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|. INTRODUCTION

Years from now, when scholars examine the history of the Food and Drug
Administration’s (FDA’s) marketing policy, Washington Legal Foundation’s (WLF's)
challenges under the First Amendment may be identified as the pivotal cases influ-
encing the evolution of FDA's approach to marketing.

Assuming the primary holdings of the U.S. District Court for the District of Co-
lumbia are reaffirmed on appeal, virtually every FDA marketing decision will be sub-
ject to First Amendment analysis and review. FDA will have to consider First Amend-
ment implications every time its commissioner or a senior staff member proposes to
censor the speech of aregulated company.

This article reviews Judge Royce Lamberth’s decisions invalidating certain FDA
policies on First Amendment grounds. A key point is that the First Amendment stan-
dards are not just esoteric, academic, or legal ideas, but common sense policy prin-
ciples. These principles are stated in the language of the courts, and are neither radi-
cal nor revolutionary in modern America. They arise from the basic First Amendment
principles now routinely applied by the Supreme Court to determine the validity of
speech restrictions imposed by federal, state, and local governments. If Judge
Lamberth’'s decisions stand on appeal, the principles of free speech protected else-
where in society will now be applicableto FDA. Modern First Amendment law will be
given anew venue, and FDA will be compelled to move in anew direction.

The WLF decisions considered two important questions. First, the court consid-
ered whether an industry “pervasively regulated” by the federal government is en-
titled to First Amendment protection. The court unequivocally answered yes to that
guestion. Given that the First Amendment does apply, the second question is, which
test should be used. The court could apply either: 1) the “strict scrutiny” test, which
pertainsto political and other forms of speech with profound socia and political impor-
tance; or 2) the “commercia speech” test, which applies to advertising and other forms
of speech that propose acommercial transaction. In the WLF decisions, Judge Lamberth
found that the “commercial speech” test applied, and that the “off-label” restrictions
violated even these lesser protections afforded by the court’s “commercial speech” test.
He, however, rejected the argument that the higher standard was appropriate.
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Il. BACKGROUND

A. Jurisprudential Background

In the 1976 Mirginia Pharmacy case,! the Supreme Court recognized that com-
mercial speech, namely advertising and promotion, was entitled to constitutional pro-
tection. That case involved a challenge to alaw prohibiting licensed pharmacists from
advertising the prices for which they sold prescription drugs. The Supreme Court
invalidated the ban, recognizing that people were interested in information such as
the price of pharmaceuticals. The Court also rejected paternalism as a justification,
writing that “people will perceive their own best interestsif only they are well enough
informed, and . . . the best means to that end isto open the channels of communication
rather than to close them.”?2

In 1980, the Supreme Court elaborated, and in the process significantly dimin-
ished the extent of the constitutional protection it appeared to furnish commercial
speech in Virginia Pharmacy. In Central Hudson,® the Court adopted a balancing test
which, in theory, gives the government the opportunity to justify restrictions on com-
mercial speech even if that speech is truthful and not deceptive. Under that balancing
test, a court must determine whether: 1) the commercia speech concerns a lawful
activity and is not misleading; 2) the government interest asserted to justify the regu-
lation is substantial; 3) the regulation directly advances the government’s interest;
and 4) the regulation is no more extensive than necessary to serve that interest.*

The Central Hudson test can be restated in the plain language of four questions.
First, is the underlying activity legal and the communication about it true and not
misleading? If so, the Supreme Court expects the government to prove the next three.
Second, does the government have clear authority and serious reason to regulate this
speech? Third, does the speech restriction lead to aresolution of the problem? Fourth,
are there other ways to solve the problem with less or no restrictions on speech? In
nearly every case of this kind, the issue does not get to court unless the first two
guestions have been answered in the affirmative. The outcome, therefore, generally
turns on the government’s ability to prove that the restrictions actually work and that
there are no reasonable, less restrictive alternatives.

Often categorized as “intermediate First Amendment scrutiny,” this balancing
test has the problem of providing the courts with enormous discretion. To illustrate,
the Supreme Court used this test in Posadas de Puerto Rico® to uphold a paternalistic
restriction on casino advertising directed at anyone but tourists. The Court advanced
the widely-criticized argument that “the greater power to completely ban casino gam-
bling necessarily includes the lesser power to ban advertising of casino gambling.”®
Modern-day state legislatures arguably have the power to outlaw almost any product
or service. Thus, if taken serioudly, this notion that the “greater-includes-the-lesser”
essentially would eliminate protection for commercial speech about any product or
service other than those that are constitutionally protected, such as books and movies.

The situation changed in the 1990s, beginning with the Discovery Network case.”
The Court struck down a city ban that prohibited newsracks on public property if the

1VirginiaState Bd. of Pharmacy v. Virginia Citizens Consumer Council, Inc., 425 U.S. 748 (1976).

2|d. a 770.

3 Central Hudson Gas & Elec. Co. v. Public Serv. Comm'’ n of New York, 447 U.S. 557 (1980).

4 Seeid.

5 Posadas de Puerto Rico Ass nv. Tourism Co. of Puerto Rico, 478 U.S. 328 (1986).

61d. at 345-46.
7 Cincinnati v. Discovery Network, Inc., 507 U.S. 410 (1993).
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racks were used to distribute “commercia handbills,” as opposed to newspapers. In
the process, the Court clarified that a challenger could defeat a commercial speech
restriction if it showed that there were numerous and obvious less restrictive alterna
tives to the restriction on speech.®

In two cases coming out of Florida's strict regulation of accountants, the Court
affirmed that the government bore a heavy burden in justifying regulations of com-
mercial speech and that “ mere specul ation and conjecture” were not enough.® In United
Sates v. Edge Broadcasting,® the Court upheld a ban on a North Carolina broad-
caster carrying advertisements for the Virginia state lottery. That case was explain-
able, however, by thefact that it involved a product or service that was unlawful in the
licensed state, and that it involved broadcasting, an area that traditionally has been
accorded alower level of First Amendment protection.*

In 1996, the Court unanimously invalidated a Rhode Island restriction on adver-
tising the price of acohol.’2 This decision also witnessed Justice Thomas emergence
as the new champion of commercial speech, a position previously filled by Justice
Blackmun. Justice Thomas argued that truthful commercial speech about a lawful
product or service ought not to be treated to any lesser scrutiny than, for example,
political or artistic speech.®* More important, however, was Justice Stevens' plurality
opinion that assailed restrictions on commercial speech for paternalistic purposes,**
and Justice O’ Connor’s opinion that spelled out the easy availability of less restric-
tive, non-speech related alternatives.’®

Thus, the principle that has emerged during the last decade is that the Supreme
Court looks askance at restrictions on commercial speech imposed for paternalistic
purposes. The advertising may be regulated if the product or service is unlawful, and
the Court till seemsto be giving awide berth to the government to ensure that people
are not misled, as Florida Bar v. Went for 1t2¢ suggests. In that case, the Court upheld
aFloridabar restriction on the solicitation of clients by lawyersfor thirty days after an
accident. Overall, though, the Court is quite protective of commercial speech.

B. Background of the WLF Cases

WLF challenged FDA guidance documents and subsequent statutory provisions
restricting pharmaceutical company distribution of off-label information to medical
professionals.t” Specifically, the cases challenged on First Amendment grounds re-
strictions on drug company distribution of reprints of medical textbooks and peer-
reviewed medical journal articles, and the sponsorship of continuing medical educa-
tion (CME) seminars.®

81d. at 418, n.13.

9 Edenfield v. Fane, 507 U.S. 761 (1993) (striking down restriction prohibiting certified public accoun-
tants from making uninvited visits or telephone callsto potential clients); Ibanez v. Florida Dept. of Bus. and
Prof’l Regulation, 512 U.S. 136 (1994) (invalidating ban on use of certain credentialsin advertising).

10509 U.S. 418 (1993).

1 Red Lion Broad. v. Federal Communications Comm’n, 395 U.S. 367 (1969).

12 44 Liguormart, Inc. v. Rhodelsland, 517 U.S. 484 (1996).

131d. at 518 (Thomas, J., concurring in part and concurring in the judgment).

141d. at 507 (principal opinion of Stevens, J., joined by Kennedy & Ginsburg, J.) (discussing anumber of
policy reasonsfor applying ahigher level of scrutiny to bans on truthful, nonmisleading commercial speech).

51d. at 528-30 (O’ Connor, J., concurring in thejudgment, joined by Rehnquist, C.J., Souter, J., and Breyer, J.).

%515 U.S. 618 (1995).

17 The Food and Drug Administration Modernization Act of 1997, Pub. L. No. 105-115, 111 Stat. 2296
(codified at 21 U.S.C. 88 360.999, 403 (1998)).

18 Final Guidance On I ndustry-Supported Scientific and Educational Activities, 62 Fed. Reg. 64,074 (Dec.
3, 1997), 61 Fed. Reg. 52,800 (Oct. 8, 1996).
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When FDA approves adrug, it does so for the uses specified in the FDA product
labeling. FDA then limits drug company communication about the use of the drug to
the approved labeling unless modifications to such labeling have been approved spe-
cifically by FDA pursuant to a supplemental drug review and approval. Once a drug
has been granted FDA approval, however, a physician may prescribe that drug for any
use, both on- and off-label .*°

Off-label use is alowed for several reasons. Technically, FDA has no statutory
authority to control physician practice in this area. Moreover, FDA and the medical
community long have recognized that for many medical conditions, clinical practice
has proven that many drugs have value beyond the narrow labeling for which they
were approved initialy. In fact, off-label use often is the standard of care in medical
practice. Not using an off-label drug in some instances could be medical malpractice.
The General Accounting Office has estimated that twenty-five percent of anticancer
drugs are prescribed off-label and that fifty-six percent of cancer patients have been
given at least one off-label drug.?’ Further, for many conditions the small size of the
patient population makes FDA approval prohibitively expensive and unnecessary.
Therefore, even FDA acknowledges that the public benefits from off-label use.?

Drug companies, on the other hand, are permitted only to promote the on-label,
FDA-approved uses of their drugs.? It is considered to be “misbranding,” a criminal
offense, for adrug company to promote non-approved uses of FDA approved drugs.?
Because pharmaceutical companiesare not allowed to promote off-label uses, but phy-
sicians write more than one million prescriptions each year for off-label uses, it is
clear that physicians are learning about these new medical developments from avari-
ety of sources.

The issue took on regulatory significance in the early 1990s when, under the
leadership of then-Commissioner David Kessler, FDA expressed concern that drug
companies were becoming an important source of off-label information through the
distribution of journal articles, medical textbooks, and presentations at company spon-
sored CME sessions. FDA asserted increased interest in controlling company distri-
bution. Recognizing the sensitivity of the medica community to any restrictions on
the dissemination of research information, the agency spent more than four years
working on the Guidance Documentsthat provided the basisfor the WLF First Amend-
ment challenge. Interested parties, including doctors, pharmaceutical companies, trade,
and consumer groups, filed written comments with FDA expressing concern about
this proposed expansion of its marketing restrictions.?*

WLF firgt challenged FDA's guidance documents in 1994. While that challenge was
pending, the issue of off-labdl use came to the attention of Congress, which passed the
Food and Drug Administration Modernization Act (FDAMA) in 1997.%2 FDAMA modi-
fied, but perpetuated, most of the provisionsof the Guidance Documents. Judge Lamberth’'s
decision in Washington Legal Foundation v. Friedman? addressed the constitutionality of

19 Citizen Petition Regarding the Food and Drug Administration’s Policy on Promotion of Unapproved
Usesof Approved Drugsand Devices; Reguest for Comments, 59 Fed. Reg. 59,820 (Nov. 18, 1994).

2 U.S. Genera Accounting Office, Off-Label Drugs: Reimbursement Policies Constrain Physiciansin
Their Choice of Cancer Therapies, Pub. No. GAO/PEMD 91-14, at 4 (1991).

2 Washington Legal Found. v. Friedman, 13 F. Supp. 2d 51, 55 (D.D.C. 1998).

221 U.S.C. §352 (1994).

Z|d.

2 Draft Policy Statement on Industry-Supported Scientific and Educational Activities, 57 Fed. Reg. 56,412
(Nov. 27, 1992).

% Pub. L. No. 105-115, 111 Stat. at 2296.

% Friedman, 13 F. Supp. 2d at 55.
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the FDA Guidance Documents. The second decision, Washington Legal Foundation v.
Henney,?” addressed the constitutiondity of the associated FDAMA provisions.

[1l. THE DistricT CourT DECISIONS

The primary issue in the WLF cases was whether the First Amendment applied to
FDA, and if so, whether FDA had violated the law by placing restrictions on manufac-
turers’ dissemination of certain information about off-label uses.?® In each decision, the
court found that the First Amendment did apply and that the restrictions were “more
extensive than necessary to serve the asserted government interest and that they unduly
burden important speech.”? The court limited enforcement of the off-label restrictions,
allowing company communication so long as drug companies made certain disclosures.®

Initialy, FDA tried to avoid First Amendment scrutiny by asserting that the distri-
bution of journa articles and textbooks and the sponsorship of CME seminars should be
classified as conduct, not speech. Not surprisingly, the court viewed this argument with
agood dedl of skepticism and dismissed it, setting up the First Amendment analysis.

A. The First Amendment Appliesto FDA Marketing Restrictions

FDA's critics claim that the agency believes its mission to be so important that it
is exempt from the protections guaranteed speakers by the First Amendment’s free
speech clause.® FDA's first argument in defense of its guidance documents support
this criticism. The agency essentially claimed that because it had been given the statu-
tory authority to regulate the pharmaceutical industry, any infringements on the First
Amendment that occurred dueto its policies were permissible.®* FDA claimed that the
expansion of its marketing restrictions to include the distribution of research involv-
ing off-label usesindependent of any input by drug companies was anatural extension
of its regulatory mission.® Judge Lamberth disagreed.

At first glance, the argument that a worthy regulatory mission trumps the First
Amendment sweeps too far, too quickly. If the theory of the argument held, it would
give the government the right to sweep away constitutional rights wherever there was
a legitimate grant of state power. Regardless, FDA defended its claim by citing in-
stances in which other federal agencies appeared to avoid First Amendment chal-
lenges due to the importance of their work.® In rgjecting FDA's claim, Judge Lamberth
concluded that these cases either had been superseded by recent Supreme Court deci-
sions® or had been decided appropriately under commercial speech principles.®

256 . Supp. 2d 81 (D.D.C. 1999).

2 Friedman, 13 F. Supp. 2d at 62.

2|d. at 54.

®|d. at 72.

3L1d. at 59. (“[T]heactivitiesat issueinthiscaseareonly ‘ conduct’ to the extent that affixing astamp and
distributing information through themailsis‘ conduct.””).

% See, e.9., Lars Noah & Barbara Noah, Liberating Commercial Speech: Product Label Controls and
the First Amendment, 47 FLa. L. Rev. 63 (1995); |. Scott Bass, Paul E. Kalb, M.D. & Bradford A. Berenson,
Off-Label Promotion: IsFDA's Final Guidance on Industry-Supported Scientific and Educational Programs
Enforceable?, 53 Foob & Druc L.J. 194 (1998).

3 Friedman, 13 F. Supp. 2d at 60.

%|d. at 62.

3 Securities & Exch. Comm'nv. Wall St. Publ’g Inst., Inc., 851 F.2d 365 (D.C. Cir. 1988).

% 44 Liquormart Inc., 517 U.S. at 512 (“ Speech restrictions cannot be treated as simply another means
that the government may useto achieveitsends.”).

" Friedman, 13 F. Supp. 2d at 62.
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B. Commercial Speech Review

Once the court decided that the First Amendment applied, it needed to decide
which level of scrutiny to apply. The district court could have avoided the dilemmaon
the grounds that, because FDA rules violated the less restrictive “commercial speech”
protections, it would not have to consider whether the more exacting “pure speech”
rules would have been applied. Instead, it found that the lesser speech test developed
in Central Hudson applied and considered each of its four questions.®

1. Isthe Commercial Speech Unlawful, Untruthful, or Inherently
Misleading?

FDA acknowledged that physicians may prescribe approved drugs for off-label
use,® but asked the court instead to look at the activity of drug companies’ distribu-
tion of off-label information. Under FDAMA, the agency claimed such action is mis-
branding and a crime.* Recognizing the tautol ogy, Judge Lamberth rejected the argu-
ment. Further, FDA asserted that company control of label communication is “inher-
ently misleading” becauseit is not approved by FDA. Again, the court recognized the
tautology and remarked that, by making the argument, FDA had “exaggerated its
place in the universe.”

The court determined that the appropriate questions were whether the underlying
information was useful to doctors and whether the speech was “more likely to deceive
the public than inform it.”#? The court answered the latter in Friedman by saying:

The conclusions reached by alaboratory scientist or university academic and
presented in a peer-reviewed journal or textbook, or the findings presented
by a physician at a CME seminar are not “untruthful” or “inherently mis-
leading” merely because the FDA has not yet had the opportunity to evaluate
the claim.®

When Judge Lamberth addressed the same issue a year later in Henney, he had
the benefit of another Supreme Court decision invalidating restrictions on commer-
cial speech.* Stressing the similarities of the cases, Judge Lamberth noted that FDA
had allowed the same off-label information to be disseminated freely by all but the
drug companies themselves. He continued:

Only when the manufacturer initiates the exchange does FDA choose to la-
bel the speech false or inherently misleading. The Supreme Court has re-
cently addressed this situation with the following observation: “[€]ven under
the degree of scrutiny that we have applied in commercial speech cases, deci-
sions that select among speakers conveying virtually identical messages are
in serious tension with the principles undergirding the First Amendment.”

% Central Hudson, 447 U.S. at 557.

% Friedman, 13 F. Supp. 2d at 66.

% 62 Fed. Reg. at 64,079.

4 Friedman, 13 F. Supp. 2d at 67.

421d. (citing Central Hudson, 447 U.S. at 563).

“1d.

% Greater New OrleansBroadcasters Ass nv. Federal Communications Comm'’n, 119 S, Ct. 1923 (1999).
% Henney, 56 F. Supp. 2d at 85 (citing Greater New Orleans, 119 S. Ct. at 1923).



1999 FDA MARKETING V. FIRST AMENDMENT 561

2. Isthe Government’s Purported Interest in the Challenged
Restriction Substantial ?

Few doubt the substantiality of FDA's interest in promoting public health and
safety by protecting the integrity of its drug approval process.* Nonetheless, Judge
Lamberth narrowed this inquiry to two interests: 1) ensuring that physicians receive
accurate and unbiased information relevant to prescription decisions; and 2) encour-
aging drug manufacturers to seek supplemental drug approvals for off-label uses.*

In Friedman, the court categorically rejected FDA's assertion that the guidance
documents were necessary to protect physicians from misusing information regarding
off-label treatments.”® The court noted that the restricted communication was being
distributed to physicians with the ability to evaluate the information regardless of its
source,® and highlighted that FDA had restricted only the distribution of the informa-
tion by drug manufacturers.3® The court not only reiterated this finding in Henney, but
also used it to dismiss all the restrictions in FDAMA aimed at the “inherently false
and misleading” elements of the materias at issue.*

In both decisions, the district court accepted the legitimacy of FDA and congres-
sional interest in encouraging supplemental drug approvals. Hence, asthe court moved
to the third and fourth elements of Central Hudson, it categorically rejected restric-
tions based on any “inherently misleading” theory, and only considered them in light
of the need to encourage supplemental drug approvals.

3. Doesthe Challenged Restriction Directly Advance the
Substantial Governmental Interest?

Judge Lamberth was satisfied that the government met its burden in both cases on
this question. In Friedman, the district court concluded that the guidance documents
appropriately provide an incentive for drug manufacturers to seek FDA approval for
off-label treatments.> Likewise, in Henney, the court identified three requirements of
FDAMA that not only encourage, but often require, new drug applications. Specifi-
cally, FDAMA required that before a company could distribute these off-label materi-
als, it either must: 1) submit a supplemental application; 2) certify one is forthcom-
ing; or 3) receive a certificate of exemption from FDA .5

4. Isthe Challenged Restriction More Extensive Than Necessary
to Serve the Governmental Interest?

The government failed to meet its burden regarding this question in both cases.
In Friedman, the court found that “there exists a less-burdensome alternative to this
restriction on commercial speech.”* In fact, the judge specified four such conditions

% Friedman, 13 F. Supp. 2d at 69.

471d.

“1d. at 70 (“ To endeavor to support arestriction upon speech by alleging that the recipient needsto be
shielded from that speech for his or her own protection . . . is practically an engraved invitation to have the
restriction struck.”).

“1d.

©1d.

51 Henney, 56 F. Supp. 2d at 85.

52 Friedman, 13 F. Supp. 2d at 72.

5 Henney, 56 F. Supp. 2d at 87.

% Friedman, 13 F. Supp. 2d at 51.
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that FDA could impose without violating the First Amendment. FDA could: 1) re-
quire conspicuous notifications that the uses discussed were not approved by the agency;
2) require that the articles and textbook reprints come from peer reviewed journals
and bona fide independent publishers; 3) require that the sponsor of CME seminars be
“independent program providers’; and 4) require authors and manufacturers to dis-
close their financial interests. The court found that these would address all of FDA's
concerns regarding deception of physiciansor avoidance of the approval processwithout
unnecessarily restricting the dissemination of scientific research.

In Henney, Judge Lamberth was critical of FDAMA's three-part requirement on
supplemental applications. The problem, he said, was hot its effectiveness but its means.
“The supplemental application requirement of the act amounts to a kind of constitu-
tional blackmail — comply with the statute or sacrifice your First Amendment rights.
It should go without saying that this tactic cannot survive judicial scrutiny.”s®

To highlight the court’s finding that the restrictions were more extensive than
necessary, Judge Lamberth listed several less restrictive aternatives. Specificaly, he
noted that the government had chosen neither to ban off-label prescriptions, to pro-
hibit off-label profit by manufacturers, nor to fine manufacturers for failing to file
supplemental applications.> Further, he noted that many existing measures already
encourage such applications.®

Perhaps the best summary of the issue was made by Judge Lamberth in his con-
clusion in Friedman:

Off-label prescriptions, presently legal, do constitute the most effective treat-
ment available for some conditions. Through the government’s well-inten-
tioned efforts to prevent misleading information from being communicated,
agreat deal of truthful information will also be embargoed. In this case, the
truthful information may be lifesaving information, or information that makes
alife with a debilitating condition more comfortable.>®

V. THE CouRrT SHouLD HavE EMPLOYED HEIGHTENED SCRUTINY
IN ASSESSING THE RESTRICTIONS AT | SSUE

The WLF cases exemplify the value of First Amendment protections in our soci-
ety. Despitetheir best intentions and justifications, FDA and Congress devel oped poli-
cies and laws that interfered with the policy of encouraging and protecting scientific
discussion.® For reasons having little to do with the truth of the underlying informa-
tion, the restrictions blocked the provision of valuable medical information from drug
companies to physicians. In many instances, drug companies are the best source of
information about the uses of their own drugs and have the greatest incentive to dis-
tribute that information.

In Friedman, the district court acknowledged that the question of which level of
First Amendment protection applied was a difficult one. In the end, the court applied
the lesser commercia speech standard, noting the significant marketing resources of

% d.

% Henney, 56 F. Supp. 2d at 87.

51d.

S d.

% Friedman, 13 F. Supp. 2d at 73.

% Keyishianv. Board of Regents of the Univ. of the State of New York, 385 U.S. 589, 603 (1967).
51 Friedman, 13 F. Supp. 2d at 62.
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drug companies and the |egitimate government interest in protecting consumers from
misleading or deceptive sales practices.®? In Henney, the court moved directly to ana
lyze the FDAMA restrictions without considering this question.

The court should have employed a different test — the “close scrutiny” test ap-
plied to political and pure speech cases. As long as the First Amendment is not an
absolute right, the test that will be used essentially will balance the risks involved in
suppressing speech against the risks of not suppressing speech. Where science and
medical practice information isinvolved, the most exacting test is appropriate. In this
case, the potential harm of censoring speech is huge because it would limit informa-
tion that doctors could receive about the beneficial uses of drugs. Meanwhile, the
potential harm of allowing the speech is minimal. The information has been vetted
already in the scientific community, and it is offered only to people with the expertise
to evaluate it.

Speech with scientific or academic value is at the core of the communications
protected by the First Amendment.® “ The Supreme Court has said that the First Amend-
ment protects scientific expression and debate as well as political and artistic expres-
sion.”% The otherwise fully protected speech at issue in Friedman and Henney should
not be treated as “only” commercial speech by virtue of the fact that a manufacturer
paying to disseminate the speech has an economic interest in the product under dis-
cussion. To the contrary, the fact that the manufacturer “ has an economic motivation”
to support distribution of the information “would clearly be insufficient by itself to
turn the materials into commercial speech.”®

Moreover, aside from the case law establishing that scientific speech is protected
fully, the speech in these cases exhibits none of the characteristics that would make it
commercia speech. The Supreme Court has “characteriz[ed] the proposal of a com-
mercial transaction as ‘the test for identifying commercial speech.’”% The activities
at issue— e.g., mailing atextbook or an article reprint, or presenting data at a sympo-
sium — do not propose a commercial transaction. Thus, under the governing stan-
dard, the speech should not be commercial.

Additionally, the speech here does not reflect any of the related characteristics
that the Supreme Court also has used in identifying commercial speech.%” For ex-
ample, none of the parameters traditionally employed to classify speech as commer-
cial isapplicableto thistype of speech.®® The textbooks, article reprints, and symposia
support are not “advertisements’ in the common understanding of the term; even if
they were, that would be insufficient to “compel the conclusion that they are commer-

21d. at 65.

8 See, e.g., Keyishian, 385 U.S. at 589 (academic freedom is “a special concern of the First Amend-
ment”); Millerv. California, 413 U.S. 15, 34 (1973) (First Amendment protection extendsto workswith “ scien-
tificvalue”).

% Board of Trusteesof Leland Stanford Junior Univ. v. Sullivan, 773 F. Supp. 472, 474 (D.D.C. 1991).

% Bolger v. Youngs Drug Prod. Corp., 463 U.S. 60, 67 (1983); cf. New York Times Co. v. Sullivan, 376
U.S. 254, 266 (1964) (“[tjo avoid placing . . . ahandicap upon thefreedoms of expression, wehold that if the.
.. statementswould otherwise be constitutionally protected. . . , they do not forfeit that protection becausethey
werepublishedintheform of apaid advertisement”) (assessing protected status of allegedly libelous statement).

% Discovery Network, 507 U.S. at 423 (emphasisin the original) (quoting Board of Trustees of State
Univ. of New York v. Fox, 492 U.S. 469, 473-74 (1989)).

57 The Court has been careful to maintain adefinition that does not sweep too broadly in order “to ensure
that speech deserving of greater constitutional protection isnot inadvertently suppressed.” Discovery Network,
507 U.S. at 423 (quoting Bolger, 463 U.S. at 66); see also Central Hudson, 447 U.S. at 579 (Stevens, J.,
concurring) (“[1]tisimportant that the commercial speech concept not be defined too broadly | est speech deserv-
ing of greater constitutional protection beinadvertently suppressed.”).

% See Bolger, 463 U.S. at 66-67.
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cial speech.”® Nor does the reference to a specific product in textbooks, article re-
prints, or symposia presentations “by itself render [the communication] commercial
speech.”™ Thus, the speech at issue here is not commercial.

Even if the speech here could be deemed a hybrid, including commercial and
noncommercial aspects, whatever elements of the latter may exist are intertwined
inextricably with the fully protected non-commercial elements which require applica-
tion of the strictest standard of First Amendment scrutiny.” “[W]here, as here, the
component parts of a single speech are inextricably intertwined,” ” courts cannot par-
cel out the speech, applying one test to one phrase and another test to another phrase.
Such an endeavor would be both artificial and impractical.

Moreover, FDA's restrictions should be subject to heightened scrutiny for an-
other, independent reason — namely that they are content- and speaker-based. The
regulatory scheme restricting the dissemination of independently generated, peer-re-
viewed information to physicians incorporates many elements disfavored under First
Amendment precedent. As discussed above, both FDAMA and the Guidance Docu-
ments concern off-label uses of a manufacturer’s products. FDA bears a heavy burden
in justifying any proscriptive ban on speech; the constitutionally preferred remedy is
vigorous, after-the-fact enforcement in the event of a specific violation.” It is long-
standing First Amendment doctrine that blanket speech bans are disfavored unless
the government demonstratesthat no other means can serveitslegitimate goals. “ Broad
prophylactic rulesin the area of free expression are suspect . . . . precision of regula-
tion must be the touchstone.” ™

Furthermore, FDA’s policies rest on two suspect distinctions: they restrict both
“the subjects about which persons may speak and the speakers who may address a
public issue.”™ FDA's restrictions, which are triggered, inter alia, by a “significant
focus’ on off-label uses,” are categorized properly as content-based rules “by any
commonsense understanding of the term.””” Accordingly, the highest degree of First
Amendment scrutiny should have been applied.”™

The restrictions also should be subject to strict scrutiny as speaker-based rules.
According to the Supreme Court, speaker-based restrictions constitutionally are sus-
pect when the restrictions are “ concerned with the communicative impact of the regu-
lated speech.””™ FDA has made clear that the purpose of the restrictions at issue in
Friedman and Henney is to prevent manufacturers, but not other speakers, from com-
municating information regarding off-label uses of the manufacturer’s products to
physicians and other health care professionals. Such “differential treatment . . . sug-
gests that the goal of the regulation is not unrelated to suppression of expression, and

% d. at 66.

1d.; seealso Wall S. Publ’g Inst., 851 F.2d at 372.

" Riley v. National Fed' n of the Blind, 487 U.S. 781, 796 (1988); Fox, 492 U.S. at 474-75 (FDA regula-
tionsheredo not merely restrict sales pitchesthat happen to include protected speech, such asthehome products
demonstrationsat issuein Fox. Rather, FDA'srestrictionshere have demonstrably “ prevent[ed] the speaker from
conveying, or the audience from hearing, the[ ] noncommercial messages.” ).

7 Riley, 487 U.S. at 796 (applying highest level of First Amendment review to arguably commercial
elementsof charitable solicitation).

7 See, e.g., Boosv. Barry, 485 U.S. 312 (1988).

“NAACPVv. Button, 371 U.S. 415, 438 (1963).

7 First Nat'| Bank of Boston v. Bellotti, 435 U.S. 765, 785 (1978) (acknowledging corporation’s free
speechrights) (emphasisadded).

6 62 Fed. Reg. 52,800 (Oct. 8, 1996).

7 Discovery Network, 507 U.S. at 426-29.

78 Sable Communications of Californiav. Federal Communications Comm’ n, 492 U.S. 115, 126 (1989).

7 Turner Broad. Sys. v. Federal Communications Comm'’n, 512 U.S. 622, 658 (1994).
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such a goal is presumptively unconstitutional.”® Thus, because the regulations “re-
flect the Government’s . . . aversion to what the disfavored speakers have to say,”
strict scrutiny is appropriate.®

There is no doubt that, standing alone, scientific and medical research is entitled
to the highest level of First Amendment protection. Similarly, courts should refuse to
allow the government to make distinctions between the research itself and any eco-
nomically motivated dissemination of that research. The research either is sound and
valuable to the research and clinical communities, or it is not. Commercial status and
commercial mativations should not alter the analysis.

V. SpeecH ResTRICTIONS ARE BAD PoLicy

Although these two cases are written and analyzed in the parlance of the First
Amendment protections of free speech, the result derives as much from common sense
as from abstract legal theory. Good public policy demands that the medical commu-
nity operate in an environment where free speech is protected, just asit iselsewherein
our society.

Sound socia policy demands that restraints on the dissemination of medical re-
search always be subject to exacting judicia scrutiny. The potential for harmful gov-
ernment intervention is very high. Consider the facts of the WLF cases. Essentially,
FDA asserted that it was necessary to block all drug company dissemination of off-
label informationin light of its need to protect public health and safety. On thistheory,
any government entity could justify almost any restriction on the dissemination of
truthful information in the name of protecting public health and safety. Not until
Judge Lamberth carefully applied the third and fourth prongs of the Central Hudson
test was it clear that the restrictions simply went too far in seeking to override the
needs of patients and the medical community.

Other unfortunate examples of unwarranted state power are not difficult to imag-
ine. For example, certain types of medical research could be seen as inherently detri-
mental to vulnerable members of society, such asteens pursuing high-profile cosmetic
surgery. The Department of Health and Human Services could then assert a substan-
tial interest in curbing the distribution of certain cosmetic surgery information.

Another possible effect of FDA's guidance documents and the FDAMA restric-
tion is isolation of scientists and medical researchers from one another. Company
experts were given second-class status in research and clinica communities. Free
exchange of medical research enhances efficiency, however, thus avoiding unneces-
sary duplication and maximizing the interplay of diverse ideas. These benefits cannot
be achieved fully unless the distribution of new scientific information is left unre-
stricted by the government.

V1. CoNcLUSsION

The WLF decision and the principles discussed put FDA at a crossroad. How the
agency interprets the district court decision in Henney largely will define its future
credibility. FDA can view the WLF decisions as either acurse or agift. It can resist the
common sense instructions of the cases, or use these decisions as an opportunity to
design more transparent and accessible approaches to its statutory duties. The latter is
the more sensible course.

8 Minneapolis Star & Tribune Co. v. Minnesota Comm'’r of Revenue, 460 U.S. 575, 585 (1983).
8 Turner Broad., 512 U.S. at 658.







