissionat 23 (September 13, 2002). The staff’s aforementioned Jack of requisite specificity
disserves the end of k&eﬁing information markets as open as‘posisible for the exchange of
accurate cormercial information. Moreover, the self-censorship induced unnecessarily limits
economic opportunity, market entry, and cumpeﬁﬁon, redounding to the detriment not bﬁly of
consumers but also of industry. The loss of economic liberty and ;:onconﬁtant €Cconomic
opportunity is paﬁicular]y devastating to small businessl'(and, most notaﬁly, to market entrants).
Because government restridtibn'of commercial s.pee_ch (both dirgct and .fc')resseablc) is‘

constitutionally impermissible absent satisfaction of a rather high burden of proof; it is ,‘




incumbent upon the 'Commission to ensure that the tools it uses during nonpublic investigations
i

are carefully and precisely tailored to aveid undue burdens on the exercise of protected speech.

' The reforms the Petitioner urges the Commission to-adopt herein' are obvious, less speech

restrictive alternatives to cirent practices and procedures and comport better with the public

* interest because they achieve FTC's objective of ridding the market of deception without

sacrificing the advertiser’s and the public’s irst Amendment rights (and the value of the free
flow of acclrate information).

The Association and its members find the staff’s penchant for commencing nonpublic

~ investigations of health benefit advertisers without first obtaining the counsel of scientific

experts as to whether the advertised benefits are backed by scientific evidence unconstitutional

because such advance consultation is an obvious, less speech restrictive ajternative to current

' practices and procedures and may avoid or reduce the scope of burdens placed on advertisers and. . ..

their speech. See Thompsonvy. Western States Medical Centér, 122 S, Ct. 1497, 1506 (2002)
(the Supreme Court explained that it has “in previoﬁs cases add:essiﬁg' [the] final prong of the

Central Hudson test, ... . made clear that if the Government could achieve jts interests in a

~ mamnner that does not restrict speech, or that restricts less speech, the Government must do 50™).

The Association and its members find FTC staff’s failure to inform subjects of precisely

which ad content it suspects ofbeing inherently misleading (and the reasons therefore, including

‘the scientific justifications), which it suspects of being, at worst, only potentially misleading

(amd, ﬂms, protected under the Fist Amendment) anltli which it suspects of not being
objectionzible (1) denies those subjects, other advértisérs, and the public a clear understanding of
legal limits on ad content and (2) leads iﬁsluctab]y to a pervasive chilling effect, wherein the

subject (and others similarly situated who become aware of the action) avoid entire categories of
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adv&ftising content, not abk to discern with réasonable certainty Iwh.at specific content FTC finds.
objcct;(;nablc and why. h |

The Association and its members find FTC's failure to rely on waming. letters in ley of
-compulsery process in nonpublic investigaﬁons mmecessaﬁh—/ burdensome when thq ad content |
in 1ssue is, at worst, only potentié]]?mis]eadir;g and not inherently misleading. 1n such
circums’tanccs, the obvious, less spt_eech restrictive alternative of a wamiﬁg letter defining why
the speech misleads and what disclaimers could be use& to avoid nﬁslcadingness fs both a
- necessary and sufficient cc;ncctivc mechanism that is less speech restrictive than the imposition
of the extraordinary costs and speech burdens ordinarily associated Qim compulsory process in
FTC nonpublic investigations.

II. STANDING TO PURSUE LEGAI, REDRESS

The Association and its individual members are adversely affected by the FTC’s failare = - L

to ensure adequétcly that its practices and procedures in nonpublic investigations_ of health
benefit advertising avoid the imposition of undue burdens on advertising content protected by the
 First Amendm'ent.h The Asspciation suffers injury because that fajlure frustrates its purpose. The
Association’s for-profit corporate, non-profit corporatc; and sc]e-practiti{;ncr memﬁers arc also
injured beﬁause they include health benefit advertisers who fear adverse FTC action if they
_coﬁ]mmﬁcatc certain accurate advertising information’ but also becanse they include consumer
'mcmbcrsl imjured by their inability to recetve such information which they find indispénsab]e 1o
the e;erpis,e of hﬁomed choice 111 the market.

As the Sup_rcmé C;)urt explained, “[tThere is po questién that an association may have

standii:g in its own right to seek judicial relief from injury to itself and to vindicate Whatever



! : . - . * -
rights and immunities the association may enjoy. Moreover, in attempting to secure relief from

LI

injury to jtself the association may assert the rights of its members, at least so long as the

challenged infractions adversely affect its members’ associational ties.” Warthv. SeMin, 422

1.5.490, 511 (1975), citing NAACP v. Alabama, 357 U.S. 499, 511 (1958).% An organization
has standing to pursue legal action for rédress_of a grievance “if it has been injured as an enfity,”
for example, if the challenged conduct impedes its ability to fulfill its purposes. See, e.2.,

Assbciaﬁon-of Community Organizations for Reform Now v. Fowler, 1997 U.S. Dist. LEXIS

20237 at *3 (E.D. La 1997) (ctting Havens Realty Corp. v. Coleman, 455 U.S. 363, 379 (1982)).

When an organization’s purpose is frustrated by acts of govemment such that the orgamzatlon
cannot obtain protection for constrtuttonal or statutory rights of its members and is-forced to |
devote mgmﬁcant resources 1o that end, it has alleged a sufficient mjury to cstabhs.h standmg to

sue. See’Truc_kers Union for Safety, et al. v, Mead, 251 F.3d 183, 188 (B.C. Cx. 2001) -

(discussing organizational standing and the requirement of cognizable injury to the organization,
its activities, or its mcmbcrs)

Im. THE UNCONSTITUTIONAL AGENCY PRACTICES AND
’ PROCEDURES IN ISSUE

A FTC’s Current Practices and Procedures Unconstltutmnally Vest Broad
Discretion in Lay Commission Staff to Determine Whether Scientific Speech
May Be Prohibited

The Association understands that the FTC staff's decision whether to initiate compuléory '

process against health benefit advertisers throngh either an access letter or a civil investigative

¥ The fear is profound Thcy also fear retaliation from the Commission if they mform the Commission of who they
. are. They believe, in the absence of clear criteria, FTC vould well initiate nonpublic investi gations of their current
advcrtlsmg, without good canse, to punish them for challenging the practices and procedures here in issue.

& Althongh standing is not & requirement ta bring a petition before the FTC {or any administrative agency, see
generally Sierra Club and Environmental Technology Council Inc. v, EPA, 292 F.3d 895, 899 (D.C. Cir, 2002),
citing Pfizer, Inc. v, Shalala, 182 F.3a 975, 980 (D.C. Cir. 1999) (*An administrative agency . . . is pot subject to
Article 11T of the Constitwtion of the United States™)), it is a requirement for any subsequent su:t in federal court for

10




-

demand is most often predicated not on a scientific expert’s assessment -But on the lay opinion of |
FTC léga] staff. Before dcmandipg scientific substantiation from heaith benefit advertisers for
allegedly deceptive claims, FTC le:-gal staff rarely, if evcr,'defcnninc n advﬁnce whether 'théir lay
opinion of the competence and reliability of the a(;ivertisi:lg claims mirrors .that of sclientists

expert in the field of science in issue. Bésed on lay supposition, FTC legal staff ﬁ'equeﬁﬂ}r

imﬁosé the high costs of an FTC investigation on subjects without the staff satisfying a threshold
burden of ascertaininig the relative level of scientific evidence in the pﬁbljcly available literature
supporti\}e of the questioned claims.” The determination whether to initiate a costly nonpublic '
inve:sfigaﬁon .;equires, at a minimum, consultation with a qualified sc'icn_tiﬁ'c expert. The faiture
to adhere to that reasonable instimtjonal safeguard against the exerciéc of unbrl'dlc_d c__iiscff:tion

over use of compulsory process is a clear violation of the First Amendment. See penerally,

Forsyth County v, Nationalist Movement, 505 U.S. 123, 132 (1992).

1. Lega] Backgronnd
It is a well-established legal tenet that “in the area of free expression a...statute placing

unbridled discretion in the hands of a government official or'agcncy. ..may result in censorship.”

City of Lakewood v, Plain Dealer Publishing Co., 486 U.S. 750, 757 (1988) {citing, e.g.

Shutflesworth v, Birmineham, 394 U.S. 147, 151 (1969); Cox v. Louisiana, 379 U.S. 536 (1965);

FTC’s failure to grant the requested relief. We therefore take this oppummity to explain the particularized injury
suffered by the pentluner and its members.

” The FTC requires advertisers 1o have seientific substantiation on hand before a health benefit advemsement is-
published. The First Amendinent, however, makgs it the Government's burden of proof, not the advertisers, 10

- justify any restriction of commercial speech. The Government must prove speech not protested by the First

Amendment. The adveriiser has no constitutional duty to prove the contrary proposition. Indeed, all commercial
speoch is presumptively protected until such time as the government proves it to be inherently miskading. FTC may
not constittionally shift this burden to the advertiser by presuming a health benefit deceptive without proving it to
be so, based on nothing mote than the advertiser’s lack of a substantiation file. It is of course possible that by sheer

' chance, or by generally derived opinion, an advertiser could make 2 health benefit advertising claim that was

‘corroborated by science but failed to obtain that corroboration. That truthful speech is no less deserving of full First
Amendment protection than the speech of the advertiser who keeps a substantiation file. In both instances, if FTC
wishes to challenge the advertising, it mmust satisfy the First Amendment burden of proofby prcsentmg evidence of
deceptiveness; it cannotpresume spcech dcceptwe it must prove it.

S




Staub v, Clty of Baxlev, 355 U.S. 313, 321-22 (1958) lndced the Sup reme Court has felt

obhged to condf:mn systems in whmh the exercise of such authcmty was not bounded by precise

and clear limits. That-reasoning has been, simply, that the danger of censorship and of

abridgment of our precious First Amendment. freedomns is too great to bear when officials have

broad discretion over determining which speech is unlawful. See, e.g. Southeastern Promotions,
Ltd v, Conrad, 420 U.S. 546, 553 (1975). “Our distaste for censorship——reﬂer_:ting the natural .
- distaste of a free people—is deep-written in our law.” Id. To avoid the exercise of unbridled

discretion, adequate procedural safegnards are essential. Id. (“[Clonstitutionally required

miinimum procedural safeguards” are necessary); See also, Forsyth County v. Nationalist
Movement, 505 U.S. 123, 132 (1992) (“[NJarrowly drawn, rcaﬁp_n_ab}g and definite standards”
guiding officials are necessary béfore-rcgﬁlat;’ng speech). Those standards are required whether

the speech in question is protected or not, for the risk of unbridled discretion is the primary

constitutional threat. See Southeastern Promotions, 1d.; Freedman v. Maryland, 380 U.S. 51, 57
| (1965) (In case dealing w1th prohibition of obscene material, “a state is not free to adopt
whatcver procedures it pleases for dcahno w:th obscemty -without regard to the possible

consequences for constitutionally protected speech” (citing Marcus v. Search Warrant, 367 U.S.

717,731 (1961).

The Jaw condemning unbndled discretion by govcmmcnt Specch pohce apphcs equally in
cases where official discretion generates a chilling effect on protected cornmc:rcml speech, That
latter ciroumstance dcscribs:s present FTC use of compulsory prog:ess in the context of health

benefit advertising. Seé generally Lakewood, 1d. at 758 (wheﬁ wnbridled discretion is placcd m

the hands of agency ofﬁt:]als oppomnntles for speech are mremmevably ]ost” {citing Fre.e:dman

Mamland 380U S 51,57 (1965), Sala v. New York 334 US. 558, 560 (1948)).

12




The commercial 'spaech test in Central Hudson Gas & Eleotric Corp. v. Public Service

‘Comm’n of New .York., 447.8, 557, 566 (1980) has been described as “sﬁBEtantial]y similar” to

the test for time, place, and manner testrictions on protected speech,? Board of Trustees of the

State University of New York v. Fox, 492 U.S. 469, 477 (1989) (citing San Francisco Arts &

Athletics, Inc. v. United States Olympic Commitiee, 483 U.S. 522, 537 n. 16 (1987). The_ .
substantive First Amendment purposes served by prohibiting the exercise of unbridled discretion

over.speech by government officials in time, place, and manner regulation wouid thus appear to

apply equally m the commercial speéch regulatory context. See e.g. Lﬁkewood, 486 U,'S', at 757
("It is not merely the sporadic abuse of power by the censor but the ﬁervasive threat inherent in
its very existence that constitutes the danger to freedom of discussion” (citin Thox_nhill- v.
' Aljl_)_e_l_m_g_,\ﬁlo U.8. 88, 97 (1940)). In either context, it is a ﬁmdax_:}gnml tenet under gencral'First‘“_:w

Amendment priﬁcip]es that the exercise of unbridled discretion by government officials is

forbidden See, e.2., Lakewood, supra; Shuttlesworth v. cm'ofBinninghm 394US. 147,153

(1969) (quoting Kumz v. New York, 340 U.S. 290 (1951), See also, Forsvth County v.

Natmnahs': Movement, 505 U.S. 123 (1997)

¥ Central Hudson esiablished a four-part test for analyzing the legality of restrictions on commercial speech. ltheld:
“At the outset, we must determine whether the expression is protected by the First Amendment. For commercial
speech to come within that provision, it must at least concers lawful acthty and not be misleading. Next, we ask
whether the assened governmental interest is substantial. 1f both inquiries yield positive answers, we must
determine whether the regulation directly advances the governmental interest asserted, and whether it is not more
exiensive than is necessary to serve that interest.” 1d. 447 U.S. at 566. The time, place, and manner test has been
described as; “We have often approved restrictions of that kind [titne, place, manner] provided that they are justified
without reference to the content of the regulated speech, that they serve a significant governmental interest, and that '
in doing so they leave open ample alternative channels for communication of the information.” M&M
of Phamacx v. Virginia Citizeng Consumer Coupcil, 425 U.5. '748 771 (1976)



2. FTC’s Condonation of the Staff’s Failure to Require Scientific Assessment of
Health Benefit"Advertising Before Imposing the Costs of Compu!mry
Process Violates the First Amendment
When FTC staff members decide whether to initiate compulsory process against a health |
benefit advertiser without first ascertaining that a ‘qualiﬁed sci‘entist,regards the clai:ﬁ as
decej:tive-, the staff proceeds on supposition, p'recondcption, or bias, but not bn a cémpétently
informed basis. In such a circumstance, the staff has not undertaken. reasonably prudent steps to
cx‘lsure a sound scientific basis for the initiation of costly compulsory Process agamst a health
benefit advertiser.” That practice direct]y implicates the major First Amendment risk tIrxatvthe
Supreme Court has associated with the exercise of unbridled ciiscretit;h by government ofﬁ;ia_ls:
“self censorship by speakers in order to évojd being denied a license to speak.” La-kewood,. 486
U.S. at 759. While a license to speak isnot at issue here, self-censorship in order to avoid ﬁsk of .

future adverse enforcement action is. As explained in the affidavit of the Association’s President

(Exhibit A), members of the Association have refrained from making certain truthfuland . . . L.

nonmisleading health benefit claims in advertising because they cannot, from motment 1o
moment, reliably discetn in lspegiﬁc circumstances what FTC regﬁrdg as'df;ccptivé. |

'FTC staff members must be limited in the exercise bf their discretion by adequate
| procedural safeguarﬁs'that ensure that each initiation of compulsory process aga_ins; a

health benefit advertiseris predicated on a sound and expert scientific foundation rather

thanon léy supposition, preconception, or bias, See, Forsyth County v, Natiopalist
Movement, 505 U.S. 123 at 132 (1992) (In case of whether a parade-permit fee is constitutional,'

the Supreme Court held that “based on the county’s implementation and construction of the

? The point i not that lawyers, the proverbial jacks of all trades, who lack formal scientific training, cannot be
intelligent interpreters of law and its relation to science, It is, rather, that they cannot reliably determine in the first
instance whether an advertising claim of health benefit is scientifically supported without consuiting a scientist
appropriately educsted and experienced i the study of the science in question.

14
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ordinance, it simply cannot be said that there are any narrowly drawn, reasonable and-definite
A o
standards guiding the hand of the Forsyth County administrator. The decision {of] how much to
charge for police protection or administrative time—or even whether 10 charge at all—is left to
the thm of the adxmmstrator There are no artmulatcd standards. cither in the ordmance or in the
county’s cstabhshed practice...The First Amendment prohibits the vesting of such unbndled
discretion in a government official”). Without required consults with q}nahﬁpd scientists as a
- condition precedent to initiation of nonpublic investigatiohs of health benefit advénismg, there
ex_iéts no reasonable proc;dura] safeguard to pfotcct against unscientific bias, supposition, or
preconception by staff in the initiation of such invéstigations. “Bsq.mise the safeguard.;s are
reasonable and obvious less speech restrictive alternatives, the Commjssion violatés the First
Amendment by not implementing them Id.; See also Central I-Iudson, ___13_13_1447 U.5. at 566.

-

The Association urges FTCto require jts staff to ascertain from scientific cxperts the

competence and reliability of health benefit advertising claims before 1mt1atmg cornpulsory

process against health benefit advertisers. Only when FTC meets. t}at preliminary burden may it

constitutionally jusﬁify imposing the costs of its compulsory process on a health be;ieﬁt
advertiser (whose commetcial speech, under our First Amendment, is ﬁresumpﬁvely protected
against state restriction and undue burden absent government fulfiliment of its burden 16 pré:ve ‘
the speech i in questmn mnherently rmsle.aumg)

B.  FIC’s Staff Violates the First Amendment by Falhng to leferentmte
Between Inherently and Potentially Misleading Speech in Nunpubhc .
Investigations of Health Benefit Advertising

The FTC (émd its Division of Enforcement (“Division™) and its Bureau ‘of Consuz.ner -

Protect:on ("Bureau”)) commence nonpublic mvestlgatmns of health be:neﬁt advertlsmg when

the staff suspects that it has discovered cwdence Df deceptive advertising. That d:scovery

15



restrictive than the old ones now in use. 1t is therefore constitutionally incumbent upon the

Commission to apply the new methods in lieu of the old at the earliest possible moment. See,

e.2. Western States Medical Center, 122 S. Ct. at 1506 (the Supreme Court explained that it has

“in previous cases addressing this final prong of the Central Hudson test, . .. nade clear that if

the Government could achieve its interests in a manmer that does not restrict speech, or that

restricts less speech, the Government myst do so™). See also, Rubin v, Coors Brewing Co., 514
U.8. 476, 491 (1995)').13 _

- When the staff issnes an access letter or a civil investigﬁtive demand to an advertiser, the
staff rarely, if ever, informs the advertiser precisely which content it SIU.SpEctS of being inherently

misleading under the First Amendment standard; which it suspects, at worst, of being only

potentially misleading; and which it finds unobjectionable. Without so informing the subject of - - oo oo

investigation, FTC nevertheless demnands a wide array of IéSpQJl’S_E‘.S to searching aﬁd, oftentimes, ... i o

intrusive questions calling for the production of documents and the pro;vision of answers. Such
questions demand, ¢.g., (1) sensitive financial infonnation‘abbut the compensation of _comljany
officers and employees (“State all compensation, payments, and other benefits (Whethér in the
fqrm of cash, loans, real property, or other form) and the lt-ime period of such paymcnts'madc by
‘the cornpany to each current or former officet and dir'cctbr, and ﬂlé five szt highly

compensated employees, independent contractors, or consuliants™); (2) extremely detailed

regulators that “[i)f the First Amendment means anything, it means that regulating speech must be a last—not first—
ll'gsort.” 1d. at 1507, . o _ ' o

Delay of any sort in rectifying frec speech violations is the bane of the First Amendment. Sce Elrod v. Burps, 427
U.8. 347, 373 (1986)( “[t]he loss of First Amendment freedoms, for even minimal periods of time, unquestionably
constitutes irreparable injury™); see also Jackson v, Cig;,; of Columbus, 194 F.3d 737, 747 (6"1 Cir, 1999); lowa Right
‘to Life Comm.. Inc. v, Williamg, 187 F.3d 963, 969 (8" Cir. 1999); Brownshurg Area Patrons Affecting Change v,
Baldwin, 137 F.3d 503, 507 (7" Cir. 1998); New Y ark Magazine v, Metropolitan Trangportation Autbority, 136
F.3d 123,127 (2‘“s Cir. 1998); Lakewpod v, Plain Dealer Publishing Co., 486 U.S. 750, 758 (1988) (noting that
“opportunitics for speech,” if suppressed, “are imetrievably lost”); Washipgion Free Community v. Wilson, 426 F.2d
1213, 1218 (D.C, Cir. 1969) (“Speakers . .. cannot be made to wait for years before being able to speak with a
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infonnétion concerping the advertising and promotion of products (*For each item of

pro-r_notiona] material.. .subm?fa separate, complete dissemination schedule, inp]uding the dates,
times, and cities of dissemination, nummber of disis:minations, cost of disseminations, media used,
and jc;b numbers or deécriptions used by each broadcast station, publication, or online service™);
(3) saies figures for the pi*oduct or products at issue and company salés information (“Pleasé
provide annmal sales ﬁgﬁes for [three cnsecutivé years and to date] for the company as a whole
and for each of the products identified...above™); and cvenr(4) internal company information
concerning the markctmg and development of advertising strategies (“For each

product Jdentify and provide a brief description of the roles and responsﬂalhtms of all
individuals and companies, includin_g ‘but not limited to advertising agc_nmes, marketing firms,
public relations firms, or others who participated in: a) the creation, development or preparation
of promotional n*iﬁte:ﬁa.ls: for such products; and b) the media placement Dr‘d_i.s_se_m_ination__df the .
pfomotiona]‘materials'for such pfoducts”).

The coét of response can be substantial, ranging (in legal fees alone) from a Jow of five
figures (&;25,000 to $757,'000) to six figures ($'1 00,000 to $200,000) or more.'* The
afqremen;cioned FTC fajlure u'nneccssaﬁlyrqauses all content of the ad in questidn, including that

" protected lby the First A.mendmeﬁt, to be treated the same as ad content not protected by the First

' Arﬁendment., Tht;a failure leaves the subject to guess about what content FTC actually finds
objcctionéble and about FTC’s substantive basis for the objection. Continued use of deceptive
‘adverti smg content dunng the mvestlgatlon phase can (and often does) increase the amomnt FTC
demands for consumer redress and can-{and often does) worsen the prospects for pre-fna]

sett]ement. . Unmfonned of prec;sc]y what ad content FTC fmds objectionable (and, more

© measure of security™); ﬂcxv Mational Federation of the Blind, 784 U.8. 781, 793-94 (1988); Pcarqon v. Shalala,

130 F. Supp. 2d at 1 19 (D.C. 2001) (applying Elrod and progeny in the health claims contaxt)
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particularly, of which content it 'suspects is inherently misleading, of Which is only &Jotentially
misleading and curable by disc]aimcr, and of \r;'hich is not ﬁﬁsleadiﬂg at all), the prudent
advértiscr often decides to withdraw entire ads from the market (thus suppressing not dnly
content FTC actoally suspects is inherently misleading but also content protected by t‘he First
Amendment, ie., po'tentié]ly misleading and nonmisleading content). For an l,advcrtis_e:r o
modify ad content (but to guess wrongly as to what .contcnt FTC suspects is deccpti'v:) entails
ENOTINOuUS risk‘s‘ for the advertiser bccauée FTC may well find. failures to correct content it finds
deceptive to.warrant greater consumer redress and harsher terms for a consent decree,

In sum, in the absence of word from FTC staff smciﬁcally identifying which content the

staff suspects is “inherently misleading,” which it suspects is “potentially misleading,” and .. -

which it finds not deceptive, an advertiser must guess at its own peril if it wishes to.continue - . . .. v oo

rumming the ad without what it presumes is the offending content, The ambiguﬁy présent creates

a pervasive chilling effect that induces self censorship.’®. The resulting self-censorship not only: - .

‘causes the advertiser to suffer 2 loss in free speech but also causes the consumer to experience a. ...

ipss in actually .o.r potentially useful information that may prove indispensable to the rendering of
an mformed market selection. |

Variously in its decision to issue access letters.and civil investigative demands; in lts |
pursuit of cormpulsory process; in its communication with regulatees and their couﬁsel; in the -

content of its administrative and judicial complaints; and in the content of its consent orders, the

4 See Exhibit B,

The enforcement incertainty created by FTC's practmc results in a cln]]mg effect. Asthe court stated in
Gravned, “umcertain meanings inevitably lead citizens o ‘steer far wider of the unlawfu] zone’...than if the
beundaries of the forbiddén area were clearly marked.” 1d, at 109, giting Baggett v. Bullitt, 377 118, 360, 372
(1064), guoting Sneiser v. Randall, 357 1.8, 513, 526 (1958), see also Interstate Circuit v. Dallas, 390 ULS, 676, 684
(1968); Ashton v. Kentucky, 384 U.5. 195, 200-20] (1966); Dombrowsk] v, Pfister, 380 U.8, 479, 486 (1963);
Smith v. Califormia, 361 U.S. 147, 150-152 (1959); Winters v. Eew Ymg, 333 U.5. 507 (1948); Strombereg v.
Caitfomia, 283 1.8, 359, 369 (1931).
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Tequirements (coliectively referred to herein as “p.cnaltics

Commission, the Division, and the Bureau violate the First Amendment: (1) by not requiring its

staff to ascertain from scientific experts the competence and reliaibility of health benefit

advcmsmg clanns before lmtxatmg compulsory proccss (2) by not evaluating health bcncﬁt
advcrtlsmg io discern and explain whether it is inherently or potentially mislcadmg, (3) by not
employing ebvious less restrictive altsrnatives.to :use of cornpulsoxy process to protect those WhO
engage in potentially misleading health benefit advertising from the same sosts, burdens, and
restrictions imposed on those who engage in inherently misleading advertising; (4) by not
informing regulatees of precisely why the content of specific health benefit advertising is

deemed inherently or potentially nns]cadmg by the Bureau, lesmn or Commlssmn, (5) by not N
informing regulatees that they may.continue o use potentla]]y rmsleadmg hcalth benefit ads Jf
they chsclalm or quahfy themto avoid mlsleadmg connotatmns, and (6) by not excluding
potentially m,lslsadmg hea]th benefit advsrhsmg from consent decrces and orders that impose os=-.
advestisers often costly consumer re:drsss, disgorgemcnt, effective injunctions against future use
of statements deemed deceptive, reporting, recordkeeping, and consumer notifi_cstion

| 16y '

Indeed, the FTC defines any health bepefit advertising tha’s does not satisfy its largely
subjective and ambiguons “competent and reliable scientific evidsn,ce*’ standard as deceptive amd
defines those who communicate such advertising as deserving of csmpﬁlsory process,
enforcement, and penalties without any effort to protect potentially misleading hezlth benefit
advertising from the costs, burdeﬁs and restrictions of that process. st ﬁiiing to make -

accommodat:ons to protect potcnnally misleading hcalth benefit advertlsmg from the burdens it

imposes on mherently rms]eadmg health benefit advemsmg, the FTC’s repeated incursions into

- 18 We understand that FTC does not regard these requirements as punitive measures but, in point of fact, théy affect

subjects in the same negative way, regardiess of the nomenclature used.
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the market penerate a chilling effect, cansing entire categories of éndvertisiﬁg o be ‘viey\rfed by
responsible advertisérs as too risky and thereby to indUCG-SEIf"CEHSO.TShiP.” In the end E}}e

current process redounds to the‘ detriment of cohsumcrs, de;ying them information on the
potential benefits realizable ﬂoﬁ the usé of health enhancing products by unduly restricting what.
may be said about fHose products. |

There is an cbvious and less speech restrictive alternative to the current staff practice and

‘proccd.urc. That alternative is for the staff: (1) to avoid soliciting or compelling any individual or

entity to respond to FTC access letters and/or civil investigative demands conceming allegedly

deceptive health benefit advertising until the staff has first consulted with a qualified scientist to

determine whether the ad claims in question are ones for which supportive publicly available . -

health benefit ‘advertising unti] the staff has written to the subject infonmng- that person or entity. .- et e

of: the precise 2d content suspecfed of being “inhérently mislead.ing’-’ and the Teasons therefore; -
the préciéﬁ ad content, suspecfed of bcihg, at worst, only “potentially m,i's]cadmg”_and the reasons
therefore; and the precise ad content not questioned by the FTC; (3) to ‘inform the subject of
investiga‘cion of the prccisc scientific basis far FTC’s conc]uéion that claims lack “competcnt and
reliable scientific ev]denc:e” at the earliest possible moment during a nonpublic mvestlgatlcm of -
such advemsmg and, in any event, before entry of a consent decree or connnenccment of

litigation against the subject; and (4) in insta:nces where the content to which FTC objects is

.potennally, and not inherently, nns]eadmg, 0 use a warmng letter’® instead of compulsory

"7 See Exhibit A. , :
¥ The warning leiter should inform the regulatee of premscly why the FTC has found spemﬁc content potennally
misleading and inform the regulatee of potential disclaimers or qualifications that could be ugsed to avoid




process to address FTC concerns about that advertising (including, but not limited to, all claims
the FTC believes implied by the advertising), reserving the right to use compulsory process if the

subject of the warming letter does not qualify or disclaim its potentially misleading content to

_eliminate misleadingness. The Petitioner urges FTC to adopt these new practices and procedures

promptly as a less speech restrictive alternative to the current, more burdensome and costly
practices and procedures.

IvV. ~ OBYIOUS, LESS SPEECH RESTRICTIVE ALTERNATIVES

Under the First Amendment standard that povems all government restrictions on
speech, the practices and procedures here in issue do not directly advance the
government’s interest in ridding the market of false (i.e., inherently misleading) claims. . . -

Moreover, there are obvious, less speech restrictive alternatives to the current practices and

procedures. Under Central Hudson Gas & Elec. Corp. v. Public Servies Comm’n, 447 U.8,540, - . -

‘53‘6 (1980), as modified, the third and fourth prongs of the test are not satisfied by FTC’s cwrrent ... ..

practices and procedures. . Use of compﬁlsory process, in¢luding access letters and civil |
investigative demands that impose costs upon advertisers without informing those subjects of
precisely which content m issue is inherently misleading, which is poténtial]y nﬁslsadmg'and
which is not nei;rher directly nor materially advances the govemment’s interest in ridding

deceptive advertising from the market. Rather, it creates a chilling effect upon advertising. Jt

~ induces self-censorship by advertisérs;, causing them to suppress potentially misleading content

‘and nonmisleading content (both of which are First Amendment protected), along with content

misleadingness and afford the regulatee a roasonable time either to alter advertising to include needed disclaimers or
qualifications or face compulsory process, including access letiers and civil investigative demands.
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that may be inherently misleading. It is thus overly inclusive and, thereby, unnecessarfy
" burdensome. |
FTC’s i&nposiﬁon of costs for compulsery process on advertisers repardless of the fqnn
of deceptive advertising (the poteﬁtially misleading and the inherently misleading alike) and its
failure to'infoxm sﬁbj ects'of inwstigﬁtion of preciscly which content it finds imhcréntly
misl;ading and which it does not causes 'protected speech to be unduly burdened when obvious;_
less speech restrictive a]temati}res exist to free that speech ﬁ"brﬁ burden: the abovementioned
alternatives (1) of informing subjects of the particular content FTC suspects is inherently
misleading, potentially misleading, and not misieading at all and the reasons therefore and (2) of
relying on waming letters in lien of compulsory process in nonpublic investigations when the N

speech in issue is, at worst, only potentially misleading. Reliance on alternative 1 above has the

salutary effect of enabling the subject of investigation to discern which speech it can selectively... ... @,

delete from advertising or modify to avoid, in the éyes ‘of the staff, a continuing '_offc;nse and
which speech it can continue to communicate with confidence (knowing that the speech is
neither exacerbating the offense nor risking an increase in ény ultimate consumer redress
demand). The resulting restrictions on speech érc thus nﬁininﬁzed and the 'conseque:ntial benefit
to consumers is maximized beﬁause consumers may continue to réceive Firét 'Am_endﬁ'lcnt
protected content that may prove indispensable to them in the exercise of choice in the market.
Refiance on alternative 2 above has the sajutary effect of relieving fhose who communicate

| ﬁrqtected speech (speech that is, at worst, only potentially misleading) of the costs and burdens
associated with cdmpulsory process in nonpublic invéétigations 80 Iong as they heed the

" government’s warning and cmploS} requisite qualifications or dis.claimsrs to eliminate perceived

" misleadingness.
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V. FTC’S CURRENT PRACTICES AND PROCEDURES IN NON-PUBLIC
INVESTIGATIONS OF HEALTH BENEFIT ADVERTISERS VIOLATE THE
ADMINISTRATIVE PROCEDURE ACT -

The Administrétivc Promdurc Act declares unlawful Commission action that is
arbitrary, capx:icious'and 'cb'ntrary'to law. 5U.8.C. § 706 (Z)(A). In matiers of Speech regulation,
clarity and predictability are indispensable fér government compliance with the strictures of the
First Amendment. The absence of either defines arbitrary and capricious enforcement in the |

context of speech regulation and suggests, if not reveals, reliance on undisclosed motives. See '

. Public Citizen, Inc: v. FAA, 988 F.2d 186, 197 (D.C. Cir, 1993) (“The requirement that agency

action not be arbitrary and capricious includes a requirement that the agency adequately explain. .

its result™); Dickson v. Secretary of Defense, 68 F. 3d 1396, 1404 (D.C. Cir. 1995) (“The
arbitrary and capricious standard of the APA ‘mandates that an agency take whateversteps it

needs o provide an explanation that will enable the court to evaluate the agency’s rationale at the

time of decision’™) (citing Pension Benefit Guaranty Corp. v. LTV Corp., 496.U.5. 633, 654

(1990)); National Treasury Emplovees Union v. Horner, 854 F.2d 490, 468 (D.'C. C:.r 1988)

(Agency must examine “the relevant data and articulate a sansfactory explanation for its action

including a ‘ratiomal connection between the facts found and the choice made”™) (cmng Motor

Vehicle Manufacturer’s Ass’n v, State Farm Automobile Ins. Co., 463 U.S. 29, 43 (1983},

Pearson v. Shalala, 164 F.3d 650, 660 (DC Cir 1999) (“Pearson’l;’) (“We agree with appéllants

that the APA requires the agency to explain why it rejects their proposed health claims-—to do so .
adequately necessarily implies giving some definitional content to the phrase ‘significant
scientific agreement’. We think this proposition is squarely rooted in the prohibition under the

APA that an agency not engage i arbitrary and capricious action™); Id (“Tt simply w111 not do




| for a povernment agency o declare—without explanation, that a propoéed course of pﬁvﬁte

action is not approved”™; |
The constitutional violations mentioned above are also violations of the

Administrative Procedure Act, 5 U.S8.C. § 551 et. seq. In addition, the use of enfo_rc'emcnt power
(including investigatory poWer)ﬂagainst-advcrtising content on allegations of deceptiveness |
without identifying which statements are inhcrently‘nﬁs}eading; wlﬁch are, at worst, only
potentially misleading; and w-hich are not obj ebtionable, conétitutés an arbitrary and capricious
action because it fails to take minimmum, constitutionally required steps to ensure that pfotected
gpeeéh is not unduly burdened. Likewise, the Commission’s fai]ure fo disclose to the subject of
a nonpublic inve:étigation of health benefit advertising the precise scientific reason for its ﬁ;ﬁmge

that advertising is not backed by “competent and reliable scientific evidence™ constitutes

arbitrary and capricions decisionmaking because, in matters of speech, precision and clarity in - .- - ...

the application of government power is indispensable, a touchstone of constitutionality. See, e.g - . o

Meehan v, Macy, 392 F.2d R22, 834 (D.C. Cir. 1968) (*“There is a particular need for clanity and

specificity when Government officials are engaged in regu]a‘éing speech™); Keyishian v, Board of
Repents, 385 U.5. 589, 603-604 (1967) (“We emphasize once again that ‘prcéisidn of regulation
must be the tou'chstoﬁqin an area so closely touching our most precious freedoms,” N.A.A.C.P.
v. Button, 371 U.S. 415; 438 ‘(1963) ‘for‘standards of permissible statutory vagueness are strict in
the area of free expre;ssion,._ ;ﬁecause First Amendment freedoms need breathing space to ‘
survive, government may regulate in the area only v;rith ﬁﬁow speciﬁ;::ity.”’ Id, at 432).

: anally, the FTC’s fai]uge o distingujsh potentially misleadng ad cont.ent- frdm inherently -

‘mis]eading ad content, treating both the same as deceptive advertising and imposing the same

%




||
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; - 1
fegulatory burdens upon the different speech forms, violates the APA too because it inexp!_icab_ly

denigrates protected speech. '§§g Public Citizen, Inc. vFAA, supra, 988 F.2d 186 at 157.

VI THE PROPOSED PRACTICE AND PROCEDUREFOR USE IN
NONPUBLIC INVESTIGATIONS OF HEALTH BENEFIT
ADVERTISING ’

- For the forepoing reasons, the Petitioner respectfully requests that the Commission-
order, without delay, the adoption of the following practices and procedures for FTC staff n the
exercise of nonpublic investigations of health benefit advertisers:

1. That FrC staff, before initiating a nonpublic investigation of health benefit
advertising, ascertain from sment:fic experts the competence and rel:ablllty of that
advertising,

2. That FTC staff in every nonpublic investigation of health benefit advertising, at
the time an access letter or civil investigative demand is served upon the snbject
(and thereafter upon any change in the staff’s position on the point until a final
resolution), notify the subject in unambignous terms of preclse]y which ad content
the staff suspécts is “inherently misleading” (i.e., unprotected under the First
Amendment) and its reasons (including its scientific justifications) for so
conciuding; which ad content the staff suspecis is, at worst, only “poientially .
niisleading” (i.e., protected under the First Amendment and capable of being
rendered nonmlsleadmg through the addition of a disclaimed and jts reasons

- therefore; and which ad content the staff docs not challenge at all. '

3. That FTC staff-—at the earliest possible moment during the course of a2 nonpublic
investigation of health benefit advertising and, in any event, in advance of

agreement upon terms of a consent decree or initiation of FYC litigation—inform
the subject of investigation of the precise scientific grounds it has for suspecting that
health benefit advertising is not backed by “competent and reliable scientific
evidence,” i.e., to reveal the staff’s sclentific justification for concludmg that a health
benefit claim is mherenﬂy nusleadmg

4. That FTC stafl"avoid use of cbmpn]sory process, inclnding access Jetiers and civil
investigative demands, and instead rely on warning Jetters and optional disclaimer
or qualification language as a primary enforcement mechanism in those instances
where the health benefit ad content of an advertiser to which the staff objects is, at
worst, only potentially misleading (and, thus, protected by the First Amendment).




VI THE COSTS OF UNDERTAKING THE PROPOSED REFORMS
The costs of undertaking the proposed reforms are minimal and l":ome entirf:l‘y by the | ,
Commussion becanse they exélusi'vely involve a change in the practices and procedures of
Commission staff in the exercise of nonpublic iﬁvestigations of health benefit advertisers.
Morcover, as explained above, the proposed reforms are a constitutional hnparaﬁvg.___'l‘}l;e .
u]tin_zéte costs associated with enforcing the proposed new practices and procedures will likely be
~ less than those associated with enforcing the current practicés and proccdureé.becausc the
increased clanity afforded and tﬁe lessened bu:dlen experienced by what is proposed ‘shoruld
reduce noncom;laliance ang thereby dedrease the need fof future nonpt‘rblic investigatib:_us of
health benefit advertisers. The agency will benefit from improved industry and public
. confidence in the Co‘l'nmission’s decisjionmaking instead of the present Kafkaesque scanariﬁ
where comparnies are punished for practicés they did not .lmgw_ .WGTE,@_@W@?P@SE the

government failed to inform the regulated élass unambiguously of specific government limits on

the exercise of freedom of speech .1

. 19 See, Franz Kafka, The Trial {(Schocken Books 1995).




VIl CONCLUSION

_For the foregoing Teasons, the' First Amendment Health Freedom Association reépectﬁllly
requcsts that the FTC Jmmechatc]y adopt the practlces and procedures herein proposed. Because

ongoing First Amendment constitutional vi olatl ons are prcsent the Petitioner respectﬁﬂly

 requests that the Commission act expediously on this petition. See, e.p. ‘Elrod v. Bumns, 427 U.S.

34.7,' 373 (1976) (“[tlhe 1oss of First Amendment freedoms, for even minimal pcriods of time,

unquestionably constitutes irreparable injury”); Washington Free Commumnity v. Wilson, 426
F.2d 1213, 1218 (D.C. Cir. 1969) (“Spsakefs.. .cannot be made to wait for years before being

able to speak with a measure of security”).

Respectfully subn:utted

THE FIRST AMENDMENT HEALTH
FREEDOM.ASSOCIATION

7 _ZN

Voathon W, Emord  ~
lafidia A. Lewis-Eng
drea G, Ferrenz

Jonathan R. Goodman
Kathryn E. Balmford

Their Attorneys

Emord & Associates, P.C.

. 1050 Seventeenth Street, N.W.
Suite 600

Washingion, D.C. 20036
202/466-6937

Dated: April 16, 2003
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EXHIBITS




AFFIDAVIT OF NORMAN ANDERSON

], Norman Anderson, declare under.;pcnalty of perjury that the following 1s true and
‘correct to thc-best_of my knowledge, information, and belief:

N1 am the President of the First Amendment Health Freedom Association
(“Association™).

| 2) The Association’s purpose is to defend the free flow of commercial information

protedtcd by the First Amendment of the United States Constitution necessary for a consumer to
exercise ﬂll}y informed choice in food and dietary supplement markets,

3) The Associaﬁon’s conﬁdt::ntial membership base includes both manufacturérs and
consumers of dietary supplement products. |

4) Irithe course of reviewing statements made and concemns raised_byj'se,veral_ members, .
the Aésociaﬁon has learned that several companies and individuals routinely engage m self-
ccﬁsorship due to a lack of ascertainable scientific standards and Eal‘bitx;ary enforcement pra.gtié-es
of the Federal Trade Commission (“FTC”). |

| 5) The Association believes that compa:ﬁc's have engéged in self~censorship by

refraining from making numerous truﬂlﬁli‘and.nonnﬁs.leadjng claims and refraining from
conveying 1.trutfn:ir‘ul ;nd nonmisleading information concerming theizf products through television
and radio advertising for fear of adverse enforcement action by‘PT_C.

6) The Association '3150 bélieve,s‘ that mcmbcrsl have not entsr’ed the dietary supplement
market due to fear of adverse FTC en.forﬁcmexit action. |

7) The Association beﬁeves that FTC’s cu;'réht enfc)rqcment practices have a cl;illing

effect on its members’ advertising and marketing practices.




8) This chillibg t—.ffcct s dcmmenmi in thattha Assogi wion's mambars wish W both
on that wil] assist the American phblic to lxclp thum makc

due {0 fear of adverse, BgenCY

mfom':c'd

conyey pud receive mfnrman

‘heolth care decisions but havenot done 50 In MUIMCrouUs mstances

1

action.
§) FTC's arbitrary enforccment practices direct!y and substantially frustrate the purpose
1 authorize the Asscciation’s

of the Association and jts individual members. As 8 CORSEUBTCT,
pe,tmun with and before the FTC and, as DECEBSArY,

ges in enforcement

artorneys o fAle and prosecite a rulernaking
before ihe federal cauﬁs to bring ebout reforms of the way in which FTC cnga

sd the First Amendment violations present,

/4’/)}
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AFFIDAVIT OF CHAUNYA BLACKWELL
1, Chaunya Blackwell, declare under penalty of perjury that the following is troe and
correct to the best of my knowledge, iﬁf;nnation, and belief: |
o 1) Tam the business manager at the firm Emord & Associatcs-, P.C, 5282 lLyngate Court,
Burke, Virginia 22015. | '
2) I prepare all final monthly billing statements iséuéd iay the firm and review au time
entries and descriptions with the ﬁrm"s principals.
3) Before joining Emord & Associates, I worked from September 2000 to November
2002 as a paraprofessional at the accounting firm of Reznick, Fedder, and Silverman, 7700 Old
Georgetown Road, Bethesda, Maryland 20814,
4) In that capacity, I prepared bills for four (4) law firms.
5) Emord & Associates represents companies and sole propfic‘.cors tiaat have receiv_ed -
access Jetters and civil investigative demands from FTC concerning éilagcdly dec-eia;tl;;*e -
| édvertising praciices and claims. 7.
6) The attorney time billed includes counseling of clnents on federal jaw goﬁemfmg
health benefit advertisihg; counseling of clients on thg meaning, requirements, and legal options -
avai]aﬁle in response {o access ]étters and civil investigative demands; drafting responses to FTC
docum&ntary and interrogatory requeéts on behalf of clients; document production and review;
aiding clients in negotiatibn with FTC; and drafdng settlement agreements and/or consent .orcie.r_s.
7) At the request of the firm’s principals, 1 have reviewed bills for several clients to
| déicnm‘nt; the range and extent of ]eéél fees associated with FTC compulsory process. My
review covers the period from 260i to March 2003. |

2) The hourly rates charged by this firm rauge from $165 to $375 and are comparable to

other firms in this same practice area.




- in the Alernative, Defining the

L1,

TEDERAL TRADE ED?‘”!SS!DE# |

: Before the g DEC 20 PH 4: 58
FEDERAL TRADE COMMISSION -
Washington, D.C. 205BEOCUMERT PROCESSIN
o ‘ ) ‘

In Re: Petition for 2 Rule Authorizing

Issuance of Advisory Opinions

Concerning Dietary Supplement

Structurc/Function Claim Advertising or, DocketNo. £00RS O |

Criteria FTC Uses to Evaluate
Scientifi¢ Evidence Required in
Support of Dictary Supplement
Structure/Function Claim Advertising

PETITION FOR RULEMAKING

Dr, Julian M. Whitaker; Pure Encapsulations, Inc.; Imagenctix, Inc.; and XCEL

Medical ‘Pharmacy,' Ltd. (collectively, “Joint Petitioners™), by counsel and pursuant 1o 16,

C.F.R. §1.9 and Section 18 of the Federal Trade Commission Act ("FTCA"), 15 U.S.C. P

§ 57(3)'(15)(5). heraby pctitibn the Federal Trade Commissien ("FTC") to _prnli\ulgat::_ B o

rule for the issuance of advisory opinions concerning whether an advertiser’s scientific

. cotroboration for planned structure/funetion ¢laim advertising' constitutes “competent .. . . ..,

and relisble scientific evidence” needed to substantiate the claims, Inthe alternative, the
Juint Petitioners petition FTC to promulgate a rule that will make explicit the principles

which guide agency action when it evaluates the sufficiency of scientific evidence in

. support of dictary supplerent structure/function claim advertising.

" The term “structure/function claim advertising” is meant 16 refer 1o those statements which appear in
advertising that antisfy the definition of such claims contained in 21 ULS.C. § 343(r) :

{a] statement [that] claims u benefit redated to a classical nutriant daficiency Jdisease and discloses
the prevalence of such disease in the United States, describes the role of p butrizat or distary
ingradient intended 30 affect the structure or function in humans, cheracterizes the documented
mechanism by-which 8 putrient or dictary ingredient acts to maintin such structure or function, or
describes general well-being from consumption of 2 nutrient or dictary ingredient,




PESCRIPTION OF THE PARTIES

Dr Juliap M. Whitaker. Julian M. Whitaker, M.D. isz physician licensed to
practice medicine in the states of Califofnia and Washington. He graduated from |
Dartmnuth College in 1366 with a B.S. dcgrr:e and from Emory Umvcmty in 1970 with
nn M.D. d:gr:: Hc received addjtional treining in surg:r} as z resident at the University
of Califnmin Mezdiee] School, I—"mm 1975 to 1976 hc warked as # physician at the
Pritikin Instltutc in Cahfnmm Since that time he has been the Clinical Dm:ctor of the
‘Whitaker'Wellness Institute in Newport Beach, California. He is the author of five
books: .Reversmcr Henra‘ Disease (1985), Reversmg Dinberes (1987), Reversing Health
Risk (1939) Nutural Healing ( 1994}, and Whar YaurDacmr Won ': Tell You About

Bypass (1995), Since August of 1991 he has been thc editor of Henm: & chhng. _

currently the nation's largest single €ditor health nchlctte:r In 1995 Hmlﬂ: & Heahngr e

" had over ;DD,DDO subscribers. Dr. thtakcr sells and promotes the sale of his own brand '

of dictary supplements. He receives royslties from the distribution and saleofseversl

dietary sritp;:-ICments based on formuias he develaps and licenses.
| Dr. Whitaker would disseminatc print advertising cnntaiﬁing the following
structure/function claims in gssociation wnth his sale and promotion of the following
dictary supplmnr.-nt.s but refrains from dcmg 50 1n hght of uncertainty 25 to v.hcth:r the
" science supportmg the claims {attached he.retn as Exhibits A«C) will be rcgardcd by FTC
28 competr:m and relinble.

' Pruduct Deseription

Dmcga-.: Fatty Acid (EPA {360 mg per sarvmg) and DHA (240 mg per serVIng))

" Health B;ncﬁt Advertising Claim




Product Description
Vitamin E (400 1.U. per serving)

. Hcalth Benefil Advertising Claifn

As n part of & healthy dict low in saturated fat and cholesterol 400 JU/day of
anrun E promotes cardmvascular health,

Pmdﬂtt Dcscnptmn

EPA/DHA (1000 mg per serving)
Flax/Borage Qil (600 mg pet scrving)

Health Benefit Advcrtising Claim

Consumption of omega-3 fatty acids as found in our EPA/DHA :md Fla‘dBorag::
. Oil supplement products promote cardiovascular hcalth‘ IR [

Imagcnetlx. Inc. Imagenetix, Ine, (Imagcncux) isa Cahfumm cnrpuratiou
~ engaged in the ’ousmr:ss of manufacturiag, distsibuting, and scllmg multzp]r:
pharmaccuncal grade ch:tary supplements for human cnnsumphon

Imagenetix, Inc, chuld dl.ss:mmatc prmt advertising ccn!a_lmng th: fnllowmgA
structure/function claims in association with its sale and promotion of the following .
dietary s{ufplcmnnts but refrains from doing so in light of uncertainty as to x#_'hcttl:r the
scienge suppt;rtin_g the slaims (attached hereto as Exhibits B, €, and D} will be regarded
by FTC:,ns competent and r‘elial;lc. |

Product Des‘c@-@ion

Saw Palmetto (160 mg per serving)

Health Benefit Advertising Clatm

Saw Palmetto cxtract suppdﬁs prostate health and healthy urinary fiow.

Produst Description




::cmtammg thc following structure/fusiction claims in axsocmtmn with lts salc nn.d '

Vitemin E (50 LU. per serving)

Hcalth Benefit Advcmsmg Clmm

. Asa part of & herlthy diet low in saturated fat and cholesterol, thamm E supports
cardiovascular health,

Prc;duct Description

Fahc Acid (400 meg per serving), Vicamin Bé6 (10 mg per serving), and Vitamin
' B12 (50 mg per serving)

H:alth Benefit Advcmsmg Claim

Fnhc acid when teken in combmntmn with vitamin B6 and Vitamin B12 supports
vascular health.

' XCEL Mcdical Phnrmacy, Lid.. XCEL Medital Pharmacy, 1L.TD div/a XCEL
Health Car: (XCEL) is a California cnrpomtlan engaged in the husm:ss of
mantfacturing, distributing, end selling pharmaccotical gmde. dmmry supplcme.-nts for

human consumpncn XCEIL Mcdx:al Pharmazy, Ltd. wnuld dms:mmnte prmt advcrtzsmg

uncertainty 2s to whether the science supporting the claims (atta::h-d hereto as Exhibit B,
D, and EY will be r:garded by FTC as competent and reliable.

Prodnct Description

Saw Palmetio (325 mg per scrving) -

Health Bencfit Advertising, Claim

Our saw palmetto product includes high quahty saw palmcttn and is fmmmlatsd to
prornnte prostate health and support healthy urine flow in men.

Produc‘t Desctiption

Vitamin E (400 1.U. per serving)



Health Benefit Advertising Claim

XCEL's Vitamin E dietary supplement contains a-tocophero! and dl-a-tocopheral.,
This Vitamin E dictary supplement supports cardiovascular health especially
when taken as pant of a healthy diet low in saturated fat and cholesteral.

Product Description

Aﬁt{i‘qxidant Vitamin (vitamin A (7,500 LU, per serving), vitamin C (70 mg per
sc_:rving), vitarin E (100 mg per serving))

Health Benefit Advertising Clrim

XCEL's dietary supplement contains antioxidant vitamins that are formulated to
promote cellular structure integrity.

II. THE PROBLEMATIC AGENCY PRACTICE AT ISSUE

Tht FTC deems a stmcfur&ffunctiun cleim ad dcc:i:tivc unless it:is ;uppc:rted by . 7
“::nmp:t%nt and rcl.iablc scientific evidence.” Seé, e.g., fn the Mquér of Western ,Dir;:ct‘._' - N
Markerin;g Group, 1998 FTC LEXUS 78, (july 2‘8,’199?);;‘" the Jy{q::gr af Amerifit, 123 .' - |
EIT.C 1654, (1997); I the Matter of Kave Elahic diva MEK Iternational, 124 FT.C.

407 { 199:7); In the Matter of Metagenics, 124 F-T.C‘. 4B3 {199&-‘}; In !hg_Mmrer ﬁf .-
Nature’s. Bounty 130 F.T.C. 206 (July 21, 1995). In Thumpson Medical Compeny v.
Federal Trate Commission, the FTC made glear in ca.:mc?.:tiar; with ﬁaa!th claim
ac:lve:rtisi‘ng2 for drugs (anﬁ, presumably, the precedent applies equally weli to -b.f:alt‘n
claim ad?vcrtising for ﬂictary si;ppl:rnr:nts) that two-well-designed double blind placebo

controlied clinical trials ere the minimum acceptahle corroboration for & claim, 104

F.T.C. 648 (1986), affirmed, 791 F.24 189 (D.C. Cir. 1986), see also American Home

? The tern “health clajm advertising™ is tneant to refer 1o that advertising which coritains “health elaims”
as that rerm js understood by the Food and Drug Adminisiration, namely: & “elaim . . . that expressly ot by
implicatian ... charaeterizes the refationship of any substance to & discas¢ or health-relted condition.” Az
used herein the term “hoalth claim advertising” is distinguishsble from “strucnire/funstion claim :
advertising” in that the latter—with the exception of classic hutrient deficieney diizqses—nssoclates B
nutrient with # body structure or function without reference to » discase of discase condiron. :

&




FProduct Carp 98 F.T.C. 136 (1981), modified, 696 F Zd 881 (3" Cir. 1983) The lack
ofa :nmparable, clear definition for “campetent and mhabl: scientific evidence” as 1t‘
applies to dv:tary supplement structurr:ffunctmn claim ndv:msmg malkes it impossible for
the Joint Pt:tltmncrs to discern what level, degre: quahty, quantity, and kind of scientific
evidence FTC wsll consider necessary and sufficient support for an}r dietary supplement
struc:tum/funcnun claim rd. To date, althuugh ITC's Bu:e:nu of Consumer Protection
issucd "D:ictary Supplements: An Advertising Guide for Industry” in 1998, that otherwise
helpiul décument does not provide necessarily spezific guidance on the level, degree,

quality, quantity, and kind of scientific evidence FTC expects 1o carraborate

structure/function cleim advertising that the Joint Petitioners must have to discern what o

FTC cxp‘l::::t.r_i of them. B
ir;ﬁapable of discerning from FTC precedent what principles guu}: t-hc_ag;x_-;cy in L '
making :ts determinations on the corroborative sufficiency of scicnce.sup‘;.:axﬂ_z;g distary o
supplement structure/function elaim a:iv:ftising, and in light ﬁfComrﬁis‘s_iﬁn?; Sheita
Anfhbnyf's order compelling greater FTC enforcement of its _la-w.r; md pnlircri‘c;;;grr.zinst
dccc_ptivé: advertising in 1hE dictary supplement marketplace (see Exhibit Fj, the Joint
Petitioners dare not use the structure/function claim advertising listed above for fear that
FTC will second-guess the sufficiency of the scient;l:‘they posstss corroborating the-
claims. Furthermore, the Joint Petitioners cannot ot}ierwisc ascertain FTC's position in
advance:of ad-vzrtising E:cause FTC has no proccdu,rc for rendering advis:\rf opinions as
to whcthcr a proposed struuturc/functmn claim advc.ms:mcnt is dcccpuve Maorzover, -
they cannat determine how best to qualify the claims to address, e £, 21Y concerns FTC

ay have about the extent to which the scicnc¢ provides suggestive, rathcr than



conclusive, evidence of the claimed health benefits, Lacking legally safficient guidanc'c,
the Joint Petitioners now engage in self-censarship because they cannot dis.c::m what, if . o .!
any, mcaﬂngful definition ar distinguishing principle FTC applies to determine whether A
'structure!ffu_nction claim advertising is backed by “competent ﬁnd reliable scientific
:vidcncc.;’

'I‘lfmr: FLC has never revealed precisely what objectlive criteria it uses to evaluats |
scientific cvidence submitted to it in response to access letters and civil investigative
demands that call into qucéticn scientific corroboration for dietary supplement
s:ructu;:/function claim advertising. In it-'s dietary supplement claim d:&.isions and in its
consent Qgreemﬁﬁts cancerning those claims, the FTC dpes not :jkplain the content of the
staff’s sc;:entiﬁc Eva]uat‘lons end never reveals the content of thc s:l.c:nnﬂc :cvs';f{xations |
supplied 1o it by independent reviewers, thereby &::nying r&l:vamhiﬁsight inﬁﬁ th: procr.-ss -

that dctc@:mincs the ad;rcrtié:r‘s fare, Inshort, FIC's criteriz for :vaiuﬁﬁ.ug dxctnry "
supplemént stricture/function claims and its weighing of those eriteria arc’hidden from
advmiseirs. Cﬁnsequently, .nleithcr the Joint Petitioners nor any ;nhcr reguiai:? cralLr; o
discern, with confidence, in advance of advertising what scienice will prove adeguate to
Sati;fy IP;TC:.? The Joint Petitioners thus pereeive inherent risk of adverse rcgulaiury
Bction m unde:rtaicing advertising of this kind.

| 'fha_.- need for definition is particularly esscntial in the ares of structure/function
claim an:iV:_rtising betausc dietary supplements, unlike pharmaceutical drugs, yield

substantially less revenuc per unit sold than de drug products, In sddition most dietary

? This problem is compounded by the fact that 2genzy staff attorneys routinely advise that the level of

scientific evidenee needed 10 support a struchure/function claim ed is gancrally less than that requized 1o

support a health claim ad. Th public presentations, FTC sepresentatives have indicatsd thal ‘
" structurefunction £latm nds may nat seed 1o be supported by two or more double bjind placebo gonirojied




- supplements cannot be patented, uniike drugs, and thus do not enjoy monopaly rents

‘m::de:d to financt costly intervention rials. Double blind placebo can&blléd clinical -
trials for drug pf;ydutts frequently requirs expenditures of several hundred million dollacs
to estublisﬁ to FDA's satisfaction,‘thc safety and efficacy of » drug. As u‘ cunscqucnc: af
the fnr:gumg market realities, almost all dietary supp&cmcnt compamcs dcpend upon
publicly avmla‘blz: scientific evidence, and not commissioned clinical trinls, to t:orrcbcrﬂ.lc.
structur:!functiun claim advertising. |

Injftht absence of principles to geide them, the Juini Petitioners nr& cn:ircly ot a
loss 1o lmé:w whether, if ever, the scientific evidence they possess will satisfy FTC’s
subsmutwcly undefined standard fcrr structure/function clmm adv:msxng

F'I'C defines “competent and reliable scieatific evidenee™ as:

T ests analyses, research, studies, or'other cvidence based an the cxpemsc of
pmfcss:onals in the relevant area, that have been conducted and evaluafed in an
ohbjective manner by persons qualified 1o do so, using procedures gzncrally
a:::.-.:ptcd in the profession to yield accurate and reliable results.

See, e.g., In the Matter af We.rrern Direct Markefrng C."mnp, 1958 FTC LEXUS 78 tiuiy

28, 1998Y; Jn the Matter of Amerifit, 123 F.T.C 1454, {1997); In the Matter of Kove
Elahie d/b/a MEX International, 124 £.T.C. 407 (1997); In the Matrer of Metagenics, 124
F.T.C. 483 (1997); and Jn the Marter af Nature 's Bmm!y 130 F.T.C. 205 (July 21, 1995},
In: the context of health ¢laims for dmg'praducts_and, to some extent, of health
claims for dictary supplernents, FTC appears 1o rely upon Thompson Medical, 104 F.T.C.
648 (1986), ‘which indicates that two ‘WBH‘dcsigned clinical trials will often suffice. No

comparable criteria exist in the preccdent for dictary supplement structure/function claim

ads. The ﬁgency’s lack of definition for adequate cortaboration for dietary supplemx:ht

- elinical trials, as is the case um:l:r Thampmn Med:ca! 104 F.T.C. 648 (1986) for hcalxh claims an drug

products.



structure/function claim ads begs several questions, the answers for which are zssential
requisites to an advertiser’s comprehension of the requirements imposed by this agency:

{1y What nature, quality, and quantity of tests, analyses, rescarch, studies, or other
“evidence {collectively “scicntific evidence”) does FTC require to support a
| elaim? (e.g., Will animal studies suffice or must there be human clinical
trinls? Will one study suffice or must there be a dozen or mers? Will studies
. on an active ingredient in 2 product be sufficient or must all ingredients of the
. product be évaluated? Will studies by independent individuals and entitics on
- the same mgrcdle:nt used in a product suffice or must the product itself be
' tested? Are studies in peer-reviewed scientific journals prefcrrcd over
unpubhshed clinical trials?)

(2) Upon the expertise of how many professionals in the relevant aree must the
- scientific evidence be based? (e.g., Will twn concurring professionals sufficc?
. 'Will agreement among some minority of professionals in the field suffice or
: must there be & consensus smong all prnfessmnals in the relevant area?)

(:) ‘What eriteria does FTC employ to dctcrmme whather a test, analysis, o
research, study or other evidence has been conducted and evaluated inan-" - cenv oo

ob_;ccnv:: manner? ; N LU

(4) What criteria does FTC employ to determine whether & test a.nalysxs.
© research, study or other cwdencc is well-designed? :

‘ [5) What criteria does FTC amploy to determine whether a pnrsnn. is qualxﬁed o |
- coaduct and cvaluate scientific evidenca? )

{6) What criteria doas FTC cmploy to determine whether procedures in testing
used are generally accepted in the prnf:&smn to yicld accumtc and reliable
' resulis?

{7} What factars does FTC take into account to determine whether scientific
evidence is accurate?

j (E) What factors does FTC take into account to determnine whether scientific

.evidence yields reliable results? To what extent must a study otherwise
acccptable ta FTC be the subject of redundant scientific studies to be dcemed

“reliable™?
- Without answers to the foregoing questions regulatees, including the Joint
Petitioners, simyply cannot discern whaf nature, degree, quality, and guantity of scientific

| evidence they must possess to satisfy FTC. The Joint Petitionars note that FTC
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'.frcqur::;tlydisagrccs with regulatees concerning whether the science they have rnarshaleﬁ
in suppan;nf claims is “competent and relinble,” See, e.g.. fn the Matrer of Schering
Corporation, 118 P.T.C.. 1030 (1994); In rh& Marrer of Metagenics, 12;1 F.T.C. 483
(1997); and In the Matter of Nature's Bounty 130 F.T.C. 206 (1995).

In 1998 the FTC's Burcau of Consumer Protection published “chtary

. Suppl:mcnts An Advcmsing Gn.ud: for Industry.” While that gmdance informs the
industry of the need to have substantlatmn for a claim (pagcs £ 17 therem) it does not
do more than recite general censiderations udvcrt:sers should take into account when
developing ads (£.g., the need to cvaluate the leve! of support fore clé'tm. the a.muunt and

type of sdpporfivc evidence, the quality of the evidence, the totality of the evidence, and

the mlcvance of the ewdcnce toa spcmﬂr: clazm) Ta]c:ng those considerations nto: o - - T e

account, the prospecmrc adv::rtzscr must still be, as indeed the Jumt Pcununcrs arc, Bt o=
loss to uxjdérst_nnd preciscly what level, degrec, quaﬁty, guantity, end kind of science - .A
FTC E?CF:EE*{S to be present in zdvance of structure/function claim advertising.

L THE STATUTORY AMD CONST ITﬁ IONAL INFIRMITIES OF FTC’S -

CURRENT PRACTICE AND ITS ADVERSE IMPACT ON TEE JOINT
COMMENTERS

The FTC’s failure to define the criteria it uses to evaluate dietary supplement
stmcturc?function claim advertising cither case by case, by a ;.;eparate rule, or by issuance
of advisary opinions violates the Administrative Procedurc Act’s [“APA.")‘prohibitiar_x on
arbitrary and capricious agency pction; the First Amehdmcnt’s norﬁmercial speech
standarci; and the Fifth Amcndm:nt‘s void for vagueness standard. Accordingly, by.
.failing to definc explicitly the criteria it employs the F'I;C not only deprives the Joint

“Petitioners of their statutory right 1o rules that are neither arbitrary nor capricious but also

1




.
I!
'

of their First and Fifth Amendment rights. The violation of the statute and the ;icprivatlion
of :onstif\.\tional ;ights n;r& themselves palpable harms. They are not the only harms,
hcwév::r, that the agency's current practice ixnpos';s on the Joint Petitioners, The Joint
‘Pctitianc;s' are forced fo si;ffer economic loss=s equal to the sales that would be derived
from pur:chas:s attendant to the ebove-referenced claims that they are not able to maké

for fear t;f adverss FTC ection,

A. FTC’S CURRENT PRACTICE 'VIULALTEE THE ADMINISTRATIVE '
PRDCEDUR}F‘. ACT

FTC's failure to define either by rule or case by case (mcludmg through adwsury
opmu:ns) the cntcna it employs in assessing whether scmnt:ﬁc evidence supporting &
dietary supplcm:nt structure/function claim is cornpetent and _r:hab_lg y'lql_ates the .
Administrative Procedurz Act’s (“*APA™) prohibition against arbitrary and capricious --- -
agenvy action, 5 US.C. § 706(2)(A) (1994). See Pearson m',_ShdIg{q,_ngtL F.3d 650, (D.C.

Cir. 1999), reh 'z denied en banc, 172 F.3d 72 (1999) ("It simply will not do far & _

govemnment agency to declare—without explanation—that a proposed course of private. ... oo

action i nat approved,” citing Matar Vehicle Mfrs. Ass'n v. Stare Farm Mut. Auto. Ins.
Ca.. 463 U.S. 25, 43 (198$) ("[Tlhe ﬁg:ncy'must . .. articulate a satisfactory explanation
for its action . . M. Indeed, in assessing the FDA's refusal to define the criternia it
employs in.appl_ying‘its bealth claims standard, the Court of Appeals for the D.C, Circuit
rf:ascn:gi that “[f]o refuse to define the criteria . . .15 equivalent 10 simply saying no
without explapation™ and cannot withstand scrutiny under the A.PA. Pearson, 164 at 660.

B, THEFTC’S CURRENT PRACTICE VIOLATES THE
FIRST AMENDMENT

12




Distary supplement structure/function claim sdvertising is protected by the First
Am:ndment to the United States Constitution as commercial sp:cch so long as it is not
mhl:rently mxslcadmg See Bolger v, Youngs Drugs Products, Corp 463115, 60, 67-68
{1983); Rubm v. Coors Brcwrng Company, 514 U.5.476 (1993) Under the First

mcndmcnt commercial sp:cch standard, r:mly inherentty mxslcadmg clmms may be
supprcssad outright. B y contrast, potentially misicading claims must be permitted with
xcésonablé disclaimers designed to climinate the misicading connotation. See In re RMJ,
455 U.S; i?l, 203 (1982); fbanez v. Florida Dep.’r of Business and Praj"f Regulation, 512
ﬁ.S. 136.51 44-46; Peel v. Attarney Registration dnd Disciplinary Comm'n of Illinois, 496

U.S. 81, 95-111 (1990},

The claims hers in issue are ones for which scientific evidence provides support. | _ |

‘Thus, they convey information. They thercfore cannot be inherently misicading but must . oo

either be nonmisleading or potentially misleading. While the Joint Petitioners believe

them to he the former, FTC may think them the latter, depending upon how it evaluates . |

the s:i:ngiﬁc evidence supporting them. Ifit found them potentially misleading, .t:v. ‘

' ﬁgnstimtional remcdy would be to compel use of n'ppmpriatt: disclaimers, not_to- suppress
the clmms Inre R M, J. 455 U.S. 19] {1982), The issue is whether the scientific
cvxd:nce: supportmu the claim rises to the Jevel uf “competent and reliable s::xennﬁc
cwdcnce" sufficient to sahsfy FTC that the clanm is not deceptive. "That standard must be
defined by this agency in a manner consistent thh existing First Amendm:ut precedent

'whlch WQuld not allow suppression or punishroent of parties who communicate

potentially misleading claims; rather, such claims may only be rcquircd to carTy




corrective disclaimers Peel, 496 U.S, a1 110; R,M.J., 455 U.S. at 206; Shapero, 486 U.S.
ar 478, ‘ |

In the absence of clear criterie for discerning whether a dietary supplemnent
‘strocture/funetion claim is backed by competent and reliable scienific evidence and in
the abserce of any system for providing FTC advisory c‘:pinions on proposed claims, thc
| Joint Pctition:r# cEnnot reasarmb‘ly' 's‘nlnticipatc whether FTC will agree with tham that timir
j ' . science is adequate suppart for a claim and cannot know whether any particular )
f : disclaimer could :liminnfe FTC concems that would otherwise srise, They thus refrain
] from communicating the structure/function information nbove for fear that doing so will

subject ‘&xem to adverse re gﬁ!atpry action.
Iﬁd;cﬁ, when FTC calls into qucsiitx-n the scientific ;saupport fore cigizn, i:l

| _ " commences process that impases significant cosu‘..r_m the adv_s:;ﬁs_q; (lgggl fr:cs,' scarch
; - costs, r&viscd marketing and advertising costs) in:l:uding on those, such as the Joint -
| , Petitinnicrs, who possess science they reasonably believe corroborstes their éiairr_xgl. In the L
first instance, ag:ﬁcy officials issue cither an atcess Jetter or a civil investigative dcmgnd_
(rr:quesﬁng or cnmp:liiﬁ_g the production of all corroborative science passessed by the
adﬁrti#::). Then the -infm_'mation is evalunted but the agenay does nat disclose thé
criteria used for the evalnation and does not disci:ﬁsu the sc:iéﬁtists who have advised it,

i . . - " - - - - M & ' -
- the scientific reports it receives from those scientists, of even the precise content of, or

reasons for its scientific findings, Thereafier, if the agency’s undisclosed evaluation

yields a determination that the scientific evidence is not “competent and reliable,” it
sends the advertiser g draft complaint and consent agreement stating that proposition in 2

 conclusory mannez. It thersby commences the first step in its prosecution of the

14



advertisar. The complaint and consent agreement do not reveal thc ag:nc;;r s avaluattcn
or the cntcrm used to assess the ads but mcludc conclusory :harges of statutory Viulaticm:-
based on a putportt:d lack of “competent and relizble acientific cvid:ncc," defined only as
quoted ﬁbaQ:. In the absence of clear criteria that conform with ‘thc requirements of the .
First Ameéndment, these rcgulntory Bets u'upcse upan those who would cummumcatc
'dlctary suppl:mcnt strucurs/function clmms significant and unconstitutional burd::ns of 2
financial and r:gulatury nature, FTC causes those burdens to be 1mpnsz:d r::ga.rdlcss of
whether the speech in issue is inherently misleading or put:ntmlly mlsleadmg If the
agency's: cnte:rm were revealed and adcquatcly defined, and if thase eriteria comported
with the r:quzrcmcnts of the First Amendment, the Joint: Pctmnners would ‘i:u: sble to
discetn thc circumsiapces in which FTC would regard thcxr dr::tary supplcmcnl
structurcl'functmn cimms BS adequately’ suppurt:d and thl: cncumstmccs m whmh
othcrmsc madequatcly suppartcd ads could be r:nder:d unnhjennonablc thmugh usc of
approprigtc disclaimers, The Joint Petmunc‘:s-‘ arc not ahle to d;sccm those c;_r;_urnstances
given c_u_nent precedent. N

" Thus, in the abs;nc: of defined criter_ia, the agency's entire system for evaluating
dietary éupplemcnt structure/function c}éim advcrt;lsipg violates he First Amendment’s

commercial speech standard, Accordingly, to avoid further violation of the First .

Amendment, FTC must cxplain with particularity- the criteria it uses in evaluaijng dietary .

supplcr::mnt structure/function claims ar, in the altermative, authorize the issuance of

advisory opinions to guide the .Toint‘Petilionérs and sll regulatees on a case by case basis.

The agency’s criteria must distinguish potentially from inhercnt!f misleading claims and

must p::rmu’, use of disclaimers in association with potentislly risleading claims as an
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alternative to outright suppression.” Finally, the comparative weight of its evajuative
criteria must be explained either case by case or in a general rulc.‘

C. THE FTC’S CURRENT PRACTICE VIOLATES THE
FIFTH AMENDMENT

Ux:ld:r the Fifth Amcﬁdmcnt, o law is unconstitutionally vague if it does not
provide re'::gulatces with sufficient information t;> discern how to conform their eonduct to
the rcqmr:mﬂnts of the law. See, Grayned v. Rockford, 408 U S. 105 (1972) and
-Zauderer v, Ohm, 471 U.8. 626 (1985). The absence of defined criteria creates just such
- a canstitqtinnnl violation. The Joint Commenters are effectively deprived of their liberty
and property rights in their chosen commercial speech and ndvcrtising because they
capnot dxsccm through the cxermse of reasan what FTC wiil rnd will not accr:pt BS
scientific corroboration far a dictary supplcment Structu:effuncuon clann and thus, must o

_ rcfraln from adv:msmg gb initio to avoid the nsL of law vxulatmn

I%. THE PROPOSED RULE

_T:hr: Joint Potitionery respr_:étfully Tequest that the FTC érnmulgatc a proposed
sule tﬁatiﬁill cith:r.(l} authorizc the issuance of adVisory vpinions conceming whet_h::r
_dietary supplemem strucmr:ffunctmn claim adverhsmg satisfies its compatent and
reliable sc:enuﬂc ev1d=nc£: rcqutrcmcnt or (2) make c:xprcss all of the criteria that it
applies to evaluating smr_nt:ﬂc evldtnc: under its * ‘Competent and reliable sciemtific
ev:denct" standard for distary supplcmcnt stmcture/'funrucn claim advcmsmg.
clucidating the na;ui*e, degree, qu;lity, guantity, ;md kind_uf scmntxf:c caz‘_ruborauon it
expccts:-in support of diztary supp@cmcnt strachure/functjon claim advertising. In
pnrficuiar. if the BEEnSY ﬁ:bmns:s the sccénd optim;, the Joint Pcﬁtibhﬁrg ask that it

promulgate a proposed rule that will articulate all criteria used by FTC to evaluate
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scientific évidcucc dcﬁnc the comparative weight of each critcﬂon,- and explain the
prinsiples that guide thr: ngency ity reaching decisions as to whet.'aar scientific evidence

corroborates a dx:tary supplcmcnt structur:!functmn advertising claim. In addxt:on the

- Join Pctmunc:rs ask the agcncy to :xplmn when and how disclaimers may be

a.ppmprmlely used to ::nrrect potentiaily mlslcadmg speech.

1. THE COSTS OF UNDERTAKING THE PROPOSED RULE

Thrc cnsfs of undertaking the proposed rule sre entirely administrative and are
minimal, Morcov'er, 85 :xp!ainéd aEnw:, commencement of the prapnﬁad rulemaking isa
starutory a.nd constitutiannl imperative, T‘hc ultimate costs associated with enforcing the
proposed rule will hkely bc less than thosz assocmt::d with cnfnrcmg the curt;ent rule
because rcgulatz::s mfnr.m:d of the cntcm the agency emplnys tn nssess campctent Eﬂd

r:lmble se;:nnﬂc cwd:ncc” for structureffunction claims wﬂ] bc ablc fur rhc: ﬁrst nrm:,

to determme wh!:th:r the scicntific evidence they possess fora claim 1s sufﬁclent

' cormborauun for thc claim. In turm, the sgency should experience 2 ;r:dur.:tmn in thc nned

to pmsecutc cases of this kind bccausc the regulated class will perceive the p.m::'ple.s 't_hat :

guide ag.:ncy fAction.

IV. CONCLUSION

F'or the for:going reasons, the Joint Petitioners respeatfully r:que.-st that the FTC

Camm:nr:c a rulemaking to adnpt the rule proposed herein, Becaus: Plrst and Fifth

Amcndmcnt ccnsmutmnal vmlatmns are present, the Joint Petitioners respsctfully r:quast
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that the agency expedite action on this petition.

Emord & Assaciates, P.C.

1050 Seventeenth Strest, N.W.

. Suite 600 ' .
Washington, D.C. 20036
(202) 466-6937

Dated: I;)ccgmber 20, 1999

Sincerely,

DR JULIAN M. WHITAKER;
PURE ENCAPSULATIONS, INC,;
IMAGENETIX, INC.; and

XCEI%L PHARMACY, LTD.,
By_ ' ’_Z/‘ o

Jenastian W. Emord \
dia A. Lewis-Eng
__Eleaner A. Kolton

air Attorneys
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