
November 8,2001 

Dockets Management Branch (~FA-~~~) 
Food and Drug Administration 
12420 Parkfawn Drive 
If3.m. f-23. 
RockviNe, kD 20857 

Re: Docket No. OH?-0250 
Citizen Petition Regarding ~~ufacturer Dissemination of ~nfo~ation 
Concerning Off-Label Uses of FDA-Approved Products 

On behalf of the Coalition for Healthcare Comm~ication (the Coalition), beset, 
Turner & Coleman, LLP submits these comments in support of the Citizen Petition of May 23, 
2001 filed by the Washington Legal Foundation (WLF) with the Food and Drug Adm~~strat~on 
(FDA). The petition concerns a request by WLF that FDA withdraw its Federal Register Notice 
(FJotice) published on March f 6,2000, entitled Y3ecision in Wash~n~on Legal Foundation v. 
Henney .” 

The Coalition is a not-for-profit organization representing nine major ~ommuni~atiuns 
org~~zat~~~s whose members are engaged in medical ~o~~~~ations including publishing, 
continuing medical education, and the dissemination of ~nfo~atiun on health care products and 
services, The Coalition’s mission is to ensure that medical comm~i~at~on is as robust and open 
as possible, so as to ensure that health care professionals “&nd patients have open access tu 
essential health information. As an active voice on various issues relating to the regulation of 
medical communications, the Coalition consistently seeks to achieve a common goal with FDA, 
the medical community, policy makers, and the American public: to optimize the flow of 
medical information. To accomplish this goal, heahh care professionals need to have available 
important scientific information concerning disease, its diagnosis, and its treatment so that they 
can make fully informed decisions concerning patient care. 

The foffowing comments note the concerns of the Coalition and its members reg~d~ng 
e subject Notice. We respectfully submit that the subject Notice should be withdraw and in 

its place a corrective Notice should be issued consistent with current law regarding free speech 
under the First Amendment. 
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. Background 

In 1993, WLF filed a Citizen Petition requesting FDA to change its policies restricting 
the flow of truthful info~at~on pe~a~ning to unapproved, or un 
and medical devices that have been approved by FDA for other 

led (off-label), uses of drugs 
cations or uses? V&F was 

concerned with the increase in FDA fetters and telephone calls to drug rn~ufa~~rers warning 
against the unsolicited d~s~ibut~on of independent medical textbooks and peer-reviewed journal 
articles (endurmg mater~a~s~ in which off-label uses of their products were discussed. FDA had 
advised that such activities constituted unauthorized ‘“labeling’” and exposed the rn~ufa~~ers to 
potential agency enforcement actions. T 
and subm~~ed eomments to FDA in fav 

e Coalition shzt;red WLF’s concerns at this earfy stage, 
ofthe petition. After FDA”s &niaf ofthe Citizen 

Petition, WLF filed suit &gainst FDA in 1994 in the U.S. District Court for 
Columbia, alleging that FDA’s poficies violated the First Amendment of 

n October 1996, during the discovery period of WLF’s pendin lawsuit, FDA issued two 
guidance documents designed to restrict drug and medical device manufacturer distribution of 
enduring materials.2 In December 1997, FDA issued another guidance document that severely 
~~rnited the ability of m~ufa~~rers to provide financial support for continuing medical education 

ME) activities.’ The Coalition had submitted comments prior to the issuance of that guidance 
ocument urging FDA to refrain from imposing restrictions on manufacturer participation in 

CME activities, citing First Amendment concerns. On July 30, 1998, the district court granted 
WLF’s motion for sunsmary judgment and held that both of FDA’s gui ce documents 
~~onst~tutional~y burdened the right of m~ufac~ers to engage in commercial speech.” The 
court further enjoined FDA from prohibiting, restricting, suctioning, or otherwise seeking to 

r gee Citizen Petition by the Was~n~on Legal Foundation (Oct. 22, 1993), in Docket 
No. 92~~~43~/CP 1. d 

2 See Guidance to Industry on Dissemination of Reprints of Certain P~bl~s 
Data, 61 Fed. Reg. 52800 (Oct. 8,1996); Guidance for Industry Funded Dissemi 

ference Texts, 61 Fed. Reg. 52800 (Oct. 8, 1996). 

3 see Guidance for ~ndust~~Suppo~ed Scientijt’lc and EducationaX Activities, 62 Fed. 
eg. 6r5,093 (Dec. 3, 1997). 

4 See WLF v. ~~~~~~u~, 13 F. Supp. 2d 51 (D.D.C. 1998), motion to alter or anzevld 
j~~~~e~~ denied9 36 F. S .2d 16 (D.D.C. 1999), inj. ~~~~e~, 56 F. Supp. 2d 81 (D. 
~999~, vacatedus moot, 202 F.3d 331 (DC Cir. 2000). 
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limit any manufacturer from disseminating enduring materials or 
CME activities? 

~icipating in independent 

etween the time WLF filed its motion for summary judgment and the time the court 
that motion, Congress passed the Faod and Drug A~in~strat~on ~ode~ization Act 
A). Section 401. of the Act allows for rn~ufa~~er dissemination of enduring materials 

that discuss ofG1abef uses, provided that e manufacturer satisfy certain requirements.6 The 
coalition responded to FDA regulations implementing 5 401 by s~bmi~ing moments voicing 
conce over FDA% interpretation of Congress’ intent to encourage dissemination of peer- 
reviewed medical info~ation.’ Subsequent to the district court’s holding, FDA asked the court 
to quails its injunction to exclude FDAMA 5 401. The court refused, and clarified that its 
injection applied to the underlying policies of FDA, and not merely to the ex ress provisions of 
the guidance documents and FDAh/fA 8 401 and its i P lementing regufations. 

ed the district court’s decisions to the U.S. Court of Appeals for the District 
ia Circuit. The brief that FDA filed with the court argued that the gui 

d FDAMA 8 401 provided FDA with independent legal authorizat 
m~~fact~rer speech. At oral argument, however, FDA shifted its position and maintained that 
(I) the enduring materials guidance documents were superseded by FDAMA 5 401 3 and (2) that 
8 401 and the CME guidance document represented “safe harbors” that imposed no independent 
obligations on manufacturers, merely offering them guidance for avoiding sanctions that might 
othe~ise be imposed through enforcement actions under other provis ons of the Food, Drug, 
and Cosmetics Act (FDCA)? Based on FDA’s changed position, the court of Appeals dismissed 

ee WLF vs Friedman, 13 F. Supp. 2d at 73-74. 

’ See 2 1 U.S .C 36Uaaa et seq. Some pertinent requirements include: (1) submi~~ng a 
of the materials at least 60 days prior to dissemination; (2) submitting a supplemental New 

Drug Application to FDA no later than 6 months after dissemination of materials; and (3) 
displaying a prominent statement disclosing that the materials contain isolation regarding uses 
not roved by FDA. 

7 See Letter from the Coalition for Healthcare Co~~ication (July 22, 1998), in Docket 
No. 98N-0222. 

g See WLF v. Frjl’edman, 36 F. Supp. 2d at 18; WLF v. Henney, 56 F, S 

’ See WLF” v. Henney, 202 F.3d at 334-36. 
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A’s appeal as moot and vacated the district court’s decisions and injections insofa as they 
declared FDAMA $401 and the CME guidance document unconsti~tional”‘~ 

In response to the Court of Appeals’ decision, FDA issued the subject Notice. The 
subject Notice begins by reviewing the FDCA’s prohibitions on the dis~ibution of products in 
interstate commerce for any intended use that FDA has not approved as safe and effective, and 
follows with a background summary of WLF lawsuit. The subject Notice reaffirms FDA’s 
~u~oorn position that FDAMA Q 401 he CME guidance docment represent “safe 
harbors,‘” and that a manufacturer’s failure to abide by them does not, by itself, constitute an 
independent violation of law. ’ r Of more concern to the Coalition, however, is the subject 

‘s statement that “if a manufacturer does not comply [with FDAMA $401 and its 
enting regulations], FDA may bring an enforcement action under the FDCA, and seek to 

articles and reference texts disseminated by the manufaet 
roduct is intended for a ‘new use9.‘y12 

r as evidence that an 
The subject Notice advises mmufactwers 

to become familiar with the CME guidance document previously released by FDA, which details 
factors FDA may take into account in determining whether indust~msuppo~ed scientific and 
education activities rise to the level of promoting off-label uses of drugs. 

Since the subject Notice was published, FDA has already sent an Untitled Letter to a drug 
m~ufa~t~er fur distributing copies of an abstract taken from a peer-reviewed medica 
that discussed the off-label use of an oncology drug.13 The implications made in the subject 
Notice, and in FDA’s recent action to apply the subject Notice, clearly have a chilling effect on 
the rights of drug and medical device manufacturers to engage in truthful, non~~sleading 
speech, and the rights of physicians and other health care professionals to hear such speech. 

I0 See lid. at 33 6. 
district co 

In its opinion, the Court of Appeals noted that FDA did not appeal the 
3s decision pertaining to the FDA guidance documents on enduring materials. 

Accordingly, the court viewed this section of the district court’s injunction as remaining in 
effect. See id. at 337 n.7. 

” See Decision in WLF v. Henney, 65 Fed. Reg. 14286,14287 (Mar. 16,2~~~). 

I2 See id at 14287. 

I3 See FDA Untitled Letter to AstraZeneca Fha~a~eutica~s (July 9,2001 )9 pos#ed QB 
~.fda*gov/cd~r/w~2~~1/1~135.pdf. 
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oalition believes that independent medical textbooks, peer-reviewed j ournaf 
MI!. activities constitute classic scientific and academic speech that is afforded till 

prute~tiun under the First Amendment of the U.S. Consti~tion*‘~ This is true as lung as the 
speech was prepared by independent third parties, even if it contains discussions of off-label use 
fur a particular manufacturer’s products and is redistributed by that rn~~a~t~er. Since these 
activities involve the ~o~~i~ation of t~th~l, non-misleading, exclusively science-oriented 
info~~~on~ any governmental attempt to regulate or restrict the activities requires a compelling 
reason. The level of consti~tional scrutiny should not change merely because a m~ufa~turer~ 
rather than a scientist or physician, chooses to disseminate the info~ation9 even if the 

_ . -m~ufa~t~~r has an indirect ~n~~i~ stake in the ~s~ibut~un of the i~u~atiun*~~ In merely 
disseminating the info~ation, without anything more, the marmfacturer is nut proposing a 
commercial transaction, but simpl 
physi~i~s, and other academics, ’ Y redistributing the no~~eo~er~ial speech of scientists, 

The US. Supreme Court has stated numerous times that 
only a compelling government interest, such as “preventing the flow of substantive evils from an 
entity’s activities,” can justify limiting First Amendment freedoms.‘s Although FDA may have a 

I4 See, e.g., ~eyi~~~~~ v, Board of Regents of the Univ. of the 
589,603~04 (1967) (Court recognizing academic speech as an ess 
argues Science F~~~~s~~r~ v. Americas Inst. of Physics, 859 F. Supp. 1521 I f539-4 1 (S.D.N.Y. 
1994) (court adopting defendants’ position that articles found in scientific journals are 
expressions of disinterested academic inquiry, which serve to inform the scientific county on 
an issue of public significance); Board of Trusttzes of Skmford Univ. v. ~~~~~v~~~ 773 F. Supp. 
472,474 (D.D.C. 1991) (court noting that the First ~endment proteczts scientific expression 
and debate just as it protects political and artistic expression); see also Glenn C. Smith, ~v~~d~~g 
~~~upd Alchemy - in the Off-Label Drug Cuntext and Beyond: Fully-Protected ~~de~e~de~~ 
Research Shuld Abt” Tkmsmogrijj Info Mere Comme~ciaE Speech hst Became PrsduGt 
~~~~f~~~~~ep~ Distribute It,34 WAKE FOREST L. REV.<963 (1999). 

l5 See, e.g., Keyidkm, 385 U.S. at 603-04. 

X6 See Smith, supra note 2, at 1017-18. 

I8 See, e.g., NACP v. Button, 371 U.S. 415,439,444 (1963); Bates v. Little Rock, 361. 
.S. 5 16, 524 (1960) (Court declaring that where there is a significant encroachment upon 

seasonal fiberty, the government may prevail only upon showing a subordinating interest which 
is ~urn~e~~~ng~ 
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s~bst~t~al interest in requiring marmfactmxs to obtain approval for new drug uses, the Coalitiun 
at the agency has not demunstrated that such an interest rises to the level of being 

rkXN-Xp2flillg.~’ 

Even if the rn~~fa~t~~r’s activities are nut fully prutected as classic scientific speec 
the activities at a minims enjoy strung constitutional protectiun as commercial speech.“’ 
Accordingly, FDA would be violating the rn~~fac~er’ s First Amendment right tu engage in 
commercial speech if it uses the manufacturer’s d~ssem~atiun of enduring materials, or the 
rn~~fa~t~er~s sponsorship of CME activities, as evidence that the rn~~fa~~er intended that a 
dnzg be used fur unapproved indications, or that the manufactier has misbranded a drug’s 
sabering. Likewise, manifestations of FDA’s policies on enduring materials a3ld CME activities, 
whether in the form of enfurcement actions, warning letters, guidance documents, or Federal 
Register Notices, will deter mmufaett.trers from engaging in speech to which they are entitled 
under the Constitution. 

n WLF v. F~~e~~~~, the District Court fur the District of Cal ia considered FDA”s 
ng policies on enduing materials and CME aetivities to be ~nstitnti~nal bttrden 

upon a m~~fact~er’s First ~endment rights2’ Applying the standard set forth in ~~~~~2 
~~~~~~ Gas & .Hec. Corp. V. Public Serv. Comm ‘yt for commercial speech:l the court held that 
FDA’s restrictive policies as outlined in its guidance documents were eunsiderably mure 
extensive than were necessary to firsther the substantial government interest of en~u~a~ng 
rn~~fa~t~~ers to fife supplemental new drug applications. The court based its holding in large 
part upon the existence uf less-burdensome alternatives, such as full discfusure by m~ufa~~rers 
that the enduing materials being disseminated, or CME activities being financed, contained off- 
label use ~~u~atiun. The court expressed its distaste nut only fur the pidance ducuxnents 
themselves, but also fur FDA% threats to use rn~~fa~t~rer dissemination of endwing materials 
or sponsorship of CME activities as evidence in a separate enforcement actiun.“2 Accordingly, 
the court fuund the enduring materials and CME 8 uidance documents, 
~der~y~ng the docmnents, to be ~n~o~sti~~una~. ’ 

” See WLF v. Friedman, 13 F. Supp. 2d at 66. 

2o See WLF v. Friedman, 13 F. Supp. 2d at 73-74. 

Ii?1 447 U.S. 557 (1980). 

22 See VLF v. F~~~~~~~~ 36 F. Supp. 2d at f 7-H. 

23 See id at 18. 
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VJhile the Cum of Appeals fur the District of ~u~~bia ~~r~~it ultimately vacated the 
d~striet CCRXVS holding as a result of FDA reversing its position at oral arment, thereby 
effectively making that particufar l~tigat~un moot, the court nevefiefess went out of its way to 
note that it did nut criticize the reasoning or conclusions of the distri 
address the merits of WLF’s ~unstit~tiunal arguments.24 

coufi by declining $0 
The Cualitiun acknuwledges that the 

district court vacated all rem~n~ng purtiuns of its injunction subsequent tu the C~IU% of Appeals’ 
huIding.2s However, FDA shuufd nut view the dismissal uf WLF”s cunst~t~tiuna~ ~g~ents 
based on procedural grounds as creating a mandate fur it to reinforce its legally q~estiunable 
puIicies thruugh the subject Notice. The district court’s hulding sent a clear signal that the 
guve~ent should be prutective and suficituus of the subject speech. FDA takes an opposite 
view by using the Cutxrt of Appeals’ narruw holding to justify the posting of the subject Notice. 
In any case, the district court recognized atier the C&rt &Appeals’ decision that the issue 
remains unresulvcd, and that the co~@y’s dmg rn~~fa~t~~rs are still, without clear guidance as 
tu their permissible cunduct. Mureuver, the district court believes that the subject Notice 
“specificalIy invites a constitutional challenge to each and every one of [FDA’s] enforcement 
actions,” and that it “‘wilf be called on to [decide the underlying issue] again befure the 
cuntruversy is cuncluded.“25 

The Supreme Court has also shown little hes~tat~un in str 
tu unduly restrict commercial speech.27 The Cuurt’s decision in 

empts 

~~~~~y*~ represents a recent iteration of the lung fine of cases invalidating such restrictions, and 
ftxrther suppurts the Cuafitiun’s view that the subject Notice violates the commercial speech 
rights of m~~fa~t~ers. In ~~~~~~~~~, the Cu~rt struck dawn certain ~assach~se~s r~g~atiuns 

uverning the advertising of tobacco pruducts as being violative of commercial speech 
protections under the First Amendment.29 IEn striking down regulations ~ruhibiting indsur and 

24 See WLF v. Hemey, 202 F.3d at 337 n-7. 

” See WLF v. Henneyp 128 F. S .2d 1 I, 15 (D.D.C. 2000). 

26 See id. 

27 See, e.g., Greater New &beam ~~~adcas~~ng Ass ‘n, Inc. v. United Bafes, 527 U.S. 
173, 195-96 (I 999); 44 L~~~u~~a~~, Inc. v. Rhode Island, 5 17 U.S. 484,s 16 (1996); City of 
~~~ci~~a~~ v. Dkmvery Network, Inc., 507 U.S. 410,430-32 (1993). 

” 121 S. Ct. 2404 (2001). 

” The Court was presented with two questions: (1) whether ~umprehensive state 
regulations that greatly restticted the advertising and sales practices uftubaccu companies were 
preempted by federa law, and (2) whether the regulations violated the companies’ cunstit~tiun~ 
right to engage in eummercia1 speech. The Cuzlrt held that federal law only preempted the state 

(cuntinued , . . ) 
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u~tdu~r smokeless tobacco and cigar advertising within certain geu~a~hica~ areas md heights 
easily accessible by children, the Court held that the regulations failed to satisfy central 

dson ‘s fuurth step; whether a government regulation is more extensive than necessary to 
ve a substantial gove~ent interest.30 The Court viewed the regulations’ unifurmly broad 

as demonstrating a lack of tailoring by the State to its ubjectives. The Court also asserted 
that the State did not sufficiently calculate the costs and benefits associated with the regulations’ 

urden on commercial speech. Notably, the Court advised that speech regulation must not 
pinge on a speaker’s ability to propose a commercial transaction and an adult listener’s 

ity to obtain ~nfo~ation about the speaker’s products. As the Court put it, “tobaccu 
d manufacturers have an interest in conveying truthful info ion about their 

products to adults, and adults have a corresponding interest in receiving truthtil infurmation 
abut tobacco products.“‘r 

n 
The Coalition maintains that the policies set forth by FDA in the subject Notice would 

nut pass constitutional muster if applied to the commercial speech principles articulated in 
ventral ~~ds~~, and more recently reemphasized in L&lard. The Cuurt”s decision requires a 
pujIicy change by FDA that recognizes the First Amendment right of m~ufact~ers to freely 
disseminate independently prepared truthful information related to their products, and the right 
of ~hys~ci~s and other health care professionals to receive such infurmatiun.32 The Coalition 
dues nut disagree that FDA has a substantial interest in protecting the health and safety of the 
public. However, the Coalition believes that FDA has nut adequately calculated the 
constitutiunal burdens imposed by the policies put forward to protect those interests. As a 
consequence, its policies restricting off-label use cu~~~nicat~uns have not been narrowly 
tailored to serve those interests. 

(- . . ~untin~ed) 
reg~latiuns related to cigarette advertising. The Court employed a First ~endment analysis in 
determining whether state regulations related to smokeless tobacco and cigar produets were also 
invalid. d 

3o L~ri~~ard~ 12 I. S. Ct, at 2425. The Court found the regulations prohibiting indoor 
adve~~si~g of smokeless tobacco and cigars lower than five feet from the floor of a retail 
establis~ent located within 1,000 feet of a schuot or playground as also failing the third step of 
Central Hudson - by not directly advancing the governmental interest asserted. 

31 Lorillard, 121 S. Ct. at 2425-27. 

32 See id. at 26; see also 44 L~~~~r~art, 517 U.S. at 503- 4, citing ~de~~e~d v. Farce, 507 
U.S. 76 I ‘f 767 (1993) (Cuurt recognizing the right of cunsumers to assess the valve of 
i~fo~atiun being presented to them within the context of the commercial marketplace). 
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Thus, the Cualition strongly urges FDA to replace the subject otiee tith a Notice such 
as that prupused by WLF that still achieves its primary objective of preventing the 
~omrn~~atio~ of false or misleading info~ation, but that is not so overly broad as to restrict a 
m~~fact~er’s right to engage in law&l, nun-misleading coruscations, and to interfere with 
a physician’s interest in accessing such infurmation. If FDA chooses a policy of suppression 
uver one of disclosure, especially when the agency has yet to demonstrate that disclosure would 
fail to realize its objective, it disregards a far fess restrictive means of achieving its policy 
interests*~3 

An FDA PoIiq Requiring Full Disclosure Is 
Protect the Interests of the FDA, Manufacturers, an . . 

I The Coalition would slipup an FDA policy reqGring full, complete, and ~~~bi~o~s 
disclosure by a rn~~fa~t~er that the enduring materials it disseminates, or the CME activities it 
p~iG~pates in, contain discussion of off-label uses not approved by the FDA, and that the 
rn~ufa~t~er produces and markets the subject prodtxt. As the district court pointed out, such a 
policy is less restrictive on speech, and is mure narrowly tailored to achieve the objectives of 
FDA and Congress concerning off-label use of drugs. Likewise, it is consistent with the 
Supreme Court’s recent decision in LorlZTtirrd and reconciles with the Court’s view that 
disclaimers are cunstitutionally preferable to outright suppressiun.34 The Court of Appeals fur 
he District of Columbia Circuit has also stated that “if a health claim is not inherently 

misleading, the balance tilts in favor of disclaimers rather than s~~pressiun.~~~5 

33 See, e.g., Bcrard of Trwtees of State UIiv. of New York v. Fox, 492 US, 469,479 
(1989). 

35 See Pearsm v. Shalala, 164 F. 650,659 (D.C. Cir. t999), recu~s~dera~~~~ denied, 
Pearson v. ~~~~~su~, 141 F. Supp. 2d 1 112 (D.D.C. 2001). In this case, the court 

erpreted a provision in the Nutrition Labeling and Education Act of 1990, codified at 21 
U.S.C. 53 301, 321,337,343,371, relating to disease ur health-related claims of dietary 
supplements. FDA had denied a~thori~tiun fur dietary supplement rn~~fa~t~ers to include on 
their labels claims characterizing the relationship of the supplement to a disease or health-related 
condition. FDA claimed that the supporting evidence was inconclusive and thus failed to give 
rise to ““significant scientific agreement?’ The manufacfxxrers asserted that FDA violated their 
commercial speech rights under the First Amendment by declining to employ a less burdensome 
method, such as the use of disclaimers, to serve the government’s interests. The court agreed 
with the manufacturers. 
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Equally important tu its constitutional legitimacy, a Full Disclosure policy protects the 
interests of all concerned parties. First, the policy immediately notifies the reader of the sauce 
of the infu~atiun being conveyed, putting the reader on notice to review the i~u~atiun with 
inherent skepticism based on his or her education, background and experience. The FDA’s 
enforcement powers are preserved if a marmfacturer fails to disclose the nature of the 
info~ation being ~ummuni~ated, since the FDA could then argue that the information is 
“inherently misleading.” And as recognized by the district court, FDA can stilf move against a 
m~ufac~er if the infu~atiun being conveyed is in fact false or mis eading . ~~ufa~~ers 
would alsu continue to have an incentive to seek supplemental labeling approval from FDA for 
off-label uses, since that may pave the way for robust promotion of the product, facilitate 
reimbursement, and limit expusure to product liability claims. At the same time, a Full 

. Disclosure policy would demonstrate FDA’s respect for drug m~~fa~t~ers’ cu~stit~tiona~ 
rights, and the agency’s willingness to work with the industry by ente~a~n~g less-b~densume 
alternatives in its pursuit of promoting the public’s health and safety. 

hysicians would benefit from a Fulf Disclosure policy because it would 
promote the cuntinuuus flow of information they need to make proper diagnuses and evaluate 
treatment options for their patients. Also, physicians would have knowledge that indurations 
described in the materials may not be approved by FDA, and that the entity providing the 
materials likely has an indirect financial stake in promoting a particular drug’s off-label use. A 
disclosure statement may alLso encourage physicians to consult their colleagues or seek additional 
i~fo~at~on prior to using a drug for unapproved indications, in the interest of guarding the 
safety of their patients when considering nun-approved treatments. 

IV, FDA Acquiescence to the Dissemination of Off-label ~nf~r~ati~~ Embodies Sensible 
Health Policy. 

The Coalition agrees with WLF’s assessment that the u label use of FDA-appr~ved 
drug products plays a vitaI role in the effective and efficient delivery of adequate health care to 

the United States. As noted by WLF, the U.S. Supreme Court has even 
importance of off-label trea~ents in current medical practice, noting that “off- 

label usage of medical devices is an accepted and necessary curoXlary of FDA’s mission to 
regulate in this area without directly interfering with the practice of medicine.“36 The district 
court in WLF v. Friedman repeatedly noted that off-label prescriptions constitzllte the must 
effective treatment available for some conditions. The court stated FDA’s &for@ to prevent 
misreading information from being communicated may concurrently stifle truthfil life-saving 

36 See ~u~~a~ Co. v. Plaints’ Legal Committee, 531 U.S. 341 (2000). 
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info~ation, or i 
comfo~able.37 

ation that can make someone with a debilitati condition more 

Even FDA has acknowledged that off-label uses can be of great value, with some having 
istorical 

angina?’ 
irn~o~~~e, such as the off-label use of beta blockers in hypertension iutd 

Most recently, government officials have commented on the availability of certain. 
~tibiotic~ for the off-label treatment of anthrax.3g Indeed FDA has recognized that physicians 
~on~onted with patient needs may seek info~ation regarding effective off-label uses of drugs, 
especially in the absence of effective alternatives. I-Iowever, FDA restrictions on the discussion 
of o~~lab~l uses signi~e~tly impede physicians’ ability to acquire this information, and 
simil~ly encumber the advancement of medical science. 

Perhaps one of the most compelling fields of medicine in chic FX)A’s j)$otice ca have a 
ental impact is the treatment of a life-threatening disease such a cmcer, Qf&la,bel use of 

drugs is both pervasive and indispensable in anti-cmcer regimens rapies, md has 
~guably become the standard of care. In fact, the Government es that over 5(jyo of 
cancer patients have been administered a drug for an unapproved indication, with one expert 
estimating that 95% of all oncology drugs are used off-label.40 The Coalition objects to FDA’s 
mainten~~e of a policy that can keep the most critical patients from receiving the best therapies. 
Physicians that learn of new diseases, diagnoses, and treatments through rn~ufa~t~er~ 
distributed scientific materials and m~ufact~ermsponsored educational programs are in a better 

osition to treat a cancer patient. 

v, FDA Should Espouse the Equal Treatment of Off-Mel Use Discussit-zn, 

Finally, a formal change in FDA policy would also eliminate the singling out of drug and 
medical device manufacturers in the restriction of off-label use discussion. The Court of 
Appeals for the District of Columbia Circuit recognized this disparate treatment in I4?P’ v. 

37 See WLF v. Friedman, 13 F. Supp. 2d at 73. p 

j8 See Testimony by Michael Friedman, FDA Deputy ~o~issioner for operations, 
efore the I-Iouse Committee on Government Reform and Oversight, Subcommittee on Hums 

sources and Intergove~en~l Relations, September X2, 1996. 
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~e~~e~, observing that neither Congress nor the FDA has attempted to regulate the off-label use 
of gs by doctors and consumers. The District Court for the District of Columbia also noted 
FDA’s desire to refrain from interfering with physicians’ pursuit of current and reliable 
info~ation concerning off-label uses of drugs. The FDA has even acknowledged the suitability 
of physi~i~s receiving offlabel use information from a variety of sources, including journal 
articles, independent CME activities, on-line databases, textbooks, and discussions with 
colleagues.41 

It should nut matter to FDA where a physician receives truthful, non-misleading off-label 
use info~ation. Rather, FDA should treat manufacturers like any other source of breaking 
medical research and treatment info~ation that physicians utilize as a~-$ oftheir eff&$ to 
achieve the highest st&ndards of care, Physicians are capable of critically evaluating enduring 

1 , materials that are given to them, or the findings presented at CME seminars; their ability to 
process new information is not dependent on the nature of the source of such information. 

* SC * t * ri 

In summary, the Coalition urges FDA to remove the subject Notice and replace it with a 
notice or policy statement similar to the one submitted by WLF with its petition that 
ac~owledges the right of drug and medical device manufacturers to communicate non- 
misleading information to physicians and other health care providers concerning the off-label use 
uf ~~A-approved drugs. The Coalition believes that a different policy is necessary 
(1) the subject Notice’s chilling effect on ~onstitutional~y~protected speech, (2) the alternative 
means available to ensure that manufacturers do not convey misleading information, and (3) the 
prudent policy reasons supporting the right of all parties to openly discuss off-label uses of 
drugs. 

The Coalition recognizes FDA’s vital role in regulating inform 
to include in a drug product’s labeling, advertisements, and promotio ateriggls* The 
Coalition does not seek to alter or undermine FDA’s core authority to restrict materials created 

y or on behalf of the manufacturer itself. The Coalition strongly believes that FDA should 
monitor and prosecute m~ufact~er labeling and promotional activ 
misleading. Rather, the Coalition contends that only a modest than 
necessary to achieve a proper balance that permits manufacturers to 

41 See WLFv. Friedmm, I? F. Sup 
note l-2, 

. 2d at 56; Testimony by Michael Friedman, ,ygpra 
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