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COMPLAINT COUNSEL'S RESPONSE TO
BASIC RESEARCH LLC’S FIRST REQUEST FOR ADMISSIONS

Pursuant to Rule 3.32 of the Commission’s Rules of Practice, Complaint Counsel serve
the following answers to Respondent Basic Research LLC’s First Request For Admissions
(“Respondent’s Admissions”). Complaint Counsel’s provision of é response to any request for
admission shall not constitute a waiver of aﬁy applicable objection, privilege, or other right.
Where required in order to respond to these Requests For Admissions, Complaint Counsel
represents that it has undertaken good faith efforts to identify the information that would allow it
to admit or deny such requests. |

GENERAL OBJECTIONS

1. Complaint Counsel object to Respondent’s requests for admissions to the extent they fail
to seek an admission of the truth of matters relevant to the pending proceedings. Rule
3.32, Admissions.



Complaint Counsel object to Respondent’s requests for admissions to the extent they fail
to relate to statements or opinions of fact or of the application of law to fact and thereby
exceed the scope of Rule 3.32 Admissions.

Complaint Counsel object to Respondent’s requests for admission to the extent they seek
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 Réspondent’s requests 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
(July 10, 1987); see also Rule 4.10(a)(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); 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 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)(ii). 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 to 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 they 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 public interest.
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8. Complaint Counsel object to Respondent’s requests for admission to the extent that,
when read with the definitions and instructions, are so vague, broad, general, and all
inclusive that they do not permit a proper or reasonable response and are, therefore,
unduly burdensome and oppressive.

9. Complaint Counsel object 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 object to Respondent’s
Requests for Admissions to the extent they fail to distinguish between the “Federal Trade
Commission” and Complaint Counsel 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 possession, 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 objections are
reserved and may be interposed 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 intended 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. Complaint Counsel have not completed their investi gation 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 appropriate during the course of
discovery.

4, As used herein, “Respondents” shall mean all Respondents named in the Complaint.



5. As used herein, “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 does not seek “an admission of the
truth of any matters relevant to the pending proceeding.” R. 3.32, Admissions. Complaint
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 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 to “other research.”
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 admits this request to the extent that they
have not, as of this date, conducted “consumer surveys” relating to “how reasonable consumers
would interpret or understand the Challenged Advertisements” 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 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 admits this request to the extent that they have not, as of this date,
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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 Federal Trade Commission had no
expert opinion as to what express and/or implied claims were 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 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 time the Complaint was filed, the Federal Trade Commission had no
expert opinion that Respondents lacked a “reasonable basis” for 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 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.

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 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.- ’



7. Admit the interpretation of Challenged Advertisements used to support the filing of
the Complaint was performed by Staff Counsel 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
admuits 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 filing of the complaint.

8. Admut that the term “Rapid” can mean different things to different 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 “Rapid.”
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
n.8; Thompson Medical, 104 F.T.C. at 789 n.7.

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

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 n.8; Thompson Medical, 104 F.T.C. at 789 n.7.

10. Admit that at the time the Challenged Advertisements were published, the Federal
Trade Commission had no pre-screening protocol for the approval of 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 Counsel but failed to
receive a response. :



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 Counsel but failed to
receive a response. '

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 felevant to the pending proceeding.” R. 3.32, Admissions.
Subject 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 pursued, will constitute
compliance with a Commission Order. See 16 C.F.R. §2.41 (d).

13. Admit that 16 C.F.R. § 1.1 does not provide a pre-screening protocol for advertisers
to receive approval 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 C.F.R. §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 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 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 that 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 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 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 warning
letters if it changes its position regarding advice previously provided under 16 C.F.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
asserts 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 discontinued 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 to 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 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
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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 previously produced
to Respondents but is also attached and speaks for itself.

18. Admit that in 2000, the Federal Trade Commission denied a petition to 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.” 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 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.

19. Admit that the Federal Trade Commission, at one time, had a 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 “at one time” and “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, 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 Counsel lacks sufficient information to either admit or deny the
remainder of this request.
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20. Admit that the Federal Trade Commission 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, 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 “abolished” suggests that the procedure set forth in §2.41 (d) is no longer in place.
Complaint Counsel 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 is issued against 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 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 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 pursued by it, will
constitute compliance” with a Commission Order, see 16 C.F.R. §2.41 (d), constitute “pre-
screen[ing].” Complaint Counsel denies this Request to the extent that §2.41 (d) provides that
such requests for advice are inappropriate under certain circumstances.

22. Admit that the Federal Trade Commission defines, in each case, 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 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.

23. Admit that in the case of specific establishment claims, the only substantiation
required of the advertiser is the substantiation specifically referenced by the advertiser in the
advertisement. '
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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 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.

24. Admit that what constitutes a “reasonable basis” chémges 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, Subcommittee on Oversight and Investigations, United States House of
Representatives (“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 “coordinated.”

26. Admit that te Federal Trade Commission was asked by Congressional
representatives to delay filing of the Complaint until 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 III is not a medical 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.

28. Admit that at the Hearings, J. Howard Beales ITI 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 relevant to the pending proceeding.” R. 3.32, Admissions.

29. Admit that at the Hearings, when addressed as “Dr. Beales,” Dr. Beales did no

correct any member of Congress that he was not a medical doctor. :
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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.

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

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

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.

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

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.

33. Admit that at the Hearings, when addressed as “Dr. Wexler,” Dr. Wexler did not
correct any member of Congress that he was not a medical 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 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.
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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 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 Complaint Counsel contends that its allegations that respondents did not possess and
rely upon a reasonable 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.

Response: Complaint Counsel 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 to a matter of law and hence isnota
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 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.

Response: Complaint Counsel objects to this request to the because it does not seek “an
ddmission 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 particular field of
science involved based upon the claims and the product.
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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 results.” o

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 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 results.”

40. Admit that the Federal Trade Commission’s positioh 1s 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] which 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 about the Safety
and Efficacy of dietary supplements must be substantiated by competent and reliable scientific
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 dietary supplements to be supported with competent and reliable scientific evidence.

42. Admit that it is the Federal Trade Commission’s position that Respondents needed
competent and reliable scientific evidence to substantiate the representations made in the
Challenged Advertisements.

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 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 Commissioners have no formal training or expertise 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 training in advertising
interpretation 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.
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, Admissions.



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 attorneys 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 %ﬂ/\,@ﬁ/\/\ %/Aﬁ/\/ﬂ
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

T'hereby certify that on this 27th day of August, 2004, I caused COMPLAINT COUNSEL’S RESPONSE
TO RESPONDENT BASIC RESEARCH LLC’S FIRST REQUEST FOR ADMISSIONS to be served and

filed as follows:

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)
rburbidge@burbidgeandmitchell.com

For Respondent Gay

Jeffrey D. Feldman
FeldmanGale

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

(305) 358-5001

(305) 358-3309 (fax)
JFeldman@FeldmanGale.com
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Research, LLC, A.G.
Waterhouse, LL.C,
Klein-Becker USA, LLC,
Nutrasport, LLC, Sovage
Dermalogic Laboratories,
LLC, and BAN, LLC

Ronald F. Price

Peters Scofield Price

310 Broadway Centre

111 East Broadway

Salt Lake City, UT 84111
(801) 322-2002

(801) 322-2003 (fax)
rip@psplawyers.com

For Respondent Mowrey

Mitchell K. Friedlander
5742 West Harold Gatty Dr.
Salt Lake City, UT 84116
(801) 517-7000

(801) 517-7108 (fax)

mkf555@msn.com
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Before the

FEDERAL TRADE COMMISSION
‘Washington, D.C. 20580

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

Docket Nd.

(A A A A

PETITION FOR RULEMAKING

~ The First Amendment Health Freedom Association (“Association™), an industry
associatign comprised of corporate, sole proprietor, and consumer members, by counsel and
pursuant to 16 C.F.R. § 1.9 and Section 18 of the Federal Tradé Commission Act (“FTCA™), 15
U.S.C. § 57(a)(1)(B), hereby peﬁtions the F ederai Trade Commission (“FTC” or “Commission”)
‘to reform at the-earliest possible mdinent those enforcement praétices and procedures identified
herein, used in nonpublic inVéstigations*of health benefit advertisers,’ that violate the First
Amendment.

This petition calls for reform in the way FTC communicates with, and acts toward, the
subjects of access letters and civil investigaﬁve demands.

FTC staff habitually fail, at the outset and throughout nonpublic invéstigations df health
benefit advertising, to fulﬁll their First Amendment duty of informing the subjects of
investigation of precisely which speech they suspect is inherently misleading (and, thus, not
protected by the First Amendment) and which they suspect is (at worst) only potential]y.
misleading (and, thus, proteéted by the First Amendment) and which they suspeét does not

mislead at all (and,_ thus, is also protected by the First Amendment). That failure engenders a



1

broad chilling e'ffeét"()n protected speech because without knowledge of preciée]y which ad
content FTC suspects is inherently ﬁﬁsleading (and, thus, 'uﬁprotectéd by the First Amendment),
advertisers questioned tend to fa_vdr overbroad self-censorship in order to reduce the risk bf
ad{ferse FTC action.
FTC staff hébitua]ly fail in resolution of éases (short of tria]s} or hearings on the merits) to

inform subjects of | nonpuBlic investigations ﬁot only of the precise content they deem in'heren_tly
: misleadihg but also of the precise scientific grounds they have for suspebting that content is not
- backed bj “compeltent” and reliable sciéntiﬁc evidence.” Those failures not only depﬁve subjects
of the process due théin in matters as sensitive as gévenimen‘t regulation of speech but also
bonstitute Van arbitr:iry and capricious agency practice in violation of the Adminjstrative
Procedure Act (“APA”). By not revealing their substantive reasors for suspecting that spepiﬁc
health benefit advertising content lacks supporting competent and reliable scientific evidence, the
FTC staff fail .to achieve that degree of transparency necessary for the subject (and--upon public
nétiée of a disposition of the case—all others) to discern precisely why it is that certain speech
has been deénied deceptive by the FTC. The absence of that transparency makes it extremely
difficult, if not iIﬁpossible, for both the subject, and others similarly situated, to know with
reasonable certainty \&h&t ad content on the same subject FTC will in future regard as deceptive,
leading ‘prudent advertisers to engage in brdad self- censorshib (of a categorical nature, e.g.,

dropping entire ads rather than reforming them in ways that may4 be unobjectionable to FTC).

In particular, the petitioner calls upon the Comimission (1) to require FTC staff before

initiating a nonpublic investigation of health benefit adverting to ascertain from scientific

- experts the competence and reliability of that advertising; (2) to require FTC staff in every

! As used herein, the term “health benefit advertisers” refers to all who advertise that a food, dietary supplement, or
drug conveys a health benefit. '



nonpublic investigation 6f health benefit advertising, at the time an access letter or civil

investigative demand is served upon the subject ( an_d thereafter upon any change in the

staff’s position on the point until a final resolution), to notify the subject in unambiguouns

terms of precisely which ad content the staff suspects is “inherently misleading” (i.e.,

unprotected under the First Amendment) and the staff’s reasons (inclnding its scientific

- Justifications) for so concluding: which ad.content the staff suspects is, at worst, only

_ ﬁpotenti.allv misleading” (i.e., protected under the First Amendment and capable of being

rendered nonmis]eading through the addition of a disclaimen and the staff’s reasons

therefore:; and which ad content the staff does not ch‘a]lenge at all (and, thus, concedes is

protected speech). Given the heavy First Amendment onus against government restrictiors on
cémmercia] speech, the foregoing steps are most certainly tﬁat minimum process due a party

~ whose speech the government deigns objectionabl¢ on pain of sanction. Moreover, the foregoing
'sfceps‘ are an obvious, less si)eech restrictive alternative to current staff practices and procedures.

The petitioner also calls upon the Commission (3) to require FTC staff—at the earliest

possible moment during the course of a nonbublic investigation of health benefit

advertising and, in any event, in advance of apreement upon terms of a consent decree or

initiation of FTC litigation--to inform the subject of investigation of the precise scientific

grounds the staff has for suspecting that specific health benefit advertising content is not

backed by “combpetent‘ and reliable scientific evidence” and to reveal FTC’s scientific

justification for concluding that a health benefit claim is inherently misleading. The
freedom to advertise cannot be exerciséd with confidence unless FTC limits on the exercise of
that freedom are well defined and within constitutional bounds. FTC’s historic refusal to divulge

the scientific basis for its charge of deceptive advertising in nonpublic investigations ofhealth



benefit advertising (in all cases that are resolved short of a decision on the merits) cfegtes
considerable ambiguity, preventing advertisers from discerning with sufficient confidence what
level, degree, quality, and quantity of scientific evidence FTC expects to back indiv?duél heélth
benefit advertising claims. Ultﬁnately, that ambiguity induces broad self—censorship by
responsible parties, including Associatioﬁ members, a sacrifice of First Amendment rights and a
loss of information that may prove indispensablé to the exercise of informed consumer choice in
the market. |

The petitioner also calls upon the Commission (4) to require FTC staff to avoid use of

compiulsory process, including access letters and civil investigative demands, and to rely

instead on warning letters and optional disclaimer or qualification language as a primary-

enforcement mechanism in those instances where health benefit ad content of an advertiser

to which the staff objects is. at worst, only potentially mis]leading (and, thus, protected by

. the First Amendment). Use of warning letters calling for disclaimers is both a necessary

and sufficient means to avoid misleadingness without imposing on the subject the full costs

associated with complying with compulsory process. such as the costs of responding to

" access letters and civil investigative demands, thereby providing an obvious, less speech

 restrictive alternative to the FTC’s current approach.

At present, FTC staff inform subjects during nonpublic investigations that it suspects
their advertising is “deceptive” but routinely fails to fulﬁﬂ its First Amendment duty of
idenﬁfying precisely which content in an ad it suspects to be inherenﬂy nﬁsleéding (along with
its reasons therefore), which content it éuspects to be only potentially misleading (along with its
reasons therefore), and which it does not challenge at all. That failure frequently induces

responsible parties who are the subject of an investi gation to engage in self- censorship of



protected speech within the ads in question The logical and actual reaction of prudent -
- advertisers is to' withdraw entire ads from the market out of fear of adverse FTC action when, in
| fact, only a part (or no; part at all) of those ads may contain speech for which the First
Amendment affords no protection. |
The First Amendment freedoms sacrificed by FTC’s failure to provide subjects the
precise notice called for ﬂerein are not oﬁly those of the health benefit advertisers but also those
of cqnsuiners who depend upon as much potentiaily useful information as possible to exercise

+ informed choice in the market. The Commission has long credited itself with adherence to the

First Amendment in the conduct of its advertising reviews. See, e.g.. Comments of the Staff of

the Bureau of Economics, the Bureau of Consumer Protection and the Office of Policy Planning

of the FTC at 12 (September 13, 2002). It 1s time it brought theenachronistic procedures and

_ p"ractices used in nonpublic investigatiens of health benefit advertisiné suspected of containing .
fdeceptive eoﬁtEnt in line with the modern limits on federal power prescribed by the Supreme
Court and the United States Courts of Appealin the commercial epeech decisions of the past
deeade. This petition ealls uponFTC to achieve that laudable and, .‘constitutionally required, goai
and to afford the Co‘mmission an opportunity to reconfirm is adherence to F irst Amendment

- strictures (as the FDA has done most recently in its Consumer Health Information for Better

Nutrition initiative?).

I.  DESCRIPTION OF THE PETITIONER AND SUMMARY OF THE
o | ARGUMENT :

The Associationis a nonprofit organization incorporated under the laws of Nevada. The
Association’s members are designers, manufacturers, distributors, and consumer purchasers of

dietary supplements and functional foods. The Association’s purpose & to defend the free flow

2 http://www.fda. pov/oc/nutritioninitiative/whitepaper html (last visited March 26, 2003).




of commercial infonnation protected by the Fir'sf Amendment of the United States Constitution
necessary for a consumer to exercise fully informed choice in food and dietary s’upplemeﬁt .
markets. The purpose of the organization is impeded by the‘F TC staff’s current enforcement
‘practices and procedures becau.se the staff routinely challenges entire adver_tisement"s without ‘
making the above-m’enti()ned constitutionally required distinctions ? thus unnecessarily

burdening ad content that is protected by the First Amendment in the same way that it burdens ad
content that it suspects is not protected.”*

The fai]ure of the staff to inform a subject of the precise content mn each ad suspected of
being inherently misleading produces the logical and actual effect of .causing a prudent subject of
such an investigation--not‘informed by the staff during the investigéﬁon of pr.eeisely which
content within an ad the staff suspects .is jnherent-]y misleading and which, if any, the vsta,ff
suspects is, at worst, only potentially misleading--to engage in self-censorship, removing from

 the market entire ads (or at least unobjecﬁonable content along with the objectionable), in an
effort to reduce the risk of, and potential ex;cent of F TC cohsumer redress demands aod. to reduce
FTC insistence upon broad. fencing in pfovisions in consent agreements as conditiors precedent

| to pre-trial settlement. Those subjects may refrain from communicating information that FTC
may rightly consider unprotected by the First Amendment, but they may also (and, indeed, do) -
refrain from commumcatmg information that is undoubtedly protected not knowmg precisely

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

potentially misleading or not misleading at all.

3 Typical questions in civil investigative demands and access letters call for production of all advemsmg content
concerning the product in question and all related products and the productlon of all income 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
to make sure that it does not impose undue burdens on protected speech, including potentially misieading
commercial speech.



o Those sgbjecfs, inciuding members of ﬂle_Associatipn, have engaged in self-censorship
out of a reasonable fear of law that is uncertain, because FTC has nc;t required FTC staff in éach
case fo inform subjectﬁ’ precisely which content in each ad it suspects is inherently misleading,
Which content it suspecfs is, at worst, only potentially misleading (and, thus, protected by the |
First Amendmen't),‘ and which content it does‘ nbt challenge at all. Because the subjects cannot

discern the thoughts of the staff or of the Commission and cannot discern (without being So
.infonned by the staff) the staff’s precise position on the merit of specific ad content, that
uncertainty cOmbihed with reasonable fear of adverse agency action necessarily induces broad
self-censorship in lieu of (1) deletion of the precise conté;nt FTC actually suspécts of being
.inher'ently’misleadihg, (2) revision of ad con‘tent. suspected of being only potentially misleading
(i.e., through qualification of the language in issué or through the addition of a disclaimer), and
‘ (3).continuation of ad content that is not suspected of being misleading at all. Commission

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

consumer choice in a free market. See, e.g., Comments on the Staff of th_e Bureau of Economics,

the Bureau of Cbnsumer Protection, and the Office of Policﬁf Planning of the Federal Trade

Commissionat 23 (September 13, 2002). The staff’s afo;ementioned lack of requisite specificity -

disserves the end of kéeping information markets as open as possible for the exchange of

- accurate commercial information. Moreovér, the self-censorship induced unnecessarily limits

'ecohomjc_, opborﬁmﬂy, market entry, and competition, redounding to the detriment not only of

consumers but also of industry. bThe.loss of economic liberty and concomitant economic

opportunity is particularly devastating to small business (and, most notably, to market entrants).
Because government restriction of commercial speech (both direct and fdrcseeable) is

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



* incumbent upon the ' Commission to ensure that the tobls it uses during nonpublic ﬁvesﬁgations

; _ ”
are carefully and precisely tailored to avoid undue burdené on'the exercise ofprotected speech |
The reforms the Petitioner urges the Commission toadopt herein are obvious, less speéch |
restrictive alternatives to curreﬁt practices and procedures and comport better with the public
' inter_est‘because they achieve FTC’s objective of ridding the market of d,ecépﬁon without
sacrificing the advcrtiser’s and the publi'cA’s First Amendment nghts (and the value of the free
_flow of accurate information). |
The Association and its members find the staff’s pencvhant.for commencing nonpublic
~ investigations of health benefit advertisers without first obtaining the couﬁsel of scientific
experts as to whether the advertised benefits are backed by scientific evidence unconstituti‘onal‘
because suCh advance Conéuitatioﬁ is an obvious, less speech restrictive alternative to current '
practices and procedures and may avoid or redube the scope of burdens placed on advertisers and

their'vspeech. See Thompsonv. Western States Medical Center, 122 S. Ct. 1497, 1506 (2002)

(the Supreme Court explained that it has “in previous cases addressing [the] final prong of the

Centrél Hudson test, ... made clear that if the Government could achiéve its intergsts na
* manner that does not restrict speech, or that restricts less speech, thé Government must do so™).
The Association Aand its members find FTC staff’s failure to inform subjects of precisely
which ad content it suspects ofbeing ixiheréntly misleading (and the feasons therefore,' including
the scientific justifications), which it suspects of being, at worst, only potentially misleading
(and, thus, protected under the Fist Amendment) and which it suspects of not being
objectionable (1) denies ﬂlose subjects, other advertisers, and the public a clear understanding of
legal limits on ad content and (2) leads ineluctably to a pervasive chilling effect, Wh'erein the

subject (and others similarly situated who become aware of the action) avoid entire categories of



advertising content, not ablk to discern with reésoﬁable cerFainty what specific content FTC finds.
objectionable and why.

The Association and its members find FTC’s failure to rely on warning letters in lieu of
‘compulsory process in nonpublic investigations mnecessaﬁ]y burdensome whén the ad content
in issue is, at worst, only potentially misleading and not inhcrenﬂy misleading. In.such’
circumstances, the obvious, less speéch Testrictive alteinative of a warning letter defining why
the speeéh misleads and what disclaimers could be used to avoid misleadingness is both a |
necessary and sufficient cqrrective mechanism thaf is less speech restrictive than the ﬁnposiﬁon
of the extraordinary costs and speech burdens ordinarily associated vﬁth compulsory process in
FTC nonpublic investigations.

II. STANDING TO PURSUE LEGAL REDRESS

The Association and its individual members are adversely affected by the FTC’s failure
to ensure adequately that its practices and précedureé in nonpublic investigations of health
benefit advertising avoid the imposition of undue burders on advertising content protecte& by the
First Amendmént. The Association suffers injury because that failure frustrates its purpose. The
Association’s for—proﬁ£ corporate, non-profit corporate, and sble practitic;ner members are also
injured because they include health benefit advertisers who fear adverse FTC action if they
communicate certain accurate advertising information’ but also becéuse they include consumer
members injured by their inability to receive such info_rmationb which they find indispensable to
the exergise of informed choice m the markef.

As the Supreme Court explained, “[t]here is' no question that an association may have

standing in its own right to seek judicial relief from injury to itself and to vindicate whatever



. I
rights and immunities the association may enjoy. Moreover, in attempting to secure relief from

' injury to itself the association may assert the rights of its.-members, at least so long as the

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

U.S. 490, 511 (1975), citing NAACP v, Alabama, 357 U.S. 499, 511 (1958).° An organization
has standing to pursue leg'al' action for redress_bf a grievance “if it has been injured as an eﬁt’ity, ?

for example, if the challenged conduct impedes its ability to fulfill its purposes. See, e.g.,

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

20237 at *3 (E.D. La 1997) (citing Hévens Realty Corp. v. Coleman, 455 U.S. 363, 379 (1982)).
When an orgénizatioh’s purpose is frustrated by acts of ‘goveMent such that the organization
cannot obtain proteétion for constitutional or statutory rights of its members and is forced to

devote significant resources to that end, it has alleged a sufficient injury to establish standing to

 sue. SeeTruckers Union for Safety, et al. v. Mead, 251 F.3d 183, 188 (D.C. Cir. 2001)

(discussing organizational standing and the requirement of cognizable injury to the organization,

'its activities, or its members).

L - THE UNCONSTITUTIONAL AGENCY PRACTICES AND
‘ PROCEDURES IN ISSUE

A FTC’s Current Practices and Procedures Unconstitutionally 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 compulsory

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

5 The fear is profound. They also fear retaliation from the Commission if they inform the Commission of who they

are. They believe, in the absence of clear criteria, FTC could well initiate nonpublic investigations of their current

advertxsmg, without good cause, to punish them for challenging the practices and procedures here in issue. '
¢ Although standing is not a requirement to 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.3d 975, 980 (D.C. Cir. 1999) (“An administrétive agency . . . is not subject to
Article III of the Constitution of the United States™)), it is a requirement for any subsequent suit in federal court for



demand is most often predicated not.on a scientific expert’s assessment but on thevliay- opinion of
FTC legal staff. Before demanding scientific substantiation from health benefit advertisefs for
allegedly deceptive claims, FTC legal staff rarely, if ever, detennine in adv.ance whether 'ﬂléif lay -
opinion of the competence and'reliabililty of the advertising claims mirrors that of sc;ientists

expert in the field of science in issue. Based on lay sﬁpposition, FTC legal staff ﬁequeﬁtly

impose the high costs of an FTC investigation on subjects without the staff satisfying a threshold
burden of ascertaining the relativé level of scientific evidence in the publicly available li_teréture
supporti\}e of the questioned claims.’ The determination whether to initiate a costly nonpublic
invesfigaﬁon requires, at a minimum, consultation with a qualified scientific expert. Tﬁe failure

to adhere to that reasonable institutional safeguard against the exercise of unbridled discretion -

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

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

1. Legal Backgr.oﬁnd

It is a well-established legal tenet that “in the area of free expression a...statute plaf:ing
unbridled discretiqn in the hands of a government official or agency.. .fnay result in censorship.”

City of Lakewood v. Plain Dealer Publishing Co., 486 U.S. 7’50, 757 (1988) {citing, e.g.

Shuttlesworth v. Birmingham, 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 opportunity to explain the particularized injury
suffered by the petxtloner and its members..

" The FTC requires advertisers to have scientific substantiation on hand before a health benefit advertisement is
published. The First Amendment, however, makes it the Government’s burden of proof, not the advertisers, to
justify any restriction of commercial speech. The Government must prove speech not protected by the First
Amendment. The advertiser has no constitutional duty to prove the contrary proposition. Indeed, all commercial
speech is presumptively protected until such time as the government proves it to be inherently miskading. FTC may
not constitutionally shift this burden to the advertiser by presuming a health benefit deceptive without proving it to
be so, based on nothing more 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 a 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 must satisfy the First Amendment burden of proof by presenting evidence of
deceptiveness; it cannot presume speech deceptive, it must prove it.

11



Staub v. City of Béuile‘y, 355U.8. 313, 321-22 (1958). Indeed, the Supreme Court has felt
~ obliged to condemn systems in which the exercise of such authority.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 freedoms is too great to bear when officials have

broad discretion over determining which speegh is unlawful. See, e.g. Southeastern Promotions,
Ltd V. Conrad, 420 U.S. 546, 553 (1 975)‘. ’ “Our distaste for censorship——reﬂec‘:ting the natural .
distaste of a free people—is déep-written in our léw.” Id. To avoid the exercise of unbridied
diécretion, adequafe procedural safeguards are esséntia]_v 1d. (“[Clonstitutionally required

minimum proceduralv safeguards” are necessary); See also, Forsyth County v. Nationalist

Movement, 505 U.S. 123, 132 (1992) (“[N]arrowly drawn, reasonable and definite standards™

guiding officials are necessary béfore-reguiating 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, Id.; Freedman v. Maryland, 380 U.S. 51, 57

(1965) (In case dealing with pfohjbition of obscene material, “a state is not free to adopt
whatever procedures it pleases for dealiﬁg with obscenity. .. without regard to the possible

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

717,731 (1961).
The law condemning unbridled discretion by government speech police applies equally in
cases where official discretion generates a chilling effect on protected commercial speech. That

latter circumstance describes present FTC use of compulsory process in the context of health

benefit advertising. See generally Lakewood, Id. at 758 (when unbridled discretion is placed in

the hands of agency officials, “opportunities for speech are irretrievably lost” (citing Freedman

v. Maryland, 380 U.S. 51, 57 (1965); Saia v. New York, 334 U.S. 558, 560 (1948)).



The commercial 'Speec‘h_ test in Central Hudson Gas & Electric Corp, v. Public Service

Comm’n of New York, 447 U.S. 557, 566 (1980) has been described as “substantially similar” to

the test for time, place, and manner restrictions on protect'ed speech;8 Board of Trustees of the

‘State University of New York v. Fox, 492 U.S. 469, 477 (1989) (citing, San Franmsco 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 exerc1se of unbridled dlscretlon
over speech by government officials in time, place, and manner regulation would thus appear to

apply equally m the commercial speech regulatory context. See e.g. Lakewood, 486 US at 757

(“It is not merely the sporadic abuse of power by the censor but the pervasive threat inherent in

its very existence that constitutes the danger to freedom of discussion” (citing Thornhill v.
Alabama,'310 U.S. 88, 97 (1940)). In either context, it is a fundamental tenet under general‘Firstv

Amendment prihciples that the exercise of unbridled discretion by government officials is

forbidden See, e.g., Lakewood, supfa; Shuttlesworth v. Cit‘v' of Birmingham, 394 U.S. 147, 153

(1969) (quoting Kunz v. New York, 340 U.S. 290 (1951); See also, Forsyth County v.

Nationalist Movement, 505 U.S. 123 (1992).

¥ Central Hudson established a four-part test for analyzing the legality of restrictions on commercial speech. It held:
“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 concern lawful act1v1ty and not be mlsleadmg Next, we ask
whether the asserted governmental interest is substantial. If both inquiries yield positive answers, we must
determine whether the regulation directly advances the governmental interest asserted, and whether it is not more
extensive 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 [time, 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.” Virginia State Board
of Pharmacy v. Virginia Citizens Consumer Council, 425 U.S. 748, 771 (1976).



2. VFTC"s Condonation of the Staff’s Failure to Require Scientific Assessment of
‘ Health Benefit Advertising Before Imposing the Costs of Compulsory
Process Violates the First Amendment o
When FTC staff members decide whethér to initiate compulsory process against a health
benefit advertiser without first éscertaining that a éualiﬁed scigntist,regards ﬁe claim as ,
deceptive, the staff proceeds on supposition, preconception, or biéis, but not 611 a cdmpétently _- =
informed basis. In such a circumstance, the staff has nbt undertaken reasonably prudent steps to '.
eﬁsure a sound scientific basis for the initiation of costly compulsory process against a hea]ﬁ
benefit advcrtiSer.9 “That p;actice direéfly implicatesvthe-ma‘jor First Amendment risk that_‘the
Supremé Court has associated with the exercise of unbrivd]ed discretién by government ofﬁc;ials:
“self censorship by speakers in ‘ordc.a;' to avoid being denied a license to speak.’; Lakewood, 486
U.S. at 759. While a license to speak is-not at issue here, self-censorship in order to avoid risk 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 truthful and
'nolnmisleading ‘he.alth benefit claims in advertising because they cannot, from mofnenfc to |
moment, reliably discern >in .speciﬁc cirémnstances what FTC regardé as-deceptive.
'FTC staff members must be limited in the exercise 6f their djscretion by adequafe
procedural safeguarﬂs' that ensure that each ihiﬁaﬁon of compulsory process againsﬁ a

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

than on lay supposition, preconception, or bias. See, Forsyth County v. Nationalist

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 is 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 consulting a scientist
appropriately educated and experienced in the study of the science in question. ‘ ‘
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ordinance, it simply ‘cannot be said that there are any narrowly drawn, reasonable and definite

|
standards guiding the hand of the Forsyth County administrator. The decision [of] how much to |
charge for police protection or administrative tima——or evea whether to charge at all—is left to
the whim of the administrator. There are no articulated standards either in the ordinance or'in the
county’s established practicc; ..The First Amendment prohibits the vesting of such unbﬁd]ed
discretion in a government official”). Withoﬁt réquired consults with Qualiﬁad, scientists asa
- condition precedent to initiation of nonpublic investigations of health benefit advertising, there
exiats 10 reasonable procedural safeguard to protect against unscientific bias, supposition, or
preconception by staff in the initiation of such invéStigations. Because the safegua:rda are
reasonable and obvious less speech restrictive alternatives, the Comnﬁssipn violates the First

Amendment by not implementing them. Id.; See also Central Hudson, supra, 447 U.S. at 566.

The Association urges FTC to require its staff to ascertain from scientific experts the
| competénce aﬁd reliability qf health benefit advertising claims before initiating compulsory
- process against health beneﬁt advertisers. Only when FTC meets that preliminary burden may it
constitutionally jusﬁfy imposing the costs of its compulsory process on a health benefit
advertiser (whose commercial speech, under our First Amendment, is pfesump‘ufve]y protected
-against state restriction and undue burden absent government fulfillment of its burden to prové
the speech in questioh inherently misleading).

B. ~ FTC’s Staff Violates the FiliSt Amendment by Failing to Differenﬁate
Between Inherently and Potentially Misleading Speech in Nonpublic
Investigations of Health Benefit Advertising '

The FTC (and its Division of Enforcement (“Division™) and its Bureau of Consumer :

Protection (“Bureau”)) commence nonpublic investigations ofhealth benefit advertising when

the staff suspects that it has discovered evidence of deceptive advertising. That discovery



necessarily entails epreliminary judgment by at ieast one staff attorney that speciﬁe content
communicated in a health benefit ad deceives the public. Under the F irst Amendment, |
commercial speech is deemed protecfed ifitis poteﬁtial]y misleading (i.e._, may conveya
‘misleading connotatlon that can be eliminated through use of a quahﬁeatlon or dlscl'almer) 10

Nevertheless potentlally misleading speech is of a kind that ﬁts within the agency s deﬁmtlon of

deceptive speechand, so, is actionable under the FTCA.!' A statement can be “deceptlve even

if literally true if it fails to disclose material information Seeg, e.g., Sterling Drug, Inc. v. FTC,

- 741 F.2d 1146, 1154 (9'" Cir. 1984) (“The failure to disclose material information Imay cause an

advertisement to be deceptive, even if it does not state false facfs”) ( eiting Simeon Management
Comp. v. FTC, 579 F.2d 1137, 1145 (9 Cir. 1978)). Accordingly, FTC deﬁﬁes as deceptive all
advertising content that inelpdes the potenti‘al to mislead, yet that content is protected from
government restric tion and suppressien by the First Amendment to the United States‘

“Constitution. See, Pearson v. Shalala, 164 F.3d 650 655 (D.C. Cir. 1999) (cutmg In Re RM.J.,

455 U.S. 191 (1982); Ibanez v. Florida Dep t of Business and Prof’l Regu]atlon, 512 U S. 136

(1994); and Peel v. Attorney Registration and Disciplinary Comm’n of Iilinois, 496 U.S. 91

(1990)).

'% Since In re R.MLJ., the Supreme Court has consistently drawn a distinction between speech that is misleading (by
which the Court means inherently misleading) and speech which is at worst only potentially misleading (by which
the Court means speech that can be rendered nonmisleading through the addition of a reasonable disclaimer,
warning statement, or other information). See In Re R.M.J., 455 U.S. 191, 203 (1982); see also Ibanez v. Florida
Dep’t of Bus. And Prof’] Regulation, 512 U.S. 136, 144-46 (1994); Peel v. Attornev Registration and Disciplinary
Comm’n, 496 U.S. 91, 99-111 (1950). If speech is inherently misleading, government may suppress it outright. See
Joe Conte Tovota, Inc. v. Louisiana Motor Vehicle Commission. et.al., 24 F.3d 754 (5™ Cir. 1994); Pearson 1, 164
F.3d at 655. If speech is potentially misleading, government may not suppress it but, if it chooses to regulate the
speech, the Court will allow it to require reasonable disclaimers, gualifications, or warning statements as less speech
restrictive alternatives to suppression. See Peel, 496 U.S. at 100; In Re R.M.J., 455 U.S. at 207; Shapero v.
Kentucky Bar Association, 486 U.S. at 479; Pearson I, 164 F.3d at 655. A reasonable disclaimeris, inter alia, one
that is succinct and accurate and does not engender a chilling effect on others willingness to communicate the same
message. See Zauderer, 471 U.S. at 651; see also Borgner v. Brooks, 284 F.3d 1204 (1 1" Cir. 2002).
! See, e.g., 15 U.S.C. § 45.
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The Supreme Court has dfawn a distinction between commercial speech that is inherently

misleading and that which is potentially misleading. See, e.c, In Re R.M.1., 455 U.S. at 203;

note 5 supra. Inherently misleading speech cannot be cﬁred of Its miéleadingness through any
form of qualification or disclaimer, but potentially misleading speech can be so cured. |
Consequently, the Court has no quarrel with gpvemment restﬁctioﬁ or suppression of inherently
misleading commercial sj)eech but finds resf_riction or Suppression of potentially misleading
commercial speech a fqrbidden exercise of government power that violates the stricturés of the

| First Amendment. Id. (“Inherently misleading advertising may be prohibited entirely. But the
States may not place an absollute‘prohjbition on.. .potentially misleading information...if the
information also may be presented in a way that is not deceptive”). The First Amendment
burden of proof rests squarely on the governmeﬁt to justify each ‘act which restricts or suppresses

protected speech. See Western States Medical Center, 122 S. Ct.. at 1507 (“[i]t is well

established that ‘the party seeking to uphold a restriction on comm_ercial speech carries the

burden of justifying it,” Ibanez v. Florida Dep’t of Business and Prof’l Reg., 512 U.S. 136, 143

(1994), citing Edenfield v. Fane, 507 U.S. at 770 (quoting Bolger v. Youngs Drug Products

Corp., 463 U.S. 60,'71, n.2v0 (1983)). Thus, when there exists an obvious, less speech restrictive
alternative regulatory means, the government cannot ignore it but must implement it.!? ‘
It 1s the duty of speech police to re-evaluate the weapons in their arsenal continually and
to replace them wherever it becomes apparent that a more precise means would imposé less of a
restriction on protected speech than the ones then in ﬁse. In these’ comments, thie Petitioners

define for FTC new methods for use in nonpublic investigations that are far less speech

12 In Rubin v. Coors, 514 U.S. at 490-91, and again in Western States Medical Center, 122 S. Ct. at 1506-7, the
Court evaluated all feasible less speech restrictive alternatives to the means chosen, and it condemned speech
Testrictions in both cases because they were more extensive restrictions than the alternatives. The Court reminds
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restrictive than the old ones now inuse. It is therefore constitutionally incumbent upon the

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

&.2- Western States Medical Center, 122 S. Ct. at.1506 (the Supreme Court explained thét it has

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

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

restricts less speech, the Government must do sd”). See also, Rubin v. Coors Brewing Co., 514

U.S‘. 476, 491 (1995)).3
When the staff issues an access letter or a civil investigative demand to an advertis.er;theA
staff rarely, if ever, informs the advertiser precisely which content it s;uspects 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. squect of
investigation, FTC nevertheless demands a wide array of responses to searching and, oftentimes,
-intrusive questions‘ calling fqr the production of documents and the provision of answers. Such
questions demand, e.g., (1) sensitive financial information about the compensation of coﬁlijany
officers and employees (“State all compensation, payments, and other benefits (whether in the
form of cash, loans, real property, or other form) and the time period of such payments made by
the company to each current or former officer and director, and the five most highly

compensated employees, independent‘coﬁtractors, or consultants™); (2) extremely detailed

regulators that “[i}f the First Amendment means anything, it means that regulating speech must be a last—not first—
resort.” Id. at 1507. ) .

13 Delay of any sort in rectifying free speech violations is the bane of the First Amendment, See Eirod v. Burns, 427
U.S. 347, 373 (1986)( “[t]he loss of First Amendment freedoms, for even minimal periods of time, unquestionably
constitutes irreparable injury™); see also Jackson v. City of Columbus, 194 F.3d 737, 747 (6" Cir. 1999); lowa Right
to Life Comm.. Inc. v. Williams, 187 F.3d 963, 969 (8" Cir. 1999); Brownsburg Area Patrons Affecting Change v.
Baldwin, 137 F.3d 503, 507 (7" Cir. 1998); New York Magazine v. Metropolitan Transportation Authority, 136

F.3d 123, 127 (2™ Cir. 1998); Lakewood v. Plain Dealer Publishing Co., 486 U.S. 750, 758 (1988) (noting that
“opportunities for speech,” if suppressed, “are irretrievably lost™); Washington 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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information concerning the advertising and pro_moﬁon of products (“For each item of

| promotional material...submit a sebarate, complete dissemination schedule, including the dates, |

* times, and cities of dissemination, number of dissgminations, cost of disseminations, media used,
and job numbers or deécriptions used by each broadcast station, publication, or online service™); -
(3) sales figures fo; the pi'oduct or producfs ét: issue and company sales information (“Piease .‘
provide annual sales ﬁgufes for [ﬂ]ree consecutive yeafs and to date] fbr the company as a whole
and for each of the products identified...above™); and even (4) internal company information
concerning the marketmg and development of advemsmg strategies (“For each
product .identify and provide a brief description of the roles and respon51b111t:les of all
individuals and companies, including but not limited to advertising agéncies, marketing firms,
public relations ﬁims, or others who participated in: a) the creation, development or preparation
of promotional materials for such products; and b) the media plaéement or dissemination of the
pl;omotional materials for such pfoducts”).

The coét of response can be substantial, ranging (ih legal fees alone) from a low of five
figures ($25,000 to $75,000) to six figures ($100,000 to $200,000) or more.'* The
aforemen'tioned FTC failure unnecessarily causes all content éf the ad in question, including that
protected by the ,Firsf Amendmeﬁt, to be treated the same as ad éoﬁtent not protected by the First
Amendment. Thé failure leaves the subject to guess about what coﬁtent FTC actually finds
objectionable and about FTC’s substantive basis for the objection Continued use of deceptive
advertising content during the investigation phase can (énd often does) increase the amount FTC

demands for consumer redress and can (and often does) worsen the prospects for pre-trial

settlement. Uninformed of precisely what ad content FTC finds objectionable (and, more

measure of security™); Riley v. National Federation of the Blind, 784 U.S. 781, 793-94 (1988); Pearson v. Shalala,
130 F. Supp. 2d at 119 (D.C. 2001) (applying Elrod and progeny in the health claxms context).
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particularly, of which content it suspects is inher'entlyv misleading, of which is only ~>potentialbly
misleading and curable _by disclaimer, and of which is not misleadiﬂg at all), the prudent
advertiser often decides to withdraw entire ads from the market (thus suppressing not only
content FTC actuallif suspects 1s inherently misleading but also content'protected'by ﬁle First
Ainendment, i.e., potentially misleading and nomm'sleading content). For an advertiser to
modify ad content (but to guess wrongiy as to what content FTC suspects is deceptive) entails
_enormous risks for the advertiser becauée FTC may well find. failures to correct content it finds
deceptivé 'té warrant greater consumer redress and harsher terms for a consent decree.

In sum, in the absence of word from FTC staff specifically identifying which content the
staff suépe;:ts-is “inherently misleading,” which it susﬁects is “poteﬁﬁally misleading,” and
which it finds not deceptive, an advertiser must guess at its own peril if it wishes to céntinue
running the ad without what it presumes is the offending content. The ambiguity present creates -
a pervasive chi'lling effect that induces self-censorship.!” . The resulting self-censorship not only
causes the advertiser to suffer a léss in free speech but also causes the consumer to expeﬁence a
loss in actqally or potentially useful information that méy prove indispénsable to the rendering of
an informed market selection.

Variously in its decision to issue access letters.and civil investigative demands; in its
pursuit of compulsofy- process; in its communication with regulatees and their counsel; in the :

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

1* See Exhibit B. _ ,

> The enforcement uncertainty created by FT'C’s practice results in a chilling effect. As the court stated in
Grayned, “uncertain meanings inevitably lead citizens to ‘steer far wider of the unlawful zone’...than if the
boundaries of the forbidden area were clearly marked.” Id. at 109, citing Baggett v. Bullitt, 377 U.S. 360, 372
(1964), guoting Speiser v. Randall, 357 U.S. 513, 526 (1958), see also Interstate Circuit v. Dallas, 390 U.S. 676, 684
(1968); Ashton v. Kentucky, 384 U.S. 195, 200-201 (1966); Dombrowski v. Pfister, 380 U.S. 479, 486 (1965);

Smith v, California, 361 U.S. 147, 150-152 (1959); Winters v. New York, 333 U.S. 507 (1948); Stromberg v.
California, 283 U.S. 359, 369 (1931). ,




Comnliseion, the Division, and the Bureau violate the First.Amendment: (1) by not requiring its
staff to ascertain from scientific experts the competence and reliability of health benefit |
advertising claime before initiati_ng compulsory process; (2) by not evaluating hea«ltﬁ beneﬁt
'advertising ‘t'o discemn aiid explain whether it is inherently or potentially misleading; (3) by not
employing obvious less iestrictive alternat.ives_ 10 use of compulsory process to protect dlose Who
engage in potentially misleading health benefit advertiéing from the same costs, 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 beiieﬁt advertisin'gis
deemed inherently or potentially misleading by the Bureau, Division; or Commission; (5) by not
informing regulatees that they maycontinue to use potentially misleading health benefit ads if
they disclaim or qualify themto avoid misleading connotations; and (6) by not excluding
petentially misleading health benefit advertising from consent decrees and orders that inipose on
' adverdsers often cestly consumer redress, disgorgement, effective injunctions against future use
of stafements deemed deceptive reporting, iecordkeeping, and consumer notiﬁczition |
requirements (col]ectlvely referred to herein as “penalties™®). »

Indeed, the FTC defines any health benefit advertising that does not satisfy its largely
subjective and ambiguous “competent and reliable scientific evidence” standard as deceptive and
defines those who communicate such advertising as deserving of cempulsory process,
enforcement, and penalties without any effort to protect potentiélly misleading.health benefit
advertising from the costs, burdens, and restrictions 'of that process. By filing to make

accommodations to protect potentially misleading health benefit advertising from the burdens it

imposes on inherently misleading health benefit advertising, the FTC’s repeated incursions into

' We understand that FTC does not regard these requirements as punitive measures but, in pomt of fact, they affect
subjects in the same negative way, regardless of the nomenclature used.
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the market generate a chilling effect, causing ertire categories of advertising to be Av.iewed by |
responsible advertisers as too risky and thereby to illduqe. self—censdrshjp. 7 In the end the
current process redounds fo theldetn'rinent of consumers, denymg them information on the
potential benefits realizable ﬁoin the use of health enhancing products by unduly restﬁcting what
may be said about those products.

There is an obvious and less spee'ch réstﬁctive ‘altemative to the current staff practice and
‘procedure. That alternative is for the staff: (1) to avoid solicitiﬂg or compelling any individual or
entity to respond to FTC access letters and/or civil investigative demands concerning allegedly
deceptive health benefit 'édvenising until the staff has first consulted witﬁ a qualified scientist to
determine whether the ad claims in question are ones for which supportive publicly available .
scientific evidence is lacking; (2) to avoid soliciting or compelling aﬂy individual or eﬁtity to
respond to FTC access letters and/or civil invgsﬁgative demands concerning alléged deceptive
health benefit -advertising until the staff has written to the subject informing that person or entity
of: the precise ad content suspecfed of being “inherently misleading’f and the reasons therefore;
the precise ad content, suspected of being, at worst, only “pofentially nﬁsleading” and the reasons
therefore; and the precise ad content not questioned by the FTC; (3) to inform the subject of
investigation of the precise scientific basis for FTC’s conclusion that claims lack “competent and
reliable scientific evidence” at the earliest pdssiblé moment dunng a nonpublic investigation of -
sucﬁ adVertising and, in any event, before e‘n’uy of a consent decree or c,ommencemeﬁt of .
litigétion against the subject; and (4) in instances whére the content to which FTC objects is

potentially, and not inherently, misleading, to use a warning letter'® instead of compulsory

'” See Exhibit A. , ,
1% The warning letter should inform the regulatee of precisely why the FTC has found specific content potentialty
misleading and inform the regulatee of potential disclaimers or qualifications that could be used to avoid

2
1%



pro'cess to address FTC concerns about that advertising (including, but not limited fo, all claims
the FTC believes implied by the éd\;ertising), reserving the right to use compulsory procéss if the
subject of the warning letter does not qualify or disc]aim its potentially misleading content to
eliminate misleadingness. The Petitioner urges FTC to adopt these new practices a1I1d procedures
- promptly as a less speech restrictive alternative to the current, more burdensome and cdstly
pracﬁces and procedureé.. |

IV. '~ OBVIOUS, LESS SPEECH RESTRICTIVE ALTERNATIVES

Under the First Amendment standard that governs 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 nﬁsleading) claims.

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

proc_edures; Under Cénh-al Hudson Gas & Flec. Corp. V. PuBlid Service Comm’n, 447 U.S. 540,
: 536 (1980), as modiﬁed, the third and fourth prongs of the test are not satisfied by FTC’s current
practices and procedures. Use of compulsofy process, in¢luding access letters and civil .
investigati\.w demands that impose costs upon advertisers without informing those subjects of
precisely which content in issue is inherently misleading, which is potehtial]y Im'sleading’and
which is not neither directly nor materially advances the government’s interest in ridding
deceptive advertising from the market. Rather, ‘it creates a ¢11i11ing effect upon advertising. It
induces self-censorship by advertisers, causiﬁg them to suppress potentially misleadilllg‘ content

and.nonmis]eading content (both of which are First Amendment protected), along with content

misleadingness and afford the regulatee a reasonable time either to alter advertising to include needed disclaimers or
qualifications or face compulsory process, including access letters and civil investigative demands.



that may be inherently misleading. It is thus overly inclusive and, thereby, unnecessarily
_~ .
burdensome.

FTC’s imposiﬁon of costs for compulsory process on advertisers regardless of the form
of deceptive advertising (the potentially niisleading and the inherently misleading alike) and its
failure to{iI.Jform sﬁbjects of investigation of pfecisely which content it finds inheréntly

-misleading and which it does not causes frotécted speech to be unduly burdened when 6bvious,

less speech restrictive altematiyes exist to free that speech from burden: the abovementioned
alternatives (1) of informing subjects of the particular content FTC suspects is inherently
misleading, potentially misleading, and not misleading at all and the reasons therefore and (2) of
relying on warning letters in lieu of compulsory process in nonpublic investigétions when ﬁe
speech in issue is, at worst, only potentially misleading. Reliance on altémative 1 above has the

- salutary effect of enabling the subject of investigation to discern which speech it can selectively.
délete from advertising or modify to avoid, in the éyes of the staff, a continuing offc_ense and
which speech it can continue to communicate with conﬁcience (knowing that the speechis
neither exacerbating the offense nor risking an increase in any ultimate consumer redress
demand). The resulting restrictions on speech are thué minimized aﬁd the "consequential benefit
to consumers is maximized beéause consumers may continue to réceive First: Amendment
protected content that may prove indispensable to them in the exercise of choice in the market.
Reliance on alternative 2 above has the salutary effect of relieving those who communicate
protected speech (speech that is, at worst, only potentially misieading) of the costs and burdens
associated with compulsory process in noninublic investigations so long as they heed the
government’s warning and employ requisite qualifications or disclaimers to eliminate perceived

misleadingness.



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

The Adrm'm'sm;ﬁve Procedurc Act declares unlawful Commission action that is
arbitrary, capricious'and contrary to law. SUSC § 706 (2)(A). In matters of Speech regﬁlation,
clari'gy and predictability are indispensable fdr government c;oinpliance'with the strictures of the
- First Amendment. The absence of either defines arbi.trary and capricious enforcement m 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) (‘;Thc requirement that agency

action not be arbifréry 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 whatever steps it
needs to 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.S. 633, 654

(1990)); National Treasury Emp]dvees Union v. Homer, 854 F .2d 490, 498 (D.C. Cir. 1988)
(Agency must exémine “the relevant data and articu]ate a satisfactory explanation for its action

including a ‘rational connection between the facts found and the choice made’”) (citing 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 (D.C. Cir 1999) (“Pearson I”) (“We agree with appellants
that the APA requires the agency to explain why it rejects their proposed health ciaims—to do so
adequately necessarily implies giving some deﬁnitionél content to £he phrase ‘significant
scientific agreement’. We think this proposition is squarely rooted in the prohibition under the

APA that an agency not engage in arbitrary and capricious action”); Id. (“It simply will not do

[
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fora ngernment agency to declare—without explanation, that a -propoéed course of private
action ‘is not approved™);

The constitutional violaﬁoﬁs mentioned aBove are also violations of the
Administrative Procedure Act, 5 U.S.C. § 551 et. seq. In addition, the use of enforc'ement power
(including investigatory pchr) against-advertjsing content on al]egétions of deceptiveness
Without identifying which statements are hﬂlerently'nﬁsleading; which are, at worst, only
potentially misleading; and which are not objectionable, constitutes an arbitrary énd capricibus
action because it fails to take mlmmum, constitutionally required steps‘to ensure that protected
.speech is not uhduly burdened. Likewise, the Commission’s failure fo disclose to the subject of
a nonpublic investigation of health benefit advertising the precise scientific reason for its v<':}.1arge
that advertising is not backed by “competent andl reliable scientific evidence” constitutes
arbitrary and capﬁcjous decisionmaking because, in matters of speech, precision and clarity in

 the application of go vernment power is indispensable, a touchstone of constitutionality. See, e.g.

Meehan v. Macy, 392 F.2d 822, 834 (DC Cir. 1968) (“There is a particular need for clarity and

specificity when Government officials are engaged in regulating speech™); Kevishian v. Board of
Regents, 385 U.S. 589, 603-604 (1967) (“We emphasize once again that ‘preﬁision of regulation
must be the touchstone in 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 .Qf free expression.. .Eecause F i;'st Amendment freedoms need breathing space to
survive, government niay regulate in the area only v;/ith narrow specificity.’” Id. at 432).

Finally, the FTC’s failure to distinguish potentially misleading ad content from inherently -

misleading ad content, treaﬁng both the same as deceptive advertising and imposing the same



t

fegulatory burdens upon the different~ speech forms, violates the APA too because it inexplicably

demgrates protected speech. See Public Citizen, Inc. v. FAA, supra, 988 F.2d 186 at 197.

VL THE PROPOSED PRACTICE AND PROCEDURE FOR USE IN
NONPUBLIC INVESTIGATIONS OF HEALTH BENEFIT
ADVERTISING

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

1. That FTC staff, before initiating a nonpublic investigation of health benefit
advertising, ascertain from scientific experts the competence and rehablllty 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 subject
(and thereafter upon any change in the staff’s position on the point until a final
resolution), notify the subject in unambiguous terms of precisely which ad content
.the staff suspects is “inherently misleading” (i.e., unprotected under the First
Amendment) and its reasons (including its scienﬁﬁc justifications) for so
concluding; which ad content the staff suspects’is, at worst, only “potentially
misleading” (i.e., protected under the First Amendment and capable of being
rendered nonmisleading through the addition of a disclaime) and its reasons

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

3. That FTC staff—at the earliest possible moment during the course of a nonpublic
investigation of health benefit advertising and, in any event, in advance of
agreement upon terms of a consent decree or initiation of FTC 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 scientific justification for concluding that a health
benefit claim is inherently misleading. A

4. That FTC staff avoid use of compulsory process, including access letters and civil
investigative demands, and instead rely on warning letters and optional disclaimer
or qualification langunage 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).



VII. THE COSTS OF UNDERTAKING THE PROPOSED REFORMS

The costs of undertaking the proposed reforms are minimal and borne entirely by fhe
Commission'because they exc]usiVely involvea chaﬁge in the practicés and procedures of
Commission staff in thé exercise of nonpublic investigations of health benefit advertisers.
Moreover, as explained above, the proposed réibrms are a constitutional imperati?e. T};e
ultimate costs aésociated with Enforcing the proposed new practices and procedures will likely be
less than those associated with‘ enforcing the current practices and procedures because the
increased clarify afforded and the Jessened burdén experienced by what is proposed ‘slilo.uld'
reduce noncombliaﬁce and thereby decrease thevneed for future nonpﬁblic investigations of
health benefit advertisers. The agency will benefit from improved industry and public
confidence in the Co@ission’s decisionmaking instead of the present Kafkaesque scenario

- where companies are punished for practices they did not know were @awﬂ because the

‘government failed to inform the regulated class unambiguously of specific government limits on'

the exercise of freedom of speech .’

19 See, Franz Kafka, The Trial {Schocken Books 1995). -
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VIIL - CONCLUSION

For the foregoing reasons, the First Amendment Health Freedom Association reépnctfully :
requests that the FTC immediately adopt the practices and procedures herein proposed. Because
ongoing First Amendment conétitutional violations are present, the Petitioner respectfully

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

347 373 (1976) (“[t]he loss of First Amendment freedoms, for even rmmmal penods of time,

unquestionably constitutes irreparable injury””); Washington Free Community v. Wllson, 426

F.2d 1213, 1218 (D.C. Cir. 1969) (“Speakers...cannot be made to wait for years before being

able to speak with a measure of security”).
Respectfu]lly submitted,

THE FIRST AMENDMENT HEALTH
FREEDOM ASSOCIATION

an W. Emord
l dia 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 '

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

Dated: April 16, 2003
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EXHIBITS



AFFIDAVIT OF NORMAN ANDERSON

I, Norman Anderson, declare under penahy of perjufy that the following is true and
correct to the best of my knowledge, information, and belief:

1) Iam the President of the First Amendmént Health Freedom Association
'(“Association”). |

2) The Association’s purpose is to defend the free flow of commercial information
protected by the First Amendment of the United States Constitution necessary for a consumer to
exercise fully informed choi-ce in food and dietary supplement markets.

3) The Association’s confidential membefship base includes both manufacturers and
consumers of dietary supplement products. |

4) In the course of reviewing statements made and concerns raised by several members,
the Association has learned that several companies and individuals routinely engage in self-
ceﬁsorship due to a lack of ascertainable scientific standards and arbitrary enforcement practices
of the Federal Trade Commission (“FTC”).

5) The Association believes that companies have engaged in self-censorship by
refraining from making numerous truthful and nonmisleading claims and refraining from
conveying truthful and nonmisleading information concerning their products through television
and radio advertising for fear of adverse enforcement action by FTC.

6) The Association also believes that members have not entefed the dietary supplement
market due to fear of adverse FTC enforcement action.

7) The Association believes that FTC’s current enforcement practices have a chilling

effect on its members’ advertising and marketing practices.




8) This chilling cl‘fccv is detimental in thatth= Associ glion’s members wish (o both
convey and recetvc mfmmatmn that will assist the American public to help thum make informc'd

t

‘health care decisions but have not done $0 in numerous instances due to fear of adversc agency
action. o

9) FIC’s arbiirary enforcement practices dxrculy and substanliall& ﬁﬁst:ate thc purpose
of the ’Assu::-iation and its inidividual members. As @ consequence, ] authorize the Assocmhon 5
artc:rneys~ io file and prosecite a rulemaking petition Wwith and before the FTC and, as necessary,

before the federal courts to bring about reforms of the way in which FTC engages in enforcement

action tognd the First Amendment violations present.

o 13-
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AFFIDAVIT OF CHAUNYA BLACKWELL

L Chaunya Blackwell, declare under penalty of perjury that the following is true and
correct to the best of my knowledﬂe information, and belief:

1) T am the business manager at the firm Emord & Associates, P.C., 5282 Lyngate Court,
Burke, Virginia 22015. | | |

2) 1prepare all final monthly billing statements issued fy the firm and review all time
entries and descriptions with the firm’s pnnc1pals

3) Before joining Emord & Assoc1ates I worked from September 2000 to November
2002 as a parap:ofessional at the accounting ﬁrm of Reznick, Fedder, and Sllverman, 7700 'Old‘
Georgetown Road, Bethesda, Maryland 20814. |

4) Tn that capacity, I prepared bills for four (4) law firms.

5) Emord & Asaociates represents companies and sole proprietors that have received
access letters and civil investigative demands from FTC concerding alle_gedly deceptive
advertising practices and claims.

o 6) The attomey time billed includes counseling of clients on federal law governing
health benefit advertlsmg, counselmg of clients on the meamng, requlrements and legal options
avai]able in response to access letters and civil investigative demands; drafting responses to FTC
documentafy and interrogatory requeats on behalf ef clients; _doemnent pfoductidn and review;
aiding clients in negotiatidn with FTC; and draﬁing settlement agreements and/or consent orders.

7) At the request of the firm’s principals, I have reviewed bills for several clients to
determine the range and extent of .]egal fees associated with FTC compulsory process. My
review covers the period from 2001 to March 2003. |

8) The hourly rates charged by this firm range from $165 to $375 and are comlaarable to

other firms in this same practice area.
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FEDERAL TRADE coMMiSSioN

: Before the 99 DEC 20 PH L o8
FEDERAL TRADE COMMISSION_ GCESSING
Washington, D.C. 205800CUMERT PROLE
4 ) :

In Re: Petition for 2 Rule Authorizing
Issuance of Advisory Opinions
‘Concerning Dietary Supplement
Structure/Function Claim Advertising or,

)

)

) Docket No. POIRS O |
in the Alternative, Defining the )

)

)

)

)

Criteria FTC Uses to Evaluate
Scientific Evidence Required in
Support of Dietary Supplement
Structure/Function Claim Advertising

PETITION FOR RULEMAKING

Dr Julian M. Whitaker; Pure Encapsulations, Inc.; Imagenetix, Inc.; and XCEL
Medical Pharmacy, Ll;l. (collectively, “Joint Pctitioners”), by counsel and pursuant to 16
C.F.R. §:1.9 and Section 18 of the Federal Trade Commission Act (“FTCA”), 15 U.S.C.
§ 57(a)(f)(B), hereby petition the F :d:hral Trade Commission (“"FTC") to prorﬁulgatc a
rule for ti:; issuance of advisory opinions concerning whether an advertiser’s scientific

- corrobqr:htion for planned structure/function claim advertising! constitutes “competent .
and rclia"olc. scientific evidence” needed to substantiaté the claims. In the alternative, the
Joint. Pcﬁtioners petition FTC to promulgate 2 rule that will make explicit the principles

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

support of dietary supplement structure/function claim advertising.

! The term “structure/function claim advertising” is meant to refer to those statements which appear in
advertising that satisfy the definition of such claims contained in 21 U.S.C. § 343(r):

{a] statement [that] claims a benefit related to a classical nutrient deficiency disease and discloses
the prevalence of such disease in the Unijted States, describes the role of & nutrient or dietary
ingredient intended 1o affect the structure or function in humans, characterizes the documented
mechanism by-which a nutcient or dictary ingredient acts to maintain such structure or fuaction, or
describes general well-being from consumption of 2 nutrient or dietary ingredient,



DESCRIPTION OF THE PARTIES

Dr Julian M. Whitaker. Julian M. Whitaker, M.D. is a physician licensed to
practice medicine in the states of Califoﬁia and Washington. He graduated from
Dartmouth‘ College in 1966 with a B.S. degree and from Emory University in 1970 with
an M.D. degrc:. H‘e received additional training in sufgcry as a resident at the University
of Califur_hia Medical School. From 1975 to 1976 he worked as 2 physician at the
Pritikin lréstitute in California. Since that time he has been the Clinical Director of the
Whi!ak:r;Wellncss Institute in Newport Beach, California. He is the author of five
books: Refver:ing Heart Disease (1985), Reversfmg Diabetes (1987), Reversing Health
Risk (1989), Natural Heq!i)xg (1994), and What Your Dactqr Won't Tell You About
Bypass (i 295). Since August of 1991 he has been the editor of Health & Healing,
currcnﬂy?th: nation’s largest single editor health newsletter. In 1996, Health & Healing
had over 500,000 subscribers. Dr. Whitakcr sells and promotes the sale of his own brand
of dxetary supplements. He reccives royalties from the dxstrxbutmn and sale of several
dictary supplcments based on formulas he devclops and licenses.

Dr. thtgkcr would disseminate print advertising containing the following
s;tructurcffunction claims in association with his sale and promotion of the following
dictary supplcments but refrains from doing so in light of uncertainty as to uhether the
science suppomng the claims (attached hereto as Exhibits A-C) will be regarded by FTC
as competcnr and reliable.

Product Description

dmcga-i'a Fatty Acid (EPA (360 mg per serving) and DHA (240 mg per serving))

' Health Benefit Advertising Claim



Cofnsumption of omega-3 fatty acids supports and promotes cardiovascular health.

Product Description

Saw Palmetto (160 mg per serving)

Health Benefit Advertising Claim-
Siw Palmetto extract supports prostate health and healthy urinary function,

Prbduct Description

Fohc Acid (800 mcg per serving), thamm B6 (25 mcg per semng) and Viramin
B 12 (100mcg per serving)

Hcalth Benefit Advertising Claim

F alu: Acid when taken in combination with Vitamin B6 and thamm Bl12
supports vascular health.

Pure Fncapsulations, Inc, Pure Encapsu]ations,’ Inc. (Purc) is 2 Massachusetts
corporation engaged in the business of manufacturing, distributing, and selling over 250
pharmace:utical grade diétary supplements for human and companion animal
consumpfﬁon_..

P;lrc Encapsuintions, Inc. would disseminate print advertising containing the
followiné structure/function claims in association with its sale and promotion of the
follo‘win.g dietary supplements but refrains from doing so in light of uncertainty as to
whethAer the science supporting the claims (attﬁched hércto as Exhibits A, B and D) will
be regaréleﬁ by FTC as competent and rcliable.

Product Description

Saw Palmetio Plus (160 mg per serving)

Health Benefit Advertising Claim

Saw Palmetto extract supports prostate health and healthy urinary flow.



Produet Description

Vitamin E (400 1.U. per serving)

Health Bencfit Advertising Claim

As a part of a healthy dict low in saturated fat and cholesterol 400 IU/day of
Vitamin E promotes cardiovascular health.

Produet Description

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

Health Benefit Advcrtisixg Claim

Consumption of omega-3 fatty acids as found in our EPA/DHA and Flax/Boragc
Qil supplement products promote cardiovascular health,

Imagenetix, Inc. Imagenetix, Inc. (Imagenetix) is a California corporation
engaged in the Eu;sincss of manufacturing, distributing, and selling multiple
pharmac::cutical grade dietary supplements for human consumption.

I;'nagenetix, Inc. would disseminate print advertising confaining the following
structuré/function claims in association with its safc and promotion of the following
dietary siupplem:nts but refrains from doing so in light of uncertainty as to whether the
science Suppérting the claims (attached hereto as Exhibits B, C, and D) will be regarded
by FTC as competent and reliable, |

Product Description

Saw Palmetto (160 mg per serving)

Health Benefit Advertising Claim

Saw Palmetta extract supports prostate health and healthy urinary flow.

Product Description




Vitamin E (50 LU. per serving)

Hcﬁlth Benefit Advertising Claim

As:a part of 2 healthy diet low in saturated fat and cholesterol, Vitamin E supports
cardiovascular health,

Product Description

Folic Acid (400 mcg per serving), Vitamin B6 (10 mg per serving), and Vitamin
. Bl2 (50 mg per serving) :

Héalth Benefit Advcnising Claim

Foiic acid when taken in combination with vitamin B6 and Vitamin B12 supports
vascular health. -

XCEL Medical Pharmacy, Ltd.. XCEL Medical Pharmacy, LTD d/b/a XCEL
Health Care (XCEL) is a California corporation engaged in the business of
manufactﬁring,-distributing, andAselling pharmaccutical grade dietary supplcmex;ts for
humgn co?xsumption. XCEL Medical Pharmacy, Ltd. w::u‘ld disseminate print advertising
ccntaininé fhe following structure/function claims in association with its sale ond
pmmotioﬁ of the following dietary supplements but refrains from doing so in light of
uncertainty as to whether the science supporting the claims (attached hereto as Exhibit B,
D, and E) will be regarded by FTC as competent and reliable.

Product Description

Saw Palmetto (325 mg per serving)

H;ealth Bencfit Advertising Cleim

Our saw palmetto product includes high quality saw pa]rrictto and is formulated to
promote prostate health and support healthy urine flow in men. '

Pi‘oduct Description

Vitamin E (400 LU. per serving)



Health Benefit Advertising Claim

XCEL's Vitamin E dietarj/ supplement contains a-tocophero! and dl-a-tocopheral.
This Vitamin E dietary supplement supports cardiovascular heslth especially
when taken as part of 2 healthy diet low in saturated fat and cholesterol.

Product Description

Antioxidant Vitamin (vitamin A (7,500 I.U. per serving), vitamin C (70 mg per
sefrving), vitarnin E (100 mg per serving))

Health Benefit Advertising Claim

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

II. THE PROBLEMATIC AGENCY PRACTICE AT ISSUE

T_h: FTC deems a structure/function claim ad deccptive unless it is supported by
“competg:nt and rcl.iable scientific eﬁdencc." See, e.g., fn the Matter of Western Direct’ |
Marketing Group, 1998 FTC LEXUS 78, (July 28, 1998); In the Matter of Amerifit, 123
F.T.C 14§4, (1997); In the Matter of Kave Elahie d/b/a MEK Inlernatiandl, 124 F.T.C.
407 (19§7); In the Matier of Metagenics, 124 F.T.C. 483 (1997); In the Matter of
Nature s Bounty 130 F.T.C. 206 (July 21, 1995). In Thompson Medical Campany v
Federal T rade Commission, the FTC made clear in co‘nncction with health claim
advcrtisiAng,'2 for drugs (and, presumably, the precedent applies equally weu to health
claim ady:vcrtising for dietary supplements) that two well-designed double blind placebo
controlle:d clin?é:al trials are the minimum acceptable corroboration fér a claim. 104

F.T.C. 648 (1986), affirmed, 791 F.2d 189 (D.C. Cir. 1986), see also American Home

? The tecm “health claim advertising™ is meant to refer 1o that advertisin g which contains “health claims”

as that term is understood by the Food and Drug Administration, namely: 2 “claim ... that expressly or by
implicatian ... characterizes the relationship of any substance to a disease or health-related condition.” As’
used herein the term “health claim advertising™ is distinguishable from “structure/function claim

advertising” in that the laer—with the exception of classic nutrient deficiency diseases—associates a
nutrient with a body structure of function without reference t  disease or disease condition.



Product Carp., 98 F.T.C. 136 (1981), modified, 696 F.2d 681 (3™ Cir. 1983), The lack
ofa cu'mp;drable, clear definition for “competent and reliable scientific evidence” as it
applies tufdictary supplement structure/function claim advertising makes it impossible for
the Joint Pctiticm:rs to disccm‘what level, degree, qﬁality, quaritity, and kind of scizntiﬁc
evidence FTC will consider necessary and sufficient support for any dietary supplement
structure/funcuon claim ad. To date, although FTC’s Burcau of Consumer Protection
issucd “Dietary Supplements: An Advertising Guide for Industry” in 1998, that otherwise
helpful dé)cument does not provide necessarily specific guidance on the level, degree,
quality, quannty, and kind of scientific evidence FTC expects to curroboratc
structure/functwn claim advertising that the Joint Petitioners must have to discern what
FTC cxpects of them.

Incapable of discerning from FTC precedent what principles guide the aécncy in
mal.mg 1ts determinations on the corroborative sufficiency of science supporting diatary
supplemgnt structure/function claim advertising, and in light of Commissioner Sheila
Anthony’s order cnmﬁclling gfeater FTC enforcement of its laws and policics against
dcceptiv;: ,advcrtising in ﬂ'xqa dietary supplement mar!k:tplace (see Exhibit F), the Joint
Petitioners dare not use th: structure/function claim advertising listed abovc for fear that
FTC w1ll second-gucss the sufficiency of the science they poss:ss corraborating the-
claims. Furthermore, the Joint Petitioners cannot otherwise ascertain F TC’s position in
advanceiof advertising E:cause FTC has no procedure for rendering advisory opinions as }
’tc whetﬁcr a proposed stmcture/funﬁtion claim advertisement is deceptive. Mareover,
they caﬁnot determine how best to qualify the claims to address, e.g., any conc:rn;s FTC

may have about the extent to which the science provides suggestive, rather than



conclusive, evidence of the claimed health benefits. Lacking legally sufficient guidance,
the Joint Pctition:ré now cngage in self-censorship because they cannot discern what, if
any, meaﬁingful definition or distinguishing principle FTC applies to determine whether
‘stmctme/functiun claim advertising is backed by “competent and reliable scientific
evidence.,;’

' Tfle FTC has never revealed precisely what abjective criteria it uses to evaluate
scientific evidence submitted to it in response to access letters and civil investigative
demands that call into question scientific corroboration for dietary supplement
structurc[function claim advertising. In its dietary supplement claim decisions and m its
consent afgreem:ﬁts concerning those claims, the FTC does not :;{plain the content of the
staff’s scientiﬁc evaluations end never reveals the content of the scientific evaluations
supplicd to it by independent reviewers, thereby denying relevant insight into the process
that det::rfmincs the ad;rcrtiser‘s fate. In short, FTC’s criteria for cvaluating dietary
supplement structure/function claims and its weighing of thoss criteria are hidden from
advcrtisefrs. Consequently, neither the Joint Petitioners nor any other regulatce can
discern, with confidence, in edvance of advertising what science will prove adequate to
satisfy F _:;I'C.z' The Joint Petitioners thus perceive inherent risk of adverse regulatory
action m undertaking advertising of this kind.

| 'I,;he need for definition is particularly essential in the area of structure/function
claim ac!;vcrtising because dietary supplements, unlike pharmaceutical drugs, yield

substantially less revenuc per unit sold than do drug products. In addition most dietary

? This problem is compounded by the fact that agency staff attorneys routinely advise that the level of
scientific evidence needed to support a structure/function claim ad is generally Jess than that requirzd to
support a health claim ad. In public presentations, FTC representatives have indicated that

* structure/function claim ads may not need to be supported by two or more double blind placebo controlied



supplemcn:ts cannot be patented, unlike drugs, and thus do not enjoy monopoly rents
nesded to ﬂnance costly intervention triels. Double blind placebo controlled clinical
trials for drug products frequently require expenditures of several hundred million dollars
to establish, to FDA’s satisfaction, the safety and efficacy of a drug. Asa cbnscqucnce of
the for:going market realities, almost all dietary su”%l:mcnt companies depend upon
publicly available scientific evidence, and not commissioned clinical trials, to corroborate.
structurc/fun:tion claim advertising.

In the absence of principles to guide them, the Joint Petitioners are enti}cly ata
loss to know whether, if ever, the scientific evidence they possess will satisfy FTC's
substanti\éely undefined standard for structure/function claim advertising,

FTC defincs “competent and reliable scientific evidence” as:

Tésts, analyses, research, studies, or other evidence based on the expertise of

professionals in the relevant area, that have becn conducted and evaluated in an

objective manner by persons qualificd to do so, using procedures generally
accepted in the profession to yield accurate and reliable results.
See, e.g., In the Matter of Western Direct Marketing Group, 1998 FTC LEXUS 78, (July
28, 1998); In the Matter of Amerifit, 123 F.T.C 1454, ( 1997); In the Matter of Kave
Elahie d/b/a MEK International, 124 F.T.C. 407 ( 1997); In the Matrer of Metagenics, 124
F.T.C. 483 (1997); and In the Mutter of Nature's Bounty 130 F.T.C. 206 (July 21, 1995).

In the context of health claims for drug products and, to some extent, of health
claims for dictary supplements, FTC appears to rely upon Thompson Medical, 104 F.T.C.
648 (1986), which indicates that two well designed clinical trials will often suffice. No

comparaf:lc criteria exist in the precedent for dietary supplement structure/function claim

ads. The agency’s lack of definition for adequate corroboration for dietary supplement

3

clinical :riAls, as is the case under Thompson Medica[, 104 F.T.C. 648 (1986) for health claims on‘dmg
products. .



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

(1y What nature, quality, and quantity of tests, analyses, research, studies, or other
_evidence (collectively “scientific evidence™) does FTC require to support a
 claim? (e.g., Will animal studies suffice or must there be human clinical
trials? Will one study suffice or must there be a dozen or more? Will studies
: on an active ingredient in a product be sufficient or must ll ingredients of the
- product be evaluated? Will studies by independent individuals and entities on
- the same ingredient used in a product suffice or must the product itself be

' tested? Are studies in peer-reviewed scientific journals preferred over

- unpublished clinical trials?) '

(2) Upon the expertise of how many professionals in the relevant area must the
. scientific evidence be based? (e.g., Will two concurring professionals suffice?
. Will agreement among some minority of professionals in the field suffice or
. must there be 2 consensus among all professionals in the relevant area?)

(3) What criteria does FTC employ to determine whether a test, analysis,
research, study or other evidence has been conducted and evaluated in an
~ objective manner?

(4) What criteria does FTC employ to determine whether a test, analysis,
- research, study or other evidence is well-designed?

(5) What criteria does FTC employ to determine whether a person is qualified to
- conduct and evaluate scientific evidenca? :

- (6) What criteria does FTC employ to determine whether procedures in testing
used are generally accepted in the profession to yield accurare and reliable

resulis?

(7) What factors does FTC take into account to determine whether scientific
evidence is accurate?

(8) What factors does FTC take into account to determine whether scientific
" -evidence yields reliable results? To what extent must a study otherwise
acceptable to FTC be the subject of redundant scientific studies to be deemed
. “reliable™? » '
Without answers to the foregoing questions regulatees, including the Joint

Petitioners, simply cannot discern what nature, degree, quality, and quantity of scientific

evidence they must possess to satisfy FTC. The Joint Petitionars note that FTC

10



frequently-disagrees with regulatees concerning whether the science they have marshaled
in suppon; of claims is “competent and reliable,” See, e.g.. In the Matter of Schering
Corporation, 118 F.T.C. 1030 (1994); In tée Matter of Metagenics, 124 F.T.C. 483
(1997); and In the Matter of Nature s Bounty 130 F.T.C. 206 (19953).
In 'v1998, the FTC's Bureau of Consumer Protection published “Dietary

. Supplcme;nts: An Advertising Guide for Industry.” While that guidan.ce informs the
industry c@:f the need to have subsiantiation for a claim (pages 8 to 17 fherein), it does not
do more fhan recite general considerations advertisers should take into account when
developing ads (e.g., the need to evaluate the level of support for a claim, the amount and
type of sﬁpporﬁvc evidence, the quality of the evidence, the totality of the evidence, and
the relévﬁnce of the evidence to é specific claim). Taking those considerations into
account, the: prospectivc advertiser must stili be, as indcr..-..d the Joint Petitioners arc, at a
loss to urll:derstand preciscly what level, degree, quaiit:y, quantity, and kind of science |
FTC cxpécts to be present in advance of structure/function claim advertising.

I THE STATUTORY AND CONSTITUTIONAL INFIRMITIES OF FTC’S

'CURRENT PRACTICE AND ITS ADVERSE IMPACT ON THE JOINT
COMMENTERS

The FTC’s failure to define the criteria it uses to evaluate dietary supplement
structurc?function claim advertising either case by case, by a separate rule, or by issuance
of advis;;ry opinions violates the Administrative Procedurc Act’s (“APA") .I:rr;hibition on
arbitrary and capricious agency action; the First Amendment’s commetcial speech
standard; and the Fifth Amendment’s void for vagueness standard. Accordingly, by
'failing to define explicitly the criteria it employs the FTC not only deprives the Joint

Petitioners of their statutory right to rules that are neither arbitrary nor capricious but also

1



of their First and Fifth Amendm:ht rights. The violation of the statute and the dcprivation
of constit-ixtional rights are themselves palpable harms. They are not the only harms,
howe‘vcr,fthat the agency’s current practice imposes on the Joint Petitioners. The Joint _
Petitionc;s are forced to suffer economic losses equal to the'sales that would be derived
from .puréhas:s attendant to the above-referenced claims that they are not able to make

for fear ﬁf adverse FTC action.

A FTC' C'URRENT PRACTICE VIOLATES THE ADMINISTRATIVE
PROCEDUR]F ACT

FTC’s failure to dcﬁne either by rule or case by case (including through advisory
opi'niunsf) the criteria it employs in assessing whether scientific evidence supporting &
dietary s;.lpplcmtnl structure/function claim is competent and reliable violates the
Administrative Procedure Act’s (“APA™) prohibition against arbitrary and capricious
agency action, § U.S.C. § 706(2)(A) ( 19 94). See Pearson v. Shalala, 164 F.3d 650, (D.C.
Cir. 1999), reh'g denied en banc, 172 F.3d 72 (1999) (“-It simply will not do fora
government agency to dcc.lare‘-—without explanation—that a proposed course of private
action 15 not approved,” z::iring Motor Vehiqie Mfrs. Ass'nv. State Farm Mut. Auto. Ins.
Co., 463 U.S. 29, 43 ( 1983) (“[T]lhe agency must . . . aﬁiculate a satisfactory explanation
for its action .. ..")). Indeed, in assessing the FDA's refusal to define the criteria it
employs in applying its health claims standard, the Court of Appeals for the D.C. Circuit
r:asonca that “[f]o refuse to define the criteria . . . is equivalent to simply saying no
without explanation” and cannot withstand scrutiny under the APA. Pearson, 164 at 660.

B. THE FTC’S CURRENT PRACTICE VIOLATES THE
FIRST AMENDMENT
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Dietary supplcmént structure/function claim edvertising is protected by the First
Amcndmeﬁt to the United States Constitution as commercial .speech so long as it is not
' inherently misleading. See Bolger v, Youngs Drugs Products, Corp. ,463 U.S. 60, 67-68
(1983); .Rzébin v. Coors Brewing Company, 514 U S. 476 (1995). Under the First
Amendment commcrcxal spccch standard, only inherently misleading clax.ms may be
suppr:ssed outright. B y contrast, potentiglly misleading claims must be permitted with
rcasonable disclaimers designed to climinate the misleading connotation. See In re RMJ,
455 U.S; 191, 203 (1982); Ibanez v Florida Dep't of Business and Prof"l Regulation, 512
U.S. 136, 5144-46; Peel v. Attorney Registration dnd Disciplinary Comm 'n of Illinois, 496
U.s.91, 59-1 11 (1990).
The claims her: in issue are ones for which scientific evidence provides support
- Thus, thcy convey information. They ther:fore cannot be inherently misleading but must
either be nonmisleading or potentially misleading. While the Joint Petitioners believe
them to be the former, FTC may think them the latter, depending upon how it evaluates
~ the sciemf:iﬂc evidence supporting them. If it found them potentially mislcadiﬁ'g, its
: constitutional rermnedy would be to compe] use of a‘ppmpriate disclaimers, not‘to' suppress
the claims. Inre R. M, J, 455 U.S, 191 (1982). The issue is whether the scientific
evidence supporting the claim rises to the level of “competent and reliable scientific
cvidcnc€" sufficient t'o satisfy FTC that :thc claim is not deceptive. That standard must be
defined ﬁy this agency in a manner consistent with existing First Amendment precedent
which ﬁjould not allow suppression or punishment of parties who communicate

potentially misleading claims; rather, such claims may only be rcquircd to carry
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corrective disciaimer& Peél, 496 U.S. at 110; R.M.J., 455 U.S. at 206; Shapero, 486 U.S.
ar478. |

In the absence of clear criteria for discerning whether a dietary sup'plcmenf
structure/function claim is backed by competent and reliable scientific evidence and in
the absence of any system for proﬁiding FTC advisory Apinions on proposed claims, the
Joint Pct:itioners cannot reasonably anticipate whether FTC will agree with them that their
science 1s adequate support for a claim and cannot know whether any particular |
disclaimer could eliminate FTC concerns that would otherwise atise. They thus refrain

- from communicating the structure/function information above for fear that doing so will
subject mem to adverse regulatory action.

Iﬁdceﬁ, when FTC calls into questio.n the scientific support for a claim, i!i
commences a process that impaoses significant costs.an the advertiser (legal fees, search
costs, révis:d marketing and advertising costs) including on those, such as the Joint
Pctition_:crs, ﬁrho posse#s science they reasonablf believe corroborates their claims. Inthe
first instance, agency officials issue cither an access Alettcr or a civil investigative demand
(rcquesf:ing or compelling the production of all corroborative science possessed by the
advcrtiéer). Then the information is evaluated but the agency does not disclose the
criteria used for the evaluation and does not disclose the sci:ﬁtists who have advised it,
the sciéntiﬁc reports it receives from those scientis.'ts', or even the precisc content of, or
reasons for its scientific findings. Thcrcaﬁcr; if the ageney’s undisclosed evaluation
yields a d:tcminaﬁon that the scientific evidence is not “competent end reliable,” it
sends the advertiser a draft complaint and consent agreement stating that proposition ina

conclusory manner. It thereby commences the first step in its prosecution of the
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advertis:rf The complaint and consent agreement do nét reveal the agency’s evaluation
or the crit_éria used to assess the ads but include conclusory charges of statutory violations
based on i purperted lack of “competent and reliable scientific :vidchce," defined only as
quoted ﬁbovc. In the absence of clear criteria that conform with the requirements of the .
First Améndment, these régulatory acts impose upon those who would communicate
di:tary sxx;pplement structure/function cleims significant and unconstitutional burdens of a
financial and regulatory nature. FTC causes those burdens to be irnpn;.uscd regardl:s.s of
whether tfhe speech in issue is inherently misleading or pcfcntially misleading. If the
agency’s::éritcria were revealed and adequately defined, and if thos'e criteria comported

~ with the écquircmcnts of the First Amendment, the Joint -.Petiylium:rs would bc able to
discern thc circumstances in which FTC would regard th.e‘ir dictary supplement
structure/function claims as adequately supported and the.circumstances in which
otherwisi-. inadequately supported ads could be rendered unobjectionable through usc of
approi:ri;atc disclaimers. The Joint Petitioncrs_ are not able to discern those circumstances
given gupent precedent.

’ Thus, in the abs;ncc of defined criteria, the agency’s entire system for eévaluating
dictary séupplem:nt structure/function claim advertising violates the First Amendment’s
commcr.:cial speech standard. Accordingly, to avoid further violation of the First
Amendﬁmnt, FTC must explain with particularity the criteria it uses in evaluating dietary .
supplcn;)ent strucmrclfunc.tic':n claims or, in the altcrnative, authorize the issuance of
advisorsr opinions to guide the Joint P&titiopérs and all regulatees én a case by case basis.
The agénc;"s criteria must distinguish potentially from inherently misleading claims and

must permit usc of disclaimers in association with potentially misleading claims as an
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alternative to outright suppression. Finally, the comparative weight of its evaluative
criteria must be explained either case by case or in a general rule.

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

Ux:1d=r the Fifth Amendment, a law is unconstitutionally vague if it does not
provide régulatees with sufficient information to discern how to conform their conduct to
the r:qu.ix’:ements of the law. See, Grayned v. Rockford, 408 U.S. 105 (1972) and
Zaudererv. Ohio, 471 U.S. 626 (1985). The absence of defined criteria creates just such
a constitt_;tiohnl violation. The Joint Commenters are effectively deprived of their liberty
and property rights in their chosen commercial speech and advcrtising because they
cannot dzsccm through the exercxse of reason what FTC will and will not accept as
sclemlﬁc corroboration foz' a dietary supplement structure/function claim, and thus, must
refrain from advertising ab initio to avoid the risk of law violation.

1. THE PROPOSED RULE

'fhc Joint Petitioners respcétfully request that the FTC promulgate a proposed
rule that Mll either (1) authorize thc issnance of advisory opinions concerning whether
dietary supplement structnr.clfunqtion claim advertising satisfies its competent and |
reliable écicﬁtiﬂc evidence requirement or (2) make express all of the criteria that it
applies to evaluating scientific evidence under its “competent and reliable scientific
evidencé:" standard for dietary supplemecnt structure/function claim advertising,
clucidaﬁ'ng the nature, degree, quality, quantity, and kind of scientific corroboration it
expccts;in support of dietary supplement structure/function cléim advertising. In
particuiar, if the ageney chooses the second option, the Joint Petitioners ask that it

promulgate a proposed rule that will articulate all criteria used by FTC to evaluate

18



scientific evidence, define the comparative weight of each criterion, and explain the

principles that g_uidé the agency in reaching decisions as to whether scientific evidence

ccnoborat?s a dietary supplement structure/function advertising claim. In addition, the
Joint Petitioners ask the agency to cxplain when and how disclaimers may be

appropriatély used to correct potentially misleading speech.

II. THE COSTS OF UNDERTAKING THE FROPOSED RULE

The costs of undertaking the proposed rule are entirely administrative and are
minimal. Morcovér, as explainéd above, commencement of the proposed rulemaking is a
statutory ﬁnd constitutional imperative. The ultimate costs associated with enforcing the
proposed rule will likely be less than those associated with enforcing the cuﬁent rule
because régulatécs informed of the criterii; the ﬁgegcy employs to Bssess “competent and
reliable scientific evidcncc“afor structure/function claims Qill be abl.c, for 11'1: first time,
to dcterm:ine whether the scientific evidence they possess for a claim is sufficient
corroboraftion for the claim. In turn, the agency should experience a reduction in the need
to prosecixtc cases of this kind because the regulated class will perceive the principles that
guide agéncy action.

IV. CONCLUSION

For the foregoing reasons, the Joint Petitioners respectfully request that the FTC
Commence a rulernaking to adopt the rule propesed herein. Because First and Fifth

Amendment constitutional violations are present, the Joint Petitioners respectfully request
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AT EWHEOWE

that the agency expedite action on this petition.

Emord & Associates, P.C.

1050 Seventeenth Street, NNW..

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

Dated: December 20, 1999

Sincerely,

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

XCE%L PHARMACY LTD,,

Jenashan W. Emord
laCdia A. Lewis-Eng
leanor A. Kolton
eir Attorneys
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