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These comments by the Freedom to Advertise Coalition (“FAC”) are submitted in response to several submissions in the Food and Drug Administration’s (“FDA’s”) First Amendment docket.  FAC was established in 1987 out of concern for the right to truthfully and non-deceptively advertise all legal products.  The concerns of FAC are not limited to specific product categories but are more fundamental in nature.  FAC works to protect the rights of commercial free speech guaranteed by the Constitution for all legal products and services.  FAC members include the American Advertising Federation, the American Association of Advertising Agencies, the Association of National Advertisers, the Magazine Publishers of America, the Outdoor Advertising Association of America, and Point of Purchase Advertising International. 

FAC was encouraged by both the sheer number and the thoughtful nature of the comments that were submitted to the docket in response to FDA’s initial call for comments to ensure that its regulations, policies, and practices comply with the First Amendment.  The magnitude of the response underscores the fundamental importance of free commercial speech in American society.  Indeed, as emphasized in our initial comments, the protection of commercial speech is particularly critical where, as here, suppression of speech could negatively impact consumers’ health by withholding key health information from the public concerning a product’s potential to reduce the risk of disease, prevent disease, or mitigate the effects of disease.  

Because the protection of commercial speech is such a fundamental issue, FAC would like to take this opportunity to comment on a few submissions in the docket.  Although the recommendations in the comments discussed below, for the most part, suggest creative and well-intentioned ways to address some of the perceived problems with FDA’s current regulatory approach, it is essential to remember that the sole objective of this comment process is to ensure that FDA’s policies and practices are within the bounds of recent First Amendment case law.  
Accordingly, FDA should resist the temptation to issue any perceived quick fixes, which may ultimately create more First Amendment issues than the existing scheme.  FAC again urges FDA to issue formal procedures requiring FDA to perform a written First Amendment analysis for every decision that potentially restricts, suppresses, or infringes on commercial speech.

I.
FDA Cannot Simply Declare, at Will, that Certain Speech Is “Inherently Misleading” to Avoid the Constraints of the First Amendment.

One commenter recommended that FDA deem a large percentage of drug advertising “inherently misleading,” in order to claim that such advertising is not subject to First Amendment protection.
  As noted in FAC’s initial comments,
 the threshold question in the four-part test for restrictions on commercial speech under Central Hudson Gas & Elec. Corp. v. Public Serv. Comm’n of N.Y.
 asks whether the commercial speech at issue involves unlawful activity, or whether it is misleading.
  If the speech involves unlawful activity or is “inherently misleading,” there is no need to proceed to the remaining steps because the speech would not be protected under the First Amendment.
  However, if the speech concerns lawful activity and is not misleading at all, or is only “potentially misleading,” courts ask the remaining questions:
  (2) whether the asserted government interest is substantial; (3) whether the regulatory policy directly and materially advances the governmental interest asserted; and (4) whether the regulatory policy is no more extensive than necessary to serve the government’s asserted interest.
  Accordingly, if FDA were able to deem any commercial speech “inherently misleading,” it would be able to avoid the three remaining prongs of the Central Hudson test.  

Implementing this recommendation would be inconsistent with existing First Amendment jurisprudence.  Moreover, it would be tantamount to a de facto modification of the First Amendment, and would give FDA unbridled discretion to suppress any speech that it did not like by simply deeming it “inherently misleading.”  
A.
The Recommendation that FDA Deem Drug Ads That It Does Not Like “Inherently Misleading” Is Entirely Inconsistent with the Case Law.

The definition of “inherently misleading” in existing case law, although addressed in FAC’s initial comments,
 warrants repeating.  According to the Supreme Court in In re R.M.J.,
 commercial speech that is “inherently misleading,” is more than speech that is just “potentially misleading” – it is speech that is incapable of being presented in a manner that is not misleading.
  

The D.C. Circuit, in Pearson v. Shalala,
 found that the government can show that speech is incapable of being presented in a manner that is not misleading when: (1) the evidence substantiating the claim is “outweighed by evidence against the claim,” (2) the “evidence in support of a claim [is] qualitatively weaker than evidence against the claim – for example, where the claim rests on only one or two old studies,” or (3) empirical evidence indicates that disclaimers will “bewilder” consumers.
  The decision in Pearson also indicated that courts should be reluctant to find ads “inherently misleading,” where the government’s argument is based simply on a paternalistic assumption that consumers are not sophisticated enough to discern the true meaning of a claim.
  
Accordingly, if FDA were to deem any commercial speech that does not fall into one of these categories “inherently misleading,” it would be inconsistent with existing case law.

B.
If FDA Could Simply Deem Any Commercial Speech That It Did Not Like “Inherently Misleading,” It Would Be Tantamount to a De Facto Modification of the First Amendment.

If FDA could simply deem any commercial speech that it did not like “inherently misleading,” it would be tantamount to a de facto modification of the First Amendment.  It would effectively give FDA a special exemption from the First Amendment, and FDA would have unbridled discretion to suppress any commercial speech. 

The decision in Bioganic Safety Brands, Inc. v. Ament
 illustrates this point.  There, a state agency argued that the claim “Safe for Kids” on bug spray was not protected by the First Amendment because Congress and the Colorado legislature had determined as a matter of law that claims of safety on pesticide labels were inherently misleading.  Noting that the agency had presented no evidence that the “Safe for Kids” claim was incapable of being presented in a way that was not misleading, and that most potentially misleading speech can be cured by a disclaimer, the court applied the three remaining steps of Central Hudson.  The court ultimately held that the agency’s ban on truthful claims of safety with respect to all pesticides was unconstitutional.  In so holding, the court stated that that the question of whether speech is misleading is for a court to decide.  The court explained:

If the legislature could place speech outside of First Amendment protection by simply declaring speech ‘inherently misleading,’ the First Amendment of the United States would be subject to de facto modification by state legislatures.
  

The same holds true for federal agencies.  If federal agencies, such as FDA, could place speech outside the reach of the First Amendment, simply by declaring it “inherently misleading,” the First Amendment would be subject to de facto modification.

II.
FDA Can Maintain Different Standards for Health Claims for Dietary Supplement and Conventional Food Labels Only If the Standards Can Survive the Third and Fourth Prongs of Central Hudson.

A few commenters argued that the standard for health claims on dietary supplement labels should be different than the standard for conventional foods.
  One commenter seemed to suggest that the standard for dietary supplements should be less stringent than that for conventional foods based on the unsubstantiated notion that dietary supplement users are more likely to spend time studying disclaimers.
  Another commenter, however, argued that the standard for dietary supplements should be higher, based on the unsubstantiated assertion that the public sees dietary supplements as alternatives to drug therapies.

Notably, FDA already has different standards for health claims for dietary supplement and conventional food labels.  As mentioned in FAC’s initial comments,
 FDA has been unwilling to apply the holding in Pearson
 regarding the significant scientific agreement standard for dietary supplements to the same standard for conventional foods.
  In Pearson, the court held that the First Amendment does not permit FDA to use the significant scientific agreement standard for dietary supplements to categorically suppress health claims unless FDA can establish, under the third and fourth prongs of Central Hudson, that the use of a less restrictive alternative, such as a disclaimer, would not suffice to advance its asserted interest.  FDA’s unwillingness to apply this holding to its significant scientific agreement standard for conventional foods is inconsistent with FDA’s professed support for “treat[ing] all segments of the food industry with fairness.”

More importantly, unless FDA can show that the significant scientific agreement standard for conventional foods satisfies the third and fourth prongs of Central Hudson – even though the same standard for dietary supplements failed those prongs in Pearson – the conventional food standard violates the First Amendment.  Under Central Hudson, the third prong requires the government to prove with empirical evidence that its regulatory policy directly and materially advances the government’s interests.
  The fourth prong requires the government to prove that its policy is “no more extensive than necessary” to achieve its interests.
  Notably, just last term, Thompson v. Western States Medical Center,
 clarified that under the fourth prong of the test, if the government can “achieve its interests in a manner that does not restrict speech, or restricts less speech, the [g]overnment must do so.”
  

Accordingly, for FDA to maintain its differing standards for health claims on dietary supplement and conventional food labels, or to implement new, but still differing standards, FDA must have concrete evidence that its standards directly and materially advance its interests, and it must be able to demonstrate that its chosen standards restrict no more speech than necessary.  
III.
FAC is Concerned that Recent First Amendment Case Law, Which Has Expressed a Preference for the Use of Disclaimers Over the Suppression of Commercial Speech, Has Led to the Misconception that Disclaimers Are Panaceas In All Cases.

As discussed in detail in FAC’s initial comments,
 an important principle to emerge from recent First Amendment cases, such as Western States
 and Pearson,
 is that disclaimers are “constitutionally preferable to outright suppression.”
  Although FAC agrees with these holdings, it cautions that they do not give FDA unbridled discretion to require blanket disclaimers, qualifying information, and warnings.  The holdings merely suggest that FDA should consider the use of disclaimers as an alternative to outright suppression.  

Nevertheless, these holdings have spawned misconceptions among some commenters, who seem to believe that disclaimers and warnings are panaceas that can and should be used in every ad.  A sampling of the commenters’ proposed mandatory blanket disclaimers and warnings follow:  
· FDA should require that all direct-to-consumer (“DTC”) ads state “Consult your doctor about the range of treatment choices that may be available.”
 

· FDA should require DTC ads for prescription drugs and medical devices to contain the disclaimer “Your physician may recommend other appropriate treatments.”
  

· FDA should require DTC broadcast ads to contain louder, more audible voice-overs for risk information.
 

· FDA should require DTC print ads to contain risk information in highlighted textboxes on the main promotional page.
  

· FDA should require all DTC ads to include “understandable efficacy information.”
 

· FDA should require disclaimers for dietary supplements that would read:  “This product has not been evaluated by the Food and Drug Administration and is not intended to diagnose, mitigate, treat, cure, or prevent disease.  This product may have significant adverse side effects and/or interactions with medications and other dietary supplements; therefore, it is important that you inform your doctor that you are using this product.”
 

· FDA should require “reminder advertisements”
 to include risk information.

· FDA should require disclaimers to be the same size and font type as claims, and to be given equal prominence as claims.
  

Disclaimers and warnings, however, are not panaceas in all cases.  As other commenters point out, not all disclaimers will remedy consumer confusion, and in some cases, an overabundance of information may cause more confusion.
  

Importantly, the Supreme Court, in United States v. United Foods, Inc.,
 has recently held that compelled disclosures that are unnecessary to avoid consumer confusion are unconstitutional.  Therefore, to the extent that some of the recommended disclosures listed above are necessary to prevent the ads from being misleading for certain products, they are consistent with the First Amendment.  However, disclosures that are unnecessary to avoid consumer confusion in the first place, obscure essential safety information, or otherwise fail to remedy consumer confusion, are unconstitutional.  Notably, blanket disclaimers – i.e., disclaimers that are required for all products regardless of the circumstances – are particularly constitutionally suspect because it is doubtful that a blanket disclaimer can be sufficiently tailored to prevent consumer confusion in all cases.  

Accordingly, before FDA mandates the use of any disclaimers or warnings, it should have:  (1) empirical evidence that the disclaimer or warning is indeed necessary to remedy consumer confusion, and (2) empirical evidence that the specific language in the disclaimer or warning is appropriately tailored in each ad to achieve its objective of remedying confusion.

IV.
The Comments in the First Amendment Docket Indicated that There Are Some Misconceptions About DTC Advertising and FDA’s DTC Advertising Policies that Should be Corrected.  
A.
General Concerns About Whether FDA’s DTC Advertising Policy Adequately Protects the Public Health Are Unwarranted.
FAC strongly believes that FDA’s regulatory policy adequately protects the public health.  FAC’s initial comments cite multiple studies showing that, among other things, DTC advertising: (1) informs patients and enables them to take charge of their own health, improving patient/physician communication, (2) enables early diagnosis, (3) improves patient compliance, (4) de-stigmatizes diseases, (5) improves appropriate prescribing, (6) lowers the costs of prescription drugs, (7) does not interfere with the practice of medicine or the physician’s role as gatekeeper to prescription drugs, (8) does not lead to misprescribing or over-prescribing, and (9) adequately communicates risk information.
  

For example, with regard to improving the patient/physician relationship, FAC’s initial comments cited evidence that DTC ads have encouraged 32% of consumers (61.1 million) to talk to their physicians and that 96% of physicians appreciate patients who are more informed about health problems and treatment options.
  Moreover, the initial comments cited evidence that DTC advertising raises consumer awareness of conditions and diseases that would otherwise go untreated or undiagnosed -- as a result of DTC advertising, 24.8 million people have talked to their physicians about a medical condition for the first time.
  This first time contact is critically important.  The American Diabetes Association, for instance, estimates that six million people are unaware that they have diabetes, approximately one-third of patients with depression fail to seek treatment, and millions of Americans are unaware that they have high blood pressure.
  

Despite the existence of this empirical data, several commenters voiced general concerns that DTC advertising fosters misperceptions about the risk, unduly influences consumer prescribing patterns (e.g., that DTC ads and Internet pharmacies together permit consumers to get prescription drugs without prescriptions), and increases prescription drug costs.
  Accordingly, FAC believes that it is worth reiterating that empirical evidence directly contradicts these fears.  

· DTC Advertising Adequately Communicates Risk – In its initial comments, FAC cited empirical evidence that advertising does not suppress risk information.  For example, a survey conducted by FDA showed that the 82% rate of recall for risk information, was almost as high as the 87% rate for benefits.

· Physicians Still Operate as Gatekeepers - DTC advertising does not change the fact that patients must receive prescriptions from physicians – physicians still operate as gatekeepers.  Empirical data shows that physicians, as gatekeepers, are able to remedy any misperceptions that a patient may have about a certain drug product, prescribe the most appropriate therapy to patients who request products that they have seen in ads, and withhold prescriptions when appropriate.
  

Moreover, FDA has identified instances where consumers receive prescription drugs, without a prescription, from Internet pharmacies as an Internet pharmacy problem – not a DTC advertising problem.  It is illegal for Internet pharmacies to sell prescription drugs, without prescriptions, and FDA has been aggressively pursuing such companies.

· DTC Advertising Lowers Costs of Prescription Drugs – As set forth in detail in FAC’s initial comments, research generally shows that advertising reduces prices because it makes markets more competitive.  Moreover, evidence shows that money spent on prescription drugs produces a larger savings in hospital care expenditures.

If FDA were to implement any additional DTC advertising policies based on the fear that DTC advertising does not adequately protect public health, or even contradictory empirical data that fails to outweigh the data cited in FAC’s initial comments, it would contravene the Supreme Court’s holding in Edenfield v. Fane.
  As summarized in FAC’s initial comments, that case stands for the proposition that the government needs empirical evidence to demonstrate that a restraint on commercial speech directly and materially advances its interests.
  

Moreover, given that empirical evidence indicates that FDA’s regulatory scheme for DTC advertising adequately protects public health, any additional requirements for DTC advertising imposed by FDA would be more extensive than necessary, in violation of the fourth prong under Central Hudson.
  
B.
Any Concerns that the FDA’s Current DTC Advertising Policy Supports Misinformation Campaigns are Unwarranted.

A few commenters expressed concern that FDA’s current DTC advertising approach supports misinformation campaigns.
  For example, a couple of commenters complained that millions of women were misled by drug companies promoting hormone replacement therapy (“HRT”) as being protective of age-related illnesses, only to have recent studies show that HRT actually increased the risk of heart disease.

As an initial matter, it is important to understand that the Federal Food, Drug, and Cosmetic Act (“FFDCA”),
 and its implementing regulations and policies absolutely proscribe false or misleading advertising for prescription drugs and restricted devices.
  Any product that is the subject of a false or misleading ad is misbranded, in violation of the FFDCA. 

In addition, advertising and promotional material cannot contain any claims for a product that have not been approved by FDA and included in the product’s labeling.
  Although all claims should be based on the best scientific data available, as a matter of policy, FDA should not require 100% assurance that a claim (or that all information disseminated) is correct and will not be disproved at some point in the future.  Indeed, a 100% assurance policy may not even be possible.  

The benefit of the current policy, which does not require 100% assurance, far outweighs any risk.  The benefit of the current policy is that it permits millions of Americans to receive the best scientific information available about pharmaceutical innovations in time to help prevent or treat serious diseases; whereas the risk is that for a few products, subsequent long-term studies will disprove initial scientific findings.  Given that the current policy adequately protects, and indeed promotes public health, any policy that suppressed commercial speech by requiring 100% assurance would be “more extensive than necessary,” in violation of the fourth prong of Central Hudson.
 

C.
FDA Has Adequate Authority to Take Enforcement Actions Against Advertisers that Violate Its DTC Advertising Regulations and Policies.

FAC was surprised by one comment that suggested that FDA take a harder line against violators of its DTC advertising regulations and policies by requiring corrective advertising, imposing monetary penalties, and by implementing a “three-strikes” policy that would prohibit any company with repeated violations from advertising prescription drugs and restricted devices altogether.
  

FDA already has ample authority to take appropriate action against advertisers who violate its DTC advertising regulations and policies.  The measures taken against violators vary depending upon FDA’s assessment of the public health consequences, previous violations by the company, and FDA’s policy concerning the type of promotional activity at issue.  Enforcement options include:  warning letters, or “Dear Health Care Professional” letters, corrective advertising, destruction of the products advertised, instructing the advertiser to cease its violative behavior, seizure, injunction, and even criminal prosecution.
 
Moreover, bright line rules, such as a “three-strike” policy that would punish repeat offenders, regardless of the nature of the offense, or its impact on public health, do not make sense.  FDA should be able to tailor punishment to address the nature of each individual offense.  

Finally, and most importantly, a “three-strike” policy would fail the fourth prong of Central Hudson, which requires that policies that suppress speech be no more extensive than necessary to achieve the government’s interests.
  Certainly, any of the existing enforcement options listed above would suppress less speech than banning the offenders from advertising prescription drugs and restricted devices altogether.  

D.
FDA Does Not Have Authority to Require Pre-Review of All DTC Ads.

A commenter also recommended that FDA require pre-review of all DTC ads.
  It is important to recognize that Congress has expressly denied FDA this authority.  Section 502(n) of the FFDCA, regarding prescription drug advertising, specifically prohibits FDA from requiring pre-approval of prescription drug ads, except in “extraordinary circumstances,”
 such as those listed in the regulations.
  

FDA’s existing policies do permit FDA to review all DTC ads as soon as they are disseminated,
 and advertisers may submit ads to FDA before they are disseminated, pursuant to a voluntary pre-review process.
  Although the pre-review process is voluntary, FDA reports that the majority of product sponsors participate in the program.
  

As FAC noted in its initial comments,
 even the voluntary pre-approval process could be characterized as a prior restraint and have difficulty passing constitutional muster.  Prior restraints are the least tolerable infringement on First Amendment rights and there is a heavy presumption against their constitutionality.
  As FAC recommended in its initial comments, to avoid having its existing voluntary review process characterized as a prior restraint, FDA should, at minimum, delineate its decision criteria in the process, prescribe a decision timetable, and provide empirical evidence that explains any rejection.
  Any mandatory pre-review policy, like that recommended in the comments, would have even more difficulty passing constitutional muster. 

E.
Manufacturers Who Use DTC Advertising Should Not Have an Increased Duty to Warn, or Lose an Element of Protection Under the “Learned Intermediary Doctrine.”

FAC also disagrees with one commenter’s suggestion that manufacturers who use DTC advertising should have an increased duty to warn consumers about risks associated with the advertised product, or lose an element of protection under the “learned intermediary doctrine” in tort law, which absolves manufacturers from their duty to warn consumers, so long as they have warned physicians about the risks associated with a product.
  As a general matter, advertising is a normal and vital part of commerce and should not be considered as a basis for increasing risk per se.

Moreover, most courts that have addressed the issue have held that no exception to the “learned intermediary doctrine” for DTC advertising exists.
  Indeed, such an exception would not make sense given that the physician still acts as the gatekeeper and has an opportunity after the patient is exposed to the DTC ads to ensure that the patient understands any risks associated with a product.

In addition, FDA’s comprehensive regulation of prescription drug and restricted device labeling and advertising provides consumers with adequate warnings, and therefore, moots any need to increase the duty to warn or to create an exception to the “learned intermediary doctrine.”  Even the New Jersey Supreme Court, which recently found that there may be a DTC advertising exception to the “learned intermediary doctrine,” where DTC advertising “fails to provide an adequate warning,”
 conceded that a manufacturer’s compliance with FDA’s advertising and labeling requirements creates a presumption that the manufacturer has fulfilled its duty to warn.
  
V.
Conclusion
FAC appreciates the opportunity to respond to the comments currently in FDA’s First Amendment docket, and FAC applauds FDA for its timely review of its policies in light of recent First Amendment case law.  Free commercial speech is fundamental to our American way of life, and as such, FAC, again, respectfully urges FDA to incorporate a First Amendment analysis into every future action that potentially restricts, suppresses, or infringes on commercial speech.  
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