IN THE UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMISSION
OFFICE OF THE ADMINISTRATIVE LAW JUDGES

In the Manner of

DANIEL CHAPTER ONE,

a corporation, and

JAMES FELJO,

individually, and as an officer of
Daniel Chapter One.

DOCKET NO. 9329

PUBLIC DOCUMENT
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RESPONDENTS SECOND MOTION TO AMEND ANSWER
& MEMORANDUM IN SUPPORT

MOTION
COME NOW Respondents and move the Administrative Law Judge for an Order under

16 CFR §3.15 granting Respondents leave to amend their Answer to the Federal Trade
Commission (“FTC”) complaint. Specifically, Respondents seek leave to amend their Answer by
the addition of a First Affirmative Defense to read as follows:

FIRST AFFIRMATIVE DEFENSE

As and for a first separate, distinct and affirmative defense,

Respondents allege that the action of the Federal Trade

Commission in filing the Complaint and seeking the Order

included therewith substantially burden Respondents’ free exercise

of religion in violation of 42 U.S.C. Section 2000bb-1(a) and (¢).

This Motion is based on the subjoined Memorandum.
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MEMORANDUM IN SUPPORT
FTC Rule of Practice 3.15 (16 CFR § 3.15) allows for the amendment of a pleading
“whenever determination of a controversy on the merits will be facilitated thereby [and] to avoid
prejudicing the public interest and the rights of the parties.” See 16 CFR §13.5(a)(2).

A. The Proposed Amendment Facilitates the Determination of
This Controversy and Prevents Prejudice to Respondents.

One of Respondent’s foremost claims in this proceeding is that the FTC standards
governing deceptive and false advertising, as applied to Respondents, substantially burden
Respondents’ free exercise of religion. See Respondents’ Objection and Memorandum in
Opposition to Complaint Counsel’s Motion to Compel Production of Documents, pp. 13-17. 42
U.S.C. Section 2000bb-1(a) provides that the “Government shall not substantially burden a
person’s free exercise of religion even if the burden results from a rule of general
applicability....” 42 U.S.C. Section 2000bb-1(c) further provides that “[a] person whose religious
exercise has been burdened in violation of this section may assert that violation as a ... defense in
a judicial proceeding and obtain appropriate relief against a government.” See Gonzales v. O

Centro Espirita Beneficente Uniao Do Vegetal, 546 U.S. 418, 424 (2006).

According to 42 U.S.C. Section 2000bb-2(1), the FTC is subject to the provisions of 42 U
2000bb-1 in that the FTC is a “branch, department, agency, [or] instrumentality ... of the United
States.” According to 42 U.S.C. Section 2000bb-1(c), Respondents — as a party defendant to
this case and controversy, having alleged in their first affirmative defense a personal injury fairly

traceable to the FTC’s unlawful conduct and for which they are likely to be redressed by the
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requested relief — has standing under Article IIl of the United States Constitution. See Allen v.
Wright, 468 U.S. 737, 751 (1984).

Allowing Respondents to invoke the protections of their free exercise of religion under
the Religious Freedom Restoration Act (“RFRA”) conforms with Congress’s statement that one
of its purposes is “to provide a claim or defense to persons whose religious exercise is
substantially burdened by government.” 42 U.S.C. section 2000bb(b)(2).

B. The Proposed Amendment Conforms to the Evidence.

According to RFRA Section 2000bb-2(4), “the term ‘exercise of religion’ means religious
exercise, as defined in section 2000cc-5.” Section 2000cc-5(7)(A) states that “‘religious
exercise’ includes any exercise of religion, whether or not compelled by, or central to, a system
of religious belief.” (Emphasis added). The discovery process in this case has uncovered
substantial evidence that the FTC complaint and proposed orders would substantially burden

2 &6

Respondents’ “religious exercise.”

C. Justice Requires Leave for Granting the Amendment.

RFRA’s Section 2000bb(a) includes the findings that “laws ‘neutral’ toward religion may
burden religious exercise as surely as laws intended to interfere with religious exercise,” and that
“governments should not substantially burden religious exercise without compelling
justification.” Thus, Section 2000bb-(b) announces that the purpose of 2000bb-1 is: (1) “to
restore the compelling interest test set forth in Sherbert v. Verner ... and Wisconsin v. Yoder and
to guarantee its application in all cases where free exercise of religion is substantially burdened,”

and (2) to provide a ... defense to persons whose religious exercise is substantially burdened by

government.” Otherwise, the constitutional right of free exercise of religion would not be
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“secured” as an “unalienable right,” as provided for by the First Amendment guarantee of free
exercise of religion. See 42 U.S.C. Section 2000bb(a).

The FTC may claim that its rules governing false and deceptive advertising are “neutral,”
but the application of those rules “burden [Respondents’] religious exercise as surely as laws
intended to interfere with religious exercises.” Thus, it would be in the interest of justice for
Respondents to invoke RFRA’s Section 2000bb-1(a) and (c) as a defense in this case.

D. No Prejudice Will Result.

Citing Foman v. Davis, 371 U.S. 178, 182 (1962), the United States District Court for the

Northern District of California observed that “[i]n the absence of any apparent or declared reason
— such as undue delay, bad faith or dilatory motive ... undue prejudice to the opposing party by
virtue of allowance of the amendment, futility of amendment, etc. — leave sought should, as the

rules require, be ‘freely given.’” Reiffen v. Microsoft, 270 F. Supp. 2d 1132, 1159 (N.D. Cal,,

2003).

Respondents’ amendment does not create the need for any additional discovery, nor will
it delay the proceedings. Thus, Complaint Counsel is not prejudiced. To the contrary, Complaint
Counsel has been amply forewarned of the religious nature of Respondents’ ministry and of their
claims of religious freedom based upon the free exercise guarantee of the First Amendment. See,
e.g., Respondents’ Motion to Dismiss and Supporting Memorandum of Points and Authorities,
pp. 1-4, 17-21. As RFRA’s Section 2000bb(a) states, Section 2000bb-1 is simply and
specifically designed to secure the full scope of that guarantee.

For the foregoing reasons, Respondents’ request that this Motion be granted.

Respectfully submitted February 24, 2009.
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SWORN STATEMENT OF COUNSEL FOR RESPONDENT

This statement is being submitted in accordance with Additional Provision #5 of the Court’s
Scheduling Order of October 28, 2008, and in support of Respondents’ Second Motion to Amend their
Answer to the Complaint.

I certify that I have conferred with Complaint Counsel Theodore Zang, Jr. in a good faith effort to
resolve the issues raised by the attached Second Motion to Amend Answer and have been unable to reach
an agreement. I conferred with Counsel Zang about the possibility of Complaint Counsel agreeing to the
proposed amendment on February 24, 2009.

I swear under penalty of perjury that the foregoing statement is true and correct.

Dated this 24th day of February, 2009.

Swankin & Turner
Attomeys for Respondents
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IN THE UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMISSION
OFFICE OF ADMINISTRATIVE LAW JUDGES

In the Matter of Docket No.: 9329
DANIEL CHAPTER ONE,

a corporation, and

JAMES FE1JO,

individually, and as an officer of

)
)
)
) PUBLIC DOCUMENT
)
Daniel Chapter One )
' )
)
)
)

[PROPOSED] ORDER
GRANTING RESPONDENTS’ MOTION TO AMEND ANSWER

On February 24, 2009, counsel for Respondents filed their Second Motion to Amend
Respondents’ Answer In the Matter of Daniel Chapter One, Docket No. 9329. The Court being
fully advised,

IT IS ORDERED that Respondents’ Answer In the Matter of Daniel Chapter One,

Docket No. 9329, be, and is hereby amended as stated in Respondents’ motion.

Dated this  day of , 2009.

D. Michael Chappell
Administrative Law Judge
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Respondents’ Motion for Summary Decision and Memorandum in
Support

COME NOW Respondents Daniel Chapter One and James Feijo
(hereinafter collectively, “DCO”) who move this Court for an Order on Summary
Decision declaring that the FTC lacks sufficient evidence at the close of discovery
to proceed with its charges against DCO as a matter of law.

This Motion is based on the Memorandum below, on the records and files

herein, and on the Sworn Declarations of DCO’s counsel supplied herewith.

I. Introduction

DCO is a religious ministry, organized as such under the laws of
Washington State.! The DCO website states that DCO was formed “as a health
and healing ministry in the summer of 1986.”2 The organizing principle of DCO’s

ministry is reflected by its very name. Daniel Chapter One is a book from the

1 DCO incorporates herein the details of its ministry and history as a religious organization as
described in its companion Motion to Dismiss on Constitutional grounds, which is filed
contemporaneously with this Motion.
2dc1pages.com/danielchapterone/index.php?option=com_content&task=view&id=57&Itemid=7



Bible’s Old Testament, the text of which states that proper religious practice
includes a natural diet. This principle is reflected throughout DCO’s religious
and educational communications, which are accessible to DCO followers and
constituents via the DCO website and other media.

Part of DCO’s religious ministry involves the supply of natural dietary
supplements. It is these DCO supplements, and DCO’s claims about them, that
prompt the FTC’s Complaint here. In light of the connection between DCO’s
ministry and its dietary supplements, this case is unlike any to have come before
the FTC to date.

The FTC’s Complaint against DCO contends that DCO has created an
“overall net impression” that four specific supplements are offered to cure or
treat cancer. The FTC Complaint charges that this activity is therefore false and

misleading under 15 USC § 52, and unfair and deceptive under 15 USC §45.

DCO disputes the FTC charges as a matter of substance, and based on
several Constitutional grounds. However, this Motion is not about the
substantive controversy involved in the FTC’s charges. There are no issues of
material fact relevant to the legal issue raised in this Motion.

By this Motion, DCO will show that the FTC’s charges must be dismissed
due to the FTC’s inability at this stage of the proceedings to meet its evidentiary
burden of proof. There can be no factual dispute. Discovery is now closed, and
the record reveals that the FTC has ignored or otherwise failed to produce the
evidence required to prove essential elements of the statutory charges against

DCO. Instead, the FTC has relied almost exclusively on presumptions. A



defendant/respondent is entitled to summary judgment when it can show the
plaintiff/prosecution lacks the necessary evidence to sustain its burden at trial.

Such is the case here.

II. Analysis of the DCO Mosaic

In the present case, the FTC’s Complaint is based on charges that DCO has
created an “overall net impression” of cancer cures via its website. 3 The FTC
does not contend that DCO has made express claims of cancer cures. FTC case
law, guidelines and policy statements have stated clearly over the years that when
allegations of deception are based on the “overall net impression,” the entire
framework and context of the representations must be considered, along with
other important factors.

“It is necessary in these cases to consider the advertisement in its

entirety, and not to engage in disputatious dissection. The entire

mosaic should be viewed rather than each tile separately.” FTC v.

Sterling Drug, 317 F. 2d. 669, 674 (214 Cir. 1963).

To evaluate the DCO mosaic, it is important to know two things: first,

what the FTC’s Complaint omits about DCO claims; and second, what the FTC’s

Complaint misrepresents about DCO claims.

A. What the Complaint Omits

3 See FTC Answers to DCO Interrogatories # 1 and 3 through 10, attached as Exhibit A to the
McCormack Declaration.



The FTC Complaint is based on DCO representations that appear in the
DCO website and other media. The DCO representations on which the FTC relies
are contained in the Exhibits attached to the Complaint.4 FTC investigators and
legal staff discovered DCO by means of an “internet surf” (i.e., google search) that
targeted DCO along with over a hundred other dietary supplement
manufacturers.5 The investigators who designed the surf, who targeted DCO and
who researched DCO’s claims had no background in health care.6 The FTC
administrator who instigated this particular web surf testified that the decision to
pursue the DCO Complaint was based on “common sense” and FTC policy. 7 The
FTC’s only disclosed expert did not review this case until after the Complaint in
this matter was filed.8

The FTC’s myopic pursuit of DCO resulted in at least two errors in the
DCO Complaint. The first of these errors is an error of omission, i.e. what the
FTC Complaint leaves out about DCO’s website. The second error is one of
commission, i.e. what the FTC misrepresents about the DCO website and other
materials.

In the first instance, the FTC has omitted several indisputable features
from the mosaic that is DCO and its claims. The first omission is the name
Daniel Chapter One itself, a book of the Old Testament. The following comes

from the DCO website:

4 See FTC Answers to DCO Interrogatories 1 at Exhibit A to McCormack Declaration.

5 Lynne Colbert Dep, at . Exhibit B to McCormack Declaration.

6 Colbert Dep, at ; Richard Cleland Dep, at , Exhibit C to McCormack Declaration.

7 Cleland Dep at .

8 See Miller Dep at ____, in which he testified that his source for review of DCO alleged claims was

the Complaint itself. Exhibit D to McCormack Declaration.



Welcome to Daniel Chapter One Online!

Daniel Chapter One got its name from the Old Testament, book of Daniel, first
chapter. In that account, Daniel and his men were being held in Babylonian
captivity, and were expected to eat the king's food -so as to be fit and strong
servants.

But Daniel asked permission to eat a vegetable diet and to drink only water,
rather than partake of the rich meats and wine of the king. The king's men said
no; surely Daniel would get sick, maybe die! So Daniel asked for a trial of 10 days.
At the end of Chapter One, it is recorded that Daniel and men, after that trial,
were strong in flesh, with bright eyes, and continued to grow in knowledge and
wisdom.

So it was that the founders of Daniel Chapter One®, since trying their own
"Daniel Chapter One" diet for 10 days and discovering that indeed they felt
fantastic, decided to name the health food store they began, after that portion of
the bible. The company, then and now, does not push a vegetarian diet for
wellness, but simply a healthy diet of wholesome, natural foods - rather than the
unwholesome, artificial food of the modern world. It's about eating with purpose,
and partaking of the good food God has given us for health and healing. Good
food for physical, mental, and emotional health includes herbs and nutrients.

The tiny health food supplement store Daniel Chapter One® grew and
grew, from one to several locations. As the store grew, so the founders grew - in
knowledge and wisdom, as in fact Daniel had experienced! The store quickly
became more of a natural healing center. From their hands-on expertise, the
couple began next to design the nutritional supplement product line now known
world over as Daniel Chapter One.?

Every page of the DCO website contains the following statement:

The information on this website is intended to provide information, record, and
testimony about God and His Creation. It is not intended to diagnose a disease.
The information provided on this site is designed to support, not replace, the
relationship that exists between a patient/site visitor and his/her health care
provider. Caution: some herbs or supplements should not be mixed with certain
medications.

The description of every product offered on the DCO website includes the
following language:
*These statements have not been evaluated by the FDA. This product is not

intended to diagnose, treat, cure or prevent disease. (Italics and “*”
supplied in original.)

9dcipages.com/danielchapterone/index.php?option=com_content&task=view&id=16&Itemid=3
3

1o See e.g. v
dcistore.com/component/page,shop.product_details/category_id,46/flypage,shop.garden_flypa
ge/product_id,25/option,com_virtuemart/Itemid,44/



From this more complete picture of the DCO mosaic, it cannot reasonably

be disputed that the DCO ministry — including but not limited to its product

offerings — is directed to a unique religious constituency. This indisputable fact

bears on the burden of proof that the FTC is required to meet.

B. What the Complaint Misrepresents

The FTC Complaint also contains errors of commission, i.e. what the

Complaint misrepresents. The Complaint identifies DCO representations about 4

DCO products: (1) Bioshark; (2) 7 Herb Formula; (3) GDU; and (4) BioMixx. At

118 of the Complaint, the FTC sets forth the representations attributed to DCO

for each product.

The following chart juxtaposes what the FTC attributes to DCO with what

DCO actually wrote on its website. This juxtaposition is important not only to a

fair evaluation of DCO’s “structure/function” claims and the substantiation for

those claims, but also to an understanding of the “overall net impression” that the

FTC must now prove with substantial evidence consistent with the required

standards of proof.

The FTC’s attribution to DCO

DCO’s actual claim

About Bioshark:

"Bioshark inhibits tumor growth"

"Bioshark is effective in the treatment
of cancer"

"Bioshark is pure skeletal tissue of
sharks which provides a protein that
inhibits angiogenesis -- the formation
of new blood vessels. This can stop
tumor growth and halt the
progression of eye diseases . . ."

About 7 Herb Formula:

"7 Herb Formula is effective in
treating and curing cancer"

"purifies the blood, promotes cell
repair, fights tumor formation, and
fights pathogenic bacteria"




"7 Herb Formula inhibits tumor
formation"

About GDU:

"GDU eliminates tumors"

"contains natural proteolytic enzymes
(from pineapple source bromelain to
help digest protein --even that of
unwanted tumors and cysts. This
formula also helps to relieve pain and
heal inflammation. . .GDU is also used
for. . .and as an adjunct to cancer
therapy. GDU possesses a wide range
of actions including anti-inflammatory
and antispasmodic activity. . ."

About BioMixx:

"BioMixx is effective in the treatment
of cancer"

"BioMixx heals the destructive effects
of radiation and chemotherapy”

"boosts the immune system, cleanses
the blood and feeds the endocrine
system to allow for natural healing. It
is used to assist the body in fighting
cancer and in healing the destructive
effects of radiation and chemotherapy
treatments."

Each of the statements that DCO actually made about its products is

truthful and substantiated, as explained in more detail below. In contrast, the

FTC has no qualified proof to the contrary that will support its charge of “overall

net impression.”

III. Basis and Standard for Summary Decision

It bears emphasizing that this Motion for Summary Decision is based on

the FTC’s lack of competent, qualified evidence altogether, notwithstanding some

potential factual issues that are not relevant to this Motion. To survive this

Motion, the FTC must offer sufficient qualified evidence, not mere allegations. A

"scintilla" of evidence, evidence that is "merely colorable", and evidence that "is




not significantly probative" will not defeat the motion. See e.g. Anderson v.
Liberty Lobby, 477 U.S. 242 (1986). It s also true, according to the elements of
proof described below, that presumptions about the facts will not defeat this
Motion.

This Brief shows that the FTC does not have the evidence to meet its
burden in this case under the preponderance of evidence standard.
Nevertheless, DCO contends that the standard of proof required of the FTC in
this case is clear, cogent and convincing evidence in light of the Constitutional
liberty and property interests involved in this case. See e.g. Addington v. Texas,
441 U.S. 418 (1970). This standard applies even in the summary judgment
context, i.e. the FTC must produce clear, cogent & convincing evidence to defeat
DCO’s Motion. See Anderson.

Addington articulated the reasons for the clear, cogent & convincing
standard in a case like this one. Though that case concerned the standard of
proof in an involuntary civil commitment proceeding, the Addington Court’s
analysis properly fits the circumstances here. For instance, Addington states that
the nature and importance of the Constitutional interest determines the proper
standard of proof. In this case, the Constitutional interests include the First
Amendment rights to free speech and religious freedom possessed by both DCO
and its constituents.

Addington states that proper standard of proof flows from the relative
importance attached to the ultimate decision, i.e., the more important the
decision, the higher the burden of proof. Id. at 423. Addington established that

there is a constitutional necessity for an intermediate standard of proof (i.e.,
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"clear," "cogent," "unequivocal," and/or "convincing") in circumstances where
the interest is greater than a mere money judgment but less than a generic
criminal proceeding. Id. at 424. The intermediate clear, cogent & convincing
standard is required in a variety of civil situations "to protect particularly
important individual interests," namely Constitutional interests that are more
important than the interest against erroneous imposition of a mere money
judgment. Id.

| Addington also noted that while the interest of the individual may dictate
a higher standard of proof to avoid erroneous deprivation, important interests of
the state are likewise vindicated by the higher burden because state interests
would be compromised by a lower burden of proof, thus needlessly increasing the
incidents of erroneous results. Addington, at 425.

Indeed, it is not just DCO’s constitutional interests that are at stake. Also
involved here is the interest of the public, constituents of DCO’s ministry who
exercise their right to access DCO’s religious and educational messages, and the
related wellness products and information. The public’s interest is as much a
part of this case as is DCO’s interest.

In any event, now that discovery has closed, DCO contends that the FTC
charges are wholly unsupported by the required evidence as a matter of law, even

if this Court applies a preponderance standard.

IV. The Law Requires the FTC to Produce Extrinsic Evidence

There are a number of factors that bear on the FTC’s burden of proof, and
the elements of that proof required in a case like this one. First, in evaluating the

FTC charges under 15 USC §§ 45 and 52, the Commission employs a “reasonable



basis” test for evaluating whether claims about Challenged Products are unfair,
deceptive and/or misleading. See, e.g. FTC v. Pharmatec, 576 F. Supp. 294
(D.C.D.C. 1983); accord, FTC Policy Statement appended to Thompson*'. This
test requires the FTC to consider whether there is a “reasonable basis” for the
claims, i.e. is there reliable and competent information to substantiate the
efficacy claims made for the Products. Thompson, 791 F. 2d at 193-194.

The FTC must also address several other considerations in order to prove
violations of §845 and 52. For instance, where the charges against a respondent
are based on the “overall net impression” rather than on any express claims,
those chargeé must be proved by substantial evidence of consumer expectations
in order for the FTC to prevail. Thompson, 791 F. 2d at 197. Accord, Thompson
Policy Statement at p. 2.

Absent actual evidence of consumer expectations, according to the
Thompson Policy Statement, the FTC’s substantial evidence must address the
following 6 factors:

The type of claim;

The Products;

The consequences of a false claim;

The benefits of a truthful claim;

The cost of developing substantiation for the claim; and

The amount of substantiation experts in the field believe is
reasonable.

See Thompson Policy Statement at p. 2.
The Thompson Policy Statement states clearly that these factors apply to
charges of false/misleading advertising, deception and unfairness. “The

Commission’s determination of what constitutes a reasonable basis depends, as it

11 Thompson Medical, 104 FTC 648 (1984), affd 791 F. 2d 189 (D.C Cir 1986).

10



does in an unfairness analysis, on a number of factors relevant to the benefits and
costs of substantiating a particular claim. These factors include [the list
described above.]”

These factors are identical to the statutory requirements of 15 USC 6§45(n)
applicable to claims of unfairness. In other words, the FTC must effectively meet
the same standards of proof for false advertising and deception, as §45(n)
requires for unfairness.

The Thompson Policy Statement goes on to say that “extrinsic evidence” is
useful, including qualified expert testimony and consumer surveys. In fact, under
15 USC 845(n), extrinsic evidence is required. Presumptions and policy guidance
alone will not suffice.

The Courts and the Commission have explained why extrinsic evidence
about these factors is required in a case like this one. For instance, at the outset,
evaluation of the 6 factors in an “overall net impression” case involves a “highly
factual inquiry. ”2 One reason for that inquiry is because even the most orthodox
commercial advertisers “are not required to substantiate claims that were not
made.” Thompson Policy Statement at footnote #3. Only a “highly factual
inquiry” can justify overall net impression claims.

A. Extrinsic Evidence is Required to Prove Deception and

Unfairness.

As an adjunct to the required evidence that bears on the 6 factors of the

Thompson Policy Statement, the FTC must also examine the allegedly deceptive

practice from the perspective of a reasonable consumer. If the representation is

12 Beneficial Corp. v. FTC, 542 F.2d 611, 617 (3™ Cir. 1976).

11



directed primarily to a particular group, the FTC is required to examine
reasonableness from the perspective of that group.’3 See FTC Policy Statement
appended to Cliffdale Associates'4 (hereinafter Cliffdale Statement). That is, the
FTC must determine the effect of the challenged claims on a reasonable member
of the target group, e.g. constituents of a religious ministry devoted to natural
health and wellness.!5

When such a specific group of recipients is involved, extrinsic evidence
about that group’s reasonable perceptions is necessary. Id. See e.g. Thompson,
791 F. 2d at 197, where the Circuit Court made special note that “The issue of
[consumer perception of the claims] was extensively addressed by expert
testimony.” This is just one of the reasons why understanding the full mosaic of
DCO as a religious ministry is so important, because it underscores the
requirement for actual extrinsic evidence.

The FTC understands why it’s necessary to prove consumer perception
with actual extrinsic evidence:

“[Consumer perception scores] may reflect basic consumer

skepticism of promotional claims, however worded.”16

“Although some variations in consumer interpretation of qualified

health claims is inevitable given what are almost certainly broad

differences in [consumers’] background beliefs, the degree of
variation observed in the research is nonetheless surprising . . .”17

13 Note that the representation need not be directed exclusively to a particular group.

14 See FTC Statement on Deception, appended to Cliffdale Associates, 103 FTC 110, 174 (1984),
hereinafter Cliffdale Statement.

15 See Cliffdale Statement at footnotes 13 and 29.

16 See p. In the Matter of Assessing Consumer Perceptions of Health Claims, FTC Staff
Comments, p. 10. Complaint Counsel produced this document as indicative of FTC policy bearing
on this matter under Bates document nos. FTC-DCO 870 to 894. See Appendix 1 attached hereto.
17 1d, at footnote 39.

12



These statements reveal an understanding that consumer perceptions vary
greatly, and in surprising ways. Presumptions about consumer perception do not
pass muster under the standards of the Thompson and Cliffdale Policy
Statements, just as they do not pass muster under §45(n). The FTC must produce
substantial evidence about consumer perception, and the 6 factors articulated by
the Thompson and Cliffdale Policy Statements. This requirement is in accord
with, as well as independent from §45(n).

B. Qualified Expert Evidence is Required to Challenge

Substantiation.

Qualified expert testimony or other extrinsic evidence is required not just
to satisfy the FTC’s burden on the issue of consumer perception. Qualified expert
testimony is also required to address the substantiation for “overall net
impression” claims. This is especially true for cases involving natural dietary
supplements, where science and law has prompted standards for dietary
supplement claims that are dramatically different from the standards applied to
drugs.

As a general matter, the FTC’s Official Guidance to the Dietary
Supplement Industry says that the amount and type of substantiation evidence
required for dietary supplements is determined by what experts in the relevant
field would consider to be adequate. 8 This is consistent with the qualifications

required of an expert under the relevancy prong of the Daubert standard.9

18 Dietary Supplements: An Advertising Guide for the Industry, produced by Complaint Counsel
as evidence of policy in this case. A copy is provided at Appendix 2, Bates no. FTC-DCO 1041 to
1070. See p. 1052, specifically.

19 Daubert v. Merrell Dow Pharmaceuticals, 509 U.S. 579 (1993).

13



In other words, without testimony from experts who are specifically
qualified about dietary supplements (e.g. naturopaths and phyto-nutritionists),
the FTC cannot meet its burden of proof about DCO’s claims and the alleged lack

of substantiation for those claims as a matter of law.

1. DCO’s Structure/Function Claims are Not the Same as
Health Claims for Drugs.

The FTC’s need for expert testimony from the field of dietary supplements
is drawn from the sharp distinction expressed by Congress between the
regulation of dietary supplements claims on the one hand, and the regulation of
drugs and drug claims on the other hand. Few, if any, FTC cases have addressed
this distinction, as this case now must.

The Dietary Supplement Health and Education Act (DSHEA) authorizes
dietary supplement manufacturers to make “structure/function” claims about

their products:

[A] statement for a dietary supplement may be made if:

(A) the statement claims a benefit related to a classical nutrient
deficiency disease and discloses the prevalence of such disease in the United
States, describes the role of a nutrient or dietary ingredient intended
to affect the structure or function in humans, characterizes the
documented mechanism by which a nutrient or dietary ingredient acts to
maintain such structure or function, or describes general well-being from
consumption of a nutrient or dietary ingredient,

(B) the manufacturer of the dietary supplement has substantiation that
such statement is truthful and not misleading, and

(C) the statement contains, prominently displayed and in boldface type,
the following: “This statement has not been evaluated by the Food and Drug
Administration. This product is not intended to diagnose, treat, cure, or prevent
any disease.”.

A statement under this subparagraph may not claim to diagnose,
mitigate, treat, cure, or prevent a specific disease or class of diseases.
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See 21 USC §343(r)(6). [Bold emphasis added.]

The meaning of this statute is well settled: a natural supplement provider
is lawfully allowed to make structure-function claims describing how a particular
nutrient or dietary supplement may affect a structure or function of the human
body. See Pearson v. Shalala, 164 F. 3d 650 (1999); and U.S. v. Lane Labs, 324
F. Supp. 2d 547, 565 (2004). A fair reading of the actual DCO claims, as opposed
to the inferences drawn by the FTC Complaint, shows that DCO claims are proper
structure/function claims. Nowhere on the face of the actual DCO statements
does DCO state that its products “diagnose, mitigate, treat, cure, or prevent a
specific disease or class of diseases,” which are the claims prohibited by DSHEA.
Each of the DCO statements on their face describe how the products and/or their
constituent ingredients support the structure/function of the human body, as
“adjuncts” to — not in lieu of - cancer treatment. The efficacy of these DCO claims
is corroborated by DCO’s experts qualified in natural healing modalities, as
discussed below.

It is well settled, and self-evident, that FTC law corresponds with DSHEA.
Logic dictates that DSHEA influences FTC actions just as significantly as it does
FDA actions. Lest there be any doubt as to the role DSHEA must play on FTC

law, the FTC’s own words put the issue to rest:

“[SItructure/function claims . . . refer to representations about a dietary
supplement’s effect on the structure or function of the body for maintenance of
good health . . . This [FDA] requirement is fully consistent with the FTC’s
standard that advertising claims be truthful, not misleading and substantiated.”zc

zo FTC Dietary Supplement Advertising Guide, footnotes 2 and 3; Bates page FTC-DCO 1068.
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In light of DSHEA, it stands to reason that expertise on health claims for
drugs is not the same field as expertise on structure/function claims for dietary
supplements. Without expert testimony properly qualified for dietary
supplements, the FTC does not meet its burden of proof.

To summarize this section, the FTC must address the 6 factors identified
by the Thompson Policy Statement. It must do so with substantial evidence.
These factors apply to FTC charges of deception, just as they apply to charges of
unfairness. These factors mirror the requirements of 15 USC §45(n). As part of
this inquiry, the FTC must also produce extrinsic evidence bearing on these
factors especially when the charges are based on the “overall net impression,” as
opposed to express claims. The required extrinsic evidence must address the
perceptions of a reasonable person within the target audience to whom the
Respondent’s activity is primarily directed. And the extrinsic evidence must
include qualified expert testimony about dietary supplements, about the
structure/function claims made for those dietary supplements, and about the
substantiation that supports those claims.

The record of discovery taken in this case reveals that the FTC has not met

any of these requirements.

V. The FTC Lacks the Evidence to Sustain the Charges.

The FTC has properly identified only three witnesses in this case. Two of
those are FTC investigators who are identified as fact witnesses. The third witness

is an expert witness qualified in the area of conventional cancer treatment and
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research. As revealed by their testimony, as well as the testimony of the FTC
administrator who conceived of the internet surf that resulted in this action, the

FTC has failed to address the required elements of proof in almost every instance.

A. The FTC did not consider the required elements of proof.

1. FTC witness Michael Marino is an investigator whose role was
limited to gathering evidence: he “recorded” the DCO website; he made an
undercover website purchase of DCO products; he purchased recordings of two
radio programs, and he did BBB, Lexis and Dunn & Bradstreet searches for
DCO.2t Mr. Marino had virtually no experience that he could recall investigating
dietary supplement manufacturers before this DCO matter.22 He played no role
in the evaluation of DCO claims, and exercised no discretion about the
investigation. That is, he did what he was told to do.23

Mr. Marino has no training in health matters, and no understanding of
what a structure/function claim is.24 He has no understanding of what is meant
by “overall net impression.”25 He investigated, but could not find any complaints
about DCO products.2¢ He has no knowledge about any consumer injury
connected with DCO or its products.2”

2. FTC witness Lynne Colbert was the supervising investigator for the

internet surf involved here; her role includes supervision of FTC staff paralegals

21 See Deposition of Michael Marino, at p20o:line 5-7; 34:1-5; 37:8-10 and 38:19-25. Exhibit E to
the McCormack Declaration.

22 Marino dep at 28:24-29:15.

23 Id., at 30:17-31:17.

24 Id. at 43:6-25.

25 Id. at 53:20-54:1.

26 Id., 49:16-25.

27 1d., 52:11-20.
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and legal technicians.2®8 Ms. Colbert was the one primarily in charge of the
internet surf involved in this case, including the development and direction of the
internet search parameters, using google and other search engines.29 She
performed the preliminary evaluation of all claims discovered in the internet surf,
and it was based on her discretion whether a particular target case moved on in
the administrative process toward a Complaint.3° She spent an average of 10 to 15
minutes evaluating the data from each dietary supplement provider’s web site.3:

She has paralegal training, but no background, training or qualifications in
health care.32 She has no training or education about consumer perceptions of
health claims.33 She has no training in regard to structure/function claims other
than what she has read on her own.34 She does not consider any religious speech
that may exist in the context of alleged advertising claims.35

The investigators whom Ms. Colbert supervised received no instructions
about how to evaluate implied claims, or how to evaluate consumer perceptions;
the investigators used their own discretion in making those evaluations.3¢ The
FTC’s Division of Advertising Practices has no health care experts on staff.3”

Ms. Colbert generally uses an online data base accessible to FTC staff to

search for information about dietary supplements; she cannot remember doing

28 See Colbert deposition at p. 7; lines 1-7. Exhibit B to McCormack Declaration.
29 Id., at 8:1-15; 10:16-11:7

301d,. 23:14-18; 24:1-16.

31 1d. 28:9-18

321d., at 7:21-25; 44:18-25

33 Id. at 24:15-25:5

34 Id. at 34:1-24; 36:21-37-8

351d. 60:2-22

36 Id. at 14:5-16; 17:14-25

371d. 44:18-25
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so in regard to the DCO products.38 She does not know if DCO was ever asked to
provide substantiation for its claims.39

3. Richard Cleland is the Assistant Director for the Division of
Advertising Practice at the FTC.4° He testified for the FTC in this case as a
designee on FTC policies and procedures. Mr. Cleland supervised the internet
surf involved here, and he was the one who titled it “Operation False Cures.”4: He
participated in the exercise of prosecutorial discretion in this case.42

Mr. Cleland testified that it is within the FTC’s discretion to evaluate
implied claims based on policy and case law; the Commission on its own
determines the perspective of a reasonable consumer, and the target audience is
presumed from the face of the ad alone.43

Mr. Cleland testified that he FTC conducted its “reasonable basis” analysis
on the basis of presumptions about consumer perceptions and consumer harm;
he testified that those presumptions are based on common sense and general FTC
institutional knowledge.44

Mr. Cleland has no knowledge of economic or physical injury that resulted
from DCO activity, and the FTC made no effort to evaluate the users of DCO
products.45 The FT'C conducted no analysis under 15 USC §45(n) about whether

there were benefits to users of the DCO products, nor did the FTC conduct any

38 Id. 42:2-43:6

39 Id. 40:13-22

40 Cleland Deposition, at p. 10, line 23 to page 11:line 2. Exhibit C to McCormack Declaration.
4 1d. 11:9-19; 16:15-19.

42 Id. 15:13-18.

43 Id. 18:23-19:22; 20:5-13; 60:10-19; 60:21-61:4.

44 1d. 68:21-69:21; ; 70:19-71:12.

45 1d. 61:5-23; 67:17-68:7
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analysis about the costs of substantiating dietary supplements.4¢ He testified that
the FTC used an expert in the field of cancer treatment to evaluate the DCO
claims in this case.47
4. Dr. Denis Miller is the FTC’s testifying expert. Dr. Miller’s
credentials as a cancer researcher for large pharmaceutical companies, and as a
professional expert witness, are impressive. See Exhibit H to the McCormack
Declaration. Dr. Miller conducted his analysis on the basis of the FTC’s version
of the implied claims, not on the basis of DCO’s structure/function claims. See
Exhibit H, p.4 and see e.g. Miller Deposition, p. 97:7-24, Exhibit D to McCormack
Declaration. To be more specific, Dr. Miller only evaluated substantiation for
whether DCO products “treat, cure and prevent cancer,” and not the actual DCO
claims themselves. Exhibit H, §IV at p. 7. See also, e.g. Miller Dep, 142:15-25.
Dr. Miller has no training or certification in nutrition. His credentials are
in oncology and hematology.48
The sum of this testimony shows that the FTC has brought the charges
against DCO based on presumptions, and erroneous presumptions at that. These
presumptions include:
* A presumption that DCO was not authorized to make
structure/function claims;
= A presumption that DCO’s claims were directed to the general
population, rather than a specific constituency related to its
ministry;

» A presumption that the DCO constituency was deceived by DCO
structure/function claims;

46 Id. 72:16-27; 85:20-86:3
47 1d. 86:17-87:2
48 Miller Dep, 14:18-25.
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= A presumption that DCO products offered no benefits;

* A presumption that DCO had no substantiation for its
structure/function claims;

* A presumption that the substantiation required for dietary
supplements is equivalent to the substantiation required for
prescription drugs.

Reliance on these presumptions does not meet the FTC’s burden of proof
required by the applicable statutes, guides and policy statements. Yet, the FTC
has no other evidence to offer other than these presumptions. As a matter of law,
the FTC’s charges must be dismissed.

B. DCO’s substantiation is more than adequate to meet the

required legal standards.

Lest this Court be left with concern that the FTC’s failings will allow a
miscreant to walk free, DCO has substantiated its structure/function claims. And
it has done so more than adequately. DCO supplied considerable substantiating
documents to the FTC in discovery. Experts highly qualified in naturopathy and
phyto-nutrition considered this substantiation, as well as additional confirming
research, which allowed them to conclude that DCO’s claims were proper and
accurate structure/function claims.

By way of example, DCO expert witness Dr. Sally LaMont is a licensed
naturopath and acupuncture practitioner. Her expertise includes the use of

natural dietary supplements for healing and wellness. Dr. LaMont, who has

testified before the California State Legislature in support of naturopathic
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licensing and efficacy, has issued a written opinion in this case, stating that
DCO’s actual claims are accurate and substantiated by competent evidence.49

DCO expert witness Dr. Jim Duke is a world-renowned ethnobotanist who
has written and lectured extensively on the medicinal qualities of plants and
herbs. Dr. Duke co-authored the book Herbs of the Bible: 2000 Years of Plant
Medicine.5° Dr. Duke worked for 30 years at the USDA, where he established the
USDA'’s ethnobotanical and phytochemical data base. Like Dr. LaMont, Dr. Duke
is qualified about the qualities and effects on structure and function of natural
products like those used in DCO products. Dr. Duke has also issued a written
opinion in this case, stating that DCO’s actual claims are accurate and
substantiated by competent evidence.5!

VI. Inthe Absence of Actual Harm, the FTC must prove its case with
Actual Evidence or otherwise Violate Due Process.

There is a final point to be made about the FTC’s flawed reliance on
presumptions in a case involving dietary supplement structure/function claims.
The principle of DSHEA is that dietary supplements are presumed safe unless
and until they are proved harmful. The burden to prove harm is on the
government. The FTC’s approach in this case turns Congressional promulgation
of DSHEA on its head by emasculating the dietary supplement providers’ rights,
and by ignoring the government’s burden to prove harm.

Even without DSHEA, the FTC’s near-exclusive reliance on presumptions

in a case like this violates due process. It bears repeating: there are many factors

49 See LaMont Report, p. 40, attached to McCormack Declaration as Exhibit F.
50 Duke & Telatnik, Herbs of the Bible: 2000 Years of Plant Medicine Interweave Press, 1999.
51 See Duke Report, §IV at p. 3, and §VI at p. 13, attached to McCormack Declaration as Exhibit G.
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that the FTC must consider in order to maintain charges of unfair, deceptive and
misleading advertising. In circumstances like those presented here, those factors
must be addressed with extrinsic evidence, including but not limited consumer
surveys, expert testimony about consumer perceptions and expert testimony
qualified in the specific field of dietary supplements.

Without such extrinsic evidence, in the absence of actual harm and in the
context of an “overall net impression” case, the ability of the FTC to meet nearly
every element of proof by means of presumption effectively shifts the burden of
proof to the Respondent DCO. This fype of procedural approach absolves the
government of the most basic obligation to put on a prima facie case with
competent evidence. This is unconstitutional, as it violates due process in the
most fundamental of ways.

In Mathews v. Eldridge®?, the U.S. Supreme Court developed a three-part
test to evaluate the minimum constitutional process due in a variety of
procedural situations. In Mathews at p. 335, the Court considered whether a
hearing prior to administrative termination of social security benefits was
constitutionally required. The Court structured its consideration of procedural
due process on three relevant factors: (1) the private interest that will be affected
by the official action; (2) the risk of erroneous deprivation of such interest
through the procedures used; and (3) the governmental interest in the added

fiscal and administrative burden that additional process would entail.

DCO’s companion Motion amply addresses the constitutionally protected

First Amendment and Religious interests and deprivations involved in this case.

52 424 U.S. 319, 332 (1976)
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For the purpose of this Motion, the third of the Mathews factors deserves an
especially close look, i.e. the added fiscal and administrative burden that
additional due process procedures would entail, i.e. the requirement to produce
extrinsic evidence instead of presumptions. Mindful of the pages of FTC policy
statements and guidelines that are devoted to First Amendment protections and
the risk of deprivation, it is this third factor that especially drives the FTC to

adopt “trial by presumption.”

Trial by presumption has been explicitly considered and explicitly rejected
by the U.S. Supreme Court. Indeed, almost in anticipation of this 314 element of
the Mathews test, the U.S. Supreme Court decided Stanley v. Illinois53 just a few
years earlier than Mathews. The Stanley case concerned the due process
requirements involved in parentage cases. The Court there addressed the specific
question of whether the State could forego due process requirements in the
interest of efficiency by adopting a presumption in lieu of meeting a burden of
proof. Here, in a quote that seems to have anticipated not only Mathews but this
case also, the Stanley court said this:

The establishment of prompt efficacious procedures to achieve

legitimate state ends is a proper state interest worthy of cognizance

in constitutional adjudication. But the Constitution recognizes

higher values than speed and efficiency. Indeed, one might fairly

say of the Bill of Rights in general, and the Due Process Clause in

particular, that they were designed to protect the fragile values of a

vulnerable citizenry from the overbearing concern for efficiency and

efficacy that may characterize praiseworthy government officials no
less, and perhaps more, than mediocre ones.

58 405 U.S. 645, 656-657 (1972).
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Procedure by presumption is always cheaper and easier than
individualized determination. But when, as here, the procedure
forecloses the determinative issues . . . when it explicitly disdains
present realities in deference to past formalities, it needlessly risks
running roughshod over the important interests . . . [Such a
procedure] therefore cannot stand.

Allowing the FTC to try this case by presumption in the absence of actual
harm, wherein the standard is a subjective “overall net impression,” improperly
shifts the primary burden of proof to DCO in violation of DSHEA, Matthews and

Stanley.

A. Adjudication by presumption is the unauthorized
use of parens patriae under the guise of police
power.

The FTC uses its police power to protect citizens from harm and the
unreasonable risk of harm. A similar power is conferred on a government agency
as parens patriae — government as parent — to determine what is good and
healthy for citizens who are deemed unfit to care for themselves. See e.g.

Addington.

When a government agency exploit its police power in the absence of
harm, and in the absence of authentic, qualified and credible extrinsic evidence,
that agency casts itself not as the arbiter of what is harmful, but as the arbiter of
what is good and healthy. It casts itself as the parens patriae of healthcare for all
citizens. Nothing could be more systemically damaging and offensive, much less
unconstitutional, to the burgeoning and valuable healthy effects offered by
dietary supplements to consumers, to say nothing of the actual users of DCO
products who benefited from their faith in DCO when they were left with

nowhere else to turn.
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CONCLUSION

For the foregoing reasons, the Motion to Dismiss should be granted and
the Complaint dismissed.

Respectfully submitted February 24, 2009
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IN THE UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMISSION
OFFICE OF ADMINISTRATIVE LAW JUDGES

In the Matter of

DANIEL CHAPTER ONE,

a corporation, and

JAMES FEIJO,

individually, and as an officer of

) Docket No.: 9329
)
)
3
Daniel Chapter One )
)
)
)
)

PUBLIC DOCUMENT

Sworn Declaration of Michael McCormack in Support of Respondents’ Motion for
Summary Decision
Michael McCormack swears under oath as follows:
1. T am one of the attorneys for Respondents in this matter. I have personal knowledge
of the facts described below. I am competent to testify.
2. Attached hereto are the following documents, which are true and correct copies of
documents produced in this matter through the course of discovery and expert disclosure:
Exhibit A: FTC Answers to DCO Interrogatories #1 through 10.
Exhibit B:  Deposition excerpts from the deposition of Lynn Colbert, as referenced in
Respondents’ Motion.
Exhibit C:  Deposition excerpts from the deposition of Richard Cleland, as referenced

in Respondents’ Motion.
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Exhibit D:  Deposition excerpts from the deposition of Dr. Denis Miller, as referenced

in Respondents’ Motion.

Exhibit E: Deposition excerpts from the deposition of Mike Marino, as referenced in

Respondents’ Motion.

Exhibit F: Report of DCO expert Dr. Sally LaMont.

Exhibit G:  Report of DCO expert Dr. James Duke.

Exhibit H:  Report of FTC expert Dr. Denis Miller.

I certify under penalty of perjury that the foregoing is true and correct.

February 24, 2009.

Co-counsel for Respondents
26828 Maple Valley Hwy. #242
Maple Valley, WA 98038
425-785-9446
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UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMISSION
OFFICE OF ADMINISTRATIVE LAW JUDGES

)
In the Matter of )
)
DANIEL CHAPTER ONE, )
a corporation, and )  Docket No. 9329
)
JAMES FEIJO, ) Public Document
individually, and as an officer of )
Daniel Chapter One )
)
)

COMPLAINT COUNSEL’S ANSWERS TO RESPONDENTS’ FIRST SET OF
INTERROGATORIES

Pursuant to this Court’s Scheduling Order dated October 28, 2008 and FTC Rule of
Practice 3.35, Complaint Counsel submits the following Answers to Respondents’ First Set of
Interrogatories, subject to and without waiving both the General Objections and the Specific
Objections contained in Complaint Counsel’s Objections to Respondents’ First Set of
Interrogatories, dated December 24, 2008. By providing information in response to
Respondents’ Interrogatories, Complaint Counsel do not concede that such information is
relevant, material, or admissible in evidence. Complaint Counsel’s responses to these
Interrogatories are based on information now known to Complaint Counsel. The FTC has not
yet completed its discovery of the facts in this lawsuit or prepared for trial and therefore reserves
its rights to amend, modify, or supplement its responses if it learns of new information. Subject

to and without waiving these objections, Complaint Counsel provide the following responses.



INTERROGATORIES

1. For each of the representations that you attribute to Respondent in paragraph 14 a.
through h. of your Complaint, state whether you believe the representation is “express”
or “implied”, and identify the specific statement or statements that you allege
Respondents disseminated which constitutes that representation.

ANSWER:

Subject to Complaint Counsel’s previously stated objections, through the means
described in Paragraphs 6 through 13 of the Complaint, including, but not limited to, the
statements contained in the advertisements attached to the Complaint as Exhibits A through D,
as well as the statements contained in Respondents’ documents produced to the FTC (under the
heading “Web Pages from prior Daniel Chapter One Web Sites™), Respondents have created the
overall net impressions caused by the challenged advertising, and thereby have made the
representations alleged in paragraph 14 a. through h. of the Complaint. These statements include
the following:

. “Bio*Shark: Tumors & Cysts. . .Pure skeletal tissue of sharks which provides a protein
that inhibits angiogenesis - the formation of new blood vessels. This can stop tumor
growth.”

. “Bio*Shark Shark Cartilage Stops tumor growth in its tracks.

. “INFO CENTER
Cancer News.

7 Herb Formula

. purifies the blood

. promotes cell repair

. fights tumor formation [emphas1s in original]
. fights pathogenic bacteria



If you suffer from any type of cancer. Daniel Chapter One suggests taking this products

[sic], to fight it:

7*Herb Formula ™. . .

Bio*Shark ™. . .

BioMixx ™. ..

GDU Caps ™. ..

[depiction of bottles of BioMixx, 7 Herb Formula, Bio*Shark, and GDU]

Daniel Chapter One’s Cancer solutions

To Buy the products click here

How to fight cancer is your choice!...”

. “7 Herb Formula battles cancer.
Tracey was given no hope!
The doctors had pretty much given up on Tracey. She had leukemia and tumors on the
brain, behind the heart and on her liver. . .
This is Tracey’s story in her own words as told in 1997: ‘I had contracted leukemia and
had three inoperable tumors. When I decided not to do chemotherapy or radiation, my
father sent me Bio*Mixx and 7 Herb Formula. Each day as I took it and got it into my
system more and more, the better I felt. Then I added Garlic Pur, Siberian Ginseng and
BioShark. Iam now in complete remission.”

. “[GDU] Contains natural proteolytic enzymes (from pineapple source bromelain) to help
digest protein - even that of unwanted tumors and cysts. This formula also helps to
relieve pain and heal inflammation. . .and as an adjunct to cancer therapy.”

. “GDU: With curcumin that research says may prevent cancer. . . .Daniel Chapter One -
GDU caps contains proteolytic enzymes that metabolize protein and can aid the body in
breaking down a tumor. The importance of oral enzymes in treating cancers has been the
subject of scholarly papers and books for almost a century.”

. “Bio*Mixx boosts the immune system, cleanses the blood and feeds the endocrine
system to allow for natural healing. It is used to assist the body in fighting cancer and in
healing the destructive effects of radiation and chemotherapy treatments.”

Complaint Céunsel allege that Respondents’ representations are béth express and

implied.



2. For each statement identified in your response to Interrogatory #1, identify the media
source used by Respondents to disseminate the statements.
ANSWER:
Subject to Complaint Counsel’s previously stated objections, to the best of Complaint
Counsel’s knowledge, the above statements appear or have appeared in a variety of media
sources, including but not limited to, on Respondents’ web sites, in Respondents’ product

literature and catalogs, and on Respondents’ radio broadcasts.

3. Of the statements identified in Interrogatory #1, identify all statements that you contend
are false.
ANSWER:

Subject to Complaint Counsel’s previously stated objections, Complaint Counsel refer to
Interrogatory Answer No. 1, which describes some of the statements made by Respondents that
have contributed to the overall net impressions created by the challenged advertising. All of
these statements are false because they are misleading in a material respect, as described more
fully in response to Interrogatory No. 4.

4. State all facts upon which you based your contention that the statements identified in
your response to Interrogatory #3 are false.
ANSWER:

Subject to Complaint Counsel's previously stated objection, the foregoing net impression
claims are false, misleading, or lack substantiation for one or more of the following reasons as
may be further delineated in expert reports produced in accordance with the applicable
Scheduling Order:

a. There is no reliable study of the product that purports to test the claims;
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b. There is no reliable study of the ingredients as formulated in the product that

supports the claims;

c. There is no known biologically feasible mechanism of action to support the
claims;
d. The scientific literature does not provide reliable scientific evidence to support

the claims; and
€. Anecdotal or testimonial evidence regarding the product's purported efficacy is
not sufficient to substantiate the claims.
5. Of the statements identified in Interrogatory #1, identify all statements that you contend
are deceptive.
ANSWER:

Subject to Complaint Counsel’s previously stated objections, Complaint Counsel refer to
Interrogatory Answer No.1, which describes some of the statements made by Respondents that
have contributed to the overall net impressions created by the challenged advertising. All of
these statements are deceptive, as described more fully in response to Interrogatory No. 6.

6. State all facts upon which you based your contention that the statements identified in
your response to Interrogatory #5 are deceptive.
ANSWER:

Subject to Complaint Counsel's previously stated objection, the foregoing net impression
claims are false, misleading, or lack substantiation for one or more of the following reasons as
may be further delineated in expert reports produced in accordance with the applicable
Scheduling Order:

a. There is no reliable study of the product that purports to test the claims;
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b. There is no reliable study of the ingredients as formulated in the product that

supports the claims;

c. There is no known biologically feasible mechanism of action to support the
claims;
d. The scientific literature does not provide reliable scientific evidence to support

the claims; and
€. Anecdotal or testimonial evidence regarding the product's purported efficacy is
not sufficient to substantiate the claims.
7. Of the statements identified in Interrogatory #1, identify all statements that you contend
are misleading.
ANSWER:

Subject to Complaint Counsel’s previously stated objections, Complaint Counsel refer to
Interrogatory Answer No. 1, which describes some of the statements made by Respondents that
have contributed to the overall net impressions created by the challenged advertising. All of
these statements are misleading, as described more fully in response to Interrogatory No. 8.

8. State all facts upon which you based your contention that the statements identified in
your response to Interrogatory #7 are misleading.
ANSWER:

Subject to Complaint Counsel's previousiy stated objection, the foregoing net impression
claims are false, misleading, or lack substantiation for one or more of the following reasons as
may be further delineated in expert reports produced in accordance with the applicable
Scheduling Order:

a. There is no reliable study of the product that purports to test the claims;
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b. There is no reliable study of the ingredients as formulated in the product that

supports the claims;

C. There is no known biologically feasible mechanism of action to support the
claims;
d. The scientific literature does not provide reliable scientific evidence to support

the claims; and
€. Anecdotal or testimonial evidence regarding the product's purported efficacy is
not sufficient to substantiate the claims.
9. Of the statements identified in Interrogatory #1, identify all statements that you contend
are unfair.
ANSWER:

Subject to Complaint Counsel’s previously stated objections, Complaint Counsel refer to
Interrogatory Answer No. 1, which describes some of the statements made by Respondents that
have contributed to the overall net impressions created by the challenged advertising. All of
these statements are unfair, as described more fully in response to Interrogatory No. 10.

10.  State all facts upon which you based your contention that the statements identified in
your response to Interrogatory #9 are unfair.
ANSWER:

Subject to Complaint Counsel's previously stated objection, the foregoing net impression
claims are false, misleading, or lack substantiation for one or more of the following reasons as
may be further delineated in expert reports produced in accordance with the applicable
Scheduling Order:

a. There is no reliable study of the product that purports to test the claims;

7



b. There is no reliable study of the ingredients as formulated in the product that

supports the claims;

C. There is no known biologically feasible mechanism of action to support the
claims;
d. The scientific literature does not provide reliable scientific evidence to support

the claims; and

e. Anecdotal or testimonial evidence regarding the product's purported efficacy is

not sufficient to substantiate the claims.

11.  For all statements identified in your response to Interrogatory #9, state the injuries that
have been caused, or are likely to be caused, to consumers as a result of the alleged
practices or acts of Respondents.

ANSWER:

Subject to Complaint Counsel’s previously stated objections, although injuries have been
caused, or are likely to be caused, to consumers as a result of the alleged practices or acts of
Respondents, proving specific injury is not a necessary element of the proof in this litigation.
Consumer injury is inherent when products are promoted for the cure, mitigation, treatment, or
prevention of diseases or other health-related benefits through false, misleading, or deceptive
representations. To that extent that such injury can be quantified in terms of economic harm
consumers have suffered, Respondents possess information setting forth Respondents’ total
revenue from the sale of products with false, misleading, or deceptive representations.

12.  For all statements identified in your response to Interrogatory #9, identify the steps you
have taken to determine whether or not the alleged injuries are reasonably avoidable by

consumers.



consumers would not have less access to information about traditional use of natural

remedies without information that comes from claims by supplement manufacturers

about the traditional use of natural remedies, including dietary supplements.
ANSWER:

Subject to Complaint Counsel’s previously stated objections, Complaint Counsel respond
as follows: claims that are false, misleading, or lack substantiation do not provide any useful
information to consumers, as set forth in the public policies expressed by Congress in Sections
5(a) and 12 of the FTC Act, the FTC Policy Statement on Deception, the FTC Policy Statement
Regarding Advertising Substantiation, the FTC Food Policy Statement, the FTC Policy
Statement on Unfaimess, the FTC Guides Concerning Use of Endorsements and Testimonials in

Advertising, and in relevant case law.
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Respectfully submitted,

Theodore Zang, .ie (212) 607-2816

Carole A. Paynter (212) 607-2813
David W. Dulabon  (212) 607-2814

Federal Trade Commission

Alexander Hamilton U.S. Custom House
One Bowling Green, Suite 318

New York, NY 10004

Dated: January 5, 2009
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1 FEDERAL TRADE COMMISSION 1 UNITED STATES OF AMERICA
3 TRt 2 FEDERAL TRADE COMMISSION
4 WITNESS: ) EXAMINATION: PAGE 3
5 LYNNE J. COLBERT BY MR. McCORMACK 4
g 4 Inthe Matter of: )
8 EXHIBIT: DESCRIPTION FOR 1D 5 DANIEL CHAPTER ONE, a Corporation, )
9 Number 4 FTC-DCO 1041-1070, Dietary 19 6 and ) Docket No. 9329
10 e Ton Tncuatay | risine 7 JAMES FEUO, individually and as )
D 8  an officer of Daniel Chapter One )
13 9 )
s 10 Thursday, January 22, 2009
16 11
18 12 Room 318
M 13 Federal Trade Commission
21 14 One Bowling Green
= 15 New York, New York 10004
2 16
= 17 The above-entitled matter came on for
18  deposition, pursuant to notice, at 1:41 p.m.
19
20
21
22
23
24
25
4
1 APPEARANCES: 1 PROCEEDINGS
2 2 - - - - -
3 ON BEHALF OF THE FEDERAL TRADE COMMISSION: 3 Whereupon --
4 THEODORE ZANG JR., ESQ. 4 LYNNE J. COLBERT
5 Federal Trade Commission 5 awitness, called for examination, having been first
6 Northeast Region 6  duly sworn, was examined and testified as follows:
7 One Bowling Green - Suite 318 7 EXAMINATION
8 New York, New York 10004 8 BY MR. McCORMACK:
9 (212) 607-2816 9 Q. Good afternoon, Ms. Colbert.
10 tzang@ftc.gov 10 A. Yes.
11 11 Q. My name is Michael McCormack again for the
12 ON BEHALF OF THE RESPONDENTS: 12 record.
13 MICHAEL McCORMACK, ESQ. 13 And also for the record, can you state your full
14 26828 Maple Valley Highway - #242 14  name and business address, please.
15 Maple Valley, Washington 98038 15 A. Yes. Lynn, L-Y-N-N-E, middle initial J,
16 (425) 785-9446 16  Colbert, C-O-L-B-E-R-T, 600 Pennsylvania Avenue,
17 -and- 17 Northwest, Mail Drop NJ-3212, Washington, D.C. 20580.
18 JAMES S. TURNER, ESQ. 18 Q. Ms. Colbert, have you ever had your deposition
19 BETSY E. LEHRFELD, ESQ. 19  taken before?
20 CHRISTOPHER B. TURNER, ESQ. 20 A. Yes, | have.
21 Swankin & Turner 21 Q. How many times roughly?
22 1400 16th Street, N.W. - Suite 101 22 A. Roughly two or three times.
23 Washington, D.C. 20036 23 Q. Okay. And do you recall the most recent time?
24 (202) 462-8800 24 A. No, I don't. It was approximately two years ago
25 jim@swankin-turner.com 25  1believe.

1 (Pages 1 to 4)
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1 Q. Okay. The other instances when you've had your 1 all,if ] prompt you to say is that a yes or is that a
2 deposition taken, were they -- did you testify as an FTC 2 no, that's no disrespect intended. 1 just want to make
3 witness or employee of some sort as opposed to a 3 sure the record is clear.
4  personal matter? 4 Okay?
5 A. Asan FTC employee. 5 A. Tunderstand.
6 Q. Do you remember the nature of the cases in which 6 Q. Super.
7  you testified? . 7 Also, if I ask any questions that you don't
8 A. One was a dietary supplement case. 8 understand -- and particularly as jet lag begins to seep
9 And one was a device, but | was really a 9 into me, I may be prone to that -- please let me know,
10 peripheral player in that. 10 and I'll do my best to clarify.
11 Q. In the device case? 11 Okay?
12 A. Yes. 12 A. Okay.
13 Q. Okay. Generally let me just refresh your memory 13 Q. Great.
14  perhaps to the extent it's helpful that our 14 Ms. Colbert, you were recently identified as a
15  court reporter is going to be transcribing everything we 15  witness for the FTC in the Daniel Chapter One case. And
16  say on the record for possible use in the hearing that 16  I'm familiar, for instance, with Mr. Marino's role, but
17 will occur as well as any appeals and other public 17 1 have to confess I'm not familiar with your role at
18  relations purposes perhaps. 18  all, so I'm going to do my best to ask generally what
19 For that reason, I strive to try to make sure we 19 your role is here and what your responsibilities are for
20 have as clear and clean a record as possible. And if 20  the FTC, and so forth, and try to understand more
21 you will let me finish my question before answering and 21  specifically essentially what your testimony is going to
22 T'll try to let you finish answering before 1 ask my 22 be at the hearing in this case.
23 next question, that will probably be helpful. 23 So that's just a little bit of backstory.
24 Also, because nods and shakes of the head and 24 With that in mind, can you tell me, what is your
25  uh-huhs and huh-uhs don't transcribe very well, if at 25  title with the FTC?
8
1 A. I'm the supervisory investigator in the 1 BA degree from Mount Holyoke College.
2 Division of Advertising Practices. 2 Q. Okay. When did you first become familiar with
3 Q. And as the supervisory investigator in the 3 Daniel Chapter One?
4 Division of Advertising Practices what are your job 4 A. 1 became familiar with it through the
5  responsibilities? 5 2007 cancer Internet surf.
6 A. 1 supervise the paralegals and investigative 6 Q. Is that also known as Operation False Cures?
7  staff and legal technician staff. 7 A. Yes, it is.
8 Q. Is Michael Marino one of your reports or 8 Q. Okay. And were you -- strike that.
9 subordinates? 9 How were you involved in Operation False Cures
10 A. No, he is not. 10  generally?
11 Q. Okay. How long have you been with the FTC? |11 A. I'made sure that the database that we maintain
12 A. 21 years. 12 was operational for data entry of Web site claims that
13 Q. What other roles or job responsibilities other 13 we found. Isent -- I disseminated electronic mail to
14  than your current job responsibilities have you held 14 our regional office participants regarding the surf,
15 with the FTC, if any? 15  announcing the surf, and providing instructions.
16 A. As investigator. 16 Q. Correct me if I'm misstating what I think 1 just
17 Q. Okay. 17  heard.
18 A. That's -- that's all. 18 But is it accurate to say that you're the person
19 Q. Okay. And what training did you have as an 19  that kind of constructed at least the technology aspects
20  investigator for the FTC, if any? 20  of Operation False Cures?
21 A. Well, prior to my employment with the FTC, | 21 A. Well, in connection with the technology, if you
22  worked for two law firms. But prior to that, my 22 mean the database, | had assistance from our litigation
23 training -- | have a certificate in paralegal studies 23 support division. The database was preexisting. We
24  from the Institute for Paralegal Studies in 24 used it as a prototype for all the surfs that we've
25  Philadelphia, Pennsylvania. And prior to that, | have a 25  conducted over the years.
2 (Pages 5 to 8)
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9 10
1 Q. Can you give me examples of other surfs that 1 A. Yes. In addition to efficacy claims because --
2 you've conducted over the years other than 2 well, in connection with the 9-11, the terrorist
3 Operation False Cures? 3 products, it could have been apparatus or apparel, so
4 A. In 2006 there was a surf for diabetes treatment 4  performance claims, too.
5 and cure products. 5 Q. Okay. In terms of the diabetes claim, for
6 MR. ZANG: Ms. Colbert, I'm sorry to interrupt, 6 instance, that was essentially directed, though, to
7  but before you go any further, 1 just want to caution 7  health claims --
8 younot to give testimony about surfs that have not been 8 A. Yes.
9  publicly identified, if any. 9 Q. - related to diabetes.
10 THE WITNESS: Okay. 10 A. Yes.
11 MR. ZANG: Okay. 11 Q. Okay. Moving forward to closer to the present
12 THE WITNESS: And prior to that, there had been 12 time anyway, Operation False Cures was a surf
13 some about ten -- eight to ten years ago. 13 exclusively directed to cancer claims; am I right about
14 There was one after the 9-11 catastrophe for 14 that?
15  biochemical and -- well, products related to terrorism. 15 A. Yes.
16 Let's see. 16 Q. Okay. And if you can, explain to me how the
17 And prior to that, in the late '90s, there was 17 parameters of that surf were set up and how it was
18  one that was conducted for serious disease claims such 18  conducted.
19 as HIV/AIDS, arthritis, cancer, and the like. 19 A. The parameters included terminology, certain
20 BY MR. McCORMACK: 20  terminology that might be prevalent in claims of that
21 Q. Okay. Is my understanding correct that in each 21  sort. We were looking for express and implied claims
22 of these surf situations, surf projects or operations 22 for treatment and cure of cancer.
23 that what the FT'C was looking for were claims of some |23 Q. Okay. Can I parse that out just a little bit.
24 sort, health claims of some sort that were deemed false, |24 You said terminology. 1'm a -- as much as I've
25  misleading, unfair? 25  been around it, I'm a tech novice, so bear with me. 1
11 12
1 think of a surf as putting a word or a series of words 1 entirely.
2 in the Google search bar and hitting "go" and seeing 2 Was there any list of terminology printed up for
3 what comes up. 3 FTC surfers to use for Operation False Cures?
4 Are the surf parameters Kind of like that on a 4 A. Yes, there was.
5 more sophisticated basis? 5 Q. Do you know if those lists still exist?
6 A. Yes. That's pretty much rudiment, fundamentally 6 A. Yes. It does.
7  how it's done. 7 Q. Is Operation False Cures still going on to this
8 I mean, we use other -- a number of other search 8 day?
9  engines so that our results are varied. 9 MR. ZANG: Let me just -- | want to interrupt
10 Q. Okay. 10 for one minute. And Mr. McCormack, I just want to state
11 A. But there are certain terms or phrases or 11 ageneral objection. I'm going to allow Ms. Colbert to
12 vocabulary that was suggested or recommended to surfers 12 answer that question, but I do want to state for the
13 to employ. 13 record that any testimony going to investigations,
14 Q. And now, when you say "surfers,"” you're talking {14 either Daniel Chapter One or other ones, I do want to
15  about investigators and paralegals? 15  preserve our right to claim the investigatory and
16 A. Yes. 16  governmental deliberative privileges.
17 Q. Do you recall what the search terms were that 17 And Ms. Colbert, I'm going to allow you to
18  were used for Operation False Cures? 18 testify generally about the mechanics, and so forth.
19 A. Melanoma, carcinoma, tumor, and then phrases 19 If it sounds like you're getting too much into
20 such as miracle cure, scientific breakthrough. 20  information that may involve discussions that you've
2] Q. Were any protocols for creating the database 21 had or advice you've been given with FTC attorneys, |
22 written up to guide the surfers? 22 may need to instruct you not to go further or answer.
23 A. I'm sorry. Would you repeat that, please. 23 THE WITNESS: Okay.
24 Q. Sure. _ 24 BY MR. McCORMACK:
25 Were any protocol -- well, let me rephrase it 25 Q. And so far it hasn't been my intention to ask
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