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COMMENTS OF
PURE ENCAPSULATIONS, INC.;
WELLNESS LIFESTYLES, INC. d/b/a AMERICAN LONGEVITY;
DURK PEARSON and SANDY SHAW;
AMERICAN PREVENTIVE MEDICAL ASSOCIATION;
' WEIDER NUTRITION GROUP INC.;
LIFE PRIORITY INC.;
LIFE ENHANCEMENT PRODUCTS INC.;
LIFE EXTENSION FOUNDATION BUYERS CLUB INC.; and
LIFE SERVICES SUPPLEMENTS

Wid €W

Pure Encapsulations, Inc.; Wellness Lifestyles Inc. d/b/a American Longevity; Durk
Pearson and Sandy Shaw; the American Preventive Medical Association; Weider Nutrition
Group Inc.; Life Pribrity Inc.; Life Enhancement Products Inc.; Life Extension Foundation
Buyers Club Inc.; and Life Services Supplements (collectively, “Joint Commenters™), hereby
submit their comments in response to the agency’s solicitation of comments in the above-

referenced docket. See 66 Fed. Reg. 11172 (2001).

BACKGROUND OF THE JOINT COMMENTERS

Pure Encapsulations, Inc. Pure Encapsulations, Inc. (“Pure™) is a Massachﬁsetts
corporation engaged in the business of manufacturing, distributing, and selling pharmaceutical
grade dietary supplements for human and companion animal consumption. Pure uses
structure/function claims on its dietary supplement products’ labels and in their labeling. Pure
sells two dietary suppleménts containing saw palmetto extract and wants to place on the labels

and in the labeling of those products: “helps to maintain normal urine flow in men over 50 years
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old.” Pure sells six dietary supplement_s containing calcium and wants to put on the labels and in
the labeling of those products: “helps maintain normal bone density in post-ménopausal
women.” Pure also sells three dietary supblements containing alpha-lipoic acid, chromium, and
gymnea sylvestre and wants to plac.e on the label and in the labeling of those products: “helps
maintain a healthy blood sugar level.” Pure also sells five dietary supplements containing
sitosterols, garlic, EPA/DHA fish oils, niacin, and SOy isoﬂavonés and soy proteins and wants to
place on the label and in the labeling of those products: “promotes normal cholesterol levels” and
“promotes normal cholesterol metabolism and clearance.” Pure sells approximately twelve
products that contain glucosamine, chondroitin, MSM (methylsulfanone methane), and/or shark
cartilage and wants to place bn the label and in labeling of those products: “helps to relieve joint
pain.” Pure also sells two products that contain potassium, magnesium and hawthorne and wants
to place on the label and in labeling of those products: “promotes normal blood pressure.” Under
FDA'’s current construction of its rules, each could not be made as é structure/function clairrll
based on an alleged disease implicatioﬂ. However, FDA can and, to fulfill its First Amendment

duty, must mandate use of a disclaimer, eliminating the disease connotation as a less restrictive

-alternative to claim restriction. Pure thus joins these comments to recommend a rule of innocent

- construction and use of disclaimers to eliminate implied disease claims in lieu of claim

restriction. Pure also wants to use in labels and in labeling citations to scientific literature that

* may contain words referring to disease or disease conditions. It urges FDA to avoid restriction

of its use of scientific citations for the edification of consumers and to rely instead on a
disclaimer, eliminating the disease connotation, as a less restrictive alternative to restricting

citation use.



American Longevity. Wellness Lifestyles Inc. d/b/a American Longevity (hereinafter
“AL”) is a California corporation engaged in the business of manufacturing, distributing, and
selling dietary supplements for human and animal companion consumption. AL uses
structure/function claims on its dietary supplement products’ labels and in their labeling. Thus, it
- has a keen interest in FDA’s application of the structure/function claim rule. In particular, AL
sells two dietary supplements containing saw palmetto extract and wants to place on the labels
and in the labeling of those products: “helps to maintain normal urine flow in men over 50 years
old.” AL sells six dietary supplements containing calcium and wants to put on the labelvs and in
the labeling of those products: “helps maintain normal bone density in post-menopausal
women.” AL also sells one dietary supplement containing chromium, vanadium, and gymneum
and wants to place on the label and in the labeling of those products: “helps maintain a healthy
blood sugar level.” AL sells six dietary supplements containing niacin, EPA/DHA fish oils, soy
isoflavones, and soy proteins and wants to place on the label and in the labeling of those
products: “promotes normal cholesterol levels” and ;‘promotes normal cholesterol metabolism
and clearance.” AL sells approximately four products that contain glucosamine and chondroitin
sulfate and wants to place on the label and in labeling of those products: “helps to relieve joint
pain.” AL also sells four products that contain choline, potassium, magnesium and arginine and
wants to place on the label and in labeling of those products: “promotes normal blood pressure.”
AL thus joins these comments to recommend a rule of innocent construction and use of
disclaimers to eliminate implied disease claims in lieu of claim restriction. AL also wants to use
in labels and in labeling citations to scientific literature that may contain words referring to

disease or disease conditions. It urges FDA to avoid restriction of its use of scientific citations



for the edification of consumers and to rely instead on a disclaimer, eliminating the disgase
connotation, as a less restrictive alternative to restricting citation use.

Durk Pearson and Sandy Shaw. Durk Pearson and Sandy Shaw (“Pearson and ShaW”)
are scientists residing in Nevada. They design dietary supplement formulations and license them
to manufacturing and retailing companies. They are authors of four books on aging and age-

. related diseases, including the #1, million plus copy best seller Life Extension: A Practical
Scientific Approach (1982). They have also published three other health books, two of which
were best sellers: The Life Extension Companion (1984); The Life Extension Weight Loss
Program (1986); and Freedom of Informed Choice—FDA Versus Nutrient Supplements
(1993). Pearson and Shaw license dietary supplements that use structure/function claims on
dietary supplement prbducts’ labels and labeling. Thus, they have a keen interest in FDA’s
application of the structure/function claim rule. In particular, Pearson and Shaw license a dietary
supplement formulation containing calcium and want to plit on the labels and in the labeling of
those products that contain the formulatién: “helps maintain normal bone density in post-
menopausal women.” Pearson and Shaw also license a dietary supplement formulation
containing arginine, choline, and Vitamin B5 and want to place on the label and in labeling of
those products that vcontain the formulation: “promotes normal blood pressure.” Under FDA’s .
current construction of its rules, each would be prohibited as a structure/function ‘claim based on
an alleged disease implication. However, FDA can and, to fulfill its First Amendment duty,
must mandate use of a disclaimer, eliminating the disease connotation as a less restricti%/e
alternative. Pearson and Shaw thus join these comments té recommend a rule of innocént
construction and use of disclaimers to eliminate implied disease claims in lieu of claim

restriction. Pearson and Shaw also want to use in labels and in labeling citations to scientific



literature that may contain words referring to disease or disease conditions. They urge F'DA to
avoid réstriction of their use of scientific citations that edify consumers (a violation of their First
Amendment rights) and to rely instead on a disclaimer, eliminating the disease connotation, as a
less restrictive alternative to restricting citation use.

American Preventive Medical Association. The American Preventive Medical

.. Association (“APMA”) is a non-profit organization in Virginia. APMA was founded in October

of 1992 and is dedicated to ensuring consumer access to preventive therapies and the rights of
health care providers to offer those therapies. Several APMA practitioner members sell dietary
supplements and use structure/function claims on the labels and in the labeling of those
supplements. In addiﬁon, APMA and its practitioner members and their hundreds of thousands
of patients béneﬁt from the use of structure/function claims because those claims enable them to
communicate and receive non—misleading health information essential to the exercise of
informed patient choice. APMA’s physician members seek to use the structure/function claims
listed herein disclaimed as necessary to avoid a disease implication.

Weider Nutrition Group Inc. Weider Nutrition Group Inc. (“Weider”) is a Utah
corporation engaged in the business of manufacturing, distributing, and selling dietary
supplements for human and animal companion consumption. Weider uses structure/function
claims én its dietary supplement products’ labels and in their labeling. In particular, Weider sells
a dietary supplement product containing calcium and wants to place on labels and in labeling the
following claim: “calcium helps maintain normal bone density in post-menopausal women.”
Weider also sells several products containing glucosamine and chondroitin sulfate and wants to
use on labels and in labeling for those products: “helps relieve joint pain.” Under FDA’s current

construction of its rules, each would be prohibited as a structure/function claim based on an



alleged disease implication. However, FDA can and, to fulfill its First Amendment duty, must
mandate use of a disclaimer, eliminating the disease connotation as a less restrictive alternative.

Weider thus joins these comments to recommend a rule of innocent construction and use of

- disclaimers to eliminate implied disease claims in lieu of claim restriction. Weider also wants to

use in labels and in labeling citations to scientific literature that may contain words réfcrring to

- disease or disease conditions. It urges FDA to avoid restriction of its use of scientific citations

for the edification of éonsumers and to, instead rely on a disclaimer, eliminating the disease
connotation, as a less restrictive alternative to restricting citation use.

| kLife’ Priqritjf Inc Lif‘ekPriori‘ty, Inc. ("LifeP”) is a Kansas co,rporationkengaged’ in the
bus;ness of distributiﬁg and selling dietary supplements for human and companion animal
conéumption. LifeP use s éfriicfure/function élaiins ”on its dietary sﬁpplement products’ labels and
labeling. LifeP sells a dietaryAsupplernent containing saw palmetto extract, pygeum extract, and
pumpkin seed oil extract and wants to place on the labels of this product: “helps to maintain
normal urine flow in Iﬁen over 50 years old.” LifeP sells a dietary supplement containing
calcium and wants to put on the labels and in the labeling of tﬁose products: “helps maintain
normal bone density in post-menopausal women.” LifeP sells a dietary supplement containing
quercetin, niacin, EPA/DHA fish oils and wants to place on the label and in the labeling of those

products: “promotes normal cholesterol levels” and “promotes normal cholesterol metabolism

- and clearance.” LifeP sells dietary supplements that contain glucosamine hydrochloride and

chondroitin sulfate and wants to place on the labels and in the labeling of those products: “helps
to relieve joint pain.” LifeP sells dietary supplements that contain choline, arginine, and Vitamin
B5 and wants to place on the label and in the labeling of those products: “promotes normal blood

pressure.” Under FDA’s current construction of its rules, each would be prohibited as a



structure/function claim based on an alleged disease implication. However, FDA can and, to
fulfill its First Amendment duty, must mandate use of a disclaimer, eliminating the disease
connotation as a less restrictive alternative. LifeP thus joins these comments to recommend a
rule of innocent construction and use of disclaimers to eliminate implied disease claims in lieu of
claim restriction. LifeP also wants to use in labels and in labeling citations to scientific literature
that may contain words referring to disease or disease conditio‘ns. It urges FDA to avoid
restriction of its use of scientific citations for the edification of consumers and to rely instead on
a disclaimer, eliminating the disease connotation, as a less restrictive alternative to restricting
citation use.

| Life Enhancément Proddcts Inc. Life Enhé,héénient Products Iné. (LEP) is a Nevada |
corporation engaged in the business of manufacturing, distribuﬁng and selling diéﬁary
supplements for human and companion animal consumption. LEP uses structure/fun‘étion claims
on its labels and in its labeling. LEP sells two dietary supplements containing saw palmetto
extract and wants to place on the labels and in the labeling of those products: “helps to maintain
normal urine flow in men over 50 years old.” LEP sells two dietary supplement containing
calcium and wants to put on the labels and in the labeling of those products: “helps maintain
normal bone density in post-menopausal women.” LEP sells more than 10 dietary supplement
containing glutamine, alpha lipoic acid, vanadium, chromium, and American ginseng and wants
to place on the label and in the labeling of those products: “helps maintain a healthy blood sugar
level.” LEP also sells four dietary supplements containing sitosterols, niacin, red yeast rice,
Omega-3 fish oils, garlic, and soy and wants to place on the label and in the labeling of those
products: “promotes normal cholesterol levels” and “promotes normal cholesterol metabolism

and clearance.” LEP sells three dietary supplements that contain glucosamine and chondroitin



and wants to place on the labels and in the labeling of those products: “helps to relieve joint
pain.” LEP sells eight diétary supplements that contain potassium, magnesium, choline, and
arginine and wants to place on the labels and in the labeling of those products: “promotes normal
blood pressure.” Under FDA’s current construction of its rules, each would be prohibited as a
structure/function claim based on an alleged disease implication. However, FDA can and, to
fulfill its First Amendment duty, must mandate use of a disclaimer, eliminating the disease
connotation as a less restrictive alternative. LEP thus joins these comments to recommend a rule
of innocent construction and use of disclaimers to eliminate implied disease claims in lieu of
claim restriction. LEP also wants to use in labels and in labeling citations to scientific literature
that may contain words referring to disease or disease ¢onditiops. | It urges FDA to avoid
restriction of its use of Scientiﬁc citations for the edification of consumers and to rely instead on
a disclaimer, eliminating the disease connotation, as a less restrictive alternative to restricting
citation use.

Life Extension Foundation Buyers Club Inc. Life Extension Foundation Buyers Club
Inc. (“LEFBC”) is a Nevada corporation engaged in the business of formulating, distributing and
selling dietary supplements for human and animal companion consumption. LEFBC uses
structure/function claims on its dietary supplement products’ labels and in their labeling.
LEFBC sells three dietary supplements containing saw palmetto extract and wants to place on |
the labels and in the labeling of those products: “helps to maintain normal urine flow in men over
50 years old.” LEFBC sells five dietary supplements containing calcium and wants to place on
the IaBels and in the labeling of those products: “calcium helps maintain normal bone density in
post-menopausal women.” LEFBC also sells 5 dietary supplements containing glutamine, alpha

lipoic acid, vanadium, and chromium that are high in protein or low in carbohydrates (and low in



fat) and wants to place on the label and in the labeling of those products: “helps maintain a
healthy blood sugar level.” LEFBC also sells six dietary supplements containing sitosterols,
niacin, and soy and wants to place on the label and in the labeling of those products “promotes
normal cholesterol levels” and “promotés normal cholesterol metabolism and clearance.”
LEFBC sells five dietary sﬁpplements containing chondroitin and glucosamine and wants to

- place on labels and in the labeling of those products: “helps to relieve joint pain.” LEFBC also
sells seven dietary supplements containing potassium, magnesium, and arginine and wants to
place on the labels and 1n the labeling of those products: “promotes normal blood pressure.”
Under FDA'’s current construction of its rules, each would be prohibited as a structure/function
claim based on an alleged disease implication. However, FDA can and, to fulfill its First
Amendmént duty, musf mandate use of a discléimer, eliminating the disease conﬁotation, asa
less restrictive alternative. LEFBC thus joins these comments to recommend a rule of innocent
construction and use of disclaimers to eliminate implied disease claims in licu of claim
restriction. LEFBC also wants to use in labels and in iabeling citations to scientific literature that
may contain words referring to disease or disease conditions. It urges FDA to avoid restriction
of its use of scientific citations for the edification of consumers and to rely instead on a
disclaimer, eliminating the disease connotation, as a less restrictive alternative to restricting
citation use.

| Life Services Supplements. Life Services Supplements (“LSS”) is a New Jersey

corporation engaged in the business of manufacturing dietary suppleﬁents for human
consumption. LSS uses structure/function claims on its dietary supplement products’ labels and
in their labeling. LSS sells two dietary supplements containing saw palmetto extract and wants

to place on the labels and in the labeling of those products: “helps to maintain normal urine flow



in men over 50 years old.” LSS sells two dietary supplements containing calcium and wants to
place on the labels and in the labeling of thqse products: “calcium helps maintain normal bone
density in post-menopausal women.” LSS also sells more than 80 dietary supplements
containing glutamine, alpha lipoic acid, glucosol (extract of Lagerstroemia speciosa L.),
vanadiurﬁ, chromium, and are high ih profein and/or ‘low in carbohydrates and wants to place on
the label and in the labeling of those products: “helps maintain a healthy blood sugar level.” LSS
also sells four dietary supplements containing sitosterols, niacin, and soy and wants to place on
the label and in the labeling of those products “promotes normal cholesterol levels” and
“promotes normal cholesterol metabolism and clearance.” LSS sells five dietary supplements
containing chondroitin and glucosamine and wants to place on labels and in the labeling of those
products: “helps to rélieve joint pain,” LSS also sells three dietary supplements containing
potassium and magﬁesium and wahts fo place on the labels and in the labeling of those products:
“promotes normal blood pressure.” Under FDA’s current construction of its rules, each would
be prohibited as a structure/function claim based on an alleged disease implication. However,
FDA can and, to fulfill its First Amendment duty, must mandate use of a disclaimer, eliminating
the disease connotation as é less restrictive alternative. LSS thus joins these comments to
recommend a rule of innocent construction and use of disclaimers to eliminate implied disease
claims in lieu of claim restriction. LSS also wants to use in labels and in labeling citations to
scieﬁtiﬁc literature that may contain words referring to disease or disease condition. It urges
FDA to avoid restriction of its use of scientific citations for the edification of consumers and to
rely instead on a disclaimer, eliminating the disease connotation, as a less restrictive alternative

o restricting citation use.
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INTRODUCTION

The agency’s request invites parties to supply comments not only on the content of a
structure/function claim guidance but also on “additional topics for inclusion in the guidance”
and “any other issue appropriate for this guidance.” 66 Fed. Reg. 1000. Since FDA’s January 6,
2000 Final Rule, the United States District Court for the District of Columbia has published two
additional First Amendment decisions that expound further upon the restrictions the Constitution

imposes on this agency’s regulation of commercial speech, Pearson v. Shalala, 130 F.Supp.2d

105 (D.D.C. 2001)(“Pearson II’) and Pearson v. Thompson, No. 00-2724 (GK) (D.D.C. May 9,

2001) (“Pearson I1I”).

As vexplained below, the First Amendment forbids FDA from restricting protected
commercial speech: (1) FDA may not restrict use of a structure/function claim on the basis that
one claim implication is arguably that the dietary ingredient or nutrient is intencied to cure, treat,
mitigate, or prevent a disease; (2) FDA may not restrict use of any aécurate citation on grounds
that the title or content of the cited work associates a dietary ingredient or nutrient with disease
cure, treatment, mitigation, or prevention; and (3) FDA may not preclude use of a product, trade,
or company name on grounds that it arguably implies disease cure, treatment, mitigation, or
prevention unless before imposing any such restriction it proves, based on empirical evidence,
that the less restrictive alternative of a mandatory disclaimer cannot suffice to eliminate the
disease connotation.

The constitutional doctrine taught by the Pearson cases compels this agency to avoid
imposing a burden or restriction on commercial speech if the less restrictive alternative of a
disclaimer can suffice to serve a legitimate government’s objective. FDA must heed those

decisions and adopt in its guidance (1) an innocent construction rule, as explained below, and (2)
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use of disclaimers as a less restrictive alternative to imposition of restraints on commercial
speech. |

When FDA issues a “courtesy letter” to a party that submits a structure/function claim
notice, pﬁrsuant to 21 C.F.R. § 101.93, it in effect informs the party that the claim may not be |
made in the secure knowledge that it is lawful without either (1) the approval of a health claim
petition or (2) the approval of a new drug application. In the experience ka kthe Joint
Commenters, the cost of a health claim petition ranges from approximately $35,000 to $75,000,
depending on the nature of the claim and the relative level of complexity of the science
supporting it. See Exhibits 1-10. The typical cost of a new drug ‘application is approximately
$52 million to $300 million, again depending on the complexity of the submission. See Exhibit
11. This agency rarely authorizes or allows health claims and has explained that dietary
ingredients are unlikely to be granted new drug approval. See 52 Fed. Reg. 28843, 28845 (Aug.
4, 1987). Thus, the effective burdens on speech that may not be made without FDA health claim
or new drug approval are great. Accordingly, FDA may not shirk its First Amendment
obligation in its review of structure/function claims and must rely on less restrictive alternatives
that favor disclosure over suppression of (1) health information, (2) citations, and (3) product and
company names that arguably imply, but do not state, nutrient-disease associations.

BACKGROUND OF AGENCY NOTICE

Structure/function claims describe the role of a nutriént or dietary ingredient intended to
affect a structure or function in humans, characterize the documented mechanism by which a
nutrient or dietary ingredient acts to maintain such structure or function, or describe generél
well-being from consumption of a nutrient or dietary ing‘redient. 21 US.C. § 343(r)(6)(A). The

manufacturer of a dietary supplement bearing a structure/function claim must have substantiation
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that the claim is truthful and not misleading and the statement must appear with the following
disclaimer, prominently displayed in boldface type:

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.

Id. at §343(r)(6)(B; C). In addition, within 30 days after first marketing the dietary supplement
containing the structure/function claim thé manufacturer, packer or distributor of the dietary
supplement must file a notice with FDA ’concerning use of the élaim on the label and in labeling.
21 C.FR. § 101.93(a)(1). |

On January 6, 2001, before Judge Gladys Kessler’s two recent First Amendment

decisions (Pearson v. Shalala, 130 F.Supp.2d 105 (D.D.C. 2001)(“Pearson II™); Pearson v.

Thompson, No. 00-2724 (GK) (D.D.C. May 9, 2001) (“Pearson III”) the FDA published arule
governing the use of étmcture/ﬁlnction claims for diétary supplements (ﬁereinaﬁer “January 6
Rule”). 65 Fed. Reg. 1000 (21 C.F.R. § 101 .93). In the January 6™ Rule FDA states that dietary
supplement labels or labeling may bear structure/function .claims provided that such statements
are not express or implied disease claims under (g) of that section. Id. (21 C.F.R. § 101 93(f)).
If the label or labeling of a product marketed as a dietary supplement bears an express or implied
disease claim as defined in paragraph (g) of 21 C.F.R. § 101.93/, the product will be subject to

regulation as a drug unless the claim is an authorized health claim. Id. at 101.93(f).

121 C.ER. § 101.93(g) states:

(1) For purpose of 21 U.S.C. 343(r)(6), a “disease” is damage to an organ, part, structure, or system of the
body such that it does not function properly (e.g. cardiovascular disease) or a state of health leading to
such dysfunctioning (e.g. hypertension); except that diseases resulting from essential nutrient deficiencies
(e.g., scurvy, pellagra) are not included in this definition).

(2) FDA will find that a statement about a product claims to diagnose, mitigate, treat, cure, or prevent
disease (other than a classical nutrient deficiency disease) under 21 U.S.C. 343(r)(6) if it meets one or
more of the criteria listed below. These criteria are not intended to classify as disease claims statements
that refer to the ability of a product to maintain healthy structure or function, unless the statement implies
disease prevention or treatment. In determining whether a statement is a disease claim under these
criteria, FDA will consider the context in which the claim is presented. A statement claims to diagnose,
mitigate, treat, cure, or prevent disease if it claims, explicitly or implicitly, that the product:
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In the January 6™ Rule FDA stated that it would later provide a guidance for industry that
gave examples of labeling claims that would and would not be considered disease claims (65
Fed. Reg. at 1009), give examples of permissible and impermissible product names (Id. at 1022),
and address the use of citations to a publication or reference thét implies the treatmenf or
prevention of disease (Id. at 1025).?

Under the above docket, FDA asks for comment on those guidance topics proposed in the

January 6™ Rule and for suggestions for additional topics for inclusion in the guidance. See 66

6)) has an effect on a specific disease or class of diseases;
(ii) has an effect on the characteristic signs or symptoms of a specific disease or class of

diseases, using scientific or lay terminology; ,

(iii)  has an effect on an abnormal condition associated with a natural state or process, if the
abnormal condition is uncommon or can cause significant or permanent harm;

(iv)  has an effect on a disease or diseases through one or more of the following factors

: (@) the name of the product;

)] a statement about the formulation of the product, including a claim that the
product contains an ingredient (other than an ingredient that is an article included
in the definition of “dietary supplement” under 21 U.S.C. 321(ff)(3)) that has
been regulated by FDA as a drug and is well known to consumers for its use or
claimed use in preventing or treating a disease;

(©) Citation of a publication or reference, if the citation refers to a disease use, and if,
in the context of the labeling as whole, the citation implies treatment or
prevention of a disease, e.g., through placement on the immediate product label
or packaging, inappropriate prominence, or lack of relationship to the product’s
express claims;

(d) Use of the term “disease” or “diseased,” except in general statements about
disease prevention that do not refer explicitly or implicitly to a specific disease or

' class of disease or to a specific product or ingredient; or
(e) Use of pictures, vignettes, symbols, or other means;
W) Belongs to a class of products that is intended to diagnose, mitigate, treat, cure, or
prevent a disease;
(vi)  Is a substitute for a product that is a therapy for a disease
(vii)  Augments a particular therapy or drug action that is intended to diagnose, mitigate, treat,
cure, or prevent a disease or class of diseases;
(viii) Has arole in the body’s response to a disease or to a vector of disease
(ix)  Treats, prevents, or mitigates adverse events associated with a therapy for a disease, if the
- adverse events constitute diseases; or
x) Otherwise suggests an effect on a disease or diseases.
2 In its call for comments concerning the proposed guidance, FDA states that the issue of substantiation of
structure/function claims will not be addressed in the proposed guidance but will be a separate guidance.
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Fed. Reg. 11172. In addition, FDA asks for comments addressing any other issues appropriate
for the guidance. Id.

Since FDA’s adoption of the January 6th Rule, the United States District Court for the
District of Columbia has issued two decisions explaining the First Amendment principles
governing FDA’s restrictions on health claims. Those First Amendment principles are of general
g ,applicabi‘lity and govern all instances in which FDA presumes to restrict or burd;:n ckqmm’e}rc’ialk
speech (iﬁCluding, thérefore, ’st"rucyzture/function‘ claims).’ In particulér; ’the i’eéfsdn decisions
teach that when commercial speech contains a potentially misleading connétation (such as an
unintended implied claim to treat disease) it is the duty of this agency to employ a less restrictive
alternative to its speéch restriction, i.e. a disclaimer. The overarching First Amendment
presumption in favor of disclosure over suppression (the same one that imposes on this agency a
First Amendment burden of proof in the health claim context) compels this approach.

SUMMARY

The proposed guidance should instruct FDA’s agents on how to evaluate
structure/function claims in accordance with the protectioné of the First Amendment. The First
Amendment requires the Government to employ a less restrictive alternative to commercial
- speech restriction unless, based on empirical evidence, it can prove the alternative incapable of
correcting misleadingness. In accordance with the First Amendment, FDA should apply an
“innocent construction presumption” in analyzing dietary supplement structure/function claims
that contain an implied disease treatment claim. FDA must begin with the unbiased presumption
that a structure/function claim that arguably implies disease cure, treatment, prevention, or
mitigation is intended (based on the regulatee’s notice filing) to convey a non-disease

connotation. To avoid the implied, yet unintended, disease connotation, FDA should gfve the
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party serving notice of the claim the option of using a disclaimer ‘that eliminates the disease
connotation ra’;her than a “courtesy letter” limited to explaining that the claim is capable of
lawful use only if it is first approved in response to a health claim petition or approved as part Qf
a new drug application — two costly and often unattainable options.

Failure to adopt an innocent construction presumption and use of a disclaimer clarifying a
. non-disease meaning 'as:é leés restrictive alternéﬁve to c‘:la‘im’restriéti“or"l unlawfull\y’burde/ns |
protected speech. That failure imposes financial burdens and delays in communication that are

impermissible restraints. Simon & Schuster v. Members of the New York State Crime Victims

Board, 502 U.S. 105, 115 (1991) citing Leathers v. Medlock, 499 U.S. 439, 437, 113 L.Ed.2d

494, 111 S.Ct. 1438 (1991) (impermissible financial burden on the First Amendment); Elrod v.
Burns, 427 U.S. 347, 49 L.Ed.2d 547, 96 S.Ct. 2673 (1976)(citations omitted)(loss of First
Amendment freedoms for minimal amounts of time is irreparable injury). FDA’s insistence on
burdening commercial speech in this way when it has readily available the less restrictive
alternative of a clarifying disclaimer (that no disease connotation is int@nded) violates the First
Amendment to the United States Constitution.

ARGUMENT

L THE FIRST AMENDMENT REQUIRES AN INNOCENT \
CONSTRUCTION PRESUMPTION FOR STRUCTURE/FUNCTION
CLAIM ANALYSIS
It is FDA’s constitutional duty to begin any analysis of a dietary supplement’s
structure/function claims free of content bias. “Regulations which permit the Governmént to

discriminate on the basis of the content of the message cannot be tolerated under the First

Amendment.” Simon & Schuster v. Members of the New York State Crime Victims Board, 502

U.S8. 105, 116 (1991) citing (Regan v. Time, Inc., 468 U.S. 641, 648-9, 82 L.Ed.2d 487, 104
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S.Ct. 3262 (1984); see also Police Dept. of Chicago v. Mosley, 408 U.S. 92, 95, 33 LL.Ed.2d 212,
92 S.Ct. 2286 (1972)). Implicit in a party’s filing of a structure/function claim is its intention to
convey a non-disease treatment message. It is thus appropriate for FDA to take reasonable steps

short of claimfestriction to effectuate that intent by relying on reasonable disclaimers that

_ eliminate the treatment connotation should it perceive what the filer has not.

- FDA's restrictions on structure/function claims must comply with the First Amendment

commercial speech doctrine. See Pearson v. Shalala, 164 F.3d 650, 655 (D.C. Cir. 1999)

(application of the commercial speech doctrine to FDA’s restrictions on dietary supplement

health claims) (citing See Bolger v. Youngs Drug Prods. Corp., 463 U.S. 60, 67-68, 77 L. Ed. 2d

469,103 S. Ct. 2875 (1983)).

Truthful advertising related to lawful activities is entitled to the protections of the First
Amendment. But when the particular content or method of the advertising suggests that it
is inherently misleading or when experience has proved that in fact such advertising is
subject to abuse, the States may impose appropriate restrictions. Inherently misleading
advertising may be prohibited entirely. But the States may not place an absolute
prohibition on ... potentially misleading information ... if the information also may be
presented in a way that is not deceptive.

Id. citing (Inre R. M. J., 455 U.S. 191, 203, 102 S. Ct. 929, 71 L. Ed. 2d 64 (1982); see also

Ibanez v. Florida Dep't of Business and Prof'1 Regulation, 512 U.S. 136, 144-46, 129 L. Ed. 2d

118, 114 S. Ct. 2084 (1994); Peel v. Attorney Registration and Disciplinary Comm'n of Illinois,

496 U.S. 91, 99-111, 110 L. Ed. 2d 83, 110 S. Ct. 2281 (1990)).
A government scheme to regulate commercial speech must meet thc_e three-part test

articulated by the Supreme Court in Central Hudson Gas & Elec. Corp. v. Public Serv. Comm'n

of New York, 447 U.S. 557, 566, 65 L. Ed. 2d 341, 100 S. Ct. 2343 (1980): (1) whether the
asserted government interest is substantial; (2) whether the regulation directly advances the
governmental interest asserted; and (3) whether the fit between the government's ends and the

means chosen to accomplish those ends is reasonable. Central Hudson, 447 U.S. at 566; See also
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Board of Trustees of the State University of New York v. Fox, 492 U.S. 469, 480, 106 L. Ed. 2d

388,109 S. Ct. 3028 (1989) (discussing Central Hudson, 447 U.S. at 564-66); See also Pearson,
164 F.3d. at 6355-656. | |

| , It is not e_nough to jusﬁfy restﬁéﬁoh of speech that FDA’s interééf in the restriction is the
protection of the public’s health and safety when a less restrictive alternative is readily available
that can also achieve that objective. “We have long recognized that even regulations aimed at
prope'r governmental concerns can restrict unduly the exercise of rights protected by the First

Amendment.” Simon & Schuster, 502 U.S. at 117 citing Minneapolis Star & Tribune Co. v.

Minnesota Comm’r of Revenue, 460 U.S. 575, 592, 103 S.Ct. 1365, 75 L.Ed.2d 295 (1983).

Application of the structure/function rule without an innocent construction presumption
makes the regulation unduly restrictive and burdensome in violation of the First Amendment. A

regulation is not “narrowly tailored” where a substantial portion of the burden on speech does

not serve to advance content-neutral goals. Simon & Schuster, 502 U.S. at 122 citing Ward v.

Rock Against Racism, 491 U.S. 781, 105 L.Ed.2d 661, 109 S.Ct. 2746 (1989). If the purpose of

the structure/function claim is to enable consumers to develop and maintain healthy dietary
practices and be informed of data about the effect of a dietary ingredient or nutrient on a body
structure or function, the restriction must directly advance that goal. Suppression and restriction
of structure/function claims that imply disease treatment but also an effect on a structure or
function unnecessarily burdens speech that could be allowed without any further restriction by
the simple expedient of disclaimer, disclaiming the disease treatment connotatioﬁ.

The Joint Commenters wish to make the following claims which FDA has previously

deemed, in its January 6" Rule, impermissible, implied disease claims:
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Claim 1. Saw Palmetto extract hélps to maintain normal urine flow in men over 50 years
old.

Claim 2. Calcium helps maintain normal b}one density in post-menopausal women.

Claim 3. Alpha lipoic acid, chromium, and gymnea sylvestre help maintain a healthy
blood sugar level.

-+ Claim 4. Niacin, sitosterols, garlic, EPA/DHA fish oil, soy isoflavones, and soy proteins
help promote normal cholesterol levels,

Claim 5. Niacin, sitosterols, garlic, EPA/DHA fish oil, soy isoﬂavones, and soy proteins
help promote normal cholesterol metabolfsrn and clearance.

Claim 6. Glucosamine, chondroitin sulfatc, and MSM (methylsulfane methane) help
relieve joint paih. |

Claim 7. Potassium and ‘magnesium [or in the alternative arginine, choline, and Vitamin
BS5] promote normal bldod pressure.

FDA contends that Claim 1 implies that the product is a treatment for benign prostatic
hyperplasia (BPH) — a benign condition that FDA considers a disease; To comply with the First
Amendment, rather than prohibit the cléim except upon approval of a new drug application or a
health claim petition, FDA ought to allow its use with a clarifying disclaimer (such as, “This
product is not intended for use in the treatment of Benign Prostatic Hyperplasia”).

FDA contends that Claim 2 implies that the product is a treatment for osteoporosis. To
cbmply with the First Amendinent, rather than prohibit the claim except upon appro‘}al of a new
- drug abplicatioh or a health claim petition, FDA ought to allow its use With'a clarifying

disclaimer (such as, “This product is not intended for use in the treatment of osteoporosis™).

3 FDA has stated that it will not accept a health claim petition for any claim of treatment of an existing disease. See
Exhibit 12. ‘

19



L R e

FDA contends that Claim 3 implies that the product is a treatment for diabetes. To
comply with the First Amendment, rather than prohibit the claim except upon approval of a new
drug apphcatlon or"a’ healthclalm b‘péti’tién, FDAoughttoallow its use with a élarifying
disclaimer (such as, “This product is not intended for use in the treatment of diabetes™).

FDA contends that Claims 4 and 5 imply that the product is a treatment for -
hypercholesterolemia or cardiovascular disease. To comply with the First Amendment, rather
than prohibit the claims except upon approval of a new drug application or a health claim

petition, FDA ought to allow their use with a clarifying disclaimer (such as, “This product is not

intended for use in the treatment of hypercholesterolemia or cardiovascular disease”).

FDA contends that Claim 6 implies that the product is a treatment for arthritis. To
comply with the First Amendment, rather than prohibit the claim except upon approval of a new
drug application or .a health claim petition, FDA ought to allow its use with a clarifying
disclaimer (such as, “This product is not intended for.use in the treatment of arthritis™).

FDA contends that Claim 7 implies that the product is a treatment for hypertension or
cardiovascular disease. To comply with the First Amendment, rather than prohibit the claim
except upon approval of a new drug application or a health claim petition, FDA ought to allow

its use with a clarifying disclaimer (such as, “This product is not intended for use in the treatment

“of high blood pressure or cardiovascular disease”).

FDA also objects to use of citatiﬁns that include in their titles reference to diseases on the
theory that consumers will comprehend the citation to imply that the nutrient or dietary
ingredient treats those aiseases. To comply with the First Amendment, rather than prohibit the
use of a full and accurate citation, the FDA should allow citation use along with a disc;laimer that

makes clear that the nutrient or dietary ingredient is not intended for use in the treatment of the
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disease in question. For example, use of a citation such as “Houpt J.B. et al., Effect of

glucosamme hydrochlonde in the treatment of paln of osteoarthn‘us of the knee J. Rheumatol

26(11):2423-30 (Nov 1999)” could be allowed w1th a d1scla1mer on the cite page whlch reads:
- “Product X is not intended for use in the treatment of osteoarthritis.” The Joint Commenters
plan to use numerous scientific references in their labeling. For example “Rindone, J.P. et al.

-~ Randomized, controlled trial of glucosamine for treating osteoarthritis of the knee. West J. Med.

172 (2):91-4 (Feb. 2000);” “Delafuente J.E., Glucosamine in the treatment of osteoarthritis,

Rheum. Dis. Clin. Nofth Am. 25(1):1-11, vii (Feb. 2000);” and “McAlindon T.E,etal,

Glucosamine and chondroitin for treatment of osteoarthritis: a systematic quality assessment and

meta-analysis. JAMA 283(11):1469-75 (Ma;ch 15 2000).” Each can be disclaimed with: “This
product is not intended to treat osteoarthritis.” The Joint Commenters would accept any
reasonable disclaimer but will not accept prohibition of communication of truthful scientific
literature citations because that violates their First Amendment rights.
B. A DISEASE DISCLAIMER IS A LESS RESTRICTIVE ALTERNATIVE

Almost all structure/function claims and produc;t names that arguably imply, but do not
state, a disease claim can be clarified by an appropriate disclaimer, eliminating the risk that a
reasonable consumer would interpret their intended utility to be for disease treatment. In fact,
the current disclaimer, “This product is not intended to diagnose, treat, cure, or prevent any
disease,” required by Congress to be used in conjunction with each structure/function claim
already performs this role, thus revealing that Congress understood and accepted the disclaimer

as a preferable alternative to claim restriction. Consistent with congressional intent, FDA must

do the same.
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Disclaimers are yconstitutionallry preferébié'to cdmmecial speech restriction. §@ Pearson,
164 F.3d at 657 citing Peel, 496 U.S. at 110; R.M.J., 455 U.S. at 206 n.20; Shapero, 486 U.S.
466 at 478, 100 L. Ed. 2d 475, 108 S. Ct. 1916. When govémment favors speech restriction in
lieu of disclosure--at least where there is no showing that disclosure would not suffice to cure
misleadingness--government disregards a "far less restrictive” means. Pearson, 164 F.3d at 658.

As stated by 21 C.F.R. 101.93(g), “in determining whether a statement‘ is a disease claim
under these criteria, FDA will consider the context in which the claim is presented.” The context
of a potentially misleading structure/function claim includes the required disease disclaimer that
must accompany that claim: “This product is not intended to diagnose, treat, cure, or prevent any
disease.” 21 U.S.C. § 343(r)(6)(C). The disease disclaimer specifically states that the product is
not intended to have an effect on disease. FDA may require further clarification, as explained
above, by requiring use of a more specific disease ‘disclaimer. The constitutional limitation on
agency disclaimers is that they be reasonable. See Pearson 164 F.3d at 658-659.

For example, “promotes normal blood preséure,” “promotes normal cholesterol levels,”
and “helps to maintain normal urine flow in men over 50 years old” are all statements identified
in the January 6™ rule as imp'lied' disease claims. Blood pressure and cholesterol levels are
measurements of the health status of the human body and, in and of themselves, are not diseases.
When examined from an innocent construction presumpﬁon and in the context of the disease
disclaimer they reasonably do not convey a disease treatment connotation. Nonetheless, FDA
could require the addition of more specific disclaimers such as those mentioned ‘above, or similar
reasonable disclaimers, and indeéd it must do so as a less restﬁctive alternative to claim

restriction. The First Amendment compels resort to the less restrictive alternative.
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Likewise, when the urine flow claim is examined from an innocent construction
presumption (and in the context of the disease disclaimer) it is clear thai a reaéonable consumer
would not presume that the claim implied that the product had an effect on a disease or disease
condition. Nonetheless, FDA could require the addition of the disclaimer mentioned above; or
similar reasonable disclaimers (all of which, if reasonable, the Joint Commenters would accept)
and must do so if its other course would be to restrict the claim. The First Amendment compels
resort to the less restrictive alternative.

C. FAILURE TO IMPLEMENT THE INNOCENT CONSTRUCTION

PRESUMPTION AND TO RELY ON DISEASE DISCLAIMERS AS A LESS

RESTRICTIVE ALTERNATIVE IMPOSES UNREASONABLE FINANCIAL BURDENS
ON SPEECH

When FDA states that a claim is not a permissible structure/function claim but may only
be made foilowing agency approval of a health claim petition or a new drug application, it is
effectively inforining the regulatee that its preferred speech cannot be made without (1) payment
of considerable sums of money and (2) FDA acquiescence, that -- based on agehcy history -- is
unlikely to occur and, even if it does, will undoubtedly take more than a year. “A statute is
presumptively iﬁconsistent with the First Amendment if it impo‘ses a financial burden on

speakers because of the content of their speech.” Simon & Schuster, 502 U.S. at 115 citing

Leathers v. Medlock, 499 U.S. 439, 437, 113 L.Ed.2d 494, 111 S.Ct. 1438 (1991). As in Simon

& Schuster, without an innocent construction presumption the structure/function rule “plainly
imposes a financial disincentive only on speech of a particular content.” Id. at 116. Moreover,
“the loss of First Amendment freedoms, for even minimal periods of time, unquestionable
constitutes irreparable injury.” Elrod v. Burns, 427 U.S. 347, 49 L.Ed.2d 547, 96 S.Ct. 2673

(1976)(citations omitted). Because of the risk of prosecution for misbranding and distribution
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and sale of an unapproved drug (21 U.S.C. § 343; 355), speakers will be apt to refrain from
speaking (perhaips indefinitely) rather than communicate a structure/function claim FDA argues

implies disease treatment.
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CONCLUSION/RECOMMENDATION

For the foregoing reasons, the proposed guidance for application of the structure/function
claim rule should provide that any structure/function claim that implies (but does not expressly
state) disease treatment will be given an innocent construction by the agency and may be
required to bear a reasonable agency drafted disclaimer to eliminate a disease treatment
connotation. Likewise, the proposed guidance should provide that any citation or product or
company name that may imply a disease treatment claim will be given an innocent construction
by the agency and may Be required to bear a reasonable, agency drafted disclaimer to eliminate
any potential disease treatment connotatién. Both such approaches must be used in lieu of claim
restriction or citation limitation to avoid violation of the commercial spéech doctrine as
explained in the Pearson decisions and cases cited therein. See 164 F.3d 650 (“Pearson I'’);

Pearson v. Shalala, 130 F.Supp.2d 105 (D.D.C. 2001)(“Pearson II”"); Pearson v. Thompson, No.

00-2724 (GK) (D.D.C. May 9, 2001) (“Pearson III").
~ Respectfully submitted,

PURE ENCAPSULATIONS, INC.;

WELLNESS LIFESTYLES INC. D/B/A AMERICAN LONGEVITY;
DURK PEARSON and SANDY SHAW; '
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‘MAY-ZI-UI 03:57PM  FROM-PURE ENCAPSULATIONS §78-443-09664 T-286 P.01/01 F-992

v

Before the
FOOD AND DRUG ADMINISTRATION
. Rockville, MD
In re: Guidance on Applying )
The Structure/Function Rule; ) Docket No. 01D-0058
Request for Comments )
AFFIDAVIT

1 Ray Hamel, declarc under penalty of perjury that the following is truc and
correct to the best of my knowledgs, information, and belief:

1. Iam the Chief Exccutive Officer of PuréEncapsulations Inc. (“Pure”).

2. Pure has been a party to four health claim petitions filed with the Food and
Drug Administration (FDA).

3. The cost of legal and scientific fecs associated with the preparation and
prosecution of each of these petitions before the FDA has been approximately $35,000 to
$75,000, depending on the complexity and quantity of scientific corroboration present,

4. In each case where FDA has evaluated the health claim petition in its
entirety, the FDA has taken at least 540 days to complete its review and issue a decision.

5. Pure doces not possess, nor am | aware of any dietary supplement company
that possesses the financial wherewithal to pay between $50 million and $350 million (o
finance the costs associated with a ncw drug application.

/
Dated: _m_@?_}_—/, Zo0o @47 MM
Ray Hamel

Pure Encapsulations Inc.
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13:57 5195751493 GIC PAGE 61

Sent,By: EMORD & ASSO0CIATES, P.C.; 2024666238 May-27-U1 4 1arm; rage &
Before the
FOOD AND DRUG ADMINISTRATION
Rockville, MD
In re: Guidance an Applying )
The Structure/Function Rule; ) Docket No, 01D-0058
Request for Comments )
AFFIDAVIT

I, Steve Wallach, declarc under penalty of perjury that the following is true and
correct Lo the best of my knowledge, information, and belief:

1. Vam the Executive Director of American Longeviry (the d/b/a of Wellness
Lifestyles Inc.) (*AL™).

2, AL has never filed u health claim petition with the Food and Drug
Administration (FDA).

3. AL understands that the cost of legal and scientific fees associated with the
preparation and prosecution of a health cluim petition before the FDA is typically
approXimately $35,000 to $75,000, depending on the complexity and quantity of
scientific corroboration present.

4. Al understands that tvpically when FDA ¢valuates a health claim petition in
its enlirety, the FDA takes at least 540 days 10 complete its review and issue a decision.

5. AL does not possess, nor am | aware of any dictary supplement company that

possesses the financial wherewithal to pay between $50 million and $350 million to
finance the costs associated with 4 new drug applicstion.

Dated: _9,-“21‘6/ %eue/ M
e Wallach

American Longevity




EXHIBIT 3




7754825184 -> EMOED & ASSOCIATES, P.C.; Page 2

Received: 5/21/01 3:52PM;

. N . . . 2
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Before the
FOOD AND DRUG ADMINISTRATION
Rockville, MD

In re: Guidance on Applying )
The Structure/Function Rule; - ) Docket No. 01D-0058
Request for Comments )

AFFIDAVIT

L, Durk Pcarson, declare under penalty of perjury that the followmg is true and
correct b the best of my knowledge, information, and belief:

1. T'have been a party to four health claim petitions filed with the Food and
Drug Administration (FDA).

2. The cost of Icgal and scientific fees associated with the preparation and
prosecution of each of these petitions before the FDA has been approximately $35,000 to
$75,000, depending on the complexity and quantity of scientific corroboration present.

3. 1n each case where FDA has cvaluated the health claim petition in its
entirety, the FDA hay tuken at least 540 days to compleie its review and issue a decision.

4, 1 do not possess, nor am I aware of any dietary supplement company that
possesscs the financial wherewithal to pay between $50 million and $350 million to

finance the costs associated with a ncw drug apphcatwn ]
ML/(( ) Aoy,

Dated: &~/ ‘rtt_gg Ron) |
Durk Pearson
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‘Sent éy: HP Laserdet 3100; 7754825184 ; ' May-21-01 13:18; Page 1/2
Sent By: EMORD & ASSOCIATES, P.C.; 2024666538; May-21-01 3:29PM; Page 2/3
Before the

FOOD AND DRUG ADMINISTRATION
Rockvilie, MD

In re: Guidance on Applying )
The Structare/Function Rule; ) Docket No. 01D-0058
Request for Comments )
J
* AFFIDAVIT

L, Sandy Shaw, declare under penalty of perjury that the following is true and
correct to the best of my knowledge, information, and belief:

L. ['have been a party to four health claim petitions filed with the Food and
Drug Administration (FDA).

2. The cost of legal and scientific fees associated with the preparation and
prosecution of each of thesc petitions before the FDA has been approximatcly $35,000 to
$75,000, depending on the complexity and quantity of scientific corroboration present.

3 [n each case where FDA has evolunted the health claim petition in its
entirely, the FDA has taken at least 540 days to complete its review and issue a decision.

4. I do not possess, nor am | aware of any dictary supplement company that
possesses the financial wherewithal to pay between $50 million and $350 million to
finance the costs associated with a new drug application. :

Dated: 5 —.2/~ 24 w4%" Mg/ﬂﬁ___

Sandy Shaty /
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fp wer SGuidance b Appiviag ' : 241
The SivpetureFaneiion fale ; Becit Mo, 110-0058
Regunst for Commants . )

I, Candece Camptali, declare under pen alw of perjury that the follewing is true
and corvect to the best of my kr:‘o*_\v]-.‘ e, information, and beljef:

1. Targ e Executive Dncmm' Fihe American Preventive Medical Asseciation
(APMA). : o

2 APMA Has been s party 4o Tous Healdt claim petitions {iled with the Food and
Uhrag Administration (FI2A).

3. The cost of legai und seientific fods assosiuted with the preparation and
proszoution of cach of thess petiions befura the FUA ha\, 1281 «;.»proxxmatgl} $35,0060 to
£75.000, depeniding on il f”'umni-*m(x' am qwmut}/ { se1entfic corroboration present.

4. T sach cage where TT‘M h"“ m-a‘ma’u:d Abe health claim petition in its
aniirety, e FIIA has aiken & ’rﬂam LED “lu ¢ Com iplate its revisw and issuc a decision.

5. APMA does nol pOssess, nobai ;;’(.\\':m» of any dmt'u) supplement ¢ company
thal possesses the flnancial w;wr"wﬂh 1 to pay between 530 mitlion and $350 million lo
linauce the costs associatod with 2 naw! dt 15,\; application,

Uinted: ?ZZZ'Z@ ' w MW#

' mnd e C‘mwbell
AMmerican Preventive Medical Associgtion
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MAY-22-2001 TUE 08:40 AM EXECUTIVE FAX NO. 8019726532 P, 02
Before the
FOOD AND DRUG ADMINISTRATION
Rockville, MD
In re: Guidance on Applying )
The Structure/Function Rule; ) Docket No. 01D-0058
Reguest for Comments )
AFFIDAVIT

1, De Lois Shelton, declare under penalty of perjury that the following is truc and
correel to the best of my knowledge, information, and beljef

1. Tam the Dircctor of Regulatory Aftairs of Weider Nutrition Group, Inc.
(“Weider™),

2. Weider has never iled a health claim petition with the Food and Drug
Administration (FDA).

3. Weidcer understands that the cost of legal and scientific fees associated with
the preparation and prosceution of a health claim petition before the I'DA is typically
approximatcly $35,000 to $75,000, depending on the complexity and quantity of
scientific corroboration present.

4, Wocider understands that whea FDA evaluates a health claim pelition in its
cnlirety, the FDA typically has taken at least 540 days to complele its review and issuc a
dceision.

5. Weider docs not possess, nor am I awarc of any dictary supplement company
hat possesscs, the financial wherewithal to pay between $50 million and $350 million to
(inance the costs associated with a new drug application.

Dated: \5;22-’_0/ @ Oeow \fﬁ?ﬂ:@?b

De Lois Shelton
Weider Nutrition Group, Ine.
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Sent By: EMURD & ASSOCIATES, F.C.; 2024666038; May-22-01  6:00PM; Page 2
) ~ Before the
FOOD AND DRUG ADMINISTRATION

Rockville, MD
in re: Guidance on Applying )
The Structure/Function Kulc; ) PDocket No. 01D-0058
Request for Comments )

AFFIDAVIT

1, Greg Pryor, declore under penulty of perjury that the following is truc and
cormrect 1o the best of my knowledge, information, and belicf:

1. 1 am the President of Lifc Priority (LP).

2. LP has never filed a health claim petition with the Food and Drug
Administration (FDA).

3. LP understands that the cost of tegal and scientific fecs associated with the
preparation and prosecution of a health claim petition beforc the FDA is typically
approximately $35,000 to $75,000, depending on the complexity and quantity of
scicntific corroboration present.

4. LP understands that typically when FDA cvaluates a health claim petition in
its entirety, the FDA takes at least 540 days to complete its review and issue a decision.

S. LP does not posscss, nor am I aware of anry dictary supplement company that
posscsses the financial wherewithal to pay between $50 million and $350 million Lo
finance the costs associated with a new drug applicatigh.

Dated.: { 0’

Life Priority
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Before the
FOOD AND DRUG ADMINISTRATION

Rockville, MD
In re: Guidance on Apiplying )
The Structure/Functian Rule ) Docket No. 01D-0058
Request for Comments )

AFFIDAVIT

I, Will Block, declare under penalty of perjury that the following is true

and correct to the best o
1.1 am the Chie

2. LEP has neve
Administration (FDA),

f my knowledge, information and belief:
I Executive Officer of Life Enhancement Products (LEP),

r flied a health claim petition with the Food and Drug

3 LEP under
the preparation and pro
typically approximately

ds that the cost of legal and scientific fees associated with
ecution of a health claim petition before the FDA is
$35,000 to $75,000 depending on the complexity and

quantity of scientific corroboration present.

4, LEP undersuilds that typically when FDA evaluates a health claim

petition in its entirety
issue a decision.

e FDA takes at least 540 days to complete its review and

S LEP does not jpossess, nor am I aware of any dietary supplement

company that possesses
$350 million to finance

Dated: /%Lq L2 [2Loo]

)

the financial wherewithal to pay between $50 million and
the costs associated with a new

11 Block
Life Enhancement Products




EXHIBIT9




BS/22/2001,

‘ " CUSTOMER SERVICE PAGE Bl
15:34 J.,\,ﬁ..s,?.?,fs?. ey 2UdAUHEYEY; May-22-04 d:21PM; Page 2/2

Before the
FOOD AND DRUG ADMINISTRATION
Rouckville, MD
In re: Guidance on Applying )
The Structure/Function Rule; ) Docket No. 01D-0058
Request for Comments )
AFFIDAVIT

1, Ronald Keys, declare under penalty of perjury that the following is truc and
correct 10 the best of my knowledge, information, and belief:

1. [ am the Product Advisor Supervisor of Life Extension Foundation Buyers
Clab Inc. (I.LEFBC).

2. LEFBC has never filed a health claim petition with the Food and Drug
Administration (FDA).

3. LEFBC understands that the cost of legal and scientific fees associated with
the preparation and prosecution of a health clavm petition befare the FDA is typically
approximateiy 335,000 10 §75,000, depending on the complexity and quantity of
scientific corroboration prescat.

4. LEFBC understands that typicaily when FDA evaluates a health claim petition
in its entirety, the FDA takes at least $40 days to complete its review and issue a
decision.

5. LEFBC does not possess, 00 am T aware of any dietary supplement company
that
possesses the financial wherewithal 1o pay between $30 million and $350 mxllwn to
finance the costs associated wuh anew drug application.

Dated: ‘ﬂlk;[ _3;?, )'00(

Life Extension Fou s Club Inc.
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Before the
FOOD AND DRUG ADMINISTRATION
Rockville, MD
~In re: Guidunce on Applying )

The Structure/Function Rule; ) Docket No. 01D-0058

Request for Comments )
AFFIDAVIT

I, Dan Maiullo, dcclare under penalty of perjury that the folloWing is true and
correet to the best of my knowledge, information, and belief: -

1. Tam the Vice President of Life Scrvices Supplements. (“L8S™).

2. LSS has never filed a health claim petition with the Food and Drug
Administration (FDA).

3. LSS understands that the typical cost of legal and scientific fees associated
wiih the preparation and prosecution of health claim petitions before the FDA is
approximately $35,000 to $75,000, depending on the complexity and quantity of
scientific corroboration present.

4. LSS understands that the FDA typically takes at least 540 days to complete its
review and issue a decision on a health claim petition.

5. LSS docs not possess, nor am I aware of any dietary supplement company that
possesscs the financial wherewithal to pay between $50 million and $350 million to
finance the costs associated with a new drug application,

Dated: -2 1-01 m

Dan Maiuflo
Life Services Supplements
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ANALYSIS OF THE ECONOMIC IMPACT OF FDA PROHIBITION OF
PROPOSED HEALTH CLAIMS
Paul H. Rubin
Department of Economics and School of Law
Emory University
Atlanta, GA 30322-2240
Voice: 404-727-6365
Fax: 630-604-9609
Email: prubin@Emory.edu
http://www.Emory.edw COLLEGE/ECON/Rubi. htm

This is an analysis of the economic impact of the FDA refusal to authorize one or
more of the health claims pending before the agency, and instead to compel as a
condition for approval an NDA or NDA-equivalent degree of proof for these claims.

The nutrients in question are: 1) Three B vitamins (folic acid, B6 and B12)
considered together for reduction of vascular disease; 2) Vitamin E for reduction of heart
diseass; 3) Folic Acid for reducing neural tube defects; 4) Omega-3 Fatty Acids for -
reduction of coronary heart disease risk; 5) Antioxidants (Vitamins A, C, E, beta-
carotene, lycopene and lutein) for reduction of cancer risk; and 6) Fiber for reduction of
colorectal cancer. The proposed health claims (perhaps with appropriate disclaimers) are:
1) “As part of a well-balanced diet, rich in fresh whole fruits and vegetables, daily intake
of at least 400 ug of folic acid, 3 mg of vitamin B6, and 5 ug of vitamin B12 may reduce

the risk of vascular disease;” 2) “As part of a healthy diet low in saturated fats and

cholesterol, v4OO [U/day of Vitamin E (d-c¢-tocopherol or di-x-tocopherol) may reduce

the risk of heart disease. Individuals who take anticoagulant medicine(s) should consult
their physicians before taking supplemental Vitamin E.!”3)“.8mgof fdlic acidina

dietary supplement is more effective at reducing neural tube defects than a lower amount
in foods in common form; » 4) “Consumption of omega-3 fatty acids may reduce the risk
of coronary heart disease;” 5) “Consumption of antioxidant v itamins may reduce the risk
of certain kinds of cancer;” and (6) “Consumption of fiber may reduce the risk of
colorectal cancer.”

In performing this analysis, T use the standard of maximization of consumer

welfare, the general standard used by economists in evaluating public policy decisions.



Professional Background

‘T am a Professor of Economics and Law at Erﬁory University in Atlanta and editor’
in chief of Managerial and Decision Economics. 1 am an Adjunct Scholar at the
American Enterprise Institute and the Georgia Public Policy Foundation; former Vice
President of the Southern Economics Association; and a Fellow of the Public Choice
Society. I have been Senior Staff Economist at the President’s Council of Economic
Advisers, Chief Economiist at the U.S. Consumer Product ‘Safety Commission, Director
of Advertising Economics at the Federal Trade Commission, and vice-president of
Glassman-Qliver Economic Consultants, Inc., a litigation consulting firm in Washington.
I have taught economics at the University of Georgia, City University of New York, VPI,
and George Washington University Law School. I have written or edited seven books,
and published over one hundred articles and chapters on economics, law, and regulation,
in journals including the American Economic Review, Journal of Political Economy,
Quarterly Journal of Economics, Journal of Legal Studies, Journal of Law and
Economics, and the Yale Journal on Regulation, and I sometimes contribute to the all
Street Journal and other newspapers. My work has been cited in the professional
literature over 1300 times. Recent books include Managing Business Transactions, Free
Press, 1990 and Tort Reform by Contract, AE1, 1993. I have consulted widely on
litigation and regulation related matters, and have addressed numerous business,
government, professional, policy and academic audiences. Ireceived my B.A. from the
University of Cincinnati in 1963 and my Ph.D. from Purdue University in 1970.

I have written sevéral professional journal articles on the regulation of
information by the FDA. I wrote one of the first articles advocating direct-to-consumer
advertising,? and the FDA cited this article in its decision to remove the moratorium on
this form of advertising. I have also written articles advocating removal of the
requirement for the “brief summary™ on television advertising.? and this policy has also
been adopted. I testified before the FDA on the beneficial effects of this policy, and the

FDA has chosen to continue the policy.

! There are also proposed labels for d-x-tocopherol and dl-&-tocopherol separately.
2 Alison Masson and Paul H. Rubin, “Matching Prescription Drugs and Consumers: The Benefits of Direct
Advertising,” New England Journal of Medicine, Aug. 22, 1985, 513-5; also, “Reply,” Feb. 20, 1986, 524.
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Investment in Pharmaceutical Research

The FDA has required a degree of proof to support health claim approval for
- supplements that is equivalent to the degree of proof required for approval of new
" pharmaceuticals:

A causal relationship exists when data show that the consumption of 2

* substance increases or decreases the probability of developing or not
developing a particular disease or health-related condition. Causality can be
best established by interventional data, particularly from randomized,
controlled clinical trials, that show that altering the intake of an appropriately
identified and measured substance results in 2 change in a valid measure of 2
disease or health-related condition. In the absence of such data, a causal
relationship may be inferred based on observational and mechanistic data
through strength of association, consistency of association, independence of
association, dose-response relationship, temporal relationship, effect of
dechallenge, specificity, and explanation of a pathogenic mechanism or a
protective effect against such a mechanism (biological plausibility).
Although these features strengthen the claim that a substance contributes to a
certain health outcome, they do not prove that eating more or less of the
substance will produce a clinically meaningful outcome. In many cases (for
example, if the intake of the substance has not been or cannot be assessed
adequately in available observational studies because it has not been
commonly consumed or its intake cannot be assessed independently of other
substances), controlled clinical trials are necessary to establish the validity of
a substance/disease relationship.*

This level of proof is essentially equivalent 10 the requirement of the new drug
approval (NDA) process that pharmaceuticals must undergo for approval. Indeed, for
two of the claims at issue, the FDA has made this explicit. For the claims involving three
B vitamins (folic acid, B6 and B12) considered together for reduction of vascular disease
the FDA has specifically indicated that “These findings strongly suggest that well
designed and controlled clinical studies are necessafy to establish whether folic acid,

vitamin B6 and vitamin B12 may reduce the risk of vascular disease.”™ Similarly, for

3 paul H. Rubin, “Economics of Prescription Drug Advertising,” Journal of Research in Pharmaceutical
Economics, 1991, 29-41.

*U. S. Food and Drug Administration, Center for Food Safety and Apptied Nutrition Office of Special
Nutritionals, December 22, 1999, Guidance for Industry Significant Scientific Agreement in the Review of
Health Claims for Conventional Foods and Dietary Supplements, available at
http://vm.cfsan.fda.gov/~dms/ssaguide.html, p. 14-15, Online version.

5 Letter of November 30, 1999, from Elizabeth A, Yetley, Director, Office of Special Nutritionals, Center
for Food Safety and Applied Nutritionals, FDA, to Jonathan W. Emord, regarding Petition for Health
Claim: Folic'Acid, Vitamin B6, and Vitamin B12 Dietary Supplement and Vascular Disease, p. 11.



claims involving Vitamin E and heart disease, the FDA has indicated that “One reason:
for the insufficient evidence form the primary prevention studies is that none of the
studies were designed to measure the association between Vitamin E and feduced risk of
CVD.”® Thus, it is apparent that the FDA now fequires alevel of proof for health claims’
equivalent to that required for pharmaceuticals.

However, the economics of the drug approval process and of the nutritional
supplements industry, and the requirements of patent law, interact in such a way that no
one will obtain such approval. Therefore, should the FDA require such a standard for
approval, the result would be that the health claims would not be made. The basic point
is this: Drug approval or its equivalent is quite expensive. Naturally occurring products
such as those at issue here, which have been in use for a substanfial period of time,
cannot be patented. The supplement industry is highly competitive. Therefore, there is
no way for any producer to earn a return on the investment that would be needed to
obtain approval, and so no producer would spend the resources to obtain such an
approval. Therefore, the effect of an FDA decision would not be to induce producers to
undertake the research needed to obtain approval. It would merely be to deny consumers
the valuable information that would be available if the health claims could be made. I
now develop this analysis in detail. .

Costs of Drug Approval

Costs of drug approval are quité high. DiMasi and his co-authors provide useful
estimates of the costs of drug development.7 Their analysis enables me to break down the
costsina way relevant for estimating the expected costs of obtaining approval for
supplements, if someone would be willing to undertake such an investment. A major part
ofthe cost of obtaining a new drug approval is the “preclinical” phase, or general
research expenditures of pharmaceutical firms, which cannot be attributed to any one

drug. Inthe DiMasi analysis, these costs represent over half of the total e.\'penclitures.8 I

¢ Letter of January 11, 2000, from Elizabeth A. Yetley, Director, Office of Special Nutritionals, Ceater for
Food Safety and Applied Nutritionals, FDA, to Jonathan W. Emord, regarding Petition for Health Claim:
Vitamin E dietary Supplements and Heart Disease, p. 7-8.

7 Joseph A. DiMasi, Ronald W. Hansen, Henry G. Grabowski, and Louis Lasagna, “Costs of Innovation in
the Pharmaceutical Industry,” Journal of Health Economics, 10 (1991), 107-142.

® This is because the preclinical expenditures occur very early in the development process, and the
capitalizatiori process adds a substantial amount to these costs. ' '



assume that there are no preclinical costs attributable to these broducts, since the products
and their properties are well known. |

For new chemical entities ( NCEs) that are ultimately approved, the mean clinical
period costs (including Phases I, I, and I, ahd animal studies) is $43 million, with a 95%
confidence interval of $43; the median is $40.9 + §11.3 million (that is, from S29.6 o
$52.2 million), all in 1987 dollars.’ If we use the mean, $43 millién,'t’;lé-n, in 1999
dollars, this is $58 million. This is the best estimate of the expected cost of approval for
a NCE that is ultimately approved.10 This is the amount per substance that someone
would have to be willing to invest to obtain approval. No one would undertake such an
investment unless they expected to be able to recoup it. Butthere is no way in whicha
producer could expect such recoupment. This is because a) any firm obtaining approval
for any of these supplements would be unable to obtain a useful patent; and b) the
supplements industry is highly competitive and therefore recoupment of the needed
investment would be impossible without a batent.

Many of the six supplements at issue here are aggregations of more than one
entity. The B vitamins considered for reduction of vascular disease include folic acid, B6
and B12; the Antioxidants for reduction of cancer risk include Vitamins A, C, E, beta- |
carotene, lycopene and lutein; and the Fiber for reduction of colorectal cancer includes
both soluble and non-soluble fiber. In its consideration of the petition regarding the B
vitamins for reduction of vascular risk the FDA considered each vitamin separately.!! I
assume therefore that if someone were to seek approval through NDA-level studies, the
FDA would require separate analysis for each component. Table 1 indicates the cost of
seeking approval for each health claim. These costs range from $58 million to $348

million.

® DiMasi et al.,, p. 130 and Table 7.
1% The equivalent figure for marketed NCEs is $75.2 million in 1987 dollars, or S101.5 million in 1999
dollars. The difference is that this latter figure includes costs of both successful and unsuccessful drugs,
with the costs of unsuccessful drugs allocated to successes. I use the lower number for all of the substances
at issue. It is possible that some would not be approved, but since this would not be known, I assume that
all would be approved. Alternatively, I could use the higher number and infer the probability that soms
would not be approved; the results would be the same.
111 etter of November 30, 1999, from Elizabeth A. Yetley, Director, Office of Special Nutritionals, Center
for Food Safety and Applied Nutritionals, FDA, to Jonathan W. Emord, regarding Petition for Health

" Claim: Foli¢ Acid, Vitamin B6, and Vitamin B12 Dietary Supplement and Vascular Disease.



Table 1: Estimated Cost of Seeking NDA Lei'el Approval for Each Health Claim

Claim Cost Of NDA-Level Approval (1999
Dollars)

Three B vitamins considered together for $174 Million
reduction of vascular disease: folic acid,

Vitamin B6 and Vitamin B12
[ Vitamin E for reduction of heart disease $58 Million
[Folic Acid for reducing neural tube defects | $58 Million
Omega-3 Fatty Acids for reduction of $58 Million

coronary heart disease risk

Antioxidants for reduction of cancer risk: $348 Million
Vitamins A, C, E, beta-carotene, lycopene
and lutein’

Fiber for reduction of colorectal cancer: $116 Million
Soluble and non-soluble fiber -

Source: Calculated by author from data in Joseph A. DiMasi, Ronald W. Hansen, Henry
G. Grabowski, and Louis Lasagna, “Costs of Innovation in the Pharmaceutical Industry,”
Journal of Health Economics, 10 (1991), 107-142.




Patentability "

As to patentability: First, a requirement for receiving a valid patent is that the
product be “novel.” None of the supplements at issue here are novel. All are readily
available from numerous sources and have been available for many years. Obviously,a
product that has been in use for decades cannot be novel. Additionally, patent laws
distinguish between “discovery” and “invention,” and only inventions are patentable.”

“More specifically, “products of nature,” are not patentable.’* Thus, if anyone
were to spend the resources needed to obtain approval for these supplements, they could
not obtain patent protection. All of these supplements are natural products. The Three B
vitamins (folic acid, B6 and B12) are found in many foods; Vitamin E is found in foods;
Folic Acid is available in foods; Omega-3 Fatty Acids come from seafoods; Antioxidants
are readily available in foods; and Fiber is available from wheat bran and other foods.
Thus, all of these supplements are products of nature and not novel, and so are not
patentable.

Industry Competit_ix’enesS

If a manufacturer of supplements could have protection from competition from
sources other than patent law, then the investment in obtaining approval of health claims
could be worthwhile. However, there is no source of such protection. The supplements
industry is highly competitive. I have a list of 40 companies in the industry and their
annual sales for 1997.1° 1 have calculated total sales for the '40 firms at $4,511 billion.
The largest firm has sales of $425 million, about 9% of the total. The largest four firms
account for only 30% of the total, a low number and one sign of a competitive industry.
More specifically, economists commonly use the HHI index to measure the

competitiveness of an industry.'® I have calculated the HHI for the supplements industry

12 Eor a discussion of these issues, a useful source is Shayana Kadidal, “Plants, Poverty, and
Pharmaceutical Patents,” 103 Yale Law Journal 223, October 1993.

13 Kadidal, at 238.

' Kadidal, at 237.

15 The Hartman Group, 1998 Industry Overview, Nutrition Business Journal, September 1998, 18-19.

18 This is the Herfindahl-Hirshman Index. Itis used by the Federa! Trade Commission and the Department
of Justice' Antitrust Division inevaluating mergers. As defined in the FTC-DOJ 1992 Merger Guidelines
(http://www.fic.gov/be/docsthorizmer.htm), footnote 17: “For example, a market consisting of four ﬁr&ns
with market shares of 30 percent, 30 percent, 20 percent and 20 percent has an HHI of 2600 (30° +30° +
20% +20° = 2600). The HHI ranges from 10,000 (in the case of a pure monopoly) to a number approaching
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as 445 (Table 2.) Additionally, a private firm called The V itamin Shoppe lists in their
catalog 280 suppliers whose products they carry.!” Sales are not given, so I cannot use
this data to modify the HHI index. However, addition of small firms would reduce the
calculated index even furfche:. This is a highly unconcentrated industry.'® In other words,
the supplements industry is competitive.

In a competitive industry, market forces will assure that price will generally be
~equal to marginal costs. A sunk cost such as the cost of obtaining approval for a NCE
will not and cannot effect price. Thus, in this industry, there is no way that any producer
who spent the $58-$348 million needed to obtain approval would be able to earn this
inoney back. Any firm spending resources to obtain such approval would be forced to
price its product at the same price as any firm that did not spend resources obtaining
approval, and this price would not reflect the costs of obtaining approval. As aresult, no
rational firm would spend this money. Therefore, if these claims are not granted, then no
research will be performed, and the health claims will not be made.

The assumption made by the FDA in the two lettersto J onathan Emord mentioned
in notes 5 and 6 cited above is that if the petition is denied, then manufacturers will seek
approval of these nutrients thorough an NDA equivalent process. But this will not occur,
for reasons discussed above. Therefore, the effect of denying the petitions will Be that
fewer consumers will learn of the beneﬂts’ of the products. Therefore, by denying the
petition, the FDA is denying truthful information to the marketplace. Ifthe
manufacturers are not éllowed to make the desired claims, then the result will be that
some consumers will not learn of these benefits, and this will cause a net harm to

consumers. This is not a socially desired outcome.

zero (in the case of an atomistic market). Although it is desirable to include all firms in the calculation, of
information about small firms is not critical because such firms do not affect the HHI significantly.”

17 August 2000 Catalog, available from The Vitamin Shoppe, 4700 Westside Ave., North Bergen, New
Jersey, 07407, 800-223-1216. .

18 «The Agency divides the spectrum of market concentration as measured by the HHI into three regions
that can be broadly characterized as unconcentrated (HHI below 1000), moderately concentrated (HHI
between 1000 and 1800), and highly concentrated (HHI above 1800).” (Merger Guidelines.)



Table 2: Calculation of HHI for Supplements Industry

Sales, Smillions Sales/Total sales Percentage of Total
(4511) (x100) Squared
$425 .09 81
340 , .08 64
325 .07 49
291 .06 36
281 .06 36
260 .06 36
219 .05 25
213 .05 25
170 .04 16
152 .03 9
120 .03 9
110 .02 4
109 : .02 4
108 .02 4
100 .02 4
98 .02 4
90 .02 4
90 .02 4
88 .02 4
70 .02 4
70 .02 4
65 01 1
55 .01 1
50 .01 1
50 .01 1
50 01 1
49 ‘ .01 1
45 .01 1
43 .01 1
40 .01 1
40 . .01 1
35 01 1
35 .01 1
34 .01 1
34 ' .01 1
33 .01 1
32 01 l
32 .01 |
30 01 1
30 .01 1
$4511Total Sales ’ 445 HHI

Source: Calculated from The Hartman Group, 1998 Industry Overview, Nutrition
Business Journal, September 1998, 18-19.



A Taxon Spveech -

Petitioners in this matter and other manufacturers of legitimate and legal food

_ supplements desire to make true health claims for these products. There are many true
claims that can be made about these supplements without having the supplements
undergo an NDA or NDA-equivalent process. The FDA desires to allow only two levels
of claims: either no claim at all, or a claim supported by NDA-level documentation. But
there are many true statements that can be made with a lesser amount of proof.
Manufacturers do not desire to make untruthful statements, or to claim a higher level of
proof for their statements than is appropriate. Rather, they desire to make claims that are
supported by the available evidence. For example, most of the claims at issue here
include the word “may,” so that these are hedged and nuanced claims. Moreover,
manufacturers have expressed willingness to include further disclaimers if the FDA

" decides that these are needed. Indeed, the court in Pearson v. Shalala itself provided
some suggestions for disclaimers." '

A requirement for an NDA-level of proof before allowing any claim at all is
equivalent to imposing a tax of $58-5343 million on truthful speech. That is, the FDA’s
position is equivalent to requiring a large payment to allow a firm to exercise its free
speech rights. Since no one will find it worthwhile to undertake this investment, as
discussed above, the FDA’s tax is a prohibitive tax, and will effectively tax some truthful
speech out of the market. That s, the effect will be to suppress truthful speech.

Of course, this also means that consumers will be denied the right to hear truthful
statements about these products. One result will be that consumers will simply have less
true information about supplements. Another result may be that unscrupulous sellers
may provide untrue or fraudulent information about some supplements or nutrients. If
consumers desire health information about supplements but legitimate sellers are denied

the right to provide such information, then a “black market” in untrue information may

19 Durk Pearson And Sandy Shaw, American Preventive Medical Associationand Citizens For Health,
Appellants V. Donna E. Shalala, Secretary United States Department Of Health And Human Services, et
al., Appeliees, For the District of Columbia Circuit, Argued December 1, 1998, Decided January 15,
1999,No. 98-5043 Consolidated with 98-5084, Appeals from the United States District Court for the
District Of Columbia (95¢cv01865).
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develop. As a result, consumers may ultimately use less healthful pfoducts. In either

case, the result will be reduced health for consumers. Rather than improving the market

for information, the FDA’s actions have effectively shut down part of this_fnarket.
Summary | ‘ '

The FDA in denying the several petitions has assumed that manufacturers will
seek approval for these nutrients under an NDA-eqiuivalent process. But the economics
“of the drug approval process and the supplement industry and the requirements of patent
Jaw interact in a way to ensure that no one will find it worthwhile to seek such approval.

Rather, the result of denying the petitions is that consumers will simply be denied
valuable and beneficial information about useful preventatives. The FDA has imposed a
tax on ruthful speech, and the level of the téx is sufficiently high so as to be prohibitive.
The FDA has closed part of the market for true information, and this will result in

reduced health for consumers.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Hezlin Sarvice

n
O
O

oo,
(14

\Washington, o 20204

Dscambar 1, 1668

Jonathan W, Emeosd, Ess.

Emord and Assosiztzs, P.C

1050 Sevearzenth Szeet, NW
S*'ih 600

FE: Petition for Health Claim: Saw Palmetio 2nd Benign Frosiztic Hypeplesia (Dockar Number
$92-3030) .

Dzar Mr. Emord:

This responds to your hezlih claim petition dated \In 23,1999, submiced to the Food 2ad Drug
Administation (FDA) on behalfof Julien VWhitaker, M. D., Durk Pazrson and Sandy S‘*wx, American
Preventiva Meadical Asscciation, end Pur Er. aa:u!-. 5, Ins, raquasting that the agency authaorize 2
Fealis claim on the relationship berwean dietary supplements of saw 2o exzast (spécifically the
r-hexanz linidosterolic exract of the pulpand s”:‘, of the ¢warf Americen palm, Serona regens) and
benizm prostatic hypeeplasia, Your peuiticn was fil2d far compraheasive revizw on Septamber |,
1655, in eccord with the procedurss in 21 CFR § 10L.704)(2). \'-.n have passed since tne
petition was filed 202 FDA has nottakien act uw to dany the patitien rublishz proposad
regulation 1o provids for therequested use of s health claim; thus, srition is deemed to b2
deanied under 21 U.S.C. & 343{r)(4)(A)i) and 21 CER § 101.70()3XI

TDA has allowsd your petition to bz denied by operation of law beczuse tae agency has beenunable
toresolve en m\.o.n...ﬁ 2=d novel issus that the petition raises. Ali previous healdy claim petitions
hatmet the eligibility requirements in 21 CFR § 101.14(b) have addresssd raduction of therisk of 2
Ciseass or haalta-ralziad condition. Because your petition goss beyond risk redection to claim an
effsct on 2a existing diseass, the azzacy hashad 1o consider seriously whatnar health claims for focds
(including distary supplemeats) may entempass this type of claim or whethersech a claim iz
asprapriate only on 2 produst that hasteen shown to meat the safety and efficasy raquirements for
drugs. The agency has beenuazdic 1d r:a:H 2 dacision on your petision within the time provided by
statutz and razulation, and has decidad 1o seek pa_b) ¢ input on the imperiant quastion jtraises. We
will continus to work ditigantly 1o reaalw s issue and, when 2 resolution is achieved, the agency
will, on 115 own initiziive, reconsider your health claim patition

=2 with you shortly 13 edvise you further regarding (2 procedure and process thzl

Elizabeth A, Yeiley, PD. 7 ﬂ/
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