
r 
. f) 5 / (^/^N^-^Y^ 



Clinton Presidential Records 
Digital Records Marker 

This is not a presidential record. This is used as an administrative 
marker by the William J. Clinton Presidential Library Staff. 

This marker identifies the place of a tabbed divider. Given our 
digitization capabilities, we are sometimes unable to adequately 

scan such dividers. The title from the original document is 
indicated below. 

Lewis 

Divider Title: 



FDA/CFSAN Dietary Supplements: Overview Page 1 of 2 

U.S. Food & Dl u<i Adiniiiisd ation 

Cell lev for Food Safely Apphcd Null 

Dietary Supplements 

Contents 

9 VVarmiigs ami Safely 
liifoiinalion 

® Adverse l-veni 
Rcpoi img 

9 Annoiincemcnls 
Meeiings 

® (jcncral InI'oi'iiuilion 

® huliislry hilt.irmalioii 

& r^cgulalions 

© (^)ucsiiiiiis & 
Answers 

9 Olhcr Souices of 
Inlbiiiialion 

h D.4 fcgitlatcs dieiof v supplctiiciils under a diffcfcnl 
set DJ fegiihilioiis than those coveting "convciilional" 
foods ttitd drug pivducis (presci iplioit and Ovcr-lhc-
Coitiilcf). Under the DicKiiy Suppleineni Heallh and 
Education .-'{cl of 1994 (DSHE.4). lhe dietaiy 
sttpplcmetil initnujctclufcf is rcsponsihle for ensuring 
ihitl a dietaiy supplemeni is safe he/ore il is ntarkele.d. 
/•/.)/! is rcsponsihleJof laking aciion against any 
ititsa/e diclciiy supplement product alter il fcaclies the 
market, (lenerally. manufacntrers do not need lo 
register wilh FD.A nor get FI~)A approval before 
producing or selling dielarv supplemenls. 
Miinulacturct s must make sure tha! product label 
inlormalion is truthful and not inisleading. 

FD.A's posl-markeling responsibilities include 
mnnitoring safety, e.g. volunlaiy dietaiy supplemeni 
adverse event reporliitg. and product itiformation. such 
as labeling, claims, package inserts, itnd 
accontpanving lileraiitre. fhe Federal Trade 
Commission regulates dietaiy su/)/.)lement adverlisiiii;. 

Recent Announcements 

Lctlcr Regarding Review ofa Health Claim lhat_Was the 
Subject of Ihe Pearson Court Decision February 23, 2001 

NEW 

Guidance on .Applying the Sli Licture/Funclion Rule; Request 
Ibi Comments February 22, 2001 
Letter lo Manufaclurers Regarding Botanicals and Other 
Novel Ingredients in Conventional Foods January 30, 2001 

o FDA Talk Paper February 5, 2001 
Lctlcr Regarding a Dietary Supplement Flealth Claim Thai 
Was The Subjecl of the Pearson Court Decision December 
22,2000 

http://www.cfsan.fda.gov/~dms/supplmnt.html 3/15/2001 



FDA/CFSAN Dietary Supplement Health and Education Act of 1994 Page 1 of 5 

U. S. Food and Drug Administration 
Center for Food Safety and Applied Nutrition 
December 1,1995 

DIETARY SUPPLEMENT 
HEALTH AND EDUCATION ACT OF 1994 

For decades, the Food and Drug Administration regulated dietary supplements as foods, in most 
circumstances, to ensure that they were safe and wholesome, and that their labeling was truthful and 
not misleading. An important facet of ensuring safety was FDA's evaluation of the safety of all new 
ingredients, including those used in dietary supplements, under the 1958 Food Additive Amendments 
to the Federal Food, Drug, and Cosmetic Act (FD&C Act). However, with passage of the Dietary 
Supplements Health and Education Act of 1994 (DSHEA), Congress amended the FD&C Act to 
include several provisions that apply only to dietary supplements and dietary ingredients of dietary 
supplements. As a result of these provisions, dietary ingredients used in dietary supplements are no 
longer subject to the premarket safety evaluations required of other new food ingredients or for new 
uses of old food ingredients. They must, however, meet the requirements of other safety provisions. 

Signed by President Clinton on October 25, 1994, the DSHEA acknowledges that millions of 
consumers believe dietary supplements may help to augment daily diets and provide health benefits. 
Congress's intent in enacting the DSHEA was to meet the concems of consumers and manufacturers 
to help ensure that safe and appropriately labeled products remain available to those who want to use 
them. In the findings associated with the DSHEA, Congress stated that there may be a positive 
relationship between sound dietary practice and good health, and that, although further scientific 
research is needed, there may be a connection between dietary supplement use, reduced health-care 
expenses, and disease prevention. 

The provisions of DSHEA define dietary supplements and dietary ingredients; establish a new 
framework for assuring safety; outline guidelines for literature displayed where supplements are sold; 
provide for use of claims and nutritional support statements; require ingredient and nutrition labeling; 
and grant FDA the authority to establish good manufacturing practice (GMP) regulafions. The law 
also requires formafion of an executive level Commission on Dietary Supplement Labels and an 
Office of Dietary Supplements within the Nafional Institutes of Health. 

These specific provisions of the DSHEA are synopsized below. 

DEFINITION OF DIETARY SUPPLEMENT 

FDA traditionally considered dietary supplements to be composed only of essential nutrients, such as 
vitamins, minerals, and proteins. The Nutrition Labeling and Educafion Act of 1990 added "herbs, or 
similar nutritional substances," to the term "dietary supplement." Through the DSHEA, Congress 
expanded the meaning of the term "dietary supplements" beyond essential nutrients to include such 
substances as ginseng, garlic, fish oils, psyllium, enzymes, glandulars, and mixtures of these. 

http://www.cfsan. fda.gov/~diiis/dietsupp.html 3/15/2001 
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The DSHEA established a formal definition of "dietary supplement" using several criteria. A dietary 
supplement: 

• is a product (other than tobacco) that is intended to supplement the diet that bears or contains 
one or more of the following dietary ingredients: a vitamin, a mineral, an herb or other 
botanical, an amino acid, a dietary substance for use by man to supplement the diet by 
increasing the total daily intake, or a concentrate, metabolite, constituent, extract, or 
combinations of these ingredients. 

• is intended for ingestion in pill, capsule, tablet, or liquid form. 

• is not represented for use as a convenfional food or as the sole item of a meal or diet. 

• is labeled as a "dietary supplement." 

• includes products such as an approved new drug, certified antibiotic, or licensed biologic that 
was marketed as a dietary supplement or food before approval, certification, or license (unless 
the Secretary of Health and Human Services waives this provision). 

S A F E T Y 

The DSHEA amends the adulteration provisions of the FD&C Act. Under DSHEA a dietary 
supplement is adulterated if it or one of its ingredients presents "a significant or unreasonable risk of 
illness or injury" when used as directed on the label, or under normal conditions of use (if there are 
no directions). A dietary supplement that contains a new dietary ingredient (i.e., an ingredient not 
marketed for dietary supplement use in the U.S. prior to October 15, 1994) may be adulterated when 
there is inadequate information to provide reasonable assurance that the ingredient will not present a 
significant or unreasonable risk of illness or injury. The Secretary of HHS may also declare that a 
dietary supplement or dietary ingredient poses an imminent hazard to public health or safety. 
However, like any other foods, it is a manufacturer's responsibility to ensure that its products are safe 
and properly labeled prior to marketing. 

L I T E R A T U R E 

The DSHEA provides that retail oufiets may make available "third-party" material s to help infonn 
consumers about any health-related benefits of dietary supplements. These materials include articles, 
book chapters, scientific abstracts, or other third-party publications. These provisions stipulate that 
the information must not be false or misleading; cannot promote a specific supplement brand; must 
be displayed with other similar materials to present a balanced view; must be displayed separate from 
supplements; and may not have other information attached (product promotional literature, for 
example). 

NUTRITIONAL SUPPORT S T A T E M E N T S 

The DSHEA provides for the use of various types of statements on the label of dietary supplements, 
although claims may not be made about the use of a dietary supplement to diagnose, prevent, 
mitigate, treat, or cure a specific disease (unless approved under the new drug provisions of the 
FD&C Act). For example, a product may not carry the claim "cures cancer" or "treats arthritis." 

http://www.cfsan.fda.gov/~diiis/dietsupp.html 3/15/2001 
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Appropriate health claims authorized by FDA~such as the claim linking folic acid and reduce risk of 
neural tube birth defects and the claim that calcium may reduce the risk of osteoporosis-may be 
made in supplement labeling if the product qualifies to bear the claim. Under DSHEA, firms can 
make statements about classical nutrient deficiency diseases~as long as these statements disclose the 
prevalence of the disease in the United States. In addition, manufacturers may describe the 
supplement's effects on "structure or function" of the body or the "well-being" achieved by 
consuming the dietary ingredient. To use these claims, manufacturers must have substantiation that 
the statements are truthful and not misleading and the product label must bear the statement "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." Unlike health claims, nutritional support statements 
need not be approved by FDA before manufacturers market products bearing the statements, 
however, the agency must be nofified no later than 30 days after a product that bears the claim is first 
marketed. 

I N G R E D I E N T AND NUTRITION INFORMATION L A B E L I N G 

Like other foods, dietary supplement products must bear ingredient labeling. This information must 
include the name and quantity of each dietary ingredient or, for proprietary blends, the total quantity 
of all dietary ingredients (excluding inert ingredients) in the blend. The label must also identify the 
product as a "dietary supplement" (e.g., "Vitamin C Dietary Supplement"). Labeling of products 
containing herbal and botanical ingredients must state the part of the plant from which the ingredient 
is derived. If a supplement is covered by specifications in an official compendium and is represented 
as conforming, it is misbranded if it does not conform to those specificafions. Official compendia 
include the U.S. Pharmacopeia, the Homeopathic Pharmacopeia of the United States, or the Nafional 
Formulary. If not covered by a compendium, a dietary supplement must be the product identified on 
the label and have the strength it is represented as having. 

Labels also must provide nutrition labeling. This labeling must first list dietary ingredients present in 
"significant amounts" for which FDA has established daily consumption recommendafions, followed 
by dietary ingredients with no daily intake recommendations. Dietary ingredients that are not present 
in significant amounts need not be listed. The nutrifion labeling must include the quanfity per serving 
for each dietary ingredient (or proprietary blend) and may include the source ofa dietary ingredient 
(for example, "calcium from calcium gluconate"). If an ingredient is listed in the nutrifion labeling, it 
need not appear in the statement of ingredients. Nutrition information must precede ingredient 
statements on the product label. 

NEW D I E T A R Y I N G R E D I E N T S 

Supplements may contain new dietary ingredients-those not marketed in the United States before 
October 15, 1994-only if those ingredients have been present in the food supply as an article used 
for food in a form in which the food has not been chemically altered or there is a history of use, or 
some other evidence of safety exists that establishes that there is a reasonable expectation of safety 
when the product is used according to recommended conditions of use. Supplement manufacturers 
must notify FDA at least 75 days before markefing products containing new dietary ingredients, 
providing the agency with the information on which the conclusion that a dietary supplement 
containing the new dietary ingredient "will reasonably be expected to be safe" was based. Any 
interested party, including a manufacturer ofa dietary supplement, may petition FDA to issue an 
order prescribing the conditions of use under which a new dietary ingredient will reasonably be 
expected to be safe. 
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GOOD MANUFACTURING PRACTICES (GMPs) 

DSHEA grants FDA the authority to establish GMP regulations goveming the preparation, packing, 
and holding of dietary supplements under conditions that ensure their safety. These regulations are to 
be modeled after current good manufacturing practice regulations in effect for the rest of the food 
industry. FDA intends to work with the supplement industry and other interested persons to develop 
GMPs and, in doing so, will seek public comment as to their scope. 

COMMISSION ON DIETARY SUPPLEMENTS 

The DSHEA requires the formation of a Commission to conduct a study and make recommendations 
on the regulation of label claims and statements for dietary supplements and procedures for the 
evaluation of the claims. The members of the Commission will evaluate how best to provide truthful, 
scientifically valid, and not misleading information to consumers so that they can make informed and 
appropriate health care choices. The Commission will be composed of seven members, appointed by 
the President, with experience in dietary supplements and in the manufacture, regulafion, 
distribution, and use of supplements. Three members must be qualified by scientific training and 
experience to evaluate supplements' health benefits, and one of these must be trained in 
pharmacognosy, medical botany, traditional herbal niedicine, or other related sciences. All 
Commission members and staff should be unbiased about supplement use. 

On October 2, 1995, the White House announced the names of the seven individuals the President 
intends to appoint to the Commission. The members include nutrifionists, industry representafives, a 
pharmacognosist, and attorneys. 

The Commission will submit a final report including recommendations and legislation related to 
label claims for dietary supplements to the President and Congress within two years of convening. 

OFFICE OF DIETARY SUPPLEMENTS 

The HHS Secretary will establish an office within the National Institutes of Health to explore the 
potential role of supplements to improve health care in the U.S. The office will also promote 
scientific shady of supplements and their value in preventing chronic diseases; collect and compile 
scienfific research, including data from foreign sources and the NIH Office of Altemative Medicine; 
serve as a scientific adviser to HHS and FDA; and compile a database of scientific research on 
supplements and individual nutrients. 

E F F E C T I V E D A T E 

DSFIEA's provisions tbr use of nutritional support statements and third-party literature became 
effective when the law was signed. The effective date for other labeling provisions and any FDA 
implemenfing regulafions is after December 31, 1996, although manufacturers may label their 
products consistent with provisions of DSHEA until that date. 

This document was issued on December 1, 1995. 
For more recent information on Dietary Supplements 
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Consumer Inquiries: 888-INFO-FDA 

FDA ISSUES LETTER TO INDUSTRY ON FOODS 
CONTAINING BOTANICAL AND OTHER NOVEL 

INGREDIENTS 

The Food and Drug Administration (FDA) recently issued a letter to the food industry 
restating the requirements of the Federal Food, Drug, and Cosmetic Act regarding the 
marketing of conventional foods containing novel ingredients, including botanicals. FDA is 
issuing this letter because of the significant growth in the marketing of foods containing 
these ingredients. 

FDA is concerned that some botanical and other novel ingredients that are being added to 
conventional foods are neither approved food additives, nor generally recognized as being 
safe for these uses. This letter serves as a reminder to the industry of the longstanding legal 
requirements governing conventional food products. 

In issuing this letter, FDA is also reminding manufacturers about the legal requirements 
regarding claims on conventional foods. The Food Drug and Cosmetic Act allows for certain 
claims such as: 

• health claims - a claim characterizing the relationship between a food substance and 
a disease or health related condition; 

• nutrient content claims ~ a claim characterizing the level of a nutrient in a food; and 
• structure/function claims ~ a claim characterizing the effect of a food on the structure 

or function of the body. 

FDA must review health claims and nutrient content claims prior to marketing, unless the 
claim has been authorized by regulation or by statute under the authoritative statement 
notification procedure. 

Manufacturers are encouraged to contact the agency regarding the regulatory status of 
ingredients and claims they intend to use for foods. 

http://www.cfsan.fda.gov/~lrd/tpnovel.htnil 3/15/2001 
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U. S. Food and Drug Administration 
Center for Food Safety and Applied Nutrition 
January 30,2001 

Letter to Manufacturers Regarding Botanicals and Otiier 
Novel Ingredients in Conventional Foods 

Dear Manufacturer: 

The Food and Drug Administrafion (FDA) has seen a significant growth in the marketplace of 
conventional food products that contain novel ingredients, such as added botanical ingredients or 
their extracts that have not previously been used as food ingredients. These products often bear 
claims to provide certain health benefits. FDA is wrifing to remind you about the requirements of the 
Federal Food, Drug, and Cosmetic Act (the Act) regarding the marketing of conventional foods 
containing novel ingredients, including botanicals. Of particular concern to the agency are the use of 
these ingredients and claims made on the label or in labeling. 

Many ingredients intentionally added to a conventional food are food additives. Food additives 
require pre-market approval based on data demonstrating safety submitted to the agency in a food 
additive petition, ordinarily by the producer. The agency issues food addifive regulations specifying 
the condifions under which an additive has been demonstrated to be safe and, therefore, may be 
lawfully used. 

A substance is exempt from the definition of a food additive and thus, from pre-market approval, if, 
among other reasons, it is generally recognized as safe (GRAS) by qualified experts under the 
conditions of intended use. Accordingly, for a parficular use ofa substance to be GRAS, there must 
be both technical evidence of safety and a basis to conclude that this evidence is generally known and 
accepted by qualified experts. The technical element of the GRAS standard requires that the 
infonnation about the substance establish that the intended use of the substance is safe, i.e., that there 
is a reasonable certainty in the minds of competent scientists that the substance is not harmfiil under 
its intended conditions of use. In addition, the data and information to establish the technical element 
must be generally available, and there must be a basis to conclude that there is consensus among 
qualified experts about the safety of the substance for its intended use. Any substance added to food 
that is an unapproved food additive (e.g., because it is not GRAS for its intended use) causes the food 
to be adulterated (Section 402(a)(2)(C) of the Act), and the food cannot be legally imported or 
marketed in the United States. 

The FDA is concerned that some of the herbal and other botanical ingredients that are being added to 
conventional foods may cause the food to be adulterated because these added ingredients are not 
being used in accordance with an approved food additive regulation and may not be GRAS for their 
intended use. 

Conceming label claims, the Act authorizes health claims, a claim characterizing the relationship 
between a substance and a disease or health-related condition, on food provided specific criteria are 

http://www.cfsan.fda.gov/~dms/ds-ltr 15.html 3/15/2001 
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met following the submission of a petition and promulgation of a health claim regulation (Section 
403(r)(l)(B)). In addition, the Act authorizes health claims based on authoritative statements through 
a notificafion procedure (Secfion 403(r)(3)(C)). 

A food bearing a health claim that is not authorized by regulation or by the Act misbrands the 
product under section 403(r) of the Act. Currently, the health claims that FDA has authorized by 
regulafion are listed in 21 C.F.R. 101.72 to 101.83 and include such claims as calcium and 
osteoporosis, sodium and hypertension, dietary lipids and cancer, folate and neural tube defects. As a 
legal matter, an unauthorized health claim or a claim that suggests that a food is intended to treat, 
cure or mitigate disease subjects the food to regulation as a drug (Section 201(g)(1)). 

Food labels and labeling may also bear authorized nutrient content claims (Section 403(r)(l)(A)). A 
nutrient content claim is a claim characterizing the level of a nutrient in a food. As with health 
claims, FDA authorizes nutrient content claims following the submission of a petition and 
promulgation of a regulation; the Act also authorizes nutrient content claims based on authoritative 
statements through a notification procedure (Section 403(r)(2)(G)). A food bearing a nutrient content 
claim that has not been authorized by regulation or the Act misbrands the product (Section 403(r)(l) 
(A)). Currently, the nutrient content claims that FDA has authorized by regulation are located in 21 
C.F.R. 101.13 and 21 C.F.R. 101.54 to 101.67. Some nutrient content claims, such as "high" and 
"more" are defined only for substances with an established Reference Daily Intake (RDI) or Daily 
Reference Value (DRV). A list of nutrients with RDIs can be found at 21 C.F.R. 101.9(c)(8)(iv); 
nutrients with DRVs are listed in 21 C.F.R. 101.9(c)(9). Other nutrient content claims may be made 
for any substance, provided that the requirements of the authorizing regulation are met. For example, 
a manufacturer may make a statement about a substance for which there is no established RDI or 
DRV so long as the claim specifies only the amount of the substance per serving and does not imply 
that there is a lot or a little of the substance in the product. 

A conventional food label or labeling may bear statements about a substance's effect on the stmcture 
or function of the body provided such statements do not claim to diagnose, mitigate, treat, cure, or 
prevent disease and are not false or misleading. Additionally, the claimed effect must be achieved 
through nutritive value.. In the preamble to the final rule goveming stmcture/function claims on 
dietary supplements (65 FR 1000 at 1034; January 6, 2000), FDA stated that the agency is likely to 
interpret the dividing line between structure/function claims and disease claims in a similar manner 
for conventional foods as for dietary supplements. As a legal matter, a structure/function claim on a 
food that is not achieved through nutritive value, or a claim that a food will treat or mitigate disease, 
subjects the product to regulation as a drug under secfion 201(g)(1) of the Act. 

Questions regarding the regulatory status of ingredients that you intend to use in your conventional 
foods and how to file a GRAS Notification or Food Additive Petition should be directed to Dr. 
George Pauli, Director of the Division of Product Policy, Office of Premarket Approval, Center for 
Food Safety and Applied Nutrifion, HFS-205, 200 C Street, S.W., Washington, D.C. 20204. 
Questions regarding labeling claims for these foods should be directed to Mr. John B. Foret, Director 
of the Division of Compliance and Enforcement, Office of Nutritional Products, Labeling and 
Dietary Supplements, Center for Food Safety and Applied Nutrifion, HFS-810, 200 C Street, S.W., 
Washington, D.C. 20204. 

FDA's general food labeling requirements are located in Title 21 of the Code of Federal Regulations 
part 101, and additional guidance can be obtained from the Food Labeling Guide that is available on 
the FDA web page, www.fda.gov. 

http://www.cfsan.fda.gov/~diiis/ds-ltrl5.hlml 3/15/2001 
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Sincerely yours. 

Christine J. Lewis, Ph.D. 
Director 
Office of Nutritional Products, Labeling and Dietary Supplements 
Center for Food Safety and Applied Nutrition 

February 5, 2001 Talk Paper: FDA_lssu ŝ Letter To Industry On Foods Containing Botanical Anjl 
Other Novel Ingredjenjs 

This document was issued on January 30, 2001. 
For more recent information on Dietary Supplements 
See http://www.cfsan.[da.gov/~dms/suppjmiitjitmj 
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U. S. Food and Drug Administration 
Center for Food Safety and Applied Nutrition r̂ mail this Page 

May 1997; Updated April 1999 Tĵ afnend 

Overview of Dietary Supplements 

What is a dietary supplement? 

A dietary supplement is any product taken by mouth that contains a so-called "dietary ingredient" 
and its label clearly states that it is a dietary supplement. 

The "dietary ingredients" in dietary supplements may include vitamins, minerals, herbs, and amino 
acids as well as substances such as enzymes, organ tissues, metabolites, extracts or concentrates. 
Dietary supplements can be found in many forms such as pills, tablets, capsules, liquids or powders. 
They must be identified on the label as a dietary supplement. 

Where do dietary supplements fit in the priorities for FDA? 

The Center for Food Safety and Applied Nutrition (CFSAN) oversees the agency's activifies related 
to dietary supplement products. Dietary supplements are one of the high priority areas for CFSAN. 
The specific activities relafive to dietary supplements, including ephedra, new dietary ingredients, 
health claims and stakeholder outreach, are described along with other Center priorities in CFSAN 
1999 Program Priorities. 

How are dietary supplements regulated? 

The label ofa dietary supplement must contain enough information about the composition of the 
product so that consumers can make informed choices. (The information must be presented in FDA-
specified fomiat.) The manufacturer must make sure the label informafion is tmthful and not 
misleading. The manufacturer is also responsible for making sure that all the dietary ingredients in 
the supplements are safe. Manufacturers and distributors do not need to register with FDA or get 
FDA approval before producing or selling dietary supplements. 

How do I report a problem or illness caused by a dietary supplement? 

FDA can be contacted to report general complaints or concems about food products, including 
dietary supplements. You may teleplione or write to FDA. 

If you think you have suffered a serious hamiful effect or illness from a dietary supplement, your 
health care provider can report this by calling FDA's MedWatch hotline at 1-800-FDA-1088 or using 
the website httpi//www^iU.cLgoy^^ The MedWatch program allows health 

http://www.cfsan.fda.gov/~dms/ds-oview.html 3/15/2001 
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care providers to report problems possibly caused by FDA-regulated products such as drugs, niedical 
devices, medical foods and dietary supplements. The identity of the patient is kept confidential. 

Consumers may also report an adverse event or illness they believe to be related to the use ofa 
dietary supplement by calling FDA at 1-800-FDA-1088 or using the website 
http://www.fda.gov/medwatch/report/consumer/consumer.htm. FDA would like to know when a 
product causes a problem even if you are unsure the product caused the problem or even if you do 
not visit a doctor or clinic. 

Are advertisements for dietary supplements regulated by FDA? 

No. The Federal Trade Commission (FTC) handles advertising for dietary supplements and most 
other products sold to consumers. FDA works closely with FTC in this area, but their work is 
directed by different laws. 

Does FDA routinely analyze the content of Dietary Supplements? 

FDA has limited resources to analyze the composition of food products, including dietary 
supplements. So, FDA focuses first on public health emergencies and products that may have caused 
injury or illness. Then products thought to be fraudulent or in violafion of the law are analyzed. FDA 
uses the remaining fiands for routine monitoring of products pulled from store shelves. FDA does not 
analyze supplement products before they are sold to consumers. The manufacturer is responsible for 
ensuring that the ingredient list is accurate and that the ingredients are safe. They are also required to 
make sure that the content matches the amount declared on the label. 

FDA does not have adequate resources to analyze dietary products sent by consumers who want to 
know their content. Instead, consumers may contact the manufacturer or a commercial laboratory. 

Are all ingredients required to be declared on the label? 

Other ingredients in the product must be listed in the ingredient statement beneath the "Supplement 
Facts" panel. The types of ingredients listed there would include gelatin, sugars, starch, colors, 
stabilizers and preservatives. 

Are there restrictions on size of the pill or how much of a nutrient can be in one 
serving of a Dietary Supplement? 

There are no rules that limit a serving size or the amount of nutrients in any form of dietary 
supplements. This decision is made by the manufacturer and does not require FDA review or 
approval. 

What kinds of claims can be made on the labels of Dietary Supplements? 

As with other food products, the manufacturer can put certain claims on the product label. These 

http://www.cfsan.fda.gov/~dms/ds-oview.htnil 3/15/2001 
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claims tell consumers about the nutritional value of the product. Claims defined by FDA to describe 
the nutrient content ofa product, like "good source" or "high", can appear on the label if one serving 
meets the definition. There are specific mles as to which substances can be listed using these nutrient 
content claims. 

Manufacturers can also put FDA-approved "health claims" on a product label. Health claims describe 
the connection between a nutrient or food substance and a disease or health-related condition. Claims 
about these diet/disease relationships can appear on the label if the content of the product meets the 
FDA requirements and if the claim is one of the approved health claims. 

Why do some supplements have wording that says: "This statement has not been 
evaluated by the FDA. This product is not intended to diagnose, treat, cure, or 
prevent any disease"? 

Certain statements may be included on the label that give the manufacturer's description of the role of 
the dietary supplement. These statements are not authorized by FDA. The manufacturer is 
responsible for ensuring that these statements are accurate and truthful. For this reason, the law says 
that if a dietary supplement label includes this information, it must also state that FDA has not 
evaluated the statement. 

Where can I get information about a specific Dietary Supplement? 

Manufacturers do not need FDA approval to sell their supplement products. This means that FDA 
does not keep a list of manufacturers or products on the market. If you want more specific 
infonnation than the label tells you about the products, you may contact the manufacturer direcfiy. 

Office of Special Nutritionals, May 1997; Updated April 1999 

For more recent information on Dietary Supplements 
See httpV/ww^xtMnjj^^ 

Dietary Supplements | Women's Health | Q_&A 

FcLodŝ Hmne | FDA Flomc | Searc|i/Siibjecllndex | DiscLainicrs & Privacy_Policy 

Hypertext updated by cjm/ear/kwg/dms 2001-JAN-26 

http://www.cfsan.fda.gov/~dms/ds-oview.html 3/15/2001 
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U.S. Food and Dru^ Admliiisiralion 

Reporting Unlawful Sales of Medical Products on the Internet 

If you find a Website you think is illegally selling human drugs, animal drugs, medical devices, 
biological products, foods, dietary supplements or cosmetics over the Web, please select one of the 
three options below to report to FDA. 

If your report: 

• involves a life-threatening situation due to an FDA-regulated product you purchased from a 
Website, call 301-443-1240 immediately. (Also contact your health professional for medical 
advice.) 

• involves a serious reaction or problem with an FDA-regulated product, fill out FDA's 
MedWatch reporting form. (Also contact your health professional for medical advice.) 

• for problem Websites that DO NOT involve a life-threatening or otherwise serious reacfion, 
fill out the form below. To report e-mails promoting medical products that you think might be 
illegal, forward the email to webcomplaints@ora.fda.gov. 

Any personal infonnation you send us about yourself will be kept confidential. 

Privacy Statement 

Website Address (URL) You are Reporting (required): 

Date You Visited this Website: 

Owner of Website: 

Street Address of Website: 

I ~ ^ 
Problem or Concem about this Website (required): 

d 

n case we need to contact you for more informafion, please provide one of the following: 

http://www.fda.gov/oc/buyonline/buyonlineform.htni 3/15/2001 
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First Name: 

Daytime Phone (with area code): 

E-mail Address: 

Last Name: 

Fax Number (with area code): 

Street Address: 

City: 
State: 

Zip Code: 

iSubmit Form | plear Form | 

Although FDA cannot respond to every e-mail individually, the agency will evaluate every complaint 
received and take suitable action. 

Privacy Statement 

FPAHpnie Page | Website Index | Buying Medical Products Online | Search the FDA Website 

http://www.fda.gov/oc/buyonline/buyonlineform.htni 3/15/2001 



Clinton Presidential Records 
Digital Records Marker 

This is not a presidential record. This is used as an administrative 
marker by the William J. Clinton Presidential Library Staff. 

This marker identifies the place of a tabbed divider. Given our 
digitization capabilities, we are sometimes unable to adequately 

scan such dividers. The title from the original document is 
indicated below. 

Taylor 
Divider Title: 



C O V I N G T O N <& B U R L I N G 

1 2 0 1 P E N N S Y L V A N I A A V E N U E N W W A S H I N G T O N S A R A H E. T A Y L O R 

W A S H I N G T O N . D C 2 0 0 0 4 - 2 4 0 1 N E W Y O R K 
T E L 2 0 2 . 6 6 2 . 5 5 6 3 

T E L 2 0 2 . 6 6 2 . 6 0 0 0 L O N D O N 
F A X 2 0 2 . 7 7 8 . 5 5 6 3 

F A X 2 0 2 . 6 6 2 6 2 9 1 B R U S S E L S 
S T A Y L O R S C O V C O M 

W W W . C O V . C O M S A N F R A N C I S C O = i « i u v . . . w v... v 

Sarah E. Taylor, J.D., R.D., M.P.H. 

Sarah Taylor is Of Counsel with the law firm of Covington & Burling in Washington, 
D.C, pracficing in the areas of food and dmg law, advertising law, and trade associafion 
law. Ms. Taylor has a substantial law practice devoted to the regulation of foods and 
dietary supplements. Prior to joining Covington & Burling in 1989, Ms. Taylor served 
the U.S. Congress as a Policy Analyst specializing in food and dmg policy issues with the 
Congressional Research Service, Library of Congress from 1984-89. She also served as a 
clinical research nutritionist with the Mt. Sinai Hypertension Trial, Mt. Sinai 
Hospital/University of Minnesota, Minneapolis, MN, 1983-84. 

Ms. Taylor has published numerous articles in professional jomnals on the promotion of 
food products and the First Amendment. Ms. Taylor was awarded the 2000 Burton 
Award For Legal Achievement for Promoting "Functional Foods" and "Nutraceuticals" 
on the Internet, published in the Food and Dmg Law Joumal in 1999. Her publications 
on related topics include The NLEA, Health Claims, the First Amendment, and Health 
Claims for Foods: Present Law, Future Policy, published in the Food and Dmg Law 
Joumal. 

Sarah Taylor received her bachelor's degree in Dietetics from the University of 
Wisconsin-Madison in 1980 and completed her Dietetic Internship at the St. Paul-
Ramsey Medical Center, St. Paul, MN in 1982. She received a Master of Public Health 
degree from the University of Mirmesota in 1983. Ms. Taylor received her law degree 
from the George Washington University National Law Center in Washington, D.C. in 
1989, and is a member of The Order of the Coif 

Her professional activities include membership in the District of Columbia Bar 
Association. She is a Registered Dietitian and a member of the American Dietetic 
Associafion. 
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Panel #4: Advertising and Marketing of CAM Products 

Good Afternoon. It is a privilege for me to address the White House Commission on 
Complementary and Alternative Medicine PoUcy. Thank you for this opportunity to 
discuss the key issues which I believe must be considered for our policies on the 
advertising and marketing of CAM products to serve the public interest as we confront 
the continuing advances in biomedical science and communications technology which 
challenge our current regulatory philosophy. 

My views are shaped largely by my experience as an attorney in private practice, 
specializing in food and drug law, advertising law, and First Amendment law for the 
past 12 years. A substantial part of my law practice is devoted to advising product 
manufacturers and marketers on the legal requirements governing the dissemination 
of health information and claims for CAM products through labels, labeling, 
advertising, internet, and other marketing materials. Most of my practice in this area 
concerns food and dietary supplement products, including herbal and botanical 
products, for which health-related claims are a central marketing focus. I advise 
companies on the kinds of scientific evidence required to substantiate product claims, 
and on formulating claims to ensure they accurately reflect the nature and weight of 
the substantiating evidence on which the manufacturer relies. In addition, I advise 
companies on setting research priorities to help fill gaps in the scientific evidence in 
order to solidify the scientific basis for potential product claims. In addition, 1 
represent companies in responding to investigations and enforcement actions brought 
by federal and state regulatory bodies, including by presenting the substantiating 
evidence supporting specific claims. 

• Sarah E. Taylor, J.D., R.D., M.P.H. is Of Counsel with the law firm of Covington a Burling, 
Washington, D.C, and specializes in food and drug, advertising, First Amendment and trade association 
law. Ms. Taylor's recent publications include Promoting Functional Foods and Nutraceuticals on the 
Internet, 54 Food and Drug Law Journal 423 (1999). 



C O V I N G T O N & B U R L I N G 

EXPANDING ENFORCEMENT OF ANTIDECEPTION AND SUBSTANTIATION LAW 

While I have worked with a wide range of companies and types of marketing programs 
- - from small startup companies marketing a single product - - to multifaceted 
national marketing programs sponsored by industry groups - - it goes without saying 
that my experience has been with those companies who have taken the responsible 
step of seeking legal advice to ensure that their marketing activities conform with 
legal requirements. Such companies quickly learn that the requirements of current 
law are rigorous and impose on companies a heavy responsibility for ensuring 
compliance. 

Much can be said about the complexities of the legal requirements imposed under the 
Federal Food Drug and Cosmetic Act (FD&C Act), Federal Trade Commission Act (FTC 
Act), and the overlapping consumer protection statutes in the 50 states. It is 
important, however, that in examining these complexities we not lose sight of the 
bottom line: current law requires all CAM products to be safe under the conditions of 
use, and all claims must be accurate and fully substantiated based on scientific 
evidence providing a reasonable basis for the specific claims made. This "tell the 
truth" standard is the minimum standard required by current law, and it applies 
uniformly to advertising and marketing materials for CAM products. 

To ensure claims comply with current antideception and substantiation standards, 
substantial resources and technical sophistication can be required. Smaller 
companies, in particular, may lack the knowledge and resources necessary to ensure 
full compliance before entering the market. As a result, claims may be misstated or 
lack appropriate substantiation. It is important to recognize that the presence of 
unsubstantiated or inaccurate claims in the market is symptomatic of weakness in our 
system for enforcing current law, and not in the standards applied to the claims 
themselves. The CAM product market is dynamic and is populated by many new 
entrants and smaller companies. Accordingly, it seems important to carefully 
consider ways in which the enforcement of existing antideception and substantiation 
requirements could be expanded, and positive incentives for compliance enhanced. 

Among the most sophisticated and effective "watchdogs" against deceptive claims are 
competitors in the marketplace. Competitors within the same product market 
frequently have substantial knowledge concerning the scientific evidence available to 
support claims. It is not uncommon for competitors to report violations to federal 
agencies to encourage enforcement action. Responsible companies striving to 
conform with legal requirements are frustrated when competitors expand their 
market share through marketing programs based on unfounded claims. Expanding our 
vision on enforcement and compliance policy to more fully engage the industry in 
self-regulatory activity could substantially enhance consumer protection. 
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DEFINING STRATEGIES FOR CONSUMER PROTECTION IN CONFORMANCE 
WITH "FREE SPEECH" PROTECTIONS MANDATED BY THE FIRST AMENDMENT 

1. The First Amendment Mandate 

While the government has broad authority to adopt regulations to protect public 
health and safety, its power to restrict "free speech" to advance its objectives, 
including by regulating the content of product labeling, advertising, internet, and 
other forms of commercial speech, is confined by the First Amendment. 

Stated succinctly, while claims that are false or propose an unlawful transaction can 
be banned outright, the government otherwise cannot regulate the content of 
commercial speech unless it can establish from evidence that the restriction would 
directly alleviate a genuine harm, and the restriction is reasonably tailored to address 
the harm and does not overlook obvious, less burdensome alternatives. 

The First Amendment presumption favoring the free flow of commercial speech 
encompasses health-related claims, as recognized in Pearson v. Shalala. 164 F.3d 650 
(D.C. Cir. 1999). Health claims are constitutionally protected even when the 
scientific validity of the potential benefit identified has not been fully established. It 
is sufficient that the claim be stated to communicate accurately the weight of 
scientific evidence that, in fact, supports the claim. 

This reflects a basic constitutional principle of our democracy which protects the 
freedom of citizens to have access to information to make their own choices, 
including in matters concerning their health. This founding principle harmonizes with 
the philosophy embraced in the disciplines of complementary and alternative 
medicine and consumer "self-care." 

The First Amendment principles protecting commercial speech are helpful in 
distinguishing regulations that provide legitimate consumer protection from those 
that cross into the zone of unconstitutional paternalism. The Supreme Court 
addressed this line drawing issue directly in Virginia Board of Pharmacy v. Virginia 
Citizens Consumer Council. 425 U.S. 748 (1976). The Court made clear that the 
alternative to paternalism 

assume[s] that. . . information is not in itself harmful, that 
people will perceive their own best interests if only they 
are well enough informed, and that the best means to that 
end is to open the channels of communication rather than 
to close them. . . . But the choice among . . . alternative 
approaches is not ours to make or the [government's]. It is 
precisely this kind of choice, between the dangers of 
suppressing information, and the dangers of its misuse if it 
is freely available, that the First Amendment makes for 
us. . . . 
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Id at 770. 

2. First Amendment Tensions in Current Regulatory Scheme 
Under the FD&C Act, the regulatory requirements concerning CAM products are 
dictated by the classification of the product as a "food," "dietary supplement," 
"drug," "cosmetic," or "medical device" under the respective statutory definitions. 
In determining what classification applies, FDA looks to the health information 
disseminated by the manufacturer to determine the "intended use" of the product. 
For example, under current FDA policy, a dietary supplement product promoted using 
the advertising claim, "helps lower cholesterol levels," would be classified as a 
"drug," subject to NDA requirements. The same dietary supplement product 
advertised instead with the claim, "helps maintain normal cholesterol levels," would 
be classified as a "food." This dramatic change in regulatory treatment under the 
FD&C Act could depend on nothing more than the change of wording from "helps 
lower" to "helps maintain normal" cholesterol levels. For a dietary supplement 
product, "drug" status usually presents an impossible barrier to market entry. 

Under current policy, the "helps lower cholesterol" claim would be construed as a 
"disease prevention" claim - - implying that the product is intended for use in the 
prevention of disease - - and thus qualifying as a "drug" under section 201(g)(1)(B) of 
the FD&C Act. In contrast, the "helps maintain normal cholesterol" claim would be 
construed as a "structure function" claim which is permitted under section 
201(g)(1)(C) and 403(r)(6) of the act, provided the claim accurately reflects the 
substantiating scientific evidence. 

The policies which have developed around the FD&C Act "drug" definition are 
difficult to fully justify on public health or antideception grounds, and have become 
the most significant obstacle to manufacturers attempting to include health 
information about CAM products in their marketing materials. This is because 
satisfying the antideception and substantiation requirements of the FTC Act is not 
sufficient to avoid an enforcement action by the FDA on the ground the claim renders 
the product an unapproved new drug. Beyond the FTC Act requirements, to avoid 
FDA enforcement, the manufacturer must be careful to avoid any use of a term that 
may imply a connection to a disease or health related condition - - even if the claim is 
true -- because to do so potentially subjects one's food or dietary supplement product 
to the same kind of premarket approval requirements that apply to prescription 
drugs. While as a technical matter, FDA approval of health claims on a case-by-case 
basis is an alternative to NDA approval, the "significant scientific agreement" 
standard limiting health claim approval was found to violate the First Amendment in 
Pearson, and the approved claims written by government regulators typically have 
limited marketing value. Such claims seem premised on the idea that formulating 
claims in the most scientifically precise manner will best educate consumers and 
prevent deception. This concept is at odds with the communication principles which 
drive successful marketing programs. 
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The severe chilling effect the "drug" definition has on the content of advertising, 
internet, and other promotional matter may be best appreciated by considering basic 
marketing principles. Fundamentally, for a marketing program to be successful, it 
must be effective in motivating consumers to purchase the product being promoted. 
This means that the content of a promotional message must be compelling to real 
consumers in the target population groups. 

The power of a message to motivate consumer behavior relates to the degree to 
which the message resonates with the already established motivations of the 
consumer. This means that, to design an effective promotional campaign, a marketer 
must not only know the product benefits, but must attempt to understand the 
mindset of the relevant consumer population groups so that the benefits can be 
communicated effectively. The health messages that are most motivating to one 
group of consumers, may be different than those for another group - - even for the 
same product benefit. These differences typically reflect the distinctive health and 
lifestyle concerns inherent to each group, and may require market segmentation 
based on age, gender, or other demographic characteristics. In all cases, to be 
effective, marketers must have the flexibility to respond to shifting market dynamics, 
and to frame and reframe claims to keep them fresh and meaningful to real 
consumers. 

On the other hand, the responsibility of manufacturers to ensure product safety 
merits emphasis here. CAM products typically are marketed directly to consumers as 
over-the-counter products. Accordingly, product safety must be established under 
the promoted conditions of use. Products, which by virtue of formulation or design 
cannot be established as safe are prohibited and cannot be lawfully marketed. 

In some cases, potential safety concerns can be resolved appropriately through the 
disclosure of information concerning potential health risks and warning statements. 
This approach may apply where a CAM product is inherently safe, but may be used for 
health conditions that may be confused with more serious conditions requiring 
medical treatment. Safety issues of this kind are routinely considered as labeling is 
formulated for over-the-counter drug products being switched from prescription 
status. As a general matter, the disclosure of the pertinent health risk information 
and appropriate warnings are effective where such information equips the consumer 
to distinguish the symptoms of the more serious disease condition and obtain timely 
medical treatment. 

The marketing of unsafe products is prohibited on several grounds including under the 
FD&C Act and under federal and state consumer protection laws. Notably, although 
proving compliance with statutory safety standards can be helpful to a manufacturer 
defending against a products liability action, it is well established that such 
compliance does not insulate a company from products liability. Companies thus 
remain responsible for the safety of their products, and may be held liable for harms 
caused by a product, even when it fully complies with statutory safety standards. 
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While marketing materials may be required to contain information and warnings that 
are necessary for safe product use, regulations which attempt to regulate product 
safety indirectly by restricting promotional claims raise significant constitutional 
concerns. The First Amendment requires that a direct connection be established 
between the harm the government is seeking to avert, and the restriction on 
commercial speech it would impose. Such a direct connection might exist when the 
government establishes that consumer deception is averted, for example, by banning 
false claims or requiring potentially misleading claims to be qualified with clarifying 
information. On the other hand, it would be difficult to establish the requisite 
connection where the speech restriction is not established to directly alleviate the 
harm at issue. 

3. Considerations for Further Policy Development 

In view of the challenges presented by the advertising and marketing of CAM products 
using health information and claims, future policy development is merited in the 
following areas: 

• Expand incentives for industry self-regulation and enforcement of 
existing antideception and substantiation requirements for 
promotional claims. 

• Eliminate policies restricting the dissemination of accurate, 
substantiated health information and claims in conformance with 
First Amendment requirements. 

• Ensure that restrictions on the content of promotional messages can 
be established to directly alleviate a genuine harm to consumers, 
such as to prevent deceptive claims, or disclose information 
necessary for safe product use. 

Thank you for this opportunity to present these views on the advertising and 
marketing of CAM products. I am pleased to respond to any questions you may have. 



Promoting Functional Foods and Nutraceuticals 
on the Internet 

SARAH E. TAYLOR, R.D., M.P.H. ' 
HAROLD J. FELD" 

I . INTRODUCTION 

The last Uvo decades have witnessed tremendous growth in the self-care popula­
tion. Many Americans take an active role in managing their health through health-
promoting lifestyles and dietary pattems. The self-care population includes healthy 
individuals wishing to optimize health, as well as individuals that desire altematives 
to conventional medical therapies.' It is estimated that the purchasing decisions of at 
least eighty percent of primary shoppers in America are influenced by the desire to 
manage and/or prevent a specific disease or condition, or to follow a doctor's advice.-

Growth in the self-care population, coupled with advancing scientific research, 
has fueled the demand for foods and dietary supplements that not only help ensure 
adequate nutrition, but are designed to provide specialized health benefits. In addi­
tion, these trends have spurred conventional food manufacturers to accentuate the 
health benefits offered by old, familiar food products through claims that not only 
focus on essential nutrients, but on other biologically active components, such as fla­
vonoids and other phytochemicals. Foods and dietary supplements designed to pro­
vide or promote for special health benefits commonly are referred to as "functional 
foods" or "nutraceuticals."^ 

• Ms. Taylor is Of Counsel with the law nrm of Covington & Burling, Washington. DC. and practices in 
the areas of food and drug, advertising. First Amendment, and trade association law. 

•• Mr Feld was an Associate with the law firm of Covington & Burling. Washington, DC. practicing in the 
communications and Intemet law practice groups at the time this article was prepared. Mr. Feld currently serves 
as Associate Director of the Media Access Project. Washington, D C . a public interest law firm devoted to 
coinniunications issues. 

' H.J Bumstein, S. Gelber. E. Guadagnoli & J. Weeks. Use a) Alternaiiw Medicine tjy Women Wiih 
ICurlv-Slage Breast Cancer, 340 NEW ENO. J. MED. 1733 (1999) 

' See E. Sloan, Ttie Top Ten Up-and-Coming Nulraceuiical Markets. NUTRAOUTICALS WORLD. Mar/Apr 
1999, at 58. 

' The terms "fiinctional food" and ' nutraceutical" commonly are used in marketing, but have no regula­
tory definition. Under the Federal Food, Dmg. and Cosmetic Act (FDCA), Pub. L. No. 75-717,52 Sut. 1040 
(1938) (codified as amended at 21 U.S.C. §§ 301 etseq. (1994)). "ainctional foods" and "nutraceuticals" are 
regulated as "food" or "dietary supplements" depending on their characteristics. The adequacy of this existing 
legal framework is a matter of some controversy. For a recent critique of the framework, see Center for Science 
in the Public Interest, Intemational. Functional Foods: Public Health Boon or 21" Century Quackery '.' (vis­
ited Aug. 1, 1999) <www.cspinet.org/reports/functional foods/index.html>. The FDCA defines "food" to mean 
•( 1) articles used for food or drink for man or other animals, (2) chewing gum, and (3) articles used for compo­
nents of any such article." 21 U.S.C. § 321 (f). The FDCA. as amended by the Dietary Supplement Health and 
Education Act of 1990 (DSHEA), Pub. L. No. 103-417, 108 Stat. 4325 (codified at 21 U.S.C. § 301 note 
(1994)), defines "dietary supplement" as follows: 

The term "dietary supplement" — • 
(I) means a product (other than tobacco) intended to supplement the diet that bears or conuins one or 
more of the following dietary ingredients: 

(A) a vitamin; 
(B) a mineral; 
(C) an herb or other botanical; 
(D) an amino acid; 
(E) a dietary substance for use by man to supplemeni the diet by increasing the total dietary 
intake; or (continued) 
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The Internet has placed an expanding volume of health intonn;ilion of v;irinus 
kinds and all levels of quality and reliability in the hands of scll'-carc consumers. 
Because of the interactive nature of the Internet, consumers can he selective when 
locking for infonnation to match their interests and needs, i ood anti diciar>' sLippie-
mcnt manufacturers arc responding to the demand for health information ihrough the 
rapid expansion of hcalth-oricnled websites, including Ihose promoting specific prod­
ucts.' Becau.se of the relatively .small capital outlay required to enter the market online, 
the Intemet is attractive, particularly to start-up companies, including functional food 
and nutraceutical companies 

Manufaclurcr-sponsorcd health infornialion appcariiiL; ou lhe Inteniet is wiricil. 
iiiul includes heallh-relalcd claims for specit'ic products. ;\s uell ;is online •'w hite pa­
pers" and libraries housing background information prcpaied by the iiuinufaetiircr 
and third parties. Health information also may be presented in interactive funnats 
tailored to the needs of specific consumers, including questionnaires (e.g.. online di­
etary intake analyses) and chatrooins where consumers may converse directly with 
doctors and scientists in "realtime." Health inlormation may be featured on the 
manufacturer's own website or lhat of another organization. The variety of health 
infonnation that consumers may access from websites featuring manufacturer-spon­
sored information seems limitless, especially considering the web of connections that 
can be traveled through hyperlinks established by the manufacturer "out" ot its own 
site, or by others connecting "in" to its site. 

The dramatic changes in hcalth-oricnted product promotions oeciirring in re­
sponse to the growth of the self-care population and the unique access to these et>n-

(I ) a ciincL-nlmlc. mclatinlilc. ciiiisliliicnl, LMiacl. Mr cuMihiii.ilicn nl ;Hiy inj;aHliciii ik'smhcil 

inLlai isc(A),(H).(C).( l)) .or( i ; ) . 

(2) means a product lhat 

(A) 
(i) is inlendcd for injicstion in a lonn described in scLlion 411 (c)(11( H)(11: or 

(ii) complies Willi section 4 II (c)( 1 )(H)( ii); 
(Ml is not represented lor use as a conventional food or as a sole ilenu>l ii nical or llie iliel: .ind 

(C ) is labeled as a dietary suppleineni. and 

(.1) does — 

(.\) include an amclc lhat is approved as a new dnig under seeiion .^(i5. eenifieil as an aiiiihi-

olic under seeiion .507, or licensed as a biolo(;ie under section .V̂  I of ilie Public I leallh Sen iee 

Ael (42 l l .S.C 2fi2) and was. prior lo such appro\ al. eerti Ileal ion. or license, markeleil as a 

dielarv supplement or as a Iood unless ihc Secretary has issued a regulalion, alter noliee and 

comment, finding thai the article, when used as or in a dielarv supplemeni under the eoncliiions 

ofusc and dosages set forth in the labeling lor such dietary supplemeni. is unlaw lul under 

section 402(0; and 

IB) not include 
(i) an article that is approved as a new dnig under seeiion eertilieil as \u\ 
antibiotic under section 507, or licensed as a hioloyic under seelioii .̂ 5 1 ol the 
Public Health Service Act (42 U.S.C. 2(i2). or 
•(li)an article aulhonzed lor investigation as a new drug, aniibioiie. or biological lor 
which substantial clinical investigations have been msiiliited and for which ihecMSl-
enee ol such investigations have been made public, w hieh was not belore such ap­
proval, certification, licensing, or aullionzalion marketed as a dietary supplemeni or 
as a food unless the Secretary, in lhe Seereiary 's discretion, has issued a regulation, 
after notice and eommenl. finding that Ihe article would be lawful under ihis Act 

li.xcept for purposes of section 2(1 Kg), a dietar\' supplement shall he deemed lo be a food wilhin Ihe 

meaning oflhis Act. 

21 U.S.C. . u u n y 
' While lhe Inlemcl has proven a valuable lool lo dislribulc seieiilifie Jala anil iiiarkel lieallb proiliiels. il 

also lias proven lo be a popular wav lo markel proilucls with iinsuhsl.intialcd lie;illh claims. ,SVr t Nf. 1 neu -- com. 

t n Altai ks Ontlnr Itcii t ih /• J K M / Inioilil ied June 24, l ' ' ' ' ^ ) www.ne\\s eoiii 'News'lieiii/(l . 1.0-

3S.'.ln.()l).hlml'.M.nc. 140.hcad^ (llisciissmg I'TC 's'Operation C ure All ). 
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sumers provided by the Intemet, presents regulatory challenges and uncenainties un­
der existing law. This article highlights key legal considerations and rules-of thumb 
to guide manufacturers engaging in health-oriented Intemet promotions of food and 
dietary supplements. These considerations are based on developments in Intemet law 
generally, and on the existing legal framework goveming food and dietary supple­
ment labeling and advertising. 

I I . THE EXPANDING UNIVERSE OK ELECTRONIC COMMERCE 

A. Rate of Growth 

I he Intemet has expanded at an explosive rate and generated a revolution in 
commerce. Five years ago the tenn electronic commerce, or e-commerce, did not ex­
ist. Even four years ago. one industry expert predicted that c-commerce would never 
become popular because of the limitations of the medium.' Yet today, according to a 
repoii sponsored by Cisco Systems, the Intemet economy accounts tbr over 300 bil­
lion dollars in sales, and has created over 1,200,000 jobs, and of these, over 100 
billion dollars and nearly 482,000 jobs are attributable directly to electronic com­
merce (as distinct from revenues and jobs created by providing Intemet access or 
other infrastructure or support services)." This represents a growth rate ol over 174% 
between I and I )̂98.' By contrast, the overall world-wide average economic growth 
rate during the same period was 3.H%." Recent studies have shown that between 
92.000,000 and 101,000,000 people are connected lo the Inlernet in North America 
alone." In 1995. barely 10,000,000 people were connected to the Intemet worldwide.'" 
1 his growth has outstripped even the most optimistic predictions. The U.S Govem­
ment Working Group on HIeclronic Commerce, for example, predicted lhat electronic 
commerce would not reach .300 billion dollars until sometime after the year 2000." 

Growth in the field of e-commerce has atTected all .sectors of the economy and 
various businesses, l or example, between the first quarter of 199H and the liist quar­
ter of 1999, small businesses sold approximately nineteen billion dollars in goods and 
services through their websites, with 427,000 small businesses going online within 
this twelve-month period.'- Nor is consumption of Intemet services limited to one 
gender or age group. The number of women online has grown from a traction ot the 
number of men online to about equal the number of men online." Children also have 
come online in droves, and il is estimated that children in the United Stales will spend 
1.2 billion dollars oiiliiie hy the yc;ir 2002" 

' C l i n • i K l i S n i l L, S l l . U n N S N . ^ K I . O i l S l . l O M ) I l l n l l . l l l S i i N n i l I M - I I K M A I I I I N I 111.I WAV ( 

' l he Internet Economy Indicators. Fciinire.s (visiled June IX, l')4')) < www inlernetindicalors.eom. 

Ieatures.himl> 

' Id. _ • /,/. 
" Nua Inlernet Surveys, V2 Milliiin .tiluli.s Online in (/n/V,(/,5«i?ev (visiled June IK, \ ' m ) www.nuu.ie.' 

sur\eys/'.'l -VS&art_id=90535496S&rel=lrue>; Nua Internet Surveys, l ion Many O/iZ/m'.'(visited Aug. 2.̂ . 

\ ' m \ •• ww w.nua.ie.'surveys/how many online/index himl -. 

"U.S Working (iroup on Electronic Commerce Policy, Fir \ i .-Inniiul He/mri. \ i i \ - . . i ll . /W,'((visiled Aug. 

1. 1499) ^w w w.doc.gov/ecommerce/li-comm.pdt^ 

" /./ 
'•' Nua Inlernet Sur\e>s, .S'ma//«H.v;/̂ ^v.ve.̂  . V . 7 / . s ' / 9 ( > « / / / / . • (visiled June IK. luW) <wwu.nua.ie. 

siir\eys 'f-VSAanjd-905354922&rel-true-•. 

'Nua liiieniel Surveys. .\lillii>n .Idutis Online in United Siule.s June 1K, 1999) -.ww w.nua.le 
sllr^ eys .'I--\'S>V:aH id -91)5.15496Kirel - true •; Nua liUeriiel Surveys. Rrfiin i l.noks , i l Chnni^iii^ l-',n e ul lhe 
.Ve/ iMsited June IK. 1999) ^ww w.nua.ie/surveys/'.'f-VS&an id-yU5.1547K4(!trel-lrue--. 

" Nua Internet Surve>s, Cliildien Ready ID Huy Online (visited June IK, l>m) -www.nua.ie/surveys' 
. ' l-VS&an id=905354955&rel-lrue>; Nua Inlernet Surveys, U.S. Kut.s lu .Spend ^ I .J Uiltion (;;i///iir-( visited 
June IK, 1449) -iw ww.nua.ie/surveys/'.'f^VS&arl id^905354944&rel=true>. 
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Over (lO.OOO.OOO Amencans went online to search lor medical infonnation in I99S 
The Intemet al.so has become popular among health professionals. By the end of I99X. 
nearly eighty-five percent of physicians in the United Slates were connected to the Intenict 
either at home or at work, an increase of 875% from 1997,"' Given this audience, it is 
not surpnsing lhat the health industry is investing in this ever-growing online market 
A recent study estimated that the heallh industry will spend over $265,000,000 on Intemet 
advertising by the year 2002; by companson. the health industry spent an estimated 
$12,300,000 on Intemet advertising in 1997." While no online food and dnig busi­
nesses were listed in the top 100 Inlernet companies by sales revenue (with the excep­
tion of one online supemi;irkct). online food .sales eonslituled ;i substanlial \olume of 
Internet business." Over the past two years, virtual pharmacies such as 
<www.dmgstorc.coni> have emerged, which carry nutraceutical and functional food 
products. A study sponsored by Healthcon Corporation estimated that by the year 2003. 
online phannacies will account for 1.7 billion dollars in revenue.'" The study predicts 
lhat four markets will dnve the .sale of health goods online: prescnpiion phamiaceuti-
cals, over-the-counter phamiaceuticals, nutraceuticals. and personal care products 

Over the course of the past five years, the Internet has created a new economic 
sector The impact oflhis new medium has been profound and widespread. alTectinu 
an increasing number of consumers of all demographic types in the United States and 
throughout the world.'' All sectors of the economy, including the health Indtistrv. 
have benefited from this expansion and will increase online sales. These figures also 
demonstrate that the development of e-commcrce is still in ils infancy, wiih business 
models and investment constantly evolving. As a result, industry practitioners, in­
cluding functional food and nutraceutical companies that promote their products online, 
inust be aware both of Ihe nature of Ihe Intemet medium and the legal risks associated 
Willi doing business online. 

B. Interactivity — The Key to F-Cominerce 

At Its most basic level, the Intemet is a "network of networks," a series of proto­
cols for linking public and private networks so that they may commiinicalc. '- Hy f;ir, 
the most popular application for c-commercc is the World Wide Web. Through a 
common series of protocols, the World Wide Web allows users to use a client program 
(usually called a web browser) to access infomiation on another system (a server), 
download it. and display it to the end-user" The infonnation displayed usually is 

' ' Nua Internet Surveys. Si.ay Milium Seek Health Injii Online in the US. (visited June IK. 1994) 
•;www.nua.ie/surveys/.'f=VS&art id=9()5354A97&rel=true.'>. 

" Nua Internet Surveys. Diiimallc Ini reuse in the Numher nf Medics Online (visiled June IK, 1444) 
<www.niia.ie/survcys/':'f^VS&art_id-905354KX9&rcl=tnic>. 

Nua Inlcmct Surveys, Online llenllh Advenising lias a Rniv Fiiinrc (\isitcd June IK. 1444) 
- www nua.ie/survey.s/''f^VS&an id=905354560&rcl=lruc" 

'* The Inlernel Economy IndicnUns, supra note h. 

'•' Nua Internet Surveys, Online rharmucics Predicled lo Thrnc hv 20l).i (visited June IK, 1449) 
•• www.nua.ie/surveys/''f= VS&art_id=90535492«&rcl=truc>. 

'" Id. 

•' See. e.g.. Nua Internet Surveys. Ma/oriiy of U\er.\ Will He Non-English .Speakers (visiled June IK. 
1449) <www.nua.ic/surveys/'. 'f^VS&artjd = 9n5354950&rcl = truc>; Nua Internet Surveys, European 
Eciiwmerce In top U.S. iK.Ci Hil t ion (visited June IK. 1999) www.nua. ic/siirveys/ 
•'r= VS&arl_id-905354970&rcl=lruc>: Nua Internet Surveys, Ovei I 2 Million Rii.isiun Users ul C lose ol V,V 
(visiled June 18, 1999) <www.nua.ie/survcys''.'f=VS&art id=905.15495K&rel=truc>. 

•' Thus, while it appears lo an end-user (i.e., website visitor) thai he or she "visits" a website, in reality, the 
website "visits" the end-user This difference is impodant. Because "visiting" a website involves downloading 
inlormation into an end-user's own systein, il becomes possible for Ihe website lo download information Ihe 
visitor did not request into the end-user's system or to gather information from an end-user's system without the 
end-user's knowledge. 
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referred to as a webpage. The webpage typically is part ofa larger set of pages linked 
together called a website. As descnbed below, current technology supports the trans­
fer of text, graphics, audio, and video programming, either as downloadable files to be 
stored and played at the end-user's convenience, or as "realtime" presentations. 

This technology permits an end-user to interact with the server through a graphic 
user interface (GUI), so that an end-user may point and click on an icon rather than 
wnting text-based line commands. The user also may enter information through the 
web browser by other means, such as typing, and this infonnation can be processed 
instantly by the server. Other programs allow a website owner to collect information 
from an end-user "visiting" a site without requesting permission from the end-user, 
and even without the end-user's knowledge.-" The ease of use and Ihe relatively in­
stantaneous nature of the communication (limited only by the speed at which the 
information travels from the user lo the server and the speed al which the server can 
process the information) allows a website to provide "realtime" communication be­
tween the websiie and end-users viewing the website. In addition, control of the presen­
tation of intormation and "feel" of the website is in the hands of the websiie designer 
and manager, allowing a website owner/designer both to present infonnation and to 
control the manner in which the end-user will receive and evaluate the information.--

C. Common Internet Applications Used to Promote Functional Foods 
attd Nutraceuticals 

The following is a list of the most common World Wide Web applications for use 
in e-commerce. It is not meant as an exhaustive list, but rather as a representative list 
of the types of applications that can be employed to promote functional foods and 
nutraceuticals. it should be noted that web applications are outdated quickly by the 
ct)ntinuing tide of rapid technological development. In fact, an entire industry now 
exists lhat is devoted to web design and web technology Computer languages, both 
public and proprietary, have been developed to facilitate the creation of new web-
based technologies and applications (e g,, applets). 

1, Content if the Website 

A webpage provides an opportunity lo present information about a functional 
food or nutraceutical. This infomiation can take a variety of forms, for example, it 
can be information about a company or product, or general infonnation about a class 
of functional foods or nutraceuticals. In addition, the company may choose to gener­
ate the information itself, to sponsor third-parly research, or to present re.search done 
by others. In using third-party literature or other materials created by third parties, a 
company should recall that the copynght laws apply on the Intemet. All of these texts 
or other information can be accessed through a hypertext link thai may incorporate a 
GDI for ease of use, 

llvpotheticai.-" Global Garlic, Inc., a manufacturer of garlic products and dietary 
supplements, could establish a website, placing a variety of materials on the site. 

I hese programs are called "cookies." 1 heir ellecl un consumer privacy is discussed infra, part 111.1). 
As discussed in part WMnpa. ihis ability raises both intellectual property concerns and consumer protec­

tion concerns 
'" I he hypoihelicals included throughout this article are entirely fictitious and are intended only to assist 

the reader in understanding Inlernet technology and related legal issues in the context of specitic hypothetical 
fact pattems. Any resemblance ol lhe llctitious parties named in the hypoihelicals (e g , "Global Garlic, Inc . 
".Mlicin Alliance." "Go Garlic Diet," "Garlic Lovers." etc.) lo actual companies, organizations, groups, or lu 
any marks used by any person, is unintentional Descnptions of scientific evidence concerning garlic and garlic 
products, and other tacts contained in the hypoihelicals likewise are llclitious and are not intended lo rcllect 
actual scienlillc or other evidence relating lu Ihe benellls or risks ofgarlic products. 
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Global Garlic wants to put up information about the company itself its products, and 
background information on garlic and its potential health benetits. If Global Garlic is 
aware of important research studies on the health benefits of garlic in a research 
journal, the company would need to contact the authors to secure rights to publish 
them on the website. To make it easier for users to find what they are looking for. 
Global Garlic could use a picture of a bulb of garlic or other graphic enhancement a^. 
a marker for the link lo inlormation aboul garlic. The heallh information provided 
would be subject to federal and stale regulation, as discussed in part IV iiiliu. 

2. Hypertext Links 

A hypertext link (hyperlink) allows the client to connect to another file (either on 
the same server or on a different server) and display the new information through the 
web browser. This technology makes it possible to allow an end-user (website visitor) 
to jump to new information that may interest the end-user. It also allows the website to 
control the flow of infomiation by directing the end-user through different pages (or 
forcing the end-user lo agree lo certain lerms and conditions) before ;illowing the end-
user to proceed lo the desired infonnation. l-'inally. the website designer can use the 
hypertext link to provide an end-user with information created and controlled by a 
third party on another website. 

Conversely, the site-manager can encourage others to link back lo the manager's 
own site. This can be done under a vanety of arrangements. In some cases, the m;in-
agcr will pay for the privilege of having a link from someone else's site to the manager's 
site, frequently, advertisements. At other times, the manager of the site may charge for 
allowing someone to connect to their site. This practice is harder to enforce because il 
IS impossible to tell directly when someone is linking to a site. A website owner also 
may encourage those visiting the site lo establish links back lo gain free publicity, 
finally, the site owner may agree to a cross-linking agreement, wherein two websites 
agree lo link to each other or join links in a group of sites. 

Hypothetical: Retuming to Global Garlic. Inc., the company could pay lo place a 
link on a webpage sponsored by the publishers of the "Go Garlic Diet," which would 
amount to an advertisement on the webpage for Global Garlic. Global Garlic could in-
to secure free advertising for its products by asking the publishers of the "Go Garlic 
Diet," in tum, lo link to the Global Garlic sile (perhaps utilizing a distinctive com­
pany logo). If Global Garlic finds an interesting article on the American Society of 
Garlic Lovers' (Garlic Lovers) webpage. Global Garlic, could try to arrange a cross-
linking agreement under which Global Garlic would direcl visitors seeking 'more 
information on garlic" to Garlic Lovers" website with Garlic I.ovcrs directing those 
seeking lo buy garlic supplements lo Global Garlic's website. 

3. Framing 

When using a hypertext link to provide an end-user with infonnation from an-
oihcr site, the websiie designer either can display the infonnation to make il clear that 
lhe information is created and controlled by a third party, or c;in prcsenl the inloriiKi-
tion ;is if il is an integral part of the designer's she. A ct)mpromise between these 
methods is fraining. whereby, the infomiation appears wilhin a frame created by Ihe 
website designer. This makes it clear lo the end-user that the infonnation is coming 
from another source, but the website designer can place inlormalion (such as the 
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website's company name and logo, or other features making it easier to return to the 
website) on the traine. 

llviHiilicticul: Global Garlic, Inc. could establish a link to Garlic Lovers ;ind other 
informational sites. The text or infonnation from the other site, however, could ;ip-
pear inside a frame bearing the Global Garlie logo and buttons (graphic lepreseiita-
lions connected with hyperlinks) thai would take the end-user lo an order fonn or 
back lo the Global Garlic sile. 

4, Pop-Up Windows 

It IS possible, through the use of an appropriate applet, to use a trigger that tells the 
end-user's v\eb browser to open a new window. I his new window acts as a webpage 
wilhin a webpage displaying advertisements, related infonnation (whether rei.|ucsled by 
Ihe end-user or nol), terms and conditions, consumer warnings, dialog boxes tor inlet-
action between the end-user and the webpage, or anything else. I he pop-up window has 
the same functionality as the first browser window, and usually can be enlarged, mini­
mized, or closed by the end-user in the same fashion as the main browser window.-' 

Ilvpotlietical. Global Garlic, Inc., could set a Ingger so lhat when website visitors 
click on a link for "more information about garlic," a pop-up window offenng to sell 
Global's garlic-fortified products and dietary supplements appears in the midst ot a 
p;ige discussing the heallh benefits of garlic. Alternatively, if the visitor clicks on a 
hypertext link to an order fonn, a pop-up window could be designed to provide neces­
sary disclaimers and disclosures. This would allow Global Garlic to provide neces.sary 
and useful information in an obvious way while leaving the visitor at the order tonn site. 

5, Animation. Audio, and Video Files 

A website designer can include a variety of animated etTecis in a webpage. caus­
ing lext lo Hash or to d;inee or lo display animated figures. In addition, several propri­
etary programs exist that allow a website to transfer audio or visual files As a result, 
a website visitor can download an audio or video presentation and replay il at leisure, 
lechnology also exists for "realtime" audio and video transmission, sometimes re-
ferted to as "webcasting." This allows visitors to hear and/or see a live event in progress, 
such as an interview or a proceeding, 

llyiMtlictical: Global Garlic, Inc. could hold a conference on the benefits of func­
tional foods fortified with garlie and garlic supplements. Global Garlic could adver­
tise the upcoming conference on its website, urging interested parties to "lunc in" ;it a 
predetennmed time. At the appropriate time, website visitors could click on the link 
and hear oqierts in the field discussing garlic metabolism, intake levels, and benefits. 
After the event is over. Global Garlic could create a link to the file containing the 
digital recording so thai website visitors who missed the conference could download 
the mfoniialion ;ind listen lo il al their leisure. 

• Some websites, however, (notably pornographic sites and siles lhat use a lamuus name in a deccplive 

fashion) construct their applets so lhat a new window launches whenever the end-user tries to move ull lhe 

website or close the window, fhis makes il very ddVicull lor the end-user to gel away from undesired eonleiil 

w ithout closing and restarting the browser 
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6. Mailing Lists. Chatrootn.s. Virtual Ctnnmuntttes. a,ul Other 

Forms of Group Interaction 

Web lechnolouv has the capac.ly lo create common ""conimunttics of inletrsi" 
.n^onTvisi o s 0 he website. This bnngs visitors back repeatedly, allowing , e websi.c 
Z a f o r present visitors with the desired infomiation multiple times 1. also .an 
r e r a ^ w content lhat can be archived and displayed on the s„e (e.g.. common 

"^s L answers,. The regular addition of new material 
?mi in encouraging repeat visits. The ability to create communities is uitic m 
: : : c Z Z . hidced. at least one study has lound th: ord-ol-mou,h is ihc 

n,osi important factor in the continued success ofa website." 
Tl e imples, way to create an interac.ive community is to compile a mailm, 

IndiJ^ rH ibsc r ibe lo the list, p.isl messages, and mail .hem ^ I 
ddrcsscs The mailing list program then distributes the message to all list subscnb 
Jf T w b 1 "also can oiler ,0 host a mailing lisl lor regular visi.ors or stibser^ers. 

whic^i I m cs new traffic and greater par.icipalion by subscribers in the w ebs.te. 
^ l ^ ^ ^ L s create a personal experience lor wcbsi.e visiU.s In a . n m . 

predetermined number t,f individuals can ctimmunicalc - - " ^ - - - r " ^ ^ ^ ' ^ „ 
"realtime" conversation can occur. The conversation can be mtmilorcd by th v cb 
s onsor so that the discussion can be confined lo predetermined par;,mc,crs^ 

lie e'chnology can be used lo make scientific experts or cclcbri.ics ava. ibk 
o 1.0 que uons presented by participants. This also can be slmctured ,n I c oni 

, m onhne interview, where an unlimi.ed number ot participants c:m wat h the 
clnvcrTalKin between the interviewer and the expert, and individuals can e-mail qucs-

Taking this philosophy turther allows the creation of "online communities" sticli 
is G L C I le and i Village". for example. Both companies host websites and ch:,.room 

such names as "Athens" (themes of education, poetry, and philosophy). C aP"o mi 
no 1. c 'E chanted horesf (for children), and "Area 51" (science tictioia Ihe 

% Z ^ . ^ l c r U s c . Itself as "the women's network on the Intemet. and orga-
J:es chatrooms and experts around special interes, channels such as "astrt„ogy.net, 

' " ™ ; L : " G ; r ; i a l c . I n c , c o u l d e n c o t i r a g e s i t e v i s i ^ 

Some of the ehatrooms could be oriented around general themes where people w o 
^ ; 2 t ; : importance of garlic in their lives" can cha. - ' ^ P - P ^ ^ 
.merest Other rooms could be orgam/cd around specihc themes, su h as lam Hy 

aUh and garlic." (ilobal Garlic could arrange to have a famous garlic research 
t : l ; a b ; i answer questions aboul garlic and garlic s u p P - c - . every ue . ^ . 

Robert D. Ilof. Seanna Browder & Peter Elslrom. Inleme, Con „c... Bus. ^VK., Mav 5. 1997. 

'̂ " " . V,. Nua internet Surveys, M /, Onve. l.commerce (visited June 20. ,944) a iê  

survevs/'.'r-VS&an.id=4()5.154929&rel--truc> , ,„ , jen com a webpa.c thai allows users lo 
•'•'Anex.amplcoflhissortorpromotioncanhcfoundat -www.deja.com ,a P . 

create "personal communities .....whnmn'• 
.^l,.Va.,ooVC;o,C,,,c.WvisitcdAugl,1999)<g..^^^^ 

•' ,V,r iVillage com: The Woman s Network (visilc.l Aug. \. \ ) 
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could choose to sponsor webpages in iV.llage® discussing the benetits ot g K 
women's health, or in some other virtual community. The sponsored pages co d be 
advertised on Global Garlic's own site, with a link to the virtual community site. 

7. Search Engines and Kevwords 

A search engine employs an algorithm lo search for a string of words - a -bjecL 
The engine sends out queries, analyzes Ihe mformation retumed, and presents a s o 

ypcrtcxt links tha, will take the visitor to Ihe webpages '̂ ^̂ ^ ^^P^ ^̂^̂^ 
request. Search engines can be limited to the website, or can be used to -arch ih 

n re web for infonnation, Altemalively, if certain requests are common, l e webs 
can employ a system known as keywords. When the visitor enters a keyword (either ,n 
. field marked keyword or using some combination of keys to indicate that the woid 
lyped ,s a keyword), the webpage either will move the visitor to a P-determii cd 
webpage, or provide a list of webpages connected by hypertext links. Thes dcv c 
help website visitors find the infomiation they want without rcquinng them lo search 

the entire website. cr ., .i,t intlir 
Hvpinheticul- Over time, the Global Garlic site could accumulate sullicient inlor­

malion to become very large and difficult to navigate. ^ ^ ^ ^ ' ^ ^ ' ' ^ ^ ; ; ; ' ^ ^ : Z 
looking lor specific information, .his could prove trusiraling and diminish th va ue 

lhe M.e Tl e problem could be addressed by providing a search engine to allow he 
V sitor to track clown specific infonnation (e.g., garlic toxicity). Altema.ively, ent -
mg the keyword "toxicity" might take the visitor to a page with relevant intormation, 
or lo a neighborhood devoted lo discussions ot garlic issues. 

8. Cookies and Information Gathering 

A cookie IS an applet that a website downloads onto a visitor's hard-drive. Cook­
ies can track what sites are visited, how long the visitor remains on a page, what 
products a visitor orders, and other information about the visilor'sjntemel browsing 
h b ,s The cookie then reports .he intormation back to the website, allowing the 
website operator to personalize its intonnalion display so that when the - - ' o r ret̂ -^^ 
,u the website, the site will display links lo infonnalion the site manager believes the 
;-silor w ill l-ind appealing. The site manager also can sell the information to others, or 
ean use the infomiation to send personalized e-mail advertisements. 

A site manager can collect information by other means. The most obvious method 
IS to ask lor information trom the site visitor, possibly cc,ndi.ion,ng access to dcs d 
,nft.miation on supplying personal information or rewarding the ^-^^^^^ 
^ g the intomiaiion ihrough give-aways, discounts, or other - ^ ^ ^ : i J ; f ^ ^ , 
ager also can gather useful infomiation simply trom recording the c-mail address ot 

' " ' ^ A ; ; X n c ' . / : Global Garlic. Inc. could ask its visitors lo nil out a Icjrm requ^-
ing mfonna.ion on the availability of garlic products in supenn.rkets and Jrug to 
iiMhe visiu.r's neighborhood, Ihe visitor's dietary supplemen. P-^'-^"^ '̂ "̂ ^ ';' ' '.̂  
on the visitor's level of education. Global Garlic could plant a cookie on the vis tor s 
h rd driv so that when the visitor retums to the site m the l^.ure. . e visitor is 
transported d.recllv to his or her favorite area of the site. Global Garlic also may use 

-Ve eg Nuali.ienie.Surveys..-,W.,/../'..e,y„/A...^e(»i. WtvisuedJune IK. ^ ^ > ^ f l f ^ ^ - ; f 

surveys'''l=VS&ar,jd-.905354935&rel-.rue>;lini:K.i.TK.,.i:C'.,MM'.^ 

1,1(1 ss (subniilicd June d, I99X) 
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the personal infomiation obtained lo help in its direct marketing ellorts. Fmm analv/-
ing the aggregate infonnation collected from all visitors, tilobal Garlic could deter­
mine the demographics of its customer base and the general interests of its customers. 

9. Websites in Practice 

When designing a website, the spectmm of applications described above typically 
IS utilized in combination. Through agreements with others, it is possible to expand 
the range of one's she and attract other visitors. For example, a company marketing 
vitamins might sponsor an area in an online community, such as GcoCitics- or i Village . 
with a link from the sponsor's homepage to the relevant area. The same companv 
might maintain its own library of links to favorable news items and studies, lhe 
company also may generate contenl hy sponsoring research or issuing press releases 
As there are companies online thai distnbule press releases online and display them 
on their own webpages.'̂  it is possible lo generate an independent source of inlorma­
lion by creating a press release, issuing it. then linking lo an organization that picks 
up Ihe press release. Using visitor infomiation. the company sponsonng the site can 
both personalize the expenencc for individual visitors (e.g.. allowing individuals to 
oo direclly to a favorite neighborhood rather than forcing the visitor lo navigate the 
sue) and can update its site using aggregate data to detcnmnc customer prctcienees 
(e.g.. eliminating seldom-visited or unpopular features and expanding on popular 
features). 

While constmction of websites is straightforward technically, the lechnology it­
self presents a host of legal considerations. Some of ihesc issues are confronted by any 
eompany doinu business over the Intemet, For functional food and nulraceuiical maiui-
niclurcrs wishing to promote the health benefits of their products on the Intemet. 
however, there arc specialized issues presented by lhe existing legal frameworks gov­
erning food and dietary supplement advertising and labeling. 

111. CONSIDERATIONS PRESI;NTED UY EMERGING INTERNET LAW 

The rapid growth of Ihe Intemet, combined with the lack ol an agency to regulate 
Intemet tratfic. has fostered the myth that Ihe Intemet is an unregulated "wild west" 
where anything goes. In fact, this is not the case; law applicable in real space is 
equally applicable in cyberspace, although the Intemet may create challenges for 
implementation.'̂  Courts have made it clear lhat mles goveming consumer pmtec-
iion, protection of intellectual property rights, and other state and federal laws, apply 
equally in cyberspace and real space. 

The unique nanjre of the Intemet, however, has created difficulties in applying 
law For example, traditional concepts of jurisdiction, based on geography and the 
ability to conlml whclhcr one will do business in a fomm. arc not applied easily to a 
global medium. Similarly, the tremendous volume of traffic, and the challenge ol 
regulating it has created dimculties in applying traditional mles of liability, fhe case 
with which material pmtected by copynght law can be stolen and dislributed to mil­
lions before the copyright holder can police its copyright effectively and the frequent 

" S'cc r L' •.www.pmewswirc.cum>. 
S",.c. C U' Intcrprclation of Rules and Guides lor Electronic Media; Requesl for Commenl. fv^ l ed. Keg. 

lA 44f, -4 94K (Mav 6 1498) (noting that lhe federal Tr.idc Commission (ETC I has authonly lo appiv us nilcs 
u> the Inlernel hut soliciUng comineni on proper applicalu.n of CMSling siamior^- :nu! legnlalurv lerms) 
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lack ot provable damages, also have created concem Finally, the ability of parties on 
the Iniemel to gather personal infonnation wilhout the knowledge or consent of an 
end-user has generated a great deal of concem among consumer groups regarding 
practices lhat are legal, but violate website visitors' reasonable expectations of pri­
vacy. 

In some of these areas, notably protection of intellectual property and of liability 
for third-party speech. Congress has passed legislation to address the issue. In areas 
where industry engages in conducl of concem, such as violating websiie visitor pn­
vacy by gathering personal information. Congress and the Clinton Administration 
have invited industry lo formulate responsible standards and to develop sell'-policing 
programs. If these efforts fail, however. Congress may be prompted to take action. In 
the area of jurisdiction and choice of law courts generally have been left to devise 
rules based on applying traditional common law pnnciples and precedent lo the Intemet. 

This article does not address the mynad issues and concerns that effect any busi­
ness operating on the Intemet.̂ " Rather, this article addresses four areas of general 
applicability that are of particular importance to websites promoting Ihe sale of func­
tional foods and nutraceuticals: free speech, liability for third-party speech, jurisdic­
tion, and privacy,'' 

A. General First Amendment Protection of Internet Transmissions 

In Reno v. .American Civil Liheriie.s Union.̂ * the Supreme Court addressed the 
coiis.itulionalily of the Communications Decency Act of 1996 (CDA).'' The CDA 
made it illegal for anyone lo transmit obscene or "indecent" material to minors. The 
Court found the indecency provision unconstitutional. The govemment argued that 
Ihe lower standard of First Amendment proleetion lhat applied to broadcast media, 
such as radio and television,'" should apply lo the Intemet. The U.S. Supreme Court 
rejected this argument, noting that there is "no basis for qualifying the level of Firs. 
Amendment scrutiny lhat should be applied to this medium."" Both the Supreme 
Court and Ihe trial court noted the tremendous value in disseminating scientific and 
cultural infonnation on the Internet, and the Intemet's ability to empower communi­
cation among individuals on a global scale.'-

Following Ihe Supreme Court's expansive extension of First Amendment pnn­
ciples to the Intemet, courts generally have rejected all attempts to regulate the free 
tli)w of infonnation online. For example, courts have rejected efforts by the slates lo 
pass statutes modeled on the CDA." Courts similarly have held thai attempts to re­
quire public libranes to install filters that screen out indecent material are unconstiiu-
lional prohibitions on speech based on content, despite the fact that the stale is not 
required to provide Intemet access through public libraries.'"* Courts have nol allowed 

"• Eoranexcellenlcheck lisiapplicabletoany business, see Run N. I)reben & Johanna L. Werbach, lop In 
tilings lo Consider in Develo/nng an Eleelronu Commerce Wehsiie. C'UMI'IIM.K L.\W.. June 1 944. al 1 7; Waller 
A. E.flross,.^ H'ehiiie Chei klisi. LLCAI I IMI.S, Mar. 1, I 994, at S.W. 

' Specilic cuncenis reialnig lo the jurisdiction ul'ihe I uod and Drug AdiiiiiiLslrulioii ( EDA) .iiid I IL ,is 
regards 10 iheir special jurisdiction over labeling and advertising are addressed in/ru. pi. IV. A. 

521 U.S. K44 (1497). 

'- I'ub. L. No 104-104, 110 Slat. 13.1 (1446). 

' See Eederal C'ommunicalions t oinm'ii v. I'acillca Eound , 43K U.S. 726 (I97K). 
" American Civil l.iheriies l . nion. 521 L' S. al S7(l. 

.See I.I al S.s.t. X7(l;. hiu-i i, an i I M I t.ih. riu .s ( hiion. 924 K Siipp al K74-K.! lupinion ul judue I):J1/,. I I I 

• .S.v AiiKiieaiil i l i i . i i \ \>soc v I'.ilaki. 4(,4 | Supp. l(.l)(S.I).N I 447) ( IILCUILII iimlei ( oiiiineiLC 
(.laii.se) 

• .Vl ,• Mainslream l.uiMuuii \. Hd. ul l iuslees ol lhe Loudoun ( ounly l.ibiary, 2-1 I Siipp.2d 5'̂ 2 I E..I) 
\ ' . i . 144><). 



434 FOOD AND DRUG LAW JOURNAL VOL. 54 

the govemment to restrict speech simply because the govemment's effort is directed 
pnmarily at commercial speech. In 1998, Congress passed the Children's Online Pro­
tection Act (COPA),'' a second attempt to control the accessibility of indecent materi­
als to minors. CORA attempted to prohibit the sale of indecent material to minors and 
required all commercial vendors to use age venfication software before making inde­
cent materials available. Despite the specific targeting of commercial speech and the 
attempt to nan"ow the definition of indecent matenal, the court found that the statute 
potentially prohibited dissemination of constitutionally protected speech and stmck 
CORA down as violating the First Amendment.""' Similarly, courts have upheld the 
nght of consumers to use the Intemet to disseminate consumer commentary in the 
face of an action for trademark infringement and dilution."" 

Courts have been sensitive to First Amendment protection of infonnation trans­
mitted on the Intemet, and have acted aggressively to protect speech on the Internet 
from prior govemment restraint. These concems appear to be heightened where speech 
protected by the First Amendment is at issue, as may be the case when scientific 
literature is posted on websites sponsored by functional food or nutraceutical manu­
facturers.'* The position the courts have taken in Intemet cases generally is consistent 
wilh the trend toward extending enhanced First Amendment protection to scientific 
and medical infonnation disseminated in a commercial context, including when rel­
evant to highly regulated health products.'" 

B. Liability for Third-Party Speech 

Because of the interactive nature of the intemet, a website manager may be con­
cemed about matenal posted on its website by third parties. Concern may be for crimi­
nal or tort liability, or that a third party's posting of copyrighted material may trigger 
liability. Prior to the Telecommunications Act of 1996,-" this issue remained unsettled. 
In Stratton Oalcmont v. Prodigy Service Co.." the court held lhat Prodigy could be 
responsible for third-party statements because Prodigy promoted itself as a "family 
service" exercising editorial control over unsuitable content. In Cubby. Inc. v. 
CompuServe. Inc.," however, the court detennined that CompuServe bore no respon­
sibility for third-party statements because CompuServe expressly disclaimed any edi­
torial control over content. As a result, online service providers were safest when 
taking no action to prevent the dissemination of offensive or tortious material. 

To encourage interactive service providers to take action to prevent the dissemi­
nation of harmful material. Congress passed, as part of the Telecommunications Act 
of 1996, the Good Samaritan provision" of the CDA. The Good Samaritan provision 

" Pub. L. NO. 105-277, 112 Slat, 2681-2728 (1998). 
"American Civil Liberties Union v. Reno,31 F. Supp.2d 473 (ED Pa. 1999). 
" Bally Total Fitness Holding Corp, v, Faber. 29 F. Supp.2d 1161 (CD Cal. 1998) (permming use of 

Bally's trademarked name online in context of consumer commentary) 
" American Civd Liberties Union. 521 U.S. at 870. See generally Bemstein v United States Dep't of 

Justice. 1929 WL 274111 (9th Cir 1999) (noting that to Ihe extent lhat government regulation impedes the (low 
of scientific information, it stnkes "deep into Ihe heartland of the First Amendment''). 

"See Washington Legal Found, v. Fnedman, 13 F. Supp.2d51 (D.D.C. mi).amended, reque.̂ tdenied. 
36 F. Supp.2d 16 (D.D.C. \999). amended, .summ. judgment granted, injunction granted. :i6 F. Supp.2d4l8 
(D.D.C, 1999) (striking down restrictions on the dissemination lo doctors of medical information relevant to 
unapproved uses of approved dmgs). 

Pub. L. No. 104-104. 110 Sut. 56(1996). 
" 1995 WL 323710 (N.Y. Sup. Ct. 1995). 
'••776 RSupp. 135(S.D.N.Y. 1991). u A 
" 47 U S C. i) 230 (1994). This provision survived the Supreme Court decision striking down the inde­

cency provisions of Ihe CDA. See Elizabeth deOrazia Blumenfeld. Patrick J. Carome & Samir Jain. Federal 
Immunilv /or Online Services - 47 U.S C ^ 2 JO, 1. INTI.RNET L , Jan. 1999. at 20. 
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provides tort immunity to "interactive service providers" for third-party speech even 
where the service provider takes or promises to take affimiative measures to prevent 
dissemination of tortious material. The definition of interactive service provider is 
sufficiently broad to include an interactive website or other interactive feature ^ 

Although the law does not provide immunity for content created by the interac­
tive service provider, courts have interpreted this grant of immunity broadly requir­
ing an explicit adoption of speech to elevate a service provider to a content provider 
In Blumenthal v. Drudge," for example, America Online, Inc. (AOL) contracted with 
Matthew Dmdge, an online gossip columnist, to provide his column through AOL 
AOL retained the nght to make editorial changes, to store the columns in its archive 
and to reftise to mn a column if it so chose." AOL also promoted the column to its 
users, by advertising the contract with Dmdge in a press release and notice to custom­
ers and by establishing a keyword link to Dmdge's column," Despite the close rela­
tionship between AOL and Dmdge, and the control AOL exerted over Dmdge's col­
umn, the court held that AOL did not adopt the columnist's speech and was not a 
content provider." The courts also have held that unsolicited third-party statements 
posted on a service provider's system are not adopted by the service provider^ Fi­
nally courts have resisted attempts by plaintiffs to circumvent the statutory immunity 
by allowing plaintiffs to plead tort suits for content as breach of contract suits or 
negligence suits." 

The Good Samaritan provision of the CDA has three significant areas that re­
main uncovered by its broad immunity. First, as mentioned above, the act does not 
provide immunity for content created by the interactive service provider Second the 
act does not provide immunity from criminal charges," and third, the act does'not 
provide immunity from any violation of intellectual property rights" This last issue 
was addressed in part by the Digital Millennium Copyright Act of 1998 (DMCA) ^ 
The DMCA provides immunity to interactive service providers for matenal posted on 
their system by a third party provided that: 1) the interactive service provider did not 
alter the matenal; 2) the interactive service provider has filed agent contact infonna­
tion for DMCA purposes with the Copyright OfTice of the Library of Congress' and 3) 
on receipt of proper notice, the interactive service provider removes the material from 
Its system." This immunity has not been tested in court. 

Hypothetical: Global Garlic, Inc. would not need to wony about tort liability for 
third-party statements made through interactive services provided through its website 
(e.g., ehatrooms). In addition, by following the DMCA procedures. Global Gariic 
could protect against liability for copyright infringement that occurs through material 

n.,.„ c J ^ " ' t ^ " " ^ ' • L ISC. § 230(c) (granting immunity to "a provider or user of an interactive com-
puicr service ). 

" 992 F. Supp_44 (D.D.C. 1998) 
» I d at 49. 

"Id 
" Id. at 49-50. 

m.„ , *" ̂ r / ' ™ " , ' ^ T ' ^ " ° " ' ' " ' ' ^•^'^ '^"^ ̂ " ' '"'^> ( ^ ^ ^ i " P^o^'der not liable for sute-
So 7 H ^ « " n ^ ^ ' " ' ' " ' ' ' ^ " • ' " ' ^ " * ^' C'' 2 ^ " ' (''^^8)- ^' A™ncaOnline, Inc., 718 
So.2d 385 (Fla. D.sl. Ct. App. 1998) (service provider nol liable for statements made in chat rooms) 

A . V * ' ^^ ' " "^ ^^"^ * ' ^' Electncili, Inc., 26 Media L. Rep. (BNA) 1032 (Cal 

^^'^iTs^'^S' f' '''^*^^^'''"°^'"'"'"''=''^-'=~*J''*"-^''''™"°'«=".al24, 
" Id § 230(e)(2). 

" Pub. L, No, 105-304, 112 Stal. 2860 (1998). 

" I d . § 202 (to be codified at 17 U.S.C, § 512), 



436 FOOD AND DRUG LAW JOURNAL VOL. 54 

posted on its website by a third party. Although Global Garlic still could find itself 
subject to criminal prosecution, the court would be required to consider the high value 
placed on scientific and educational speech disseminated through the Intemet. 

C. Jurisdiction 

Of great concem lo any company is the question of jurisdiction — where the 
company can expect to be "hauled into court." Because a website is accessible world­
wide, a company doing business through its website — or even simply maintaining a 
website — could, in theory, find itself subject to universal jurisdiction. For functional 
food and nutraceutical companies promoting products over the Intemet, jurisdictional 
considerations can be important in determining retail sales requirements, as well as 
state regulation of product promotions under state consumer protection statutes. 

While there is no universal mle on jurisdiction, courts generally have been sensi­
tive to the effect universal jurisdiction would have on e-commerce.** At the same time, 
courts do not want companies to have fi-ee reign to violate state laws or commit torts 
in cyberspace simply because the server maintaining the website is located outside the 
state. As a result, courts have attempted to strike a balance that satisfies the constitu­
tional limitations on jurisdiction. 

Only two district courts'"' have held that a purely passive website — one which 
does not permit the visitor to interact with the website — will subject a website opera­
tor to either the general or specific jurisdiction of the court in the fomm where the 
website is accessible. Rather, "something more is needed" for the exercise of junsdic-
lion.''* The level and nature of the contacts that provide this "something more" has 
varied significantly between courts." One test that has gained popularity first was 
articulated in Zippo Manufacturing Co. v. Zippo Dot Com, !nc.''° In Zippo. the court 
found that Intemet activities fall into three classes along a sliding scale. On one end of 
the scale are cases where a party cleariy does business in the fomm over the Intemet, 
such as by knowingly entering into contracts with fomm residents and, therefore, 
jurisdiction clearly is warranted." At the other end of the scale are cases with purely 
passive websites, where jurisdiction cleariy is unwarranted," In between, are cases 
involving interactive websites where the court must determine if the contacts are sub­
stantive enough to support jurisdiction; the court does this by examining the level of 
interactivity and the commercial nature of the exchange." In addition, for exercise of 
specific jurisdiction, the harm must anse from the contact with the fomm.'^ 

"S^e. e.g., Smilh v. Hobby Lobby Stores. Inc.. 968 F. Supp. 1356. 1364 (W.D. Ark. 1997). 
"'^eeGTE New Media Servs , Inc. v. Amerilech Corp .21 K. Supp.2d 27 (D D.C. 1998) (the j-jrisdic-

lional issue is now before the DC. Circuit Court of Appeals on interlocutory appeal). 44 F. Supp.2d 313. 1999 
WL 193891 (D.D.C.) (Mar. 29. 1999)); Telco Communications v. An Apple a Day, 977 F Supp. 404 (E.D Va. 
1997). 

" Panavision Infl LP v. Toeppen. 141 F.3d 1316. 1321 (9th Cir. 1998). 
Compare, e.g.. Inset Sys., Inc. v. Instruction Set, Inc., 937 F. Supp. 161 (D Conn. 1996) (passive 

website containing loll free number lo call for orders supports junsdiction. even wilhout evidence lhat anyone 
from Ihe forum actually had contacted Ihe company from the fomm state) with Blackburn v. Walker Oriental 
Rug Galleries, Inc .999 F. Supp. 636 (E D. Pa. 1998) (websiie that permined visitors to send e-mail lo website 
operator but had no other interactive features insufficient to support jurisdiction) and Millennium Enlertain-
menl. Inc. v. Millennium Music. LP, 4 Elec. Com. L. Rep. 249 (D. Ore. 1999) (BNA) (interactive website and 
"sporadic" contacts with forum insufficient to support jurisdiction). 

"'952 F. Supp. 1119 (W.D. Pa. 1997). 
" Id. at 1124. 
'- Id. 
'-' Id. 
" I d . at 1123, 1125. 
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The Zippo test presents a balanced approach that has become popular with courts.'' 
Zippo allows companies to use the Internet for e-commerce, without fear that they will 
be subject to universal jurisdiction. At the same time, it holds companies accountable 
for specific acts within a fomm that give rise to a cause of action. It also provides, in 
theory, a method of avoiding jurisdiction within a fomm that the company finds too 
onerous. For example, as a precondition to allowing a visitor to view information or 
conclude a transaction, a website operator could require the visitor to certify that he 
or she is not from a particular state.'" While no court has addressed whether such a 
certification will, in fact, prevent jurisdiction, it would be difficult to charactenze a 
website lhat actively avoids doing business in a particular state as "purposely avail­
ing itself of the fomm."" While a visitor to a site may lie in response to a question, 
courts are not sympathetic to plaintiffs that use deception as a method to establish 
jurisdiction.'* 

In addition, a website operator could attempt to limit jurisdiction by using a 
choice of forum clause. To use such a clause, the site should require an affirmative 
act, such as clicking "yes" on a pop-up window, as a precondition to viewing infor­
mation or transacting business on the site."' At least one court has found such a 
clause enforceable;*" in that case the parties concluded a commercial transaction 
and the choice of fomm clause was a term of the agreement. It remains unclear, 
however, if such a clause would be enforced as part of the terms and conditions for 
viewing a website. 

Hypothetical: If Global Garlic, Inc. wanted to limit its potential exposure to juris­
diction in inconvenient fora, it would have several options. Global Garlic could choose 
to maintain a purely passive website, such as one that permits no visitor to place 
orders through the website or to enter information. Such a strategy, however, would 
deny Global Garlic the pnmary advantage of a website as a marketing tool — the 
ability to interact with customers individually. Altematively, if Global Garlic were 
aware of specific jurisdictions it wished to avoid, it could ask customers to provide 
geographic information (e.g., zip codes), refusing to admit customers from these 
jurisdictions. Global Garlic also could require customers interacting with the website 
to agree to a choice of fomm clause, limiting junsdiction to the fomm prefcrtcd by 
Global Garlic. 

" See. e.g . Cybersell, Inc. v. Cybersell, Inc., 130 F.3d 414 (9th Cir. 1997); Atlantech Distribution. Inc v 
Credit Gen'l Ins., 30 F. Supp.2d 534, 538 (D. Md. 1998) (citing other cases); Amencan Homecare Fed'n, Inc. v 
Paragon Scientific Corp , 27 K Supp.2d 109, 113 (D. Conn. 1998); Edbergv. NeogenCorp.. I7F. Supp.2d 104, 
114 (D. Conn. 1998) (harmonizing Zippo with Inset Svstems): One World Botanicals Ltd v. Gulf Coast 
Nutritionals, Inc., 987 F. Supp. 317, 325 (D.N.J. 1997) (finding reasoning oi Zippo "persuasive"); Hohhy 
Lobby. 968 F. Supp. at 1369. flu/jee Telco Communications. 977 F Supp. al 406 (rejecting Zippo and follow­
ing ln.^et Sy.sleiks). 

'"' See Effross. supra note 36, at S-34. 
" See. e g.. International Shoe v. Stale of Washington, 326 US 310, 316 (1945); Hanson v Denckla, 357 

U.S. 235. 253 (1958); World-Wide Volkswagen Corp. v. Woodson, 444 U.S. 286. 297 {1980). 
'" See. e.g.. Millennium Enierlainmenl. supra note 69 (insulTicient contacts to sustain jurisdiction where 

plaintilT instigated defendant's contact with forum for sole purpose of obiainingjunsdiction); .vcfo/.v() Wyman v 
Newhouse, 93 F.2d 313 (2d Cir 1937) (niling personal jurisdiction procured by fraud void); May Dept Stores 
Co V, Wilansky, 900 E Supp. 1154, 1163-64 (E.D. Mo. 1996) (same). 

This mechanism is sometimes referred to as a "clickwrap " clause or license because the user "clicking " 
on an icon signifies assent to the lenns and conditions. The name denves from the practice of software manufac­
lurers of including license terms for use of the software, terms to which Ihe purchaser assents by tearing olVthe 
"bhrinkwrap" that covers the product packaging. See ProCD. Inc. v Zeidcnberg, 86 F.3d 1447, 1449 (7th Cir. 
1996) (defining "shnnkwrap"). 

Decker v Circus Circus Hotel, 4 Elec, Com. L. Rep. 506 (D.N.J. 1999) (BNA). 
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D. Privacy 

A website operator can collect personal infomiation from a visitor without the 
visitors consent or knowledge, which has created concem among pnvatc citizens. 

to s and legislators regarding personal privacy.'' Consistent with the pnncip^s 
sef forth in the Frame.vrk for Global Electronic Commerce." the Clinton Adminis-
Stion has looked to the pnvate sector to self regulate in the face of growing concertos 
about privacy.'' Although there has been some effort by vanous industry groups to 
create volun ary guidelines," the Federal Trade Commission (FTC) has expressed 
Concem that Z approach may not prove sufTicient. In its June 1998 report to Con^ 
orcss the FTC noted that while over ninety percent of websites surveyed collected 
personal infomiation from visitors, only fourteen percent provided any notice, and 
only two percent provided notice by means of a comprehensive pnvacy policy. The 
infomiation collected included the visitor's name, address (both electronic and physi­
cal), social sccunty number, hobbies, and spending habitŝ  

The FTC has expressed particular concem with websites directed at children. 
Neariy ninety percent of websites directed at children collected persona daU from 
children, typically without any opportunity for parental intervention." addition 
the FTC reported that many sites directed at children offered incentives for children to 
provide personal infomiation about themselves, their parents, their parents income, 
and their parents' and their own spending habits."* 

in response to these concems. Congress passed, as part of the Omnibus Conso -
dated and Emergency Supplemental Appropnations Act,*' the Children s Online Pri­
vacy Protection Act of 1998 (COPPA).- The act forbids the operator of a vvebsite o 
online service "directed to children," or an operator who has personal knowledge tha 
mfomiation is provided by a child, from stonng, retrieving, or disclosmg person 1 

fomiation without first obtaining verifiable parental consent. The regulations per̂  
:;:parents to withdraw consent at any time. COPPA a'so -quires the opera o o 
provide notice on the website that infomiation is collected from children. The notice 
must include what type of infomiation the operator collects, how the operator stor s, 
T s , and protects the infomiation, and must state the operator's disclosure policy 
The act entitles parents to request more detailed infomiation on what infomiation the 

" See generally Enka S. Koster. Zero Pnvacy: Personal Data on the Internet. L .* ' - J""^ 

I ggq at 7 Walter A EITross Preparing. Preventing, and Parrying Public and Privaie Profiling. STAN. J T ^ 

c " : ™ / o n ? J ! ! / L . - . o « Ocean: Living With .Anonymity. Digital Cash, and Distributed Da.abase.s. 15 U 

"'isfue^by "e a l l - Administration. July 1. 1997, The White House. Framework tor Global FJec-

<www doc.gov/ecommcrce/E-comm.pdt>. 

: ; i i ^ ^ ^ ' : : n : : » " : : ^ ' 2 ; 2 ; ^ e c e n l studies suggest, however, t h . ^ 

nearly 99% of all consumer irafnc, posted pnvacy policies and that 12 /o tollowec r i c s re 

practices). 
FTC RtPORT. supra note 33, at 25. 
Id. at iii-iv, 31. 

"' Id. al 5-6. 33. 
Pub. L. No. 105-277. 112 Slat. 2681 (1998). 

"112 Stat. 2681-2728. 
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whose parents reftise to consent to the collection of personal infomiation. Finally, th 
r c t t q u ' s ^e operator to develop reasonable safeguards to protect any personal 

" ' T l i r h c S t ' l has not passed a law requinng operators of websites targeting 
adult^ to obey^ rt rivacy mles, the FTC's Online Pnvacy Report identified five 
basic prinapL for coLcting and managing personal infomiation from end-users. 

. Notice/Awareness - identifytng to consumers what, 
collected for what purposes it will be collected, and to whom it will be disclosed 

. C oice Ĉ ^̂ ^̂  - g-ng consumers options as to whether to P - d e P"son 
infomiation, and, ideally, providing a consumer with control over how the infor 

. T Z : ^ ^ - allo-ng a consumer to have access to persona, data col-

secure and to maintain it accurately; and 
. EnforcementyRedress - providing a consumer with some mechanism for enforc 

ing his or her rights. 

,n the health industry, pnvacy concems are acute, P^^'- '^ 'y^^'eroe 'clmT-
and consumers For example, the U.S. House of Representatives Comnierce Commit 
ee recentryTpproved an amendment to a secunties bill to require that consumers 
f^i^atw y '^^t in" before their medical infomiation may be shared with affiliates 

o f t l d part.es' in addition, businesses with operations m Europe must concem 
them ete v̂  th the European Union Pnvacy Directive,'^ which prohibits an entity in 
he EU opean Union from transferring personal data to an entity in a counto^ th 
pro'd s msufftcent protection for personal infomiation. Thus, although a web ite 
oper l r neld not com'ply with the FTC's suggested practices, it would be pmdent to 

'""^Hypothetical: To resume the example. Global Garlic, Inc. may - s h to collect 
personal infomiation from visitors to its site, either through cookies - o t ^ - -
such as questionnaires. Although nothing requires Global Garlic to fon^ulate a pî ^ 
vacy poHcy and notify consumers, it would be responsible to do so, - d .kely - u ^ 
foster good will with both consumers and regulators. This policy could, ideally, be 
•• -•^eactalsoincludessever.lsafehart.rprov.s.nsanda^ 

fonn of negotmted nilemakmg with industiy representatives. The FTC recently has 

implement COPPA. 5ee 64 Fed. Reg. 22.750 (Apr. 27, 1999). 

requires a visitor to affinnatively prohibit the collection and use of personal infonnalion. 

' id. al 9. 
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u A th. î TP'̂  five basic nnnciples: notification/awareness, choice/consent, ac-

the provisions of COPPA. 

IV REGULATORY FRAMEWORK: HEALTH-RELATED PROMOTIONS FOR FOOD 

AND DIETARY SUPPLEMENT PRODUCTS ON THE INTERNET 

A. Overlapping Authority of the FTC FDA, and States 

HP.I.h related promotions for foods and dietary supplements on the Intemet are 
Health-rela ed promot Administration (FDA) because of 

regulated by both the FTC at^d | ^^^^^ ^^^^^^^ 
the overiapping scope of their '̂ Ĵ̂ ^ 
theFederalTradeCommission Act(FTC Act) topromuu rhe 

'The FTCs junsdiction over advertising extends to matenals that qualify as food 

of u I L l a n J g b « c e „ ,h. .wo ^ i " " - " " f ^ ' ^ f ; , " ^ ^ ^ ^ S > i l e d 
sumed pnmary respo.s.b.ll., f « regu ..mg ' " " ^ ' ' ' r r a t r h al h .ela.ed promo-
primary ,cspons,bili.y for rcgula.mg ' " " ^ ^ ^ ^ ^ ^ " ons.. u bo.h advemsing 
lions of food and die.ary supplemems on .he 1"'=™" " " i ' ^""pp^ „ „ „ ,„„,t,er .o 
and labeling, depending » " ' J - - ^ 4^r^^^^^^^^^^^^^ are e n U - .n 

-Ch311 38Slat.717(1914)(codifiedasamendeda,15U.S.C 5§41-64(1994)). 
« 15 U.S.C. <! 45(a)(1) (FTC Acl ii 5(a)( 1)). 

^i2(b) (FTC Act § 12(b)). 

N Y S 2d 129 131 (1956); Edwards v. Lubbock County. 33 S.W2d 482. 484 ( 
N.Y.S.^o 1Z-*. U l t cn., Oncriii K TlII-LAW OF ADVI;RTISIN(i § 17 02 (Ivvv). 

::̂ :Tr":7nsr;̂ û̂ ^̂ ^̂ ^ 
: " ; . S o ; " S " o Z i . P.or.r, . . , DII. .V S u . r . i . . s : A . A 
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related promotions continue to be regulated under the same regulations and guide­
lines applied to advertising and labeling disseminated through other media. 

Most states also have authonty lo regulate product promotions under consumer 
protection statutes, sometimes called "baby FTC Acts." These laws authonze states to 
regulate deceptive advertising under standards similar to FTC standards.- Typically, 
such acts define advertising broadly enough to encompass both FTC-regulated adver­
tising and FDA-regulated labeling on the Intemet. While states may regulate food 
and dietary supplement advertising and some labeling matters on antideception grounds, 
FDA requirements conceming health claims and nutrient content claims made in 
labeling preempt diffenng state labeling requirements."" 

B. Advertising 

Health-related claims are pennitted in food advertising, provided they are sub­
stantiated and nondeceptive. In fact, the same standards apply to stmcture/function 
claims and health claims made in advertising, even though such claims are subject 
to different standards when made in food labeling. The same standards apply whether 
promotional materials are disseminated on the Intemet or through other media. The 
FTC standards that must be satisfied to ensure that a claim is nondeceptive and 
substantiated have been developed through FTC case law, and articulated in FTC 
policy statements.- In determining whether health-related claims are tm hful 
nondeceptive, and substantiated, the FTC considers the 
made, the context in which they are used, and the factua evidence on which the 
claims are founded. In its most recent policy statement, the FTC has descnbed its 
standard as a "tmth-in-advertising law [which] can be boiled down to two common-
sense propositions: (1) advertising must be tmthful and not misleading; and (2 
before disseminating an ad, advertisers must have adequate substantiation for all 

product claims.""^ . , • 
Advertisers are responsible for substantiating both express and implied claims 

In detennining what claims require substantiation, advertisers must consider the net 
impression" of the advertising in view of the text, product name, and any graphic 
elements of the advertising.- The FTC has emphasized that its substantiation stan­
dard is a flexible one that depends on many factors. For claims about the efficacy and 
safety of foods, the FTC typically considers "all fonns of competent and reliable scien­
tific research when evaluating substantiation."' - A central consideration in constmcting 
health-related claims for foods and dietary supplements is that claims be wntten in a 
manner that "matches" the level and quality of scientific evidence, and takes into 
account the overall trend in the body of relevant scientific evidencê  In some cases, 
qualified language is necessary to avoid overstating the strength of the scientific evi­
dence suppijrting a claim (e.g., "two recent clinical studies reported or more re-
search is needed . . . " ) . " ' 

See RosDtK supra note 104, (i§ 13.06(1), 16.02. 

: s ! r : . r U note 107, a. 3,. ..ee also Deception Policy Statemenl. , ( ^ T C J 7 4 

(,983); Subsuntiatton Statement, 104 ETC. 839 (1984); Food Advertising Enforcement Policy Statement, 59 

Fed. Reg. 28.388 (June 1. 1994). 

"• DIETARY SuppctMENTS. supra note 107, at 3. 
Id at 24. 

'see^;Z. TK.ni: C M M ' . . G.M.KIC' CO.V T.S, F.«n, l l i . u i i CL.IMS IS Aovi.Kris,.,:: Hxicunvi. 

SuMM.̂ RY 5-6(1998). 
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The FTC recently published results from generic copy tests aimed at evaluating 
consumer understanding of qualified health claims. The qualified language studied 
by the FTC focused on characterizing the level of scientific support for the diet-dis-
case relationship, rather than disclosing additional dietary or other nsk factors for the 
disease The FTC concluded that its "research suggests that it is possible to communi­
cate limitations in the level of scientific support for diet-disease relationships that 
have not yet attained significant scientific agreement."'"' 

Hvpothetical- For Global Garlic, Inc., this means that under the FTC advertising 
standards, health promotions of gariic products on the Intemet may include claims 
conceming both proven and potential health benefits. Claims conceming the poten­
tial health benefits of gariic must be appropnately qualified to avoid consumer decep­
tion Accordingly the Global Gariic website might include a separate area dedicated 
to "emerging research conceming potential health benefits of gariic supplementation. 
This area might include such a claim as "two recent clinical studies in adult male camp­
ers reported that daily garlic supplementation reduced mosquito bites by 20 percent. 
More research is needed before any dietary recommendations can be made. 

C. Third-Party Literature 

Although FDA has the authonty to regulate literature used in connection with the 
sale of food products as labeling, DSHEA excluded from FDA's labeling authonty 
third-party literature used in the sale of dietary supplements."^ The FTC has assumed 
responsibility for regulating these matenals and will apply conventional antideception 
and substantiation policies to health infonnation contained in these matenals, as it 
docs with food advertising generally."" In contrast, similar matenals used in connec­
tion with the sale of food that do not meet the dietary supplement definition may 
qualify as labeling, and thus remain subject to the f\ill range of FDA food labeling 
regulations. The FTC has stated: 

[a]lthough the FTC does not regulate the contenl or accuracy of statements 
made in independently wntten and published books, articles, or other non­
commercial literature, FTC law does prohibit the deceptive use of such mate-

Usmg tie following rating scale (5=very sure. 4=somewhal sure. 3=neilher sure nor ""̂ "J-̂ ' 2=--;--
what unsure 1 =vei7 unsure), consumers participating in the study gave the following highly quali­
fied" claim an average score of 2.88. slightly under 3.0. a score defined to mean that scientists were 
•neither sure nor unsure" of the diet/disease relationship: "Scientists have know,, for some time 
about the special health benefits of fruits and vegetables that are nch in aniio.idants like vitamins A 
C and E Ealing plenty of these foods can reduce the risk of certain kinds of cancer Some medical 
studies are now finding that supplements containing these same antioxidant vitamins "^"y/-!^" ;^; 
duce the nsk of cancer. Ifs loo early to tell for sure. Some recent studies have failed lo sho. tha, 
thae iutamins protect agamst cancer Longer term re.searc h is needed 

FroE ! " C.,MM'N. G , : N 1 COPV TEST or F<K,o H,..a,i CLAIMS IN Aiw^̂ ^̂ ^̂ ^̂  

added) In conLt . con;umers gave Ihe following less-qualified health claim a score of 3.39. a score falling 
between "somewhat sure" and "neither sure nor unsure': 

lemists have known for some ume about the special health benefits of ft^s and vege.ables I a. a . 
rich in antioxidants like vitamins A, C and E. Eating plenty of these foods can - ^ u e " k of 
certain kinds of cancer Some medical studies are now finding tha, supplements - " ' " " " ' f ' '^"^ 
same antioxidant vitamins may al.so reduce lhe risk of cancer I , looks promising. 1 ^ ^ ^ ^ ^ 
won I be sure until longer lerm research ,s completed In the meantime, always eal« balanced d e 
with 5 to 9 servings of ft^.ts and vegetables a day And to make sure you get the antioxidant vitamms 
you want, try new ACE Antioxidant Supplemeni 

Id at 71, App. A al 23 (emphasis added). 
'"21 U.S.C. !) 343-2. 
'"See DiKTARY SuPPLi Ml NTS, supra note 107, at 24. 
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nals in marketing products. . . . As a practical matter, publications and other 
matenals that comply with the elements of the DSHEA provision, parti u^ 
lariy with the requirement that such matenals be truthful, not m. leading 
and balanced, also are likely to comply with FTC advertising law. 

DSHEA's third-party literature provision provides that Publication _whK:h 
is repnnted in its entirety, such as an 'article, chapter m a book or an official abstra t 
of a peer-reviewed scientific publication"'" appcanng in an ^J-le may e u d n 
connection with the sale of a dietary supplement to consumers when the publication is. 

not "false or misleading;" ,, 
. does not "promote" a "particular manufacturer or brand of dietary supplement 
. is "displayed or presented" with "other such items on the same subject matter, so 

as to present a balanced view of the available scientific infomiation conceming 

. l^iyThysTca'lly separate" from the dietary supplements themselves when dis­
played "in an establishment;" and 

. does nol have any infonnation "appended to it.'"^' 

Interpretation of the third-party literature provision in the context of the Intemet 
presents challenges in two specific areas. First, the requirement that there be no infor-
m r n 'appended" to the literature could present a significant obstacle to manufactur 
er. dissemmating third-party literature on the Internet. DSHEA provi es no defin, ion 
of "appended," but the temi commonly means "to add as a supplement^ at the end of 
a J k ' - or "t^ fix to: attach.- Given the companion provisions m DSHEA prohibit, g 
ihird-party literature promoting a "particular manufacturer or ^rand o dietao^ upp ^ 
ment," and requinng such literature to be kept "physically separate from products 
when displayed in an establishment discussed above, the prohibition on appended 
infomiation appears directed at the attachment of product or company logos, or other 
Identifying infomiation tha. impliedly would promote a particular ̂ °"^P^y "^^^^^ 
dietary supplement. To qualify under the third-party literature provision of DSHEA, it is 
important to present third-party literature using an Intemet application that creates an 
electronic separation between such literature and product promotions. This separation 
might be achieved, for example, by presenting a library of third-party ' ' te- t t^ 
separate area of a website from product sales infonnation in a manner that requires 
multiple "clicks" to travel the hyperiinks connecting the areas. 

Second, in interpreting the requirement that third-party literature be presen ed 
with other materials to create a "balanced view" of the scientific ' " f o — ; ; ^ e 
ability of the Intemet to provide access to diverse materials must be taken into consid­
eration WFTile the possibilifies will continue to expand with Intemet technology, two 
basic approaches frequently are taken. A library of balanced infomiat.on accompa­
nied by an index or bibliography may be provided on a single website. Altertiatively, a 
network of hyperiinks can be developed to provide access to a balanced selection o 
literature from existing online libranes. Whether this latter approach achieves fa. 
balance" depends on whether the overall virtual library is constructed a manner 
that gives consumers easy access to diverse infomiation and views on the health mat-

w. 
' " '21 u s e. §341-2(a)(DSHEA§5). 

- SEBSTER-S II NEW RIVERSIDE UNIV. DICTIONARY 118 (A.H. SoukhanovA K, Ellis eds.. 1994). 
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ter in question. For example. Global Gariic may establish a virtual library of informa­
tion on the effects of gariic on semm cholesterol levels by establishing hyperlinks to 
online literanire banks on this topic that are controlled by different scientific bodies 
(e.g., libranes sponsored by govemment, industry, and other relevant groups), 

D. Labeling 

FDA has broad jurisdiction to regulate the content of food and dietary supple­
ment labeling. Health-related claims included in labeling are subject to different FDA 
requirements, depending on the class in which the claim falls. 

The FDCA defines labeling to include "all labels and other written, pnnted, or 
graphic matter (1) upon any article or any of its containers or wrappers, or (2) accom­
panying such article."'" The scope of FDA authority over food labeling has been 
defined largely through the courts' interpretation of the term "accompanying." In 
Kordel v. United States,'" and United States v. Urbuieit,''̂ ^ the Supreme Court held 
that no physical connection must exist between pnnted or graphic maner and a prod­
uct for it to "accompany" the product within the meaning of the definition. In both 
cases, the Court held that Congress intended the material to accompany the product in 
the broad textual sense of explaining or supplementing the product "in the manner 
that a committee report of the Congress accompanies a bil l ." '" The Court looked to 
"the interstate transaction in its entirety" to detemiine whether the distribution of the 
literahjre and product were part of an "integrated distribution program which renders 
the literature labeling.'"" 

Since Kordel and Urbuteit, courts have interpreted "accompanying" broadly, to 
cffecUiate "the high purpose of the Act to protect consumers who under present condi­
tions are largely unable to protect themselves in this field."'" For example, courts 
have held that literature distributed to a customer prior to a product purchase may 
constitute labeling,'^' that lecmres and lecture notes may constiUite labeling,"" and 
that the newsletter of an ostensibly independent organization, which was in fact owned 
by individuals involved in the manufacture and marketing of the product, may consti-
njte labeling.'" 

Some courts have held that third-party literature written and published with no 
promotional intent, and that does not promote a particular product can constitute 
labeling when used by a vendor in connection with product sales. For example, in 

21 U.S.C. § 321 (m) (FDCA § 201(m)) (emphasis added). 
'•"'335 U.S. 345(1948). 
'" 335 U S, 355 (1948). 
'"•ATorrie/, 335 U.S. al 350. 
'" Urbuteil. 335 U.S. at 357; see Kordel. 335 U.S. al 349-50. 
' " KonM, 335 U.S. at 349. 
'-' United Slates v. 110 V Vapazone. 194 R Supp. 332 (N.D. Cal. 1961) (physical therapist acquired 

pamphlet from German vendor explaining use of device she bought while in Germany, ihen received delivery of 
device in United States). 

"° United Stales v. Hohensce. 243 E2d 367 (3d Cir. 1957) (lectures following closely on introduction of 
product locally); see also Nature Food Ctrs,. Inc. v United Stales. 310 F.2d 67, 70 (1 st Cir. 1962) (lecture notes 
sold separately at lectures extolling virtue of products might "incur liability for false labeling"). 

'" United Slates v. Vital Health Prods,, Ltd., 786 f. Supp. 761 (E.D. Wis. 1992). ajf dsub nom. United 
States v. Lebeau, 985 E2d 563 (7th Cir 1993) (considering newsletter published through separate corporation 
owned by manufacturer extolling virtues of "peroxide therapy" part of labeling of manufacturer's peroxide 
products); United States v. Sene X Eleemosynary Corp.. Inc.. 479 F. Supp. 970 (S D. Fla 1979) (holding sepa­
rately organized "club" operated by person in close association with manufacmrer and used lo distnbule infor­
mation part of integrated scheme). 
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United States v. 250 Jars of U.S Fancy Pure Honey:'' an FDA inspector entered a 
health food store and asked for infomiation on honey. The clerk directed the inspector 
to a book entitled About Honev and gave the inspector a copy of a newspaper article 
entitled "Eat Honey and Increase Your Vitality." The store displayed copies of the 
book for sale near its honey display (although in the book section of its store) and 
mailed copies of the newspaper article to customers on its mailing list.' The distncl 
court held that, although the book and newspaper article were wntten by independent 
third parties and did not advertise a particular brand of honey, the matenal constituted 
labeling within the FDCA's meaning.'" A similar result was reached in Untted States 
V 8 Cartons Plantation The Original" etc. Molasses.''̂  In that case, a health food 
store actively promoted a book about blackstrap molasses, prominently displayed a 
repnnt of an article from a popular magazine about the book, and showed the book to 
customers who appeared interested in molasses. While the court was careful to state 
that the publisher mav freely publish and sell the book "even in stores where 'Planta­
tion' blackstrap molasses is sold,""^ the court held that the store's actions in this case 
constituted a "distnbution plan" that converted the book into labeling.'" 

By contrast, in United States v, 24 Bottles etc. Sterling Vinegar and Honev 
etc a health food store sold a popular book on the virtues ot vinegar and honey 
mixtures as folk remedies. A third party created a mixture based on the recipe in the 
book which the health food store also sold. When the FDA sought to condemn the 
book'and the mixture, the U.S. Court of Appeals for the Second Circmt held that the 
book was not labeling within the meaning of the statute.'" Cntical to the court s 
detemiination was the absence of an "integrated scheme" on the part of the store to 
promote the book and mixture together.'« The court acknowledged that sales of the 
book would increase sales of the mixture, but found this did not create a sufficient 
nexus between the book and the mixture in the hands of the vendor to transfonn the 
book to labeling.'"" 

The requirement for a nexus between literature and product also was addressed in 
Untted Slates v Albertv Food Products:'' where the court detennined that Alberty 
could not satisfy the requirement that directions for use and adequate warnings appear 
on the labeling when the directions and warnings appeared in literaUire mailed to pro­
spective customers. The court stated that "where, as here, the literature and the dmgs do 
not have a common destination and the literature is not shipped to either a distnbutor ot 
the dmg or a consumer of the dmg, it would be in derogation of the Act to broaden 
ftirther the content of the verb 'accompany' as employed m § 201(m)(2) [ot the ''DCA), 
21 U S C A § 32I(m)(2).""" The court went on to limit the application of Kordel to 
"cases where the literature has the same destination as the dmg, and hence will likely 
reach the hands of the consumer to serve the purposes for which labeling is intended. 

' " 218 F. Supp. 208. 209 (E.D. Mich. 1963). ajj'd, 344 F2d 288 (6th Cir 1965). 
"'218F. Supp. at 209-10. 

Id at21l-12, 
' " 103 ESupp. 626(W,D.N.Y. 1951). 
'"• W. at 628. 

W. 
338 F.2d 157, 159-60 (2d Cir 1964). 

" 'W. 
' " Id. at 160. 

- 98 F SUSP'23 (S.D. Cal. 1951), aff'dsub nom Alberty Food Prods, v. United States. 194 R2d 463 

(9th Cir. 1952). 
'" Id 

Id 
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Thus the labeling of a product need not physically accompany the product in the 
distribu on channels Labehng can take the fomi of any wntten or graphic matter 

c ud n mat r prepared by third parties (except when the literature qualifies under 
h hi d pTrty Hteramre provision of DSHEA) even when referring to a general com^ 

mod ty (such as honey) rather than to a specific product or brand. In interpreting the 
Ta ng defuiU on, courts have looked not merely to the specific text or representation 
n 0 est-orbt ^ role of the infomiation in the entire context of the sales transac-
o'n 0 currin^^^ the chain of distnbution. If the matter is part of an integrated scheme 

o l t e the product, with a readily discernible nexus between product sales and^he 
matter, the representation will constitute labeling under section 201(m) o the FDCA, 
and be subiect to FDA food and dietary supplement labeling requirements. 

Th s m labeling analysis would apply to pnnted or graphic matter appcanng 
n ihe Interne Where a textual nexus can be established between a product and 

pnnted o r T a p h i r m ^ L appcanng on the Intemet, regulator standards applicable 
to labeling (rather than advertising) would apply. 

Wh"le I IS clear that increasing the electronic distance between infomiation and 
the p^ of sale reduces the likelihood that matenal will quality as labeling, no br ghi-
ime can be articulated. Whenever Intemet matter ftinctions to supplement or 

: Jn ' ' a product and is part of an integrated marketing scheme to sell products, it ts 
susceptible to regulation as labeling under existing FDCA precedents. 

Tl thet ical- Retuming to Global Gariic, health claims conceming asserted b n-
c f i t s X r l upplements m "preventing heart attack and stroke" appearmg on the 
ame page of the manufacturer's website as an online product order fomi would con 
î u e abeling Under current FDA policy, heart attack and stroke claims would be 

prhibited unTess specifically authonzed under FDA premarket approval or notifica-
tion procedures for health claims. 

E. FDA Regulation of Health-Related Claims 

1. Drug Claims 
In addition to FDA's direct junsdiction over the content of food and dietary supple-
H i X r F D A mav consider health infomiation and claims disseminated through 

Z : ^ ^ : : ^ ^ .nfonnation in detemiin.ng whether suĉ  P — 
m.kme drue claims which would subject them to premarket approval under the FDCA. 

The ac d^rme^^^^^ -'"'^^ P^"'^"'^' T 1 ' ^ ^ ; Z ^ 

F 2d at 563; 250 Jars. 218 F. Supp. at 211. 
'"21 CER. § 201.128. 



1999 
PROMOTING ON THE INTERNET 447 

Courts have held that disease claims made '^.rd parties m ^ 

J ^ l Z ^ " ^ > . , ~ . , ^ ' ^ »pon»nng webs,«s, .pp-opr,a,= d.cl„me,s should be 

' ' " " C * " - " A H appropnale d.scla,™r could „ . « "Global Garlic's products arc 
r o o d f L ' ^ S ^ o l c l , fo^d J a ^ use and „„, ,0 prc™^̂ ^̂ ^̂ ^̂ ^̂  

The dme definition only covers "articles intended Jor use as dmgŝ  ro 

ot render the commodity categoncally a dmg. On the other ^and whe gene 
disease claims even for commodities, are disseminated in a way that implies an in 
S e d u t o f part-cular articles (e.g., brands) of the commodity, such claims poten­
tially would tngger dmg regulation for such articles. 

i':i:=,:rjosX^^^^^ 
Such a website might discuss the emerging scie„,,f,c ' ™ J f ^ f ,̂  ^^^^^ 
,,bo,,sm and the relationship betweetj al, cm 
Provided the disease claims on the Allicin Alliance WCDMIC 
specific articles of gariic or allien product, they P - 1̂  ^̂ ^̂ ^̂ ^̂ ^̂ ^̂  

hyperiinks between the Global Gariic and Alliance websites. 

2. Health Claims 

A .safe harbor exclusion from the dmg definition protects food o j - . a r y supplê  
ment products making health claims in labeling from regulation as dmgs, when such 

u. See. eg . V.E. Irons, Inc. v. United States. 244 F2d 34, 40. n.6 (Ist Cir. 1957). 

362 F.2d 923 (3d Cir. 1966). 

Id. at 926. 

Id 
'"21 U.S.C. 1} 321(g)(1)(B) (emphasis added). 
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claims either are authonzed by FDA regulation under the Nutrition Labeling and 
, nn Art of 1990 (NLEA) '" or authonzed under the premarket notification 

rtced es b IS eTb the Food and Dmg Administration Modemization Act o 
997 ?FD AM̂ ^̂ ^̂ ^ fo^ ^ '^^'^ '^ ' --^ ' ' ' ' ' ' °" ^" "authoritative statement of a fedcra 
cTenific body (e.g., the Centers for Disease Control and Prevention),'̂  A health 

c m any c a m'"n.ade in the label or labeling of the food which expressly or by 

^ T e a t i o : . . c ; - e n z e s d . r . . . r ^ ^ ^ ^ ^ 

— t i n g or i ^ ; ; : ^ produc.. mtended „ , c u r . 
mitmate treat or prevent any deviation from a nomial body function that has a char 
T c S ; set of signs or symptoms.̂ ^ , Health claims often cons.itutc express or 
implied disease prevention claims.'̂ " 

3. Structure/Function Claims 

In contrast to health claims, stmcture/ftinction claims can be made in food or 
dietari supplement labeling under essentially .he same standards the FTC app ics to 

m^ in advertising. Stmcture/function claims describe the etTecl ot a tood or dietary 
I men. on the stmcture or function of the body. These claims typically describe 

he roirof a food in promoting nomial growth and development, or characterize h 
non^ 1 m chanism by which these benefits occur m the body. A classic examp ot a 
i r tu rT/ unction claim is "calcium helps build and maintam strong bones. The 

FS^^rrequ^res no premarket approval before stmcture/function c aims can be ma e 
L labe'ng '̂ ^ Such claims are pemi.tted provided they are stated in a ,m, fu and 

onmtleading manner and are substantiated by appropnate scientific evu êncc. 
J T 'on 403(r)(6) of the FDCA. a postmarket notification must be filed with 
S A wh a stmc u e/Lc,ion claim is made for a dietary ingredient ol a dietary 
uplment. No such notification requirement applies when stmcture/function claim 

are made for foods or dietary ingredients (e.g., essential nutrients) under section 

' ' ' f r p ^ U m F D ^ p r o ^ ^ ^ ^ ^ 

„ JtLncfion claims and'dmg claims.'-' The proposal stales that stmcturc/tunclion 

- - .U43( r ) (3 , ,BVUndcr theNLE.Pub^UN.U 

M l non, J2 I . D ' . M l . no l . . . 343-1 343-1 .o.e, J4J, „ 5 ^ t 343(cK3lini Un-

C/,;im. „„d//.c'F-rv,.4mcW»,.n,,4XF,H,i,& ORUCL.J. 631 (1993). 

' -Pub .L .No . 105-115. I l l Stat. 2296(1997). s,0114(a)(1) KDA-approved health 
- 2 1 US.C. §!j.143(r)(3)(C),.343(r)(l)(B);.^«'«/i"21 C.F.R. !) 101.14(a)( I). ,P 

claims are codified al 21 C.F.R. pi. 101. subpt. E. 

' ' "T l U.S.C. § 343(r)(l)(B). 

- ' 6 3 Fed. Rce. 23.624, 23.632 (Apr 19, 199X). 

• "21 C ER. t) 101.72. 

'••'21 U.S.C. § 321(g)(1)(C) (FDCA t!201(i;l(l KB)) 

'« Id 32l(n). 343(a). 

63 Fed Reg. al 23.624. 



1999 PROMOTING ON THE INTERNET 449 

claims may "descnbe the role of a nutnent or dietary ingredient intended to affect lhe 
stmcture or function in humans or that characterize the documented mechanism by 
which a nutrient or dietary ingredient acts to maintain such stmcture or function. . . . 
The proposal distinguishes stmcture/function claims from disease claims that trigger 
dmg status and premarket approval requirements. For this purpose, the proposal de­
fines disease to include; 

any deviation from, impainnent of or intemiption of the nomial stmcture or 
function of anv part, organ, or system (or combination thereoO of the body that 
IS manifested by a charactenslic set of one or inore signs or symptoms, includ­
ing laboratory or clinical mcasuremenis lhat are charactenslic ofa disease.'" 

4. Claims Concerning Nutrient and Dietaiy Ingredient Levels 

Claims characlcnzing the level of nutntional constituents, including nutncnts'̂ ^ 
and dietary ingredients,'"^ in food or dietary supplements through absolute tcmis (e g . 
"low" or "high") or comparative tenns (e.g., "reduced" or "more") must comply with 
FDA definitions of these temis when claims appear m labeling. Claims using tcmis 
lhat are undefined in FDA regulations are prohibited in labeling."^ Simple quantita­
tive descnptions (e.g., "six grams of protein" or "100 milligrams of lycopene") that do 
not "charactenze" the level of constituents with temis suggesting the level is benefi­
cially high or low (e.g., "onlv 5 grams... ") can be used in labeling without premarket 
approval.'"' 

To avoid consumer deception through the inconsistent use of FDA-detined tcrnis 
in labeling and advertising, the FTC generally applies FDA requirements to the same 
temis used in food advertising. For undefined temis, the FTC considers the standards 
underlying FDA regulations for relevam defined temis in detemnning whether claims 
are substantiated and nondeceptive.'-" For example, the FTC probably would require 
foods promoted as a "great souree of calcium" to confomi generally with the cntcria 
for the defined claim "high calcium" because the claims essentially are synonymous. 

F. Putting It Together: Rules-of-Thwnb for Health-Related Promotions 

on the Internet 

Considering the substantiation and deception policies that are applied to Internet 
advertising by the FTC and the states, and the specialized regulatory framework cur­
rently goveming labeling and disease claims on the Inlernet, some clear "mies-of 
thumb" can help guide heaUh-related promotions on the Intemet by manufacturers of 
functional foods and nutraceuticals. 

• At a minimum, express and implied health-related claims should be fully sub­
stantiated by appropnate scientific evidence before posting on the Intemet, 

" • Id at 23,632. 

Id. 

'"2 \ U.S.C. i)§ 343(q)(l),(r)(l)(A). 

""/,/. 321(0(1). 

" 21 C.l-.R. ^1)1.13. FOA-approvcdclaiins;irccodiliL-d;it21 C FR pt. 101.subpt IJ. 

'"5lk'l!>!.K!LT!<ADl.Co^iM•^,F.^^OKC l.Mt^l POI.K Y SrAtLMiM ON F0..1. Ai.vi RTISING 6-1 7 (May 1994). 
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and itnpliet̂  claims ni , „ „ ,„ supportive 

ci-'̂ r:::::r,:i;si;'̂ â=;̂ tre'̂ ',̂ :nshipbc»ee„ 
• ofany E -ieta^ Supplement or constiiuen, and disease ma, ap­

pear on the imemel in one of the following ways: 

r 1 „f -ihird nam- literature" fot a dietary supplement lhat 
prcs^lL r S o l t i r a ° L n : : trprovidcs -fair balance- and docs no, pr„-

r TSnj;'rpotn.°of-P"tĉ-. —• " ~' 
(4) m l»>'=l'''e P ^ regulations or is based on the "authori-

; : , e ; : : r t ° ; t a " l : l " a c r ^ c b„dy .^d . au,h„ri.ed under the FOAM, 

premarket clearance procedure. 
Health related claims that do not expressly or impliedly charactenze the relation-

r i n c ™ S l t ^ claims and genera, health info™at,on (e.g., di-

r r m f t l t o t e r i z i n g the level of nutrients, dietary ingredients or other c<,nstitu-

• e Tn"o supplements in labeling ° ^ ' - " ~ r , h t , t cTo"t 

T e t ^ t g bu^shTuy t ' u s e r m a manner tha, is consistent with any relevant 

FDA-defined claims (e.g., "high in calcium ). 

V. CONCLUSION 

. ' « ^ ' = ' « ^ 

" " B ^ r r o f l e raptd scientific - - J ; - ^ - ^ j r f r r " n d 
and volume of health information - ' l ^ ' ' ' ' ' ° ^ T s i v e growth in the 

rrr;:h:=::y=r:Lrre\:r:sXar. consumers, the 



1999 PROMOTING ON THE INTERNET 451 

need for manufacturers to carefully review their Intemet promotions on a case-by-case 
basis to ensure regulatory compliance is great. 

The Intemet represents an exciung new medium for transmitting health and nu-
tntion information to consumers. Because of the relative newness of the medium and 
its rapid expansion, some appear to have developed a mistaken idea that the Intemet 
is a "Wild West" where anything goes. This is not the case. While a speaker can 
expect to enjoy the same degree of First Amendment protection on the Intemet as 
elsewhere, the Intemet does not provide people with a license to ignore existing mles 
goveming the advertising and labeling of products that make health-related claims. 
Furthemiore, those using the Intemet should exercise particular caution when taking 
advantage of the capabilities of the medium, particulariy in the area of pnvacy. 
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Mr. Chairman. Members of the Panel. Good aftemoon. 

I am Dr. Bill Soller, Senior Vice President and Director of Science & Technology of the 
Consumer Healthcare Products Association (CHPA), the 120-year-old trade organization 
representing the manufacturers and distributors of dietary supplements and 
nonprescription medicines. CHPA has over 200 members across the manufacturing, 
distribution, supply, research and advertising sectors of the self-care industry. 

CHPA has commented on numerous aspects of the evolving regulatory framework for 
dietary supplements, including aspects relating to claims, advertising, promotion, adverse 
experience reporting, Good Manufacturing Practices (GMPs), analytical methods, among 
other areas of interest to our members. 

I addressed the White House Commission on Complementary and Altemative Medicine 
Policy (WHCCAMP; hereafter, the Commission) at its March 16, 2001, Minnesota Town 
meeting, where I commented on the need for the Commission to support actively the 
appropriate funding of the Food and Drug Administration (FDA) to implement its long-
range plan for dietary supplements. 

I repeat this plea today, noting that last week at a hearing of the House Committee on 
Govemment Reform Mr. Joe Levitt, director of the FDA Center for Food Safety and 
Applied Nutrition (CFSAN), indicated CFSAN seeks appropriations of $6 million per 
year, starting with $3 million, scaling up in the second year to about $4.5 million, and 
reaching full funding in year three. 

If Complementary and Altemative Medical (CAM) practitioners are concemed with 
quality and labeling issues affecting dietary supplements, then fiscal support to develop 
reasonable standardization that appropriately implement the statutory provisions of the 

1150 Connecticut Avenue, N.W., Washington, D.C 20036-4193 • Tel: 202-429-9260 • Fax:202-223-6835 • www.chpa-info.org 
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Dietary Supplement Health and Education Act (DSHEA) is vital to their interests, as well 
as those of consumers, patients, and, indeed, the industry. 

I thank you for your invitation to me to retum to the Commission to address the following 
questions pertaining to CAM information, specifically: 

Are current regulations adequate to assure consumer access and assure consumer 
safety? 

• What are the barriers to consumers getting the information they need? 
• What is the company responsibility in providing information to the consumer? 
• Is the information provided to consumers accurate, adequate and useful? 
" What recommendations the Commission should consider in their report to the 

President and Congress? 

The answers to these questions should be set against the backdrop of Congress' intent in 
enacting DSHEA. Specifically, Congress wanted to facilitate providing consumers with 
products; information and education that would help promote health, and prevent disease 
through maintenance of healthy aspects of the structure and fiinction of their bodies. In 
fact. Congress notes in the "findings" section of the Act, that "consumers should be 
empowered to make choices about preventive health care programs based on data from 
scientific studies of health benefits related to particular dietary supplements." Clearly, 
adequate truthfiil information transfer is vital to meefing the intent of DSHEA. 

In addition, while my answers to these questions are made primarily from a dietary 
supplement standpoint, the general points that I make are applicable across other CAM 
product categories. 

Are current regulations adequate to assure consumer access and assure consumer 
safety? 

Yes, in relation to dietary supplements, both the FDA and the Federal Trade Commission 
(FTC) are on record stating they have the tools and the intention to regulate such 
products. For example: 

• On March 25, 1999, by Food and Dmg Administration Commissioner Jane E. 
Henney, M.D. before the House Committee on Govemment Reform stated: "FDA 
has tools at its disposal to take enforcement actions against dietary supplements found 
to have safety, labeling, or other violations of the FD&C Act, as amended by 
DSHEA." 

• Similarly, Ms. Jodie Bemstein, Director of the FTC Bureau of Consumer Protection, 
has given the Bureau's commitment to effective regulation of dietary supplements: 
"... FTC must and will continue to maintain an enforcement presence here, giving 
priority to cases that present serious safety considerations or prey on the very sick and 
especially vulnerable consumer." ' 

' Bemstein, J.: the FTC and Dietary Supplements. FDLl Conference on Substantiating Claims for Dietary 
Supplement Advertising and Labeling, Washington, D.C, November 13, 1997, 
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The Food and Dmg Administration (FDA) and the Federal Trade Commission (FTC) 
work together under a long-standing agreement goveming the division of responsibilities 
between the two agencies. As applied to dietary supplements :̂ FDA has the primary 
responsibility for claims on the product labeling, including packaging, inserts, and other 
promotional materials distributed at the point of sale; FTC has primary responsibility for 
claims in advertising, including print and broadcast ads, infomercials, catalogs, and 
similar direct markefing materials. 

The Food and Dmg Administration ' * has the power to: 
Stop any company from selling a dietary supplement that is toxic or unsanitar\' [see 
Food Dmg and Cosmefic (FDC) Act, Section 402(a)]; 
Stop the sale of a dietary supplement that has false or unsubstantiated claims [see 
FDC Act, Secfion 403(r)(6)]; 
Take action against dietary supplements that pose "a significant unreasonable risk of 
illness or injury" [see FDC Act, Section 402(f)]; 
Stop any company making a claim that a product cures or treats a disease [see FDC 
Act, Secfion 201(g)]; 
Stop a new dietary ingredient from being marketed if FDA does not receive enough 
safety data in advance (see FDC Act, Section 413); 
Require dietary supplements to meet strict manufacturing requirements (Good 
Manufacturing Practices), including potency, cleanliness and stability [see FDC Act. 
Section 402(g)]. 

The Federal Trade Commission ^ has the power to: 
• Enforce laws outlawing "unfair or deceptive acts or practices" - and false 

advertisements to ensure consumers get accurate information about dietary 
supplements, so they can make informed decisions about these products [see Federal 
Trade Commission (FTC) Act, Sections 5 and 12]; 

• Challenge and stop advertising that is not adequately substanfiated (see FTC's 
Deception Policy Statement and Advertising Substantiation Policy Statement); 

« Investigate complaints or questionable trade practices; FTC can investigate either 
informally or formally, where it has strong compulsory investigative authority, 
including the power to require a respondent to produce documents, give testimony, or 
answer written questions [see FTC Act, Sections 6(a and b) and 9]; 

" Federal Trade Commission, Bureau of Consumer Protection: Dietary Supplements: An Advertising 
Guide for Industry. 1998. (see vyww.ftc.gov) 
^ Taken from comments by Scott Bass, Esq. before Representative Dan Burton, Chairman of the House of 
Representatives Committee on Govemment Oversight, Oversight Hearing on the Dietary Supplement and 
Health Education Act of 1994, March 25, 1999. 

Soller, R. W.: Regulation in the Herb Market: The Myth of the Unregulated Industry. Herbalgram Feb.-
Mar., 2000. 
" An unfair trade practice is one that: causes or is likely to cause substantial injury to consumers; is not 
reasonably avoidable by consumers themselves; and not outweighed by countervailing benefits to 
consumers or competition (see FTC's Deception Policy Statement and Advertising Substantiation Policy 
Statement at www.ftc.gov). 
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• Following its own investigation, negotiate a consent order or proceed through an FTC 
adjudication resulfing in a cease and desist order, which can be quite broad in its 
scope (see FTC Act, Secfion 5); 

• Seek civil penalties for violations of cease and desist orders (see FTC Act Section 5). 

Given that both FDA and FTC have the tools they need to ensure dietary supplements are 
safe, effective, high quality and properly labeled and promoted, it is important for the 
Commission to consider support of the general position that both agencies should be 
adequately funded to ensure that DSHEA is appropriately implemented, consistent with 
Congress' intent in passing the statute. 

What are the barriers to consumers getting the information they need? 

The following is a categorical listing of barriers and facilitators to CAM information 
transfer to consumers: 

Barriers 
Rogue manufacturers making 

unsubstantiated claims 
Lack of research incentives 
Lack of a defined label waming 

policy within CFSAN' 
Too many information sources; no 

clear/central information authority 
Educationally-unprepared consumers, 

patients, and conventional healthcare 
practitioners 

Limited base of current science 
Limited standardization of CAM 

practitioner guidelines 

Facilitators 
Legitimate manufacturers making 

evidence-based claims 
NIH-sponsored research 
CFSAN's grant to lOM/NAS to develop 

a scientific approach to DS 
Health professional groups defining 

their roles as information multipliers 
Evidence-based CAM providers and 

consumer interest in visiting CAM 
providers 

Evolving science base for CAM products 
WHCCAMP recommendations to the 

President and Congress on licensing and 
continuing CAM education models 

What is the company responsibility in providing information to the consumer? 

By law, companies must ensure that their labeling^ and advertising is both truthful and 
not misleading," and we believe claims made by CAM practitioners about CAM products, 
especially dietary supplements, should be held to the same standard. 

On several occasions, CHPA has commented to FDA's Center for Food Safety and Applied Nutrition that 
the Center needs to articulate a clear labeling policy on when to warn. FDA has a long standing policy that 
has been used for consumer products, including OTC medicines and foods, which is that wamings (or 
decisions about product availability) should be "scientifically documented, clinically significant, and 
important to the safe and effective use of the product by the consumer." The importance of such a policy 
openly acknowledged by the Center cannot be underestimated, as it focuses public health decisions on the 
first hurdle, scientific documentation, as the basis for decision making. See also: [47 Federal Register 
1982: 54754]; [53 Federal Register 1988: 46213]; and Soller, R.W.: When to Wam. Regulatory Affairs 
Focus Vol 2 Issue 10 Oct 97. 

Food, Dmg Cosmetic Act; Dietary Supplement Health and Education Act of 1994 (Pub. L. 103-417). 
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Is the information provided to consumers accurate, adequate and useful? 

Given that consumer- and patient-related labeling, advertising, and promotion must be by 
law both truthful and not misleading, the question is better re-fi-amed in two parts: 
• Is enforcement adequate to ensure the information provided to consumers is accurate. 

adequate and useful? 
« Since both FDA and FTC acknowledge they have the statutory tools needed to 

implement the labeling and promotional provisions of the Food Dmg Cosmetic Act 
and Federal Trade Commission Act, do FDA and FTC have the fiscal resources 
needed for adequately fiilfilling their statute-derived enforcement functions, 
consistent with existing law? 

Furthermore, CAM practitioners may distribute CAM-related products, including dietary 
supplements. It is therefore important that they be cognizant of the regulations and 
policies promulgated by FDA and FTC. For example, FDA has issued regulations 
pertaining to nutritional labeling, stmcture/ftinction claims and health claims, to name 
two areas of specific interest. 

FTC has re-issued a compilation of its policies, tailored for dietary supplement 
manufacturers (i.e., "Dietary Supplements: An Advertising Guide for Industry "). FTC 
notes in this policy guide, for example, that supplement marketers should ensure that 
anyone involved in promoting products is familiar with basic FTC advertising principles. 
The FTC has taken action not just against supplement manufacturers, but also, in 
appropriate circumstances, against ad agencies, distributors, retailers, catalog companies, 
infomercial producers and others involved in deceptive promotions. Therefore FTC 
appropriately cautions that all parties who participate directly or indirectly in the 
marketing of dietary supplements have an obligation to make sure that claims are 
presented tmthfully and to check the adequacy of the support behind those claims. 

FTC's D/S Advertising Guide has been supported by our Association. Our members, 
many of whom have also marketed medicinal products under the policies set forth in the 
guidance, recognize the value of this guide in helping to inform companies of FTC 
policies. CHPA has broadly distributed copies of the Guide to its members and held 
workshops with FTC officials to review it and respond to questions. 

Companies complying with the law implementing regulations provide consumers with 
accurate and useful informafion on dietary supplements. Enforcement by FDA and FTC 
is intended to create a sufficiently broad environment of tmthfial and non-misleading 
information on consumer and professional products. Consequently, the issues are 

* The FTC's truth-in-advertising law can be boiled down to two common-sense propositions: 1) advertising 
must be tmthful and not misleading; and 2) before disseminating an ad, advertisers must have adequate 
substantiation for all objective product claims.- A deceptive ad is one that contains a misrepresentation or 
omission that is likely to mislead consumers acting reasonably under the circumstances to their detriment. 
The FTC's substantiation standard is a flexible one that depends on many factors. When evaluating claims 
about the efficacy and safety of foods, dietary supplements and dmgs, the FTC has typically applied a 
substantiation standard of competent and reliable scientific evidence. 
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whether FDA and FTC have sufficient resources to fulfill their enforcement dufies in this 
area, and whether CAM practitioners are sufficiently aware of their responsibilities in the 
context of promoting, for example, dietary supplements. 

What recommendations the Commission should consider in their report to the 
President and Congress? 

1. The Commission should provide a strong recommendation to the Administration to 
support for adequate funding for CFSAN to implement its long-range plan to regulate 
dietary supplements, consistent with DSHEA. 

Funding of reasonable, appropriately-targeted regulatory activities by CFSAN would 
help address a significant barrier to consumers getting accurate, adequate and useful 
information - i.e., address the practices of rogue manufacturers who ignore the 
statutory and regulatory framework of DSHEA. 

2. The Commission should consider encouraging FTC to develop industry and 
practitioner guides in the CAM product arena as was developed for dietary 
supplements. 

Such guides are helpful to define the standard expected of industry, allowing well-
intentioned manufacturers and practitioners to optimize their understanding of the 
ground mles. 

3. The Commission should support a consistent standard for advertising and promotion 
of all CAM products, as explained in part herein for dietary supplements. 

WS/jq DIETSUPAVhiteHouseCommissions/March Teslimony 2001 WHCCAMP Draft #2 
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Introduction 

Mark Land currently holds the position of Technical Manager at 

Boiron USA's headquarters in Newtown Square, PA. In this capacity Mark 

is responsible for Boiron USA distribution operations and regulatory 

compliance. Mark has 20 years experience at Boiron and participates in the 

elaboration and implementation of the strategy of Boiron USA as a member 

of the Management Team. 

We would like to thank this commission, commissioners and 

organizers for the opportunity to address you. We have followed with 

interest your work and look forward to contributing to the goals of the 

commission. 



Company Profile 

The Company 

Boiron was founded in 1932 in Lyon, France. It is now a leading firm specializing in the 

manufacture, marketing and distribution of homeopathic medicines worldwide. 

The Mission Statement 

To give every physician and healthcare professional the world over the opportunity to 

leam about homeopathic medicines and use them in daily practice. 

Facts About Boiron 

• Boiron USA operates facilities in the United States near Philadelphia (Newtown 

Square) and Los Angeles (Simi Valley). 

• Other subsidiaries in Canada, the Caribbean, Belgium, Italy, and Spain. 

• 2,500 employees worldwide. 

• Products sold in 61 countries. 

Boiron USA 

• Established in 1983 

• CEO: Thierry Boiron 

• Organized into three divisions: 

1. Marketing. Sales and Distribution, servicing independent pharmacies, natural-

product stores, food, drug and mass market stores. 

2. Boiron Institute, providing educational services to healthcare professionals. 

3. Boiron Research Foundation, working with major research centers, such as UCLA 

and University of Washington. 

Boiron: How To Reach Us 
Boiron Information Center: l-800-BOIRON-l 
www.boiron.coin 
E-mail; info@boiron.com 



Brief History of Homeopathy in the United States 

Homeopathy was developed more than 200 years ago by Samuel Hahnemann 

(1755-1843), a German physician. Homeopathy then developed through Europe and has 

been practiced in the United States for over 175 years. As early as 1834, many states 

established homeopathic medical societies, and by 1844 homeopathic trade associations 

and joumals emerged in the United States. The first pharmacopeia (unofficial) was 

published in 1841. The first official pharmacopeia has been continuously published since 

1897. There are currently numerous homeopathic medical boards, medical state 

societies, professional societies, and medical joumals in the United States. It is estimated 

that $230 million worth of homeopathic medicines are currently sold in the United States 

each year and that 10 million Americans use homeopathic medicines. . 



Legal and Regulatory Aspects 
of Homeopathic Medicines 

Key Points 

Homeopathy is unique within the category of CAM in that manufacturers are 

required to comply with strict dmg labeling and manufacturing regulations: 

Homeopathic products are officially classified as dmgs in the United 

States. 

Homeopathic manufacturing is required to comply with GMP (Good 

Manufacturing Practices). 

Applicable Legal Framework 

Homeopathic Medicines are Stringently Regulated by FDA 

Prior to the passage of the Federal Food, Dmg, and Cosmetic Act, ("FDCA") in 

1938", key homeopathic medicines were characterized as "dmgs." Congress codified 

this characterization in 1938, when, in passing the FDCA, it defined the term "dmg" to 

include "articles recognized in the official United States Pharmacopoeia, official 

Homeopathic Pharmacopoeia, or official National Formulary, or any supplement to any 

of them." '̂' This is the definition in effect today. 

In 1988 in cooperation with the homeopathic industry, FDA issued a compliance 

policy guide ("CPG") that set forth the agency's regulatory approach toward 

homeopathic medicines.̂ ' A CPG constitutes a formal "advisory opinion"'*'̂  that the 

agency, and the regulated community, is obligated to follow unless or until it is amended 

or revoked. 

The homeopathic CPG states that "[t]he FDCA recognizes as official the drugs 

and standards in the Homeopathic Pharmacopoeia of the United States and its 

supplements." Under the CPG, homeopathic medicines are subject to a broad array of 

" Pub L. No. 75-717, 52 Stat. 1040 (1938) (codified as amended at 21 U.S.C. §§ 301-392 (1994)). 
21 U.S.C. § 321(g). 
FDA Compliance Policy Guide, Sec. 400.400, (formerly CPG 7132.15). 

" 21 C.F.R. § 10.85(d)(3). 



quality control standards, much like other dmgs, including significant labeling 

requirements, manufacturing protocols, purity benchmarks and other FDA restrictions on 

dmg adulteration. Moreover, homeopathic manufacturers must follow stringent "good 

manufacturing practices" and are subject to routine FDA inspections. The homeopathic 

CPG also requires dmg manufacturers to register with the FDA and "list" their dmg 

products with the agency pursuant to the Dmg Listing Act. Homeopathic medicines are 

also subject to the same type of extensive labeling and promotional restricfions generally 

applicable to other dmg products marketed in the United States. In addition, 

homeopathic dmg manufacturers are subject to standards imposed by the Homeopathic 

Pharmacopoeia of the United States (HPUS), an "official compendium" recognized by 

Congress under the FDCA. 

It is also important to note that the Health Care Financing Administration 

("HCFA"), the agency that administers the federal Medicare program, treats homeopathic 

medicines as "covered" items and services for which reimbursement may be made. See 

42 U.S.C. § 1395x(t)(l); Medicare Carrier's Manual (HCFA Pub. 14-3) § 2049.1. 

The classification of homeopathic products as "dmgs" brings with it numerous 

rights and responsibilities. Homeopathic products are required to bear "adequate 

directions for use" as well as indications. They are required to make claims with respect 

to those conditions that the product may help. All claims must be consistent with the 

literature. 



Safety of Homeopathic Medicines 

Homeopathic medicines have an overall excellent safety profile owing to their 

lack of toxicity. They are well suited for the treatment of self-limiting conditions 

amenable to diagnosis by consumers, and because of their lack of toxicity, they are not 

contraindicated in patients taking other medications. 

The majority of these medicines sold in the United States are OTC. 

Research in Homeopathy 

More than 100 clinical trials have yielded positive results, including research 

centering on effectiveness in allergy, asthma, acute diarrhea, and withdrawal from minor 

tranquilizers. 

Because there have been many publications on the efficacy of homeopathic 

treatments, it has been possible to conduct synthesis studies, or meta-analyses, on these 

different trials. 

The three meta-analyses which have already been carried out have demonstrated 

homeopathic medicines' efficacy over placebo. 

The most recent, published in the September 1997 issue of the Lancet̂ ', is based 

on 186 clinical trials. The authors K. Linde and W. Jonas concluded that: "the findings 

of our meta-analysis are not compatible with the hypothesis that the clinical effects of 

homeopathy are completely due to placebo." 

Linde, K.. Clausius, N., Ramirez, G., Melchart, D., Eitel, P., Hedges, L.V., Jonas, W.B. 
THE LANCET 1997; 350: 834-843. 



Market Size Evaluation 

Worldwide Pharmaceutical Sales $211 billion 

Worldwide Homeopathic Phamiaceutical Sales $1.5 billion 

Total U.S. Phamiaceutical Sales $88 billion 

U.S. Sales of Homeopathic Medicines $230 million 

Distribution of Homeopathic Medicines at Retail in the U.S. 

Channel % Stocking 

Health Food Stores 95% 

Chain Pharmacies 70% 

Independent Pharmacies 30% 

Consumer Use of Homeopathic Medicines in the U.S. 

Eisenberg''' 1990 0.7% of those interviewed 

Eisenberĝ ' 1997 3.4% of those interviewed 

Eisenberg, D.M., Kessler. R.C, Foster, C, Norlock, F.E., Calkins, D.R., & Delbanco, T.L.. 
Unconventional Medicine in the United States: Prevalence, Costs and Pattems of Use, The New England 
Joumal of Medicine. 1993; 328: 246-252. 
'" Eisenberg, D.M., Davis, R.B., Ettner, S.L., et al. Trends in Altemative Medicine Use in the United 
States. Joumal of the American Medical Association. 1998; 260(18): 1569-1575. 



Advertising and Marketing Information of Homeopathic Medicines 

Categories of Information: Product Labeling 

Promotional Literature 

Continuing Education Programs 

Dmg Infomiation Center 

Intemet 

Public Relations 

Development of Information 

At Boiron, we feel strongly that it is our responsibility as manufacturers and 

marketers to provide accurate and reliable information regarding the use and 

administration of our products. Since homeopathic products are dmgs within the 

meaning of the Food Drug and Cosmetic Act, the guidelines for labeling content are quite 

clear. 

As a 200 year old medical discipline, homeopathy is rich in reported treatment 

and research (homeopathic provings). This information is compiled in texts known as 

materia medicas. It is these documents that are the first step in the development of label 

indications for homeopathic dmgs. 

Thus the claims for homeopathic dmgs are generally supported by a long history 

of safe documented use and clinical experience. 

Proposed new homeopathic drugs undergo a rigorous review by the Homeopathic 

Pharmacopeia of the United States prior to marketing. 

Intemally Boiron exercises a careful review of label content and format by 

medical, phamiaceutical and legal experts prior to distribution. 
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Dissemination of Information 

Product Labeling: 

Labels for homeopathic medicines are required to bear adequate directions for 

use, indications for use and wamings. At Boiron, labels are developed and reviewed by 

medical, legal, marketing and technical experts. 

Label information development relies heavily on the Code of Federal Regulations 

parts 200, 210, 330, advice issued by FDA and interpretation of the current literature. 

Promotional Literature: 

Promotional Literature is designed to visually acquaint the retailer, healthcare 

professional and consumer with the product benefits. We are not making claims in 

advertising and/or promotional materials other than what we state on labels. 

Continuing Education Programs: 

Phannacy - Boiron Institute is an approved ACPE (American Council on 

Pharmaceutical Education) provider and continuing education articles are developed and 

written within the guidelines of the ACPE. 

Medical - Professional texts and programs are written to further the knowledge of 

practitioners in the use of homeopathic medicines. Some are delivered in partnership 

with CME providers. 

Drug Information Center: 

Dmg information personnel are instmcted to provide information to consumers 

that are consistent with product labeling. Diagnosis and/or establishment of treatment 

regimens are strictly prohibited. Healthcare professionals are available to respond to 

inquiries from practitioners. Responses to practitioners are limited to information found 

in the literature. 
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Internet Websites: 

Today the intemet is one of the most productive information dissemination 

mediums. We recognized this by creating our own website where we provide 

information to consumers as well as to healthcare professionals on many topics relevant 

to Homeopathy and Boiron more specifically. 

Public Relations: 

Boiron seeks to supply accurate information consistent with product labeling and 

a fair and balanced interpretation of clinical results. 
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Barriers to Further Development of Homeopathy 
in the United States 

Environment: 

Today it is necessary to recognize that existing within the scientific medical 

community is a certain bias against so called CAM and more specifically as far as we are 

concemed. Homeopathy. The bias extends to teaching establishments like universities 

and also to some publishers (consumers or healthcare professionals). 

We have observed a bias within the publishing community regarding 

homeopathy. Specifically publishers have refused to accept advertising for homeopathic 

products and medical joumals have been reluctant to publish research articles related to 

homeopathic medicines. 

We would like to see a more positive and constmctive attitude that would allow 

for the proper disseminafion of information. Specifically, we would welcome a more 

open minded approach to the benefits of homeopathic medicine in medical schools. 

Research: 

While the 200 year history of homeopathy is rich in clinical information, we 

believe the public could benefit from even greater insight into their clinical application 

and mechanisms of action. We would like to see more fiinds allocated towards this 

research in order to contribute to a better healthcare system; more compassionate, more 

economical and more effective. 
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