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 CITIZEN PETITION 
  

The Washington Legal Foundation (WLF) hereby submits this petition pursuant to 21 

C.F.R. ' 10.30 to require the Food and Drug Administration (FDA) to take appropriate 

administrative action that would make it clear that information found on a company's Internet 

website does not constitute labeling of that company's products which are otherwise subject to 

FDA regulation under the Federal Food Drug and Cosmetic Act (AFD&C Act@ or Athe Act@).  

FDA's attempt to regulate a company's website as "labeling" of its product is inconsistent with 

both the FD&C Act and the free speech protections of the First Amendment. 

 A. ACTION REQUESTED 

WLF requests that the Commissioner of the FDA formally adopt a rule, policy, or guidance 

stating that information presented or available on a company's Internet website, including 

hyperlinks to other third-party sites, do not constitute Alabeling@ as defined by the FD&C Act, 21 

U.S.C. ' 321(m).  The rule, policy, or guidance should further specify that information on, or 
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accessible through, a company's website concerning its product, product ingredients, health 

claims, or other educational information (hereinafter collectively referred to as "Internet 

information") may, but not necessarily, constitute advertising.  Accordingly, any such advertising 

of food, non-prescription or over-the-counter (OTC) drugs, unrestricted medical devices, and 

cosmetics, properly falls within the primary responsibility of the Federal Trade Commission 

(FTC) rather than the FDA, under long-standing practice and agreement between the two 

agencies.1   

Alternatively, petitioner requests that the FDA adopt a rule, policy, or guidance exempting 

Internet information of food companies from labeling requirements should the FDA, for whatever 

reason, be unprepared to extend the proposed exemption to the websites of manufacturers of drugs 

and medical devices. 

In the interim, the FDA should immediately cease sending threatening Warning Letters to 

companies or taking any other enforcement action on the basis that Internet information constitutes 

labeling, until such time that the FDA has had an opportunity to consider WLF's petition, or has 

promulgated its own rule or policy, with broad-based public input, that specifically addresses this 

issue. 

 

 

 

                                                                                 
1 See Memorandum of Understanding Between Federal Trade Commission and the Food and Drug Administration, 
Part III. 36 Fed. Reg. 18539 (Sept. 16, 1971). 
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 B. INTERESTS OF PETITIONER  

WLF is a non-profit public interest law and policy center based in Washington, D.C., with 

supporters nationwide.  WLF devotes a substantial portion of its resources to defending the rights 

of individuals and businesses to be free from excessive and unconstitutional government 

regulation.  Among WLF's supporters are consumers, physicians, and medical patients who wish 

to receive information about food products, drugs, and medical devices over the Internet without 

undue and unconstitutional interference by government regulatory agencies.   

WLF has a long-standing institutional interest in opposing restrictions by the FDA and 

other governmental authorities on the free flow of information under the First Amendment.  For 

example, in 1993, WLF filed a Citizen Petition with the FDA requesting that it withdraw its Draft 

Policy Statement on Industry-Supported Scientific and Educational Activities regarding off-label 

promotion of FDA-approved drugs and medical devices, as violative of the First Amendment.  

When the FDA refused to do so, WLF filed a lawsuit in federal court and prevailed in a landmark 

decision.  Washington Legal Foundation v. Friedman, 13 F. Supp. 2d 51 (D.D.C. 1998), appeal 

dismissed, 202 F.3d 331 (D.C. Cir. 2000).  WLF has also filed numerous amicus curiae briefs in 

the courts promoting the First Amendment protection of commercial free speech.  See, e.g., 44 

Liquormart, Inc. v. Rhode Island, 517 U.S. 484 (1996). 

In addition to WLF's extensive litigation, WLF's Legal Studies Division has published 

numerous articles and other publications related to the subject of this petition.  See, e.g., Daniel A. 

Kracov and David J. Bloch, FDA Regulation May Inhibit Positive Uses Of The Internet 

(Washington Legal Foundation Legal Backgrounder, 1996) (copy attached hereto); Sandra J. P. 



4 
 
Dennis, FDA And DTC Advertising: Changes, Challenges & Constitutional Scrutiny (Washington 

Legal Foundation Contemporary Legal Note, 1999);  Steven J. Rosenbaum, Federal Appeals 

Court Finds State Food Labeling Law Unconstitutional (Washington Legal Foundation Legal 

Opinion Letter, 1996); William C. MacLeod, FDA Suppression Of Advertising To Consumers 

Violates The First Amendment (Washington Legal Foundation Legal Backgrounder, 1995); 

Melinda L. Sidak, Proposed FDA Advertising and Promotion Guidelines Would Inhibit Free 

Exchange Of Ideas (Washington Legal Foundation Legal Backgrounder, 1992).  Further 

information about WLF's mission and activities can be found on its website, www.wlf.org. 

 C. STATEMENT OF GROUNDS 

Currently, the FDA has no specific rule or written policy that addresses the question of 

whether information posted on a company's website is considered to be advertising, labeling, 

neither, or both.  Although an FDA working group addressed the subject in 1996, and various 

agency officials have issued occasional statements on the matter,2 the agency has failed to produce 

any coherent rule, policy, or guidance on the topic.  Traditionally, promotional and similar 

information posted on a company's website has been viewed by industry and the public as 

                                                                                 
2  For example, Byron Tart, FDA's Director of the Promotion and Advertising Staff of FDA's Center for Devices and 
Radiological Health (CDRH), has stated, "We are leaning toward the fact that if you have information on your home 
page, we see that probably more as labeling than advertising."  Device Information on the Internet Likely Constitutes 
Labeling, M-D-D-I Rep. (The Gray Sheet) July 15, 1996, at I W 5-6; see also Marilyn A. Moberg, et al., 53 Food Drug 
L.J. 213, 217 (1998).  However, Melissa Montcavage of FDA's Division of Marketing Advertising and 
Communications (DDMAC) stated, "We're letting drug companies choose whatever category of current regulations 
they think best fits their presence on the Internet." Drug Ads Casting Wider Net, Finding a Home on the Web, Am. 
Med. News, Nov. 20, 1995, at 3.  Another official with DDMAC. Louis Morris, was quoted as follows: "When you 
see an advertisement [in a magazine], it looks like an advertisement.  When you click on the Internet, you don't 
know." Baltimore Sun, FDA Wants To Regulate Medical Ads on Internet; But Rules on Promotion for Drugs, Devices 
Feared To Block Free Flow of Data, at A4 (Oct. 20, 1996).  
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advertising,3 and thus, falling outside the ambit of FDA labeling regulations, but within the 

jurisdiction of the FTC and relevant State authorities to regulate advertising.  

Despite the lack of any clear and uniform policy or guidance on the subject, a Warning 

Letter was sent on January 19, 2001, by the New England District of the FDA to Ocean Spray 

Cranberries, Inc., and posted on the FDA's website, that threatened to seize that company's 

perfectly good and wholesome cranberry and grapefruit juices just because certain information 

found on the company's website and related links allegedly failed to conform to all of the detailed 

FDA labeling requirements.4  This enforcement action suggests that at least the New England 

district office views Internet information as constituting labeling under the Act. 

In the Warning Letter FDA claimed that the company=s Internet sites contain unauthorized 

health claims which cause the products discussed on the sites to be misbranded under section 

403(r)(1)(B) of the Act, 21 U.S.C. 343(r)(1)(B), and thus subject to seizure.  Specifically, FDA 

objected to certain "unauthorized health claims," including the following: 

 
Beta-carotene. . . is a powerful antioxidant . . . associated with a reduced risk of 
some cancers.  Both the Surgeon General's Report and the National Research 

                                                                                 
3  For example, the Animal Health Industry considers Internet promotion advertising.  See AHI Weighs in on FDA 
Regulation of Internet Promotion, Food Chemical News, December 23, 1996, Vol. 38, No. 44 ISSN: 0015-6337. 

4  See FDA Warning Letter NEW-08-01W from Gail T. Costello, District Director, New England Office, Food and 
Drug Administration, to Robert Hawthorne, President, Ocean Spray Cranberries (Jan. 19, 2001), available at 
http://www.fda.gov/ foi/warning_letters/m5075n.pdf.  A copy of the Warning Letter is attached to this petition.   

This unwarranted and surprising enforcement action, issued on the last day of Clinton Administration, is 
reminiscent of an abusive enforcement action taken by the FDA in early 1991.  The then-head of the FDA, Dr. David 
Kessler, ordered the seizure of 12,000 gallons of perfectly good Citrus Hill Fresh Choice orange juice made by Procter 
& Gamble because the word "fresh" appeared on the product; the juice was made from concentrate, a fact noted on the 
carton, but in print smaller than the FDA preferred.  WLF believes these kind of enforcement actions are not in the 
public interest and are a waste of FDA resources that could be better directed at protecting the public from truly unsafe 
foods, and speeding up the approval of new, life-saving drugs and devices. 



6 
 

Council's Report concluded that eating plenty of foods high in beta-carotene may 
protect against epithelial cancers; 

 * * *  
 

cranberries may also prevent certain harmful bacteria in the mouth from sticking to 
the teeth;  

 
                             * * * 
 

Cranberry juice cocktail significantly inhibited the E. coli bacteria, which cause 80 
to 90 percent of UTIs, from adhering to the urinary tract. 

 
Remarkably, the FDA Warning Letter did not indicate that it found any of these health claims to be 

false or misleading; rather, the objection was that this speech was simply unauthorized by federal 

government authorities.5 

In addition, the FDA found that certain other health claims did not contain all of the 

approved language set forth in FDA regulations, specifically 21 C.F.R. Part 101, Subpart E, and 

therefore, Ocean Spray's grapefruit juice was misbranded and subject to seizure.  The FDA found 

the following truthful health claims, which are basically  common knowledge, to be 

objectionable: 

                                                                                 
5  The FDA has authority to deem food to be misbranded if "its labeling is false or misleading in any particular."  21 
U.S.C. ' 343(a).  Tellingly, the FDA never stated in its letter to Ocean Spray that any of the health claims were "false 
or misleading" under this provision; consequently, those statements are protected by the First Amendment under the 
commercial speech doctrine.  The only reference in the Warning Letter about any information on the website being 
"false or misleading" comes at the conclusion of the following strained argument: certain statements on the website, 
such as "as the issue of antibiotic resistance becomes more of a problem, drinking Ocean Spray cranberry juice 
cocktail every day may be a valuable measure for maintaining urinary tract health," suggest that Ocean Spray intended 
that its cranberry juice be used as a drug because it is intended to "treat, cure, or mitigate disease."  Accordingly, the 
FDA concluded that the cranberry juice is legally classifiable as a "new drug," and thus, cannot be marketed as such 
without an approved New Drug Application.  Further, the "Internet labeling" of the drug is allegedly "false and 
misleading" because it has not been established that the juices are "safe and effective for their [allegedly] intended 
[new drug] uses."  FDA Warning Letter at 3.  While petitioner does not take issue with the general proposition that 
objective evidence of the intent of a manufacturer to market its product as a drug can be gleaned from a variety of 
sources, including statements on the Internet, the evidence in this case is totally underwhelming, and the conclusion 
the FDA draws therefrom is extremely far-fetched.  In any event, the key point is that the FDA did not find any of the 
health claims of the juices as a food to be false or misleading. 
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Folic acid . . . is important for pregnant women because it helps prevent certain 
birth defects;   

 
 * * * 
 

grapefruit pectin (a soluble dietary fiber) may protect against heart disease by 
lowering blood cholesterol; 

 
 * * * 
 

American Heart Association . . . stamp of approval to all Ocean Spray Grapefruit 
juices and Ocean Spray fresh grapefruit . . . AHA=s >heart check= food certification 
mark informs consumers these products are low in fat and cholesterol which 
reduces the risk of heart disease.  
 

WLF believes that Internet information, particularly those that provide truthful information 

about the health benefits associated with various food products, serve a valuable and useful 

function.  By making important information available to the public, consumers are better 

equipped to select and consume food products that they believe benefit them.  In short, such 

information is clearly in the public interest and should be encouraged.  

By treating certain Internet information as highly regulated labeling, the FDA has stretched 

its Alabeling@ authority far beyond anything contemplated by Congress when it adopted the FD&C 

Act.  Moreover, as will be discussed later in further detail, FDA's attempt to restrict truthful 

information runs afoul of fundamental First Amendment protections of commercial free speech.  

See Pearson v. Shalala, 165 F.3d 650 (D.C. Cir. 1999) (FDA's argument that health claims lacking 

"significant scientific agreement" are inherently misleading, and therefore not protected by the 

First Amendment, was flatly rejected by the Court as "almost frivolous").  The likely result of the 

FDA treating Internet information as labeling would be the suppression or chilling of commercial 
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speech which is clearly contrary to the public interest.  Indeed, that is the apparent result in the 

Ocean Spray case where the company was forced to remove the information from its website.  No 

doubt, other companies, wishing to avoid the enforcement wrath of the FDA, will be reluctant to 

exercise their First Amendment freedoms on the Internet.  As a result, consumers will be deprived 

of valuable nutritional and health information which they are entitled to receive under the First 

Amendment. 

1. FDA's Regulation of the Internet As Labeling Is Inconsistent the FD&C Act. 
 
When Congress enacted the FD&C Act in 1938, one of its primary objectives was to ensure 

that foods, drugs, medical devices, and cosmetics were not injurious to health, were produced 

under sanitary conditions, and were properly labeled.  A food is misbranded under the FD&C Act 

if its label and labeling fails to meet certain standards.  21 U.S.C. ' 343.   

Under the Act, the term "label" means, in pertinent part, "a display of written, printed, or 

graphic matter upon the immediate container of any article."  21 U.S.C. ' 321(k).  The term 

Alabeling@ is defined as Aall labels and other written, printed, or graphic matter (1) upon any article 

or any of its containers or wrappers, or (2) accompanying such article.@  21 U.S.C. ' 321(m).  

The FDA's regulatory definition of "label" and "labeling" is essentially identical to the statutory 

definition.  See 21 C.F.R. ' 1.3.  
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The issue as to whether Internet information constitutes "labeling" depends, in part, upon 

whether it can be said that the information  "accompanies" the product in question.6  The 

Supreme Court, in Kordel v. United States, 335 U.S. 345 (1948), held that the phrase 

Aaccompanying such article@ is not restricted to printed matter that is physically attached to or near 

the article or package.  The Court determined that brochures sent by the maker of certain health 

food products (that consisted of a mixture of vitamins, minerals, and herbs), and which were 

intended by the manufacturer to be utilized by the consumer in using the product, constituted 

"labeling," even though the brochures were sent separately and at different times to the vendors 

than the product itself.  Thus, it was not necessary for the printed matter to "accompany" the 

product contemporaneously in a physical sense in order to be considered "labeling" materials.  

However, the key point in Kordel that further illuminates the meaning of the term "accompany" 

was the Court's description of the purposes and uses of the pamphlet: 

In this case the drugs and the literature had a common origin and a 
common destination.  The literature was used in the sale of the 
drugs.  It explained their uses.  Nowhere else was the purchaser 
advised how to use them.  It constituted an essential supplement to 
the label attached to the package.  Thus  
the products and the literature were interdependent, as the Court of Appeals 
observed. 

 
Id. at 348 (emphasis added).   

                                                                                 
6  For purposes of this petition, it will be assumed that the information posted on a website is "printed, written, or 
graphic matter" under the definition of "labeling."  However, it should be noted that audio recordings can also be 
placed on a company's website, and to that extent, information so transmitted cannot, by definition, constitute a "label" 
or "labeling."  Nor could the FDA consider as "labeling" audio recordings or oral communications made to a person 
who may call a company's toll free number for product information.  Furthermore, the FDA may decide that the 
Internet labeling exemption petitioner seeks should not apply to companies that sell their products directly to the 
consumer from their websites. 
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Properly understood, the Kordel decision does not support the FDA's apparent position that 

information posted on a company's website about its product constitutes labeling.  In the case of 

Ocean Spray, for example, there was no evidence or allegation that the information on the website 

"was used in the sale" of the company's fruit juices.  Ocean Spray does not sell its juices on-line to 

the consumer from its website, nor do consumers usually use laptops to access the Internet while 

shopping in retail stores.  This was not a product that requires consumers to obtain information on 

"how to use" the juices.  Despite the FDA's penchant for paternalism, consumers are quite capable 

of understanding how to use and consume fruit juices and other common foods.   

Furthermore, the information of the website clearly was not an "essential supplement to the 

label" attached to the product as was the case in Kordel.7   Nor was the product and Internet 

information "interdependent."  The Court noted that the literature "was designed for use in the 

distribution and sale of the drug."  Id. at 350.  It does not appear, nor did the FDA claim, that 

Ocean Spray's website "was designed for use in the distribution and sale" of its fruit juices.  

Viewing the interstate transaction in its entirety, the Internet information and the fruit juices are 

simply not part of an "integrated distribution program" which renders the Internet information 

                                                                                 
7  The FDA Warning Letter to Ocean Spray began by noting that the company website was printed on the container 
labels, suggesting that the FDA may deem all the information found on those websites as somehow incorporated by 
reference in the label.  But the mere fact that the website address is printed on the product label does not make the 
Internet information found on that address an "essential supplement to the label," any more than the printing of the 
company's name and address or toll free number on the label of a product subjects company literature to FDA labeling 
requirements simply because those materials were made available to persons who visited, called, or wrote to the 
company.  If the factor that triggers FDA's exercise of its enforcement power over Internet labeling is simply the 
presence of the company's website address on the product label, petitioner requests that the FDA at least make that 
policy clear to the regulated industry. Companies who wish to avoid the Internet labeling problem can then choose to 
do so by removing their website address from their product labels, and decide whether to promote their website 
address in other ways.   
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labeling."  Id.    

The purposes of a statute are also instructive in determining the meaning of statutory terms.  

As noted in Kordel, the Court considered the "high purpose of the Act to protect consumers who 

under present conditions are largely unable to protect themselves in this field...."  Id. at 349 

(emphasis added).  Those "conditions" of over a half-century ago are certainly not present today 

in this consumer information age.  More importantly, the Kordel rationale for regulating labeling 

of Internet information of food products simply does not hold up.  The reason for this is that the 

consumer who has logged onto the Internet and has read the information posted on the company's 

website, has available at his or her fingertips, the ability to search the World Wide Web quickly 

and easily with a click of the mouse to verify or supplement the information posted on the 

company's website.  This instant access to unlimited information is lacking in the retail store 

setting where the consumer's source of information about a product and its ingredients is limited, 

for the most part, to the contents of the product label and any accompanying printed materials.8 

To be sure, lower court cases decided after Kordel suggest a broad reading of the term 

"accompany."  See Sarah E. Taylor & Harold J. Feld, Promoting Functional Foods and 

Nutraceuticals on the Internet, 54 Food Drug L.J. 423, 444-46 (1999).  However, a closer reading 

of those cases indicate that the key factor for categorizing a book or pamphlet as "accompanying" 

                                                                                 
8  Further evidence that Congress would not consider "labeling" to include information posted on a company's 
website is found by other references to "labeling" in the Act.  For example, in 21 U.S.C. 343(f), entitled "Prominence 
of information on label," a food is "misbranded" if "any word, statement, or other information required by or under 
authority of this Act to appear on the label or labeling is not prominently placed thereon with such conspicuousness. . 
. and in such terms as to render it likely to be read and understood by the ordinary individual under customary 
conditions of purchase and use." Id. (emphasis added).  A customary condition of purchasing and using fruit juice or 
other food products does not entail accessing and retrieving information from the company's website. 
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the product was the presence of an "integrated marketing scheme" with a "readily discernible 

nexus between product sales and the [putative labeling] matter."  Id. at 446.  Petitioner submits 

that because there is no "readily discernible nexus between product sales" and the Internet 

information, such information does not constitute "labeling."9  Advertising, on the other hand, 

lacks "immediate connection with the sale of the product."  United States v. Bottles Sterling 

Vinegar, 338 F.2d 157 (3d Cir. 1964).  Because the Internet information in question lacks an 

"immediate connection with the sale of the product," petitioner submits that such information 

should be treated as advertising rather than labeling. 

As a practical matter, it would be virtually impossible and extremely costly to police a 

company's website if "labeling" included not only information about the product provided by the 

company, but hyperlinks to health information websites maintained by third-parties.  Would all 

the information accessible through a company's website be subject to "labeling" requirements?  

Would companies be forced to submit to the FDA for pre-approval and/or premarket notification 

all the so-called "labeling" that they propose to place on their website?10  

In light of all these practical and legal issues, petitioner submits that even if the FDA could 

legally regulate Internet information consistent with the FD&C Act and the First Amendment -- 

                                                                                 
9  The FDA is not permitted to stretch the meaning of the term "accompany" beyond that which Congress had 
intended.  As the Supreme Court made clear, agencies may not enlarge their jurisdiction over activities that Congress 
did not intend to regulate, regardless of the agency's expertise and belief that its interpretation of the statute better 
serves the public interest.  See FDA v. Brown & Williamson Tobacco Co., 529 U.S. 120 (2000).  Furthermore, 
where, as here, the broad interpretation of a statute raises serious constitutional questions, the Court will interpret the 
statute narrowly to avoid reaching the constitutional issue.  Solid Waste Agency of Northern Cook County v. U.S. 
Army Corps of Engineers, 531 U.S. 159 (2001).   

10  For an excellent discussion of the various technological and legal issues involving product promotion on the 
Internet, see Taylor & Feld, supra.  
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which we believe it cannot -- the FDA should nevertheless adopt WLF's proposal as a matter of 

sound public policy.  As noted, the FTC regulates advertising for food products under its 

independent statutory authority to prohibit deceptive acts or practices under ' 5 of the FTC Act, 15 

U.S.C. ' 45, as well as '' 12 and 15 which prohibit Aany false advertising@ that is Amisleading in a 

material respect.@ 15 U.S.C. '' 52, 55(a)(1).  The FTC uses a flexible standard of prior 

substantiation of claims in regulating advertising that is more consistent with the First Amendment 

than FDA's burdensome labeling requirements for health and disease claims. 

More pertinently, the FTC, following the enactment of the Nutrition Labeling and 

Education Act of 1990 (NLEA), issued specific guidance on food advertising.  See FTC, 

Enforcement Policy Statement on Food Advertising (May 1994).  The FTC prohibits false, 

misleading, deceptive and/or unsubstantiated claims in food product advertising.11  In addition, 

the FTC is better suited for regulating Internet information that may constitute advertising, having 

taken the lead in this area.12  In sum, to avoid duplication of effort and conflicting enforcement 

and regulatory standards, WLF submits that the FTC, rather than the FDA, should be the primary 

agency to regulate Internet advertising. 

  

                                                                                 
11  The FTC has not been reticent in regulating advertising that it finds to be false and deceptive.  With respect to fruit 
juices, for example, the FTC has found certain company representations of the therapeutic and health effects of the 
juices to be false or misleading.  See, e.g., In Re Mar-Gol Health Products Corp. 35 FTC 167 (1942) 
(misrepresentations of the health effects of blueberry juice); In Re Scientific Living, Inc., 50 FTC 321 (1953) 
(misrepresentations of the health effects of apple juice). 

12  See, e.g., FTC, Interpretation of Rules and Guides for Electronic Media; Requests for Comment, 63 Fed. Reg. 
24996 (May 6, 1998); FTC Staff Paper, DOT COM DISCLOSURES (May 3, 2000); FTC, Advertising and Marketing 
on the Internet: Rules of the Road (Sept. 2000). 
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2. FDA Regulation of the Internet As Labeling Violates the First Amendment. 
 
In attempting to suppress discussion of the health benefits of food and other products via 

the company's website, FDA is not merely acting in excess of its statutory authority, but also is 

violating the First Amendment rights of manufacturers to disseminate truthful information, and the 

First Amendment rights of consumers to receive such information.13  Accordingly, the 

constitutional implications of regulating Internet content as "labeling" is further reason why the 

FDA should adopt this petition.  

The government may regulate commercial speech that is neither false nor related to an 

unlawful activity only upon a showing that:  (1) the government has a Asubstantial@ interest that it 

seeks to achieve; (2) the regulation directly advances the asserted interest; and (3) the regulation is 

no more extensive than necessary to serve that interest.  Central Hudson Gas & Elec. Corp. v. 

Public Services Comm=n of New York, 447 U.S. 557, 566 (1980).  FDA=s treatment of Internet 

advertising materials suggests that FDA either has not considered the First Amendment 

implications of its conduct, or simply is indifferent to them.  Petitioner submits that the FDA's 

regulation of the content of information on the Internet raises serious First Amendment problems 

under Central Hudson and its progeny. 

First, FDA=s Warning Letter to Ocean Spray does not even challenge the truthfulness of 

most of the statements and health claims made on website, many of which are common 

knowledge, such as "folic acid . . . is important for pregnant women because it helps prevent 
                                                                                 
13 The Supreme Court has made clear that the First Amendment protects both the rights of purveyors of information to 
speak and the right of their audience to receive information.  See Virginia State Bd. of Pharmacy v. Virginia Citizens 
Consumer Council, Inc., 425 U.S 748, 756 (1976). 



15 
 
certain birth defects."  Rather, FDA is challenging the legality of the display of certain 

information on the Internet simply because it does not meet all of the FDA's labeling and related 

rules for health claims.   

More importantly, even if there were valid public health reasons for regulating the content 

of the company's speech on its website, FDA=s attempt to regulate the information as "labeling" is 

far more extensive than necessary to achieve its purposes.  In such cases, the Supreme Court has 

recognized that Athe remedy in the first instance is not necessarily a prohibition, but preferably a 

requirement of disclaimers or explanations.@  See In Re R.M.J., 455 U.S. 191, 203 (1982).  For 

example, even if Internet information could be legally construed as "labeling" and under FDA 

jurisdiction, the First Amendment could be satisifed, for example, by posting a disclaimer to the 

effect that the FDA has not approved the wording of the health claim being discussed, or that only 

those health claims found on the label of the product have been approved by FDA.  Posting links 

to the FDA's webiste and its regulations that provide the full language of approved health claims 

may also be another option. 

The Supreme Court has repeatedly found disclaimers constitutionally preferable to outright 

suppression.  For example, in Bates v. State Bar of Arizona, 433 U.S. 350 (1977), the Court noted 

that  

it seems peculiar to deny the consumer. . . at least some of the 
information needed to reach an informed decision.  The 
alternativeCthe prohibition of advertisingCserves only to restrict 
the information that flows to consumers.  Moreover, the argument 
assumes that the public is not sophisticated enough to realize the 
limitations of advertising, and that the public is better kept in 
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ignorance than trusted with correct but incomplete information.@14.    
 

Indeed, one could make the argument that precisely because the information sought to be 

regulated is not traditional printed "labeling" on the product or on printed matter accompanying the 

product, but rather so-called "Internet labeling," the government has less of an paternalistic interest 

to protect that class of individuals who access the Internet.  As previously discussed, the reason 

for this is that the computer savvy consumer who logs onto the Internet and reads the information 

posted on the company's website is likely to be sophisticated enough to be able to verify or 

supplement that information by searching the World Wide Web with a click of the mouse.  

Recent litigation against the FDA for regulating certain labeling, health claims, and 

promotional activities suggest that the FDA's attempt to regulate the content of a company's 

website as "labeling" is constitutionally suspect.   

The FDA's hostility to the First Amendment was addressed by the court in Washington 

Legal Foundation v. Friedman, 13 F. Supp. 2d 51 (D.D.C. 1998).  In Washington Legal 

Foundation, the FDA was sued over its policy of preventing the dissemination to physicians of 

third-party literature describing the off-label use of FDA-approved drugs and devices.  The FDA 

had alleged that the literature constituted "labeling" because it allegedly "accompanied" the drug 

                                                                                 
14 See also, Peel v. Attorney Registration and Disciplinary Comm. of Illinois, 496 U.S. 91, 110 (1990) (The State=s 
interest in preventing consumers from being misled by lawyers= letterhead was insufficient to satisfy the State=s heavy 
burden of justifying a categorical band against the dissemination of accurate factual information to the public.  To the 
extent that such statements could confuse consumers, the Court suggested a disclaimer about the standards of 
attorneys= specialties or concerning the certifying organizations.  See also, In Re R.M.J., 455 U.S. 191, 206 (1982) 
(AThe State may not place an absolute prohibition on certain types of potentially misleading information...if the 
information may also be presented in a way that is not deceptive.@).  
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or device.  Assuming arguendo that the off-label literature was "labeling," the district court noted:

In asserting that any and all scientific claims about the safety, 
effectiveness, contraindications, side effects, and the lilke regarding 
prescription drugs are presumptiviely untruthful or misleading until 
the FDA has had the opportunity to evaluate them, FDA exaggerates 
its overall place in the universe.                            

 
13 F. Supp. 2d at 67.  The Court went on to find that the off-label policy violated the First 

Amendment. 

In Pearson v. Shalala, 164 F.3d 650 (D.C. Cir. 1999), the Court was faced with the FDA's 

attempt to circumvent Congress's mandate when it enacted the Food and Drug Adminstration 

Modernization Act of 1997 (FDAMA).  In FDAMA, Congress authorized food manufacturers to 

make disease or health claims based on "authoritative statements" of qualified federal scientific 

bodies, rather than the previous stricter standard of requiring "significant scientific agreement" 

about the claims. The FDA neverthless incorporated its "significant scientific agreement" standard 

into the new FDAMA standard.  Using this hybrid standard, the FDA rejected three of four health 

claims for the labeling of dietary supplements. 

On appeal, the FDA argued that any health claim that does not meet FDA's vague 

"significant scientific agreement" standard was inherently misleading, and thus could be banned 

outright; alternatively, even if the claims are only potentially misleading, the FDA was not 

required to consider alternatives to the ban such as requiring disclaimers or warnings.  The court 

of appeals quickly dispatched the FDA's "inherently misleading" argument as follows: 
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As we undertand the government, its first argument runs along the 
following lines: that health claims lacking "significant scientfic 
agreement" are inherently misleading because they have such an 
awesome impact on consumers as to make it virtually impossible for 
them to exercise any judgment at the point of sale.  It would be as if 
the consumers were asked to buy something while hypnotized, and 
therefore they are bound to be misled.  We think this contention is 
almost frivolous. 

  
164 F.3d at 655. (emphasis in original).  Significantly, the court of appeals found that 

FDA's "inherently misleading" argument did not hold water even if the proposed health claim were 

on the product label and read by the consumer "at the point of sale."  A fortiari, the FDA's 

argument is even less compelling here with respect to information on the Internet which is not 

presented to the consumer at the point of sale, and where the consumer has plenty of time to 

evaluate the information before making any purchase. 

As for the FDA's alternative argument that consumers might find the health claim 

"potentially misleading" because consumers might think that the FDA approved the claim, the 

court of appeals was also quickly to reject the FDA's argument that disclaimers or warnings would 

not be a sufficient remedy for this alleged problem.  In particular, the court held that the FDA's 

regulatory approach failed to satisfy the final two prongs of the Central Hudson test, concluding 

that the FDA must consider possible disclaimers as alternatives to outright bans.  Despite this 

clear ruling, the FDA to this day continues to ignore it by engaging in all too familiar 

administrative delaying tactics when faced with a court decision it does not like. 

In another recent case, a provision of FDAMA was struck down on First Amendment 

grounds that sought to prohibit a compounding pharmacy (one that mixes various drugs for special 
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cases) from advertising or promoting drugs that it has compounded.  Western States Medical 

Center v. Shalala, 238 F.3d 1090 (9th Cir. 2001).  In Western States, the court of appeals found 

that FDAMA was so riddled with exceptions to the rule that it failed to satisfy the second, third, 

and fourth prongs of the Central Hudson test because the ban did not serve a substantial 

governmental interest in preventing widespread compounding, did not "directly advance" the 

asserted interest to a "material degree" as demonstrated by empirical evidence rather than 

speculation, and that "workable alternatives to the speech restrictions exist."  Id. at 1094-96. 

In sum, even if the FDA could regulate Internet information under the Act as constituting 

"labeling," any attempt to apply the labeling requirements to a company's website for health claims 

and other labeling requirements would run afoul of the First Amendment.  In particular, any 

governmental interest in protecting the consumer has not been shown to be advanced in a "material 

degree" by regulating Internet content as "labeling" instead of advertising, and that there are 

alternatives to any perceived concern by the FDA, such as the posting of disclaimers. 

 D. Environmental Assessment 

Petitioner claims a categorical exclusion for the preparation of an environmental 

assessment or environmental impact statement under 21 C.F.R. ' 25.30(a).      

E. Economic Impact Statement 

Petitioner will submit this information upon request of the Commissioner if required.  In 

short, petitioner believes that FDA=s failure to issue a formal policy classifying informational 

materials posted on the Internet regarding the health benefits associated with various food products 

as advertising, rather than labeling, would have a detrimental economic effect.  This is because 
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regulating Internet materials as labeling, rather than advertising, would have the effect of 

depriving consumers of information they would otherwise use to seek out and consume food 

products that offer health benefits and enable the consumers to lead healthier lives.  Conversely, 

granting this petition, Petitioner believes, would result in the more effective use of information 

regarding the health benefits of consuming various food products, and therefore have a favorable 

impact. 

F. Certification 

The undersigned certify that, to the best of their knowledge and belief, this petition 

includes all information and views on which the petition relies, and that it includes all 

representative data and information known to the petitioner which are unfavorable to the petition. 

WLF reserves the right to submit supplement information and argument in support of its 

petition. 

 CONCLUSION 

For the foregoing reasons, the Washington Legal Foundation requests that this petition be 

granted. 

Respectfully submitted, 

 

                            
Daniel J. Popeo 
Chairman and General Counsel 

 
 

                             
Paul D. Kamenar 
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Senior Executive Counsel 
Washington Legal Foundation* 
2009 Massachusetts Ave., N.W. 
Washington, D.C. 20036 
(202) 588-0302 

 
cc: Bernard Schwetz, Acting FDA Commissioner  

Tommy Thompson, Secretary of Health and Human Resources  
 
 
 

                                                                                 
*  WLF wishes to express its appreciation to Sarah Key and Jennifer Ellis, students in WLF's Economic Freedom Law 
Clinic at the George Mason University School of Law, for their assistance in preparing this petition. 
 


