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I. INTRODUCTION

The Internet propels prescription drug marketing into the 21st century.? The Food
and*Drug Administration (FDA), however, has yet to establish effective regulation
over this new medium. By maintaining that its current regulations sufficiently ad-
dress the Internet, FDA arguably compromises public health and limits consumer®
access to empowering health information. FDA should act promptly to improve its
position on the Internet.

This article begins with a contextual discussion of the roles that consumers, pro-
viders and managed care organizations, and pharmaceutical manufacturers play in
healthcare and how the Internet affects the interplay among these roles. The article
then details FDA’s current regulatory position with respect to Internet drug communi-
cations. A brief survey of representative Internet drug sites follows, introducing mod-
els by which to compare the sites’ “fair balance™ and information accessibility.* Within
this context, the article demonstrates the significant legal and informational problems
that arise due to the insufficiency of FDA’s approach to the Internet issue. Next, the
article analyzes the application of FDA’s current regulations to the Internet, revealing
flaws in the regulations’ binary “advertising” or “labeling” classification system and
the legal and informational problems that result from compartmentalizing Internet

* Ms. Loza is a third-year law student at The George Washington University Law School and recent Law
Clerk to the Honorable Sheila F. Anthony, Commissioner, Federal Trade Commission, Washington, D.C. This
article is an updated version of Ms. Loza’s submission for the 1997-1998 H. Thomas Austern Memorial
Writing Competition. Ms. Loza wishes to acknowledge with deep appreciation the sponsorship of Teresa
Moran Schwartz, Deputy Director, Bureau of Consumer Protection, Federal Trade Commission and Maurice
C. Shapiro Professor Emeritus, Public Interest Law, The George Washington University Law School. The
views expressed herein do not necessarily reflect the views of the Federal Trade Commission or any individual
Commissioner.

[Editor’s Note: The author’s survey of Internet sites was conducted as a “point-in-time” review at

the time of the original submission; thus individual company promotlons and Internet sites neces-

sarily will have changed and will be more or less ible to ducting h from

this article. Where possible, the Editor has confirmed cited Internet addresses, but any assertions

made about the content of specific sites are the author’s and do not reflect the views of FDLI or any

members of its editorial staff. Any such assertions by the author may be better understood as
retrospective commentary. ]

! Proclamation No. 6792, 60 Fed. Reg. 21,423 (1995) (statement by William Jefferson Clinton on the
occasion of Law Day 1995).

2 Unless otherwise noted, the terms drugs, prescription drugs, and pharmaceutical products synonymously
refer to prescription drugs for human use.

3 The term consumer(s) refers to patients and others not in health professional roles.

4 “Fair balance” is the regulatory requi that drug adverti equivalently apprise consumers of
positive (i.e., uses, safety, and effectiveness) and negative (i.e., side effects and contraindications) drug prod
information. 21 C.F.R. § 201(e)(5) (1998). .

* This term refers to the degree to which 1 is ¢ hensible to
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drug communications.® Finally, this article proposes a strategic Internet action plan,
calling upon FDA to reinvent its regulations to encompass the Internet; to implement
interim stop-gap measures; and to envisage compelling future views as it proceeds.

II. IN ConTEXT: HEALTH BENEFITS AND RISKS OF THE INTERNET
A. Consumers

Increasingly, healthcare in the United States is a consumer-driven industry. Leading
accrediting bodies, along with state boards of insurance, integrate this consumerism
into their standards for healthcare entities and payers.” Consequently, consumers wield
significant power. For instance, a well-placed complaint to the medical director of a
health maintenance organization (HMO) can jeopardize a provider’s network status.®

The Internet, a virtually omnipresent and omniscient health educator, advances
this consumerism.’ Imagine a cardiac care patient “surfing” the Internet for the latest
health news, as twenty-five percent of these patients do.'® Armed with a bewildering
array of questions and information about therapeutic options, the patient expects his
physician to engage in meaningful discourse. No longer do patients surrender to phy-
sicians’ safekeeping. Today, patients want health partners. With this simple scenario,
the healthcare economy takes another incremental step in the shift from cure to pre-
vention, the mantra of managed care. A better informed consumer is ultimately a
healthier and less cost-intensive consumer."

Demand for online information is burgeoning. In 1996, a quarter of all Internet
traffic was health-related, accounting for some four million Internet users.”? In its

6 “Advertisements . . . include advertisements in published journals, magazines, other periodicals, and
papers, and adverti broadcast through media such as radio, television, and telephone communica-
tion systems.” 21 C.F.R. § 202.1(/)(1). Labeling, on the other hand, is defined as:

(2) Brochures, booklets, mailing pieces, detailing pieces, file cards, bulletins, calendars, price lists,

catalogs, house organs, letters, motion picture films, film strips, lantern slides, sound recordings,

exhibits, literature, and reprints and similar pieces of printed, audio, or visual matter descriptive of a

drug and references published . . . for use by medical practitioners, pharmacists, or nurses, containing

drug information supplied by the manufacturer, packer, or distributor. . . are hereby determined to be

labeling . ...

Id. at § 202.1(/)(2). Unless otherwise noted, the terms “package insert” and “prescribing or patient information”
are synonyms for a product’s FDA-approved or permitted labeling. Advertising targets consumers using mass
media and is controlled generally by 21 C.F.R. § 202 while labeling targets health professionals using all other
media and is controlled by 21 C.F.R. § 201.

7 Two such bodies are the National Committee on Quality Assurance (NCQA), which sets quality guide-
lines for managed care organizations and physician practices, and the Joint Commission on the Accreditation of
Healthcare Organizations (JCAHO), which sets standards for hospitals and iated entities. NCQA accredi-
tation boosts competitiveness for employer contracts and network inclusion while Medicare and other payers
mandate JCAHO accreditation.

® A healthcare provider may be a hospital, physician, or other entity or individual. Network exclusion can
affect severely access to patients and financial viability.

9 See Department of Health and Human Services (DHHS) & FDA, FDA and the Internet: Advertising
and Promotion of Medical Products (last modified Nov. 20, 1996) <www.fda.gov/opacom/morechoices/tran-
script1096/fdainet.html> [hereinafter Internet Mtg. ] (statement of Sandy Desautels, National Institutes of Health,
Division of Computer R h and Technology, noting that Africa has 90% Internet coverage).

10 Marc J. Scheineson, Legal Overview of Likely FDA Regulation of Internet Promotion, 51 Foop &
Druc L.J. 697, 697 (1996) (citing America s House Call Network to Go Online by Year End, F-D-C Rep. (July
3, 1995) at 11).

'' Managed care is premised partially upon the idea that a better informed more p!
tive or earlier palliative or curative services, resulting in an overall improvement in health status and a reduction
in the consumption of health resources.

12 Scheineson, supra note 10, at 697.
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second year of operations, the government’s Healthfinder site logged more than 2.7
million visits.” In response to this demand, the Internet supply is proliferating with a
new site every four seconds."

As with many good things, the wonders of the Internet are also its worries. First,
the potential for widespread dissemination of fraudulent or misleading drug informa-
tion threatens the public health on an unprecedented scale.'* Second, the potential for
the “pollution” on inadequately protected and monitored sites presents a similar dan-
ger.'s Third, confidential medical and personal information may be pirated from con-
sumers.'” Fourth, unequal access to the Internet’s trove likely perpetuates the nation’s
tiered healthcare system.'® Danger lurks in the void of non-English drug information.
After all, what good is an English warning cuando no se lee ingles?"

B. Physicians, Providers and Managed Care Organizations

Harnessed properly, the Internet is a powerful adjunct in healthcare delivery. Re-
flect upon a physician or her extender tapping the Internet wellspring in preparation
for the day’s slate of patients.?® The latest studies related to a patient’s arthritis medi-
cation are reviewed and discussed during his or her office visit. In light of health
consumerism, this personalized attention pays off handsomely with greater patient
satisfaction, a quality index monitored by payers and advocacy groups. Combine this
result with the Internet’s operational contributions in, say, procuring free patient ma-
terials from the American Cancer Society or productivity comparisons from the Medi-
cal Group Management Association.?’ Enhanced profits follow.

The downside is that physicians and other providers must withstand greater pa-
tient scrutiny and pressure to prescribe treatments discovered over the Internet. Pro-

'3 DHHS, Healthfinder (visited Nov. 2, 1999) <www.healthfinder.gov/aboutus/default.htm>.

"“FDA, FDA and the Internet: Advertising and Promotion of Medical Products (last modified Nov. 20,
1996) <www.fda.gov/opacom/morechoices/transcript1096/fdainet8. html> [hereinafter Internet Mtg, 8] (state-
ment of Charles Lundberg, M.D., Editor-in-Chief, Science Information and Multimedia, American Medical
Association).

' See FDA, FDA and the Internet: Advertising and Promotion of Medical Products (last modified Nov.
20, 1996) <www.fda.gov/opacom/morechoices/transcript1 096/fdainetd.html> [hereinafter Internet Mtg, 4] (state-
ment of Lee Peeler, Associate Director, Division of Advertising Practices, Federal Trade Commission, noting
Internet’s ease of advertisement posting and lack of advertisement screening).

'® Internet Mtg. 8, supra note 14 (statement of David Vance, Attorney, Glaxo Wellcome, Inc., describing
the impact of site pollution on site design decisions).

17 See id. (statement of Allen Douma, M.D., CEO, Health Response Ability Systems, discussing the poten-
tial for mining personal data from “cookies,” or packets of information, unknowingly transmitted from the
viewer to the site operator); Internet Mtg. 4, supra note 15 (statement of David Miller, Public Policy Office,
Glaxo Wellcome, Inc., describing health site confidentiality principles in the United Kingdom).

'® Accessibility presents four overlapping concerns: 1) physical access, i.e., distribution channels suffi-
ciently rich to reach the public; 2) economic access, e.g., free availability modeled on the public library system;
3) intellectual access, i.¢., language understandable by educationally diverse viewers; and 4) linguistic access,
i.e., an appropriately broad spectrum of languages. As widely acknowledged, insurance status, i.e., private,
public or no insurance, greatly influences access to care. Health education may operate similarly.

' This Spanish phrase translates as “when one does not read English.” See Ramirez v. Plough, Inc., 868 P.2d
167 (Cal. 1993) (holding manufacturer not liable for failure to warn about Reyes Syndrome in Spanish where
company advertised in Spanish and child contracted syndrome after a mother, who understood only Spanish, ad-
ministered product when contraindicated, but where mother failed to have English package warning read to her).

» Physician extenders, i.e., nurse practitioners, physicians’ assi and other nonphysician health pro-
fessionals, supplement a physician’s productive capacity.

2 See American Cancer Society, Inc., ACS Publications (visited Nov. 2, 1999) <www.cancer.org/
index.html>; Medical Group Management Association, MGMA Discussion Forums (visited Nov. 2, 1999)
<www.mgma.com/index.html>,
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viders, already practicing in a defensive posture, are caught in the crosshairs of mal-
practice litigation and patient pressure to prescribe.2 Working in concert with these
tensions, medical knowledge doubles every five to seven years, confronting providers
with a continual challenge to keep their skills finely honed.*

In addition, managed care brings new and heightened demands to medical prac-
tice. First, financial incentives drive physicians to increase their patient panels, but
panel growth decreases physicians’ patient contact and direct control over patients’
health status.?* Second, administrative duties under managed care consume large blocks
of productive capacity. Every hospital admission becomes a paper war in the battle of
medical necessity. Every prescription written becomes a race between the approved
formulary and the mutation rate of drug-resistant bacteria.

The Internet accelerates the pace of medical practice logarithmically. Courts have
shown their willingness to raise the standard of care as medical knowledge expands.?
Indeed, the locality rule has been modified or discarded, at least in part, due to the
increased dispersion of medical knowledge and communication.? Following this line
of reasoning, the Internet foretells of reasonable practitioner and patient standards
that establish a duty to inform medical practice with Internet resources.

C. Pharmaceutical Manufacturers

The Internet is the most economical and powerful means of mass promotion yet
created. Around the clock, the Internet reaches markets virtually around the world.?’
Internet investment is minuscule when compared with the likely return on such a
worldwide marketing presence.?® These economies of scale are attractive to manufac-
turers as they seek to maximize returns on their enormous outlays in bringing a new
drug to market.

The Internet is an open forum and expedites scientific dialogue. This dialogue is
fundamental to innovation and to the economic future of the industry and the country.
Even FDA calls upon data available on the Internet for the completion of its tasks.”” No
longer is dialogue limited to scientific literature and symposia. The Internet transcends
geopolitical boundaries and time zones, globalizing drug knowledge with great rapidity.

2 packaging Corp. of Am. v. Burlington Indus., Inc., 123 F.3d 490, 543 (7th Cir. 1997), cert. granted in
part, 118 S. Ct. 876 (1998) (stating that malpractice liability has increased dramatically the practice of “defen-
sive medicine, i.¢., performing tests and procedures that are not medically yin order to d against
liability”).

» Hearing on Military Health Ins., Subcomm. on Civil Service of the House Government Reform and
Oversight Comm., 105th Cong. (1998) (statement of Gary A. Christopherson, Acting Assistant Secretary of
Defense for Health Affairs), available at WESTLAW, 1998 WL 11517068.

% Physician practices are assigned panels of d care bers. As panel size increases, so do corre-
spondmg capitation payments. lntemet Mtg. 8, supra note 14 (statement of Edward Fotsch, M.D., Net Source
noting ged care’s deleterious effect on physician-patient consultation).

2 See Bamett v. Kaiser Found. Health Plan, Inc., 1993 WL 738364 at *6 (N.D. Cal. 1993) (holding
“nothing arbitrary or capricious in adopting new criteria in response to changing medical knowledge™); Georgine
v. Amchem Products, Inc., 83 F.3d 610, 629 (3d Cir. 1996) (holding that changes in medical knowledge signifi-
cantly affect physicians’ duty).

% See, e.g., Vergara v. Doan, 593 N.E.2d 185, 187 (Ind. 1992); McMillan v. Durant, 439 S.E.2d 829, 832
(S.C. 1993).

¥ Internet Mtg., supra note 9.

28 An Internet site costs about $230,000, including development, hosting, password, graphics, and moni-
toring, Internet Mtg. 8, supra note 14 (statement of Leslie Todd, Vivus, Inc.).

» See FDA, Dockets (visited Nov. 2, 1999) <www.fda.gov/ohrms/dockets/ac/cder97t.htm> (containing
advisory committee transcripts in which the Internet was characterized as valuable source and distributor of
research data).

4
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The Internet harbors risks for drug manufacturers, but primarily because the risks
are so ill-defined. With sparse FDA guidance and judicial precedence, manufacturers
may be reticent to seize the Internet’s full marketing potential for fear of triggering
administrative action or broader tort liability or both.*® How does an Internet site
achieve fair balance? Does a manufacturer’s drug Internet site equate to the foresee-
ability of injury anywhere on the planet? These and other concerns remain.

III. FDA’s CURRENT POSITION ON PHARMACEUTICAL INTERNET PROMOTIONS?"!

Although FDA may speak to pharmaceutical Internet promotions in the future,*
the agency offers little guidance to manufacturers,* apart from draft guidance dealing
with the relatively minor issue of the placement of product names, size, and promi-
nence.* Further, the agency carries no Internet item on the Department of Health and
Human Services (DHHS) Unified Agenda.’ Further, while regulation of Internet drug
sites qualifies for Level 1 guidance as an “unusually complex . . . or highly controver-
sial issue,” FDA has not incorporated Internet issues into its Good Guidance Prac-
tices and indeed seems to deviate from its own policy of restricting its communication
of policy matters to these Practices documents.?’

_ Despite its recognition that the industry was “screaming for guidance™® and its
1996 public meetings on the subject, FDA has not prioritized the need for regulatory
clarification in the Internet context.® The agency states that its light-handed approach

3221 C.ER. §202.1(k) (1998) (providing sanctions for product misbranding). Direct cc access to
drug information may undermine learned intermediary defenses.

3 FDA accepted a timely invitation to review this section. The agency returned minor comments, which
were incorporated. E-mail from Melissa Moncavage, Public Health Advisor, Division of Drug Marketing, Ad-
vertising and Communications, Center for Drug Evaluation and Research (CDER), FDA (May 14, 1998) (on
file with author).

3262 Fed. Reg. 14,912, 14,917 (1997) (indicating potential Internet guidance in future).

* FDA provides two consumer-targeted publications that address Internet drug promotions. See Tamar
Nordenberg, Direct to You: TV Drug Ads That Make Sense, FDA ConsuMer (Jan.-Feb, 1998), available at
Tamar Nordenberg, FDA, Direct to You: TV Drug Ads That Make Sense (visited Nov. 2, 1999) <www.fda.gov/
fdac/features/1998/198_ads.html#cyberspace>; FDA, Health Information Online, FDA CoNsuMEr (Jan. 1998),
available at FDA, Health Information On-Line (last modified Jan. 1998) <www.fda.gov/fdac/features/
596_info.htmi>,

¥ See FDA, Guidance for Industry: Product Name Placement, Size, and Prominence in Advertising
and Promotional Labeling, 64 Fed. Reg. 12,341 (Mar. 12, 1999).

* DHHS, Unified Agenda of Federal Regulatory & Deregulatory Actions, 64 Fed. Reg. 21,231 (Apr. 26,
1999); DHHS, Unified Agenda of Federal Regulatory & Deregulatory Actions, 63 Fed. Reg. 21,932 (1998)
[hereinafter 1998 Agenda].

3 Good Guidance Practices standardize FDA'’s external communications and facilitate public participation
in the regulatory process. 62 Fed. Reg. 8961, 8967-68 (1997). Good guidance documents (GGDs), while not
binding legally on the agency or the manufacturer, express FDA’s current thinking on a regulatory topic. /d.
FDA staff must not deviate from GGDs without proper justification and supervisory concurrence. /d. FDA limits
communication of “new or different regulatory expectations not readily apparent from the applicable statue or
regulation” to the GGD medium. /d.

3 See FDA, Guidance Documents (last modified Oct. 20, 1999) <www.fda.gov/cder/guidance/index.htm>
(providing no Internet guid d ts). Compare, e.g., 62 Fed. Reg. 8967-68 (limiting FDA communica-~
tions of new or different regulatory expectations to GGDs) with Reichertz, infra, notes 39 & 67 and accompany-
ing text (communicating FDA’s likely Internet position by means other than GGDs).

* Scheineson, supra note 10, at 698 (citing FDA-Approved Patient Labeling Could Replace Brief Sum-
mary for Direct-to-Consumer Ads, F-D-C Rep. (May 20, 1996) at 9-10 (quoting Ilisa Bernstein, Senior Policy
Advisor, Office of Policy, FDA)).

* Internet Mtg,, supra note 9; Peter S. Reichertz, Legal Issues Concerning the Promotion of Pharmaceu-
tical Products on the Internet to Consumers, 51 Foop & Druc L.J. 355, 360 (1996) (quoting Robert Temple,
M.D., Associate Director for Medical Policy, CDER, FDA, “[Clontent aspects of [the internet] are more tradi-
tional than one might imagine . . . there is a message and someone has written it.”).
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will minimize any stifling of the creative potential of this new technology.® While
FDA agrees that manufacturers have hesitated to use the Internet in the absence of its
guidance," it sees this reticence fading as manufacturers forge ahead on their own.”
Perhaps this is so, but at what risk to consumers?

FDA has given little official feedback to drug manufacturers that have moved
ahead to populate the Internet.” By mid-1997, FDA had issued only three untitled
letters and no warning letters to drug manufacturers about their Internet promotions.*

The agency does not resolve the fundamental question of whether Internet sites
constitute advertising or labeling. The agency itself appears to have internal conflicts
about this classification question.*” FDA states that the requirements are essentially
the same regardless of the classification, but does not indicate which regulations con-
trol Internet communication.* The agency has held this view for at least four years,
leaving it to the manufacturers to choose which regulations apply to their Internet
sites.”” Manufacturers, however, likely regard a labeling classification as key to their
learned intermediary defense.*®

The agency treats Internet promotions of pharmaceutical drugs similarly to those
delivered by print, broadcast, and other media.*” FDA indicates that its current re-
quirements for these other media should be sufficient to guide the manufacturer.*
Further, FDA intends to provide guidance only in areas unique to the Internet.>!

One unique aspect of the Internet medium is “hyperlinks.”*? Hyperlinks on drug
sites present serious compliance issues related to pre-approval promotion and the promo-

“ Telephone interview with Melissa Moncavage, Public Health Advisor, Division of Drug Marketing,
Advertising and Communications, CDER, FDA (Mar. 6, 1998).

4 Id.; Reichertz, supra note 39, at 358.

“2 Moncavage, supra note 40.

“ See Information Access Company, Links, Web Corrections Focus of Internet Guidance, S W ARNING
L1r. BuLL. (July 14, 1997), available at WESTLAW, 1997 WL 11868836 (identifying warning and untitled
letters regarding Internet promotions: three untitled letters related to prescription drugs; nine warning letters
and six untitled letters related to medical devices; and one warning letter related to dietary supplements). See
Information Access Company, Spotlight on Foreign Companies, US Medical Web Page Promo, 4 W ARNING
Lrr. BuLL. (Jul. 1, 1996), available at WESTLAW, 1996 WL 8733949 (reporting FDA’s first Internet wam-
ing letter in Mar. 1996 to device manufacturer for off-label use claims). FDA uses warning letters to set forth
new policies or its regulatory position in new areas within its jurisdiction. FDA, FDA and the Internet:
Advertising and Promotion of Medical Products (last modified Nov. 20, 1996) <www.fda.gov/opacom/
morechoices/transcript1096/fdainet6.html> (statement of Stuart L. Nightingale, M.D., Associate Commis-
sioner, Health Affairs, FDA); Wayne L. Pines, New Challenges for Medical Product Pr tion and Its
Regulation, 52 Foop & Druc L.J. 61, 63 (1997).

“ Information Access Company, 5 WARNING LTR. BULL., supra note 43.

s Moncavage, supra note 40 ([ The classification of Internet sites as advertising or labeling] doesn’t matter;
they’re both promotion.”); but see Reichertz, supra note 39, at 357 (quoting Byron Tart, Director, Promotion and
Advertising Policy Staff, Center for Devices and Radiological Health, FDA “likely” views online device informa-
tion as labeling); see also Information Access Company, 5 WARNING LTR. BuLL., supra note 43 (quoting Wayne
Pines, “FDA will contend [Intemet sites are] labeling in order to have full jurisdiction.”).

4 Moncavage, supra note 40,

47 Reichertz, supra note 39, at 357 (quoting Melissa Moncavage: “We have no idea when a ruling or
regulations might be forthcoming . . . . For now, we’re letting drug companies choose whatever category of
current regulations they think best fits their presence on the [iJnternet.”).

8 See Scheineson, supra note 10, at 707.

> Moncavage, supra note 40; Information Access Company, Internet and FDA, 141 Druc Topics 21
(Jun. 16, 1997), available at WESTLAW, 1997 WL 8596085; Nordenberg, supra note 33.

5 Moncavage, supra note 40.

s Id.

2 To expand and expedite access to information, Internet sites use hyperlinks, i.e., displayed textual or
graphical areas that, when activated, rapidly connect the viewer to a topically-related and specifically ad-
dressed page within the instant site or corporate domain, i.e., an internal hyperlink, or to another site, i.e., an
external hyperlink. '
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tion of “off-label” uses.”® In Washington Legal Foundation v. Friedman, the court for-
bade FDA from restricting disclosure of such information, e.g., through journal ar-
ticles that refer to off-label uses, on First Amendment grounds.** Given this decision,
the Supreme Court’s recent support of commercial free speech,’® and FDA’s concern
about the distribution of product materials by nonsubsidiary healthcare organizations
or pharmacy benefits management companies,*® how hyperlinks will be treated by the
agency is far from settled. FDA indicates that it will apply fair balance requirements
to hyperlinks,*” but has declined to discuss the matter in detail.*®

Another unique aspect of the Internet is its fluid and continual transcendence of
national borders and time zones. If information is the new currency, the Internet is the
Euro*® on an ISDN line.** The Internet’s ubiquity brings to the fore questions involv-
ing access to information about uses that are approved elsewhere in the world, but not
by FDA. Here, FDA likewise is silent officially, but unofficially the agency seeks to
limit access to information on prescription drug uses in other countries.®' The agency
disfavors any mention of uses in other countries, even when such mentions are accom-
panied by disclaimers clarifying the lack of FDA approval status and distinguished by
country flag graphics.®

FDA had indicated that it likely would release Internet guidance by summer 1997
and, then, by late 1997.9 Yet, the Internet continues conspicuously to be absent from
the agency’s Agenda.* The agency declines to provide a date or approximate time
frame as to when an overview of its planned agency-wide hyperlink policy, guidance
documents, or any such information may be available.%

IV. THe CONSEQUENCES OF INACTION
The agency’s approach to Internet pharmaceutical promotions raises concerns
y's app! p p

regarding three important points. First, FDA arguably compromises public health by
not controlling these promotions, relegating its regulatory® and enforcement® au-

3 Promotions of product uses not approved by FDA, i.e., “off-label” uses, are banned. 21 C.F.R.
§202.1(e)(4)(i)(a)(ii); see Edmund Polubinski 111, Note, Closing the Ch Is of C ication: A First
Amendment Analysis of FDA's Policy on Manufacturer Promotion of “Off-Label” Use, 83 V. L. Rev. 991,
997-98 (1997) (noting American Medical Association estimate that forty to sixty percent of all prescriptions are
for off-label uses).

54 Washington Legal Found. v. Friedman, 36 F. Supp. 418 (D.D.C. 1999) (amended order & grant of
summary judgment for plaintiff); see Reichertz, supra note 39, at 358-59.

% Liquormart v. Rhode Island, 517 U.S. 484, 503 (1996) (Stevens, J.) (“The First Amendment directs us to be
especially skeptical of regulations that seek to keep people in the dark for what the government perceives to be their
own good.”); see Scheineson, supra note 10, at 698-99 (applying Liquormart to restrict FDA’s Internet authority.)

% See FDA, Promoting Medical Products in a Changing Healthcare Envir ; I. Medical Product
P ion by Healthcare Organizations or Pharmacy Benefits Manag Companies (PBMs), Docket
No. 97D-0525, (last modified Jan. 5, 1998) <www.fda.gov/cder/guidance/guid htm>.

57 Moncavage, supra note 31.

8 Moncavage, supra note 40.

% The Euro is the single currency of the European Monetary Union. MoneyWorld UK Ltd., MoneyWorld
(visited Apr. 7, 1998) <www.moneyworld.co.uk/glossary/gl00540.htm>,

% Acronym for Integrated Services Digital Network for high-speed telecommunications.

¢! Reichertz, supra note 39, at 360.

2 Id.

& Id.

% Information Access Company, supra note 49, see also 1998 Agenda, supra note 35.

5 Moncavage, supra note 40.

% Id.; Reichertz, supra note 39, at 357.

7 Reichertz, supra note 39, at 360 (citing FDA Advertising & Promotion Monthly Bull. (Nov. 1995) at 4
(quoting unnamed FDA employee: FDA “likely will rely heavily on competitors’ reports” of improper Internet
promotions)).
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thority in favor of a self-guided pharmaceutical industry. This approach exposes con-
sumers to unscrupulous or misleading Internet promotions, confidentiality breaches,
and discrimination.®® FDA's express warning of caveat emptor is inadequate protec-
tion in this light.% .

Second, the agency’s current posture may complicate compliance efforts, leaving
pharmaceutical companies vulnerable to greater tort liability and resulting in incon-
sistent and perhaps unrestrained” Internet approaches. Manufacturers rightly harbor
concerns if they improperly pigeonhole their Internet promotions into the regulations’
bifurcated advertising or labeling language.

Third, FDA's de facto self-regulatory approach to Internet drug promotions racks
up sizable opportunity costs by failing to harness the power of the Internet. The agency
falls short of its opportunity and necessity to participate in and facilitate the healthcare
shift from cure to prevention, an economic goal vital to national interests.” FDA
justifies its Internet approach with a free market argument. The agency’s silence,
however, effectively may suppress the Internet’s full effect in the reformation of the
health market. Further, obvious government partnership opportunities remain largely
untapped, running precisely counter to articulated Administration policies, from the
Information Superhighway initiative’s competitiveness principles™ to the Reinvent-
ing Government initiative’s mandate to “to use every tax dollar wisely, to weed out
dead ideas and encourage new, creative ways.””

A. Cases in Point: A Brief, but Telling Survey

A sampling of Internet drug sites readily exposes the inconsistency begat by FDA’s
present position toward the medium. The survey highlights three drug sites chosen
because they span a spectrum of Internet approaches: 1) DuPont Merck’s Coumadin, 2)
Eli Lilly’s Humalog, and 3) Schering-Plough’s Claritin.” Ordering the sites from the
arguably most to least compliant, the survey provides for each the following: an over-
view as to compliance,” utility, and defensive position; a brief viewer’s tour; thorough
analyses of fair balance and information accessibility based on the prevalence and un-
derstandability of cautionary product language, respectively; and a discussion of legal
defenses asserted.

% See, e.g., FTC, FTC Charges Marketer of “'Vitamin O" with Making False Health Claims (Mar. 15,
1999) (press release) (salt water promoted on Internet as cancer cure). Where confidentiality of personal health
information is breached, consumers are at risk of employment and insurance discrimination. See 144 CoNG. Rec.
$3120-02 at *$3136-S3137 (daily ed. May 5, 1998) (Sens. Jeffords (R-VT) and Dodd (D-CT) introducing the
Health Care Personal Info. Nondisclosure Act of 1998), available at WESTLAW, 1998 WL 150532.

% See FDA, supra note 33 (“[Claveat emptor . . . [are] watchwords for the foreseeable future.”).

™ The agency requests, rather than requires, promotional copy prior to publication, Polubinski, supra note
53, at 1000; but see 21 C.F.R. § 314.81(b)(3)(i) (requiring that copy be sent to FDA when initially distributed
or published).

' “Congress finds that . . . reduction in healthcare expenditures is of paramount importance to the future of
the country. . . .” Pub. L. No. 103-417 § 2(B) (1994).

2 Vice Present Al Gore, Remarks at the Telecomm Summit (Jan. 9, 1995), available at WESTLAW, 1995
WL 5645 at *1-2,

" Vice Present Al Gore, Statement on ‘A Revolution in Government’ (Mar. 3, 1993) (partial transcript

_ available in First 100 Days: Accomplishment of Vice President Al Gore), available at WESTLAW, 1993 WL
357488 at *4.

™ Note that some changes may have taken place in the manufacturers’ Internet drug promotions since the
original survey was conducted. [See Editor’s Note, supra note *.]

7 Unless otherwise noted, survey discussions are limited to compliance with FDA's prescription drug
advertising regulations. 21 C.E.R. § 202 et seq.
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1. Fair Balance and Information Accessibility Models

Two conflicting priorities must be harmonized with respect to the control of pharma-
ceutical Internet communications: 1) the protection of public health, a duty requiring
control and scrutiny of information; and 2) the promotion of greater personal responsibil-
ity in health, a duty to empower consumers through the free flow of information.” The
ideal is to achieve meaningful control while promoting free access to full information.

The survey introduces two objective models with which to compare sites on these
points. First, the fair balance model measures the predominance of cautionary lan-
guage as a proportion of total text or images within an Internet page. This fair balance
model employs two percentage-based indicators, 1) word share” and 2) image share™
as preliminary measurements of fair balance compliance. Subject to the assumption
that a site’s language and images conveys either positive or negative product informa-
tion and excluding consideration of presentation emphasis (e.g., language power or
text color), a site’s word and image shares for cautionary, i.e., negative language,
should approximate fifty percent in order to constitute a fairly balanced site.

Second, the accessibility model™ estimates the degree to which cautionary infor-
mation is communicated understandably, and therefore effectively, to consumers.*
This accessibility model employs two readability statistics,*' 1) Flesch reading ease
score (ease score)® and 2) Flesch-Kincaid grade level score (grade score).® This ar-

7660 Fed. Reg. 44,182, 44,182 (1995) (“[1)lmproved dissemination of accurate, thorough and understand-
able information about prescription drug products is necessary to fulfill patients’ need and right to be informed.”).
See Pub. L. No. 104-180, § 601, 110 Stat. 1593 (1996) (effective prescription medication guides are “scientifi-
cally accurate, non-promotional in tone and content, sufficiently specific and comprehensive as to adequately
inform consumers about the use.. .., and in an understandable, legible format that is readily comprehensible and
not confusing to [expected] cc

7 Using Microsoft Word 97 (Word), word share is calculated by ing the number of words in caution-
ary language; dividing cautionary language word count by the total word count of the page, excluding small
hyperlinks; and converting to a percentage.

8 Using America Online’s (AOL) browser, Adobe Acrobat Reader (Acrobat), Word or a combination
thereof, image share is calculated based on: 1) linear inches; or 2) area inches. In the first method, the page is
printed on paper or previewed on the monitor and measured vertically to an eighth of an inch. Total linear inches
of cautionary language are divided into total linear inches of the entire page, and the result is converted to a
percentage. The second method operates similarly using the area ied by y lang; and the entire
page; this method is used where the linear-inch method would over-e p the predomi of cautionary
language, given that graphics occupy a significant portion of the page.

™ This model addresses the issue of intellectual accessibility. See supra note 18.

# The model evaluates cautionary product information due to the information’s vital importance in the
protection of consumer health, Except as noted and in order to develop direct comparisons, the sites’ cautionary
language related to pregnancy effects was tested.

8 The regulations require that side effect and contraindication information has a readability comparable to
effectiveness information. 21 C.F.R. § 202.1(e)(7)(viii).

# The Flesch reading ease score calculation is based partially on the numbers of words per sentence and
syllables per 100 words. Microsoft Corp., Explanation of Grammar Checker Readability Statistics (last modi-
fied July 30, 1997) <support.microsoft. com/suppon/kb/nnxcles/q80/0/36 asp> [hereinafter Readability Statis-
tics). This score uses a 0-100 scale, with und dability i g in tandem with score. Microsoft Corp.,
WD 97: Freq ly Asked Q ions About the Grammar Checker (last modified Oct. 20, 1999)
<support.microsoft.com/support/kb/articles/q167/6/55.asp> at 19 [hereinafter Grammar Checker). Ease scores
and reader education correlate as follows: 1) a dc of standard reading difficulty, ease scores of sixty to
seventy, should be accessible with a seventh or eighth grade education; 2) a fairly difficult to difficult document,
ease score of around fifty, should be readable by a hlgh school graduate; and 3) a very dlfﬁcult document, ease
score of zero to thirty, requires at least a colleg ion. See infra Readabili

® The Flesch-Kincaid grade level score is calculated based in part on syllables per word and words per sentence.
Readability Statistics. Supra note 82. Normal reading range for most documents is six to ten within a scale of zero to
twelve, Grammar Checker, supra note 82. An average Flesch-Kincaid grade level reading ability for adults in the
United States would be helpful in establishing a target grade score. This indicator, however, is not available readily.
Telephone interview with Andrew Kolstead, Project Officer, 1992 National Adult Literacy Survey, National Center
for Education Statistics, Dep of Education (Apr. 9, 1998). See Department. of Education, /992 National
Adult Literacy Survey (last modified Aug, 6, 1996) <nces01.ed.gov/NCES/nadlits/revision.html>.
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ticle suggests that cautionary information is communicated appropriately where read-
ing ease and grade level scores are seventy or greater on a zero to one hundred scale,*
and/or lower on a zero to twelve scale,® respectively.

2. Survey Evaluations

a. Points in Common

The surveyed sites have little in common from a regulatory view, but where a
commonality exists, it is in what is missing. First, the surveyed homepages lack the
mandated similarly-prominent display of established and brand drug names,* although
DuPont Merck likely complies on a later page.” Second, the sites provide no outward-
reaching hyperlinks beyond the corporate domain.® Third, the sites generally do not
address their products’ international approval, although Eli Lilly tentatively begins to
break ranks.®

b. DuPont Merck'’s Coumadin

(1) Characterization: Poor Access, But Good Escapes
and Potentially Compliant

The DuPont Merck Pharmaceutical Company manufactures Coumadin, a leading
anticoagulant. The drug’s Internet site is far less useful, adding little value to the prod-
uct and serving as little more than a “me too” market offering.”® On the other hand, the
manufacturer strictly limits its Internet communication and likely complies with FDA-
labeling regulations.”’ Under the advertising regulations’ fair balance requirement, the
site performs well with word and image shares running at 44.3-49.1% and 42.0-47.3%,
respectively. The site’s information accessibility, however, flatly fails with ease and grade
scores of 0.0-37.4 and 12.0, respectively. The site’s rigid reliance upon the labeling
regulations arguably preserves a learned intermediary defense, but the site provides no

fall-back defensive position through disclaimers or other language.

(2) From the Viewer s Seat
The Coumadin homepage displays a simple graphic footed by a row of pastel
tablets; two large internal hyperlinks,®? labeled “Consumer Information” and
“Healthcare Providers”; and several smaller company-focused hyperlinks.”* No prod-

84 See supra note 82.

# See supra note 83.

821 C.F.R. § 202.1(b)(2).

7 DuPont Merck Pharmaceutical Co., Coumadin (Warfarin Sodium Tablets, USP) Crystalline Package

Insert (visited Nov. 2, 1999) <www.dup k.com/coumadin/ indx.htm>.

# A possible and unconfirmed exception is Claritin’s Health Proft | page. See di ion infra note
137.

# Eli Lilly and Co., infra text accompanying note 119.

% DuPont Merck Phar ical Co., C din (Warfarin Sodium Tablets, USP) Crystalline Package
Insert (visited Nov. 2, 1999) <www.dup k.com/c din/e indx.htm>.

%' Beyond regulatory concerns, this strict approach is not unwarranted in that Coumadin’s is based on
warfarin, the lethal ingredient in rat poison. Given the drug’s inherent dangers, it is advisable arguably to allow
consumers access to more information so that they may act wisely to protect their own health. See DuPont Merck
Pharmaceutical Co., A Missed Opportunity (visited Nov. 2, 1999) <www.dupontmerck.com/coumadin/
oppurtun.htm>.

92 See Moncavage, supra note 40.

 These internal hyperlinks access company information, financial reports, and the like.
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uct information appears on this page.

The Consumer Information hyperlink accesses a page* containing four hyperlink
options for the package insert and three pages regarding atrial fibrillation, an FDA-
approved or permitted use.”® The Healthcare Provider hyperlink provides only the
package insert. Irrespective of the route taken, the package insert is identical and
highly technical.

This small site possesses a jumbled navigational system that may confuse the
viewer. The site map provides little remedy as it encompasses the heavily-populated
DuPont Merck corporate domain and scatters the Coumadin pages within that do-
main. In addition, imprecise labeling of hyperlinks befuddles the less observant viewer.”

(3) Cautionary Language

DuPont Merck’s atrial fibrillation pages tend to promote negative product infor-
mation. While approximating fair balance with respective word and image shares at
49.1% and 42.0%, general cautionary language overwhelms positive product infor-
mation. Indeed, the product is praised only obliquely in a single phrase.”’ As it turns
out, however, this preponderance of negative product information may be diminished
in its impact on the reader because the reading ease and grade level scores of 37.4 and
12.0, respectively, indicate that the site’s language is poorly accessible.

The package insert’s jargon virtually is impenetrable to a viewer lacking clinical
or medical training.”® Word and image shares show good balance, running parallel at
44.3% and 47.3%, respectively. Accessibility, however, is miserable with ease and
grade scores for the most simply written sentence of eight to twelve, respectively.”
Most other sentences in this section score of zero to twelve for ease and grade, respec-
tively.'® The page offers no definitional or other supportive hyperlinks.

Further, some cautionary language may not comply with its generalized wording.
For example, the site uses the term “blood dyscrasia.”'®" Unless permitted or approved
by FDA, the code forbids this general terminology and mandates the use of specific
terminology, e.g., leukopenia.'?

(4) Defensive Posture
This manufacturer apparently classifies its cyberspace presence as product labeling,
rather than advertising. Because labeling is intended for health professionals,'® DuPont
Merck bets heavily that the learned intermediary doctrine will defend it against consumer
claims. The Coumadin site contains no disclaimer notices or warranty exclusions.

% DuPont Merck, supra note 90.

% Coumadin’s package insert discusses the product’s use for atrial fibrillation. /d. The regulations call the
package insert accompanying pharmaceutical drugs the product’s “approved or permitted labeling.” 21 C.F.R. §
201.100.

% Here, hyperlinks, entitled “Prescribing Information” and “Full Prescribing Information,” deliver the
viewer to the identical package insert d t. The page ins at least one misspelling. DuPont Merck,
supra note 90.

97 “[A] trial fibrillation . . . could be prevented through anticoagulation therapy using drugs, such as
Coumadin....."” ld.

%8 DuPont Merck Pharmaceutical Co., Coumadin (last modified Apr. 1998) <www.dupontmerck.com/
coumadin/cumadnpi.htm>,

% DuPont Merck, supra note 90 (“Mental retardation, blindness, and other central nervous system abnor-
malities have been reported in association with second and third trimester exposure.”).

10 See, e.g., id. (*“Although rare, teratogenic reports following in utero exposure to warfarin include urinary tract
anomalies such as single kidney, asplenia, anencephaly, spina bifida, cranial nerve palsy, hydrocephalus, cardiac de-
fects and congenital heart disease, polydactyly, deformities of toes, diaphragmatic hernia, corneal leukoma. . ..”).

1% DuPont Merck, supra note 90.

1221 C.F.R. § 202(e)(3)(iii)(b).

103 1, § 202.1(1)(2).
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c. Eli Lilly’s Humalog

(1) Characterization: Fair Access With Good Escapes,
but Only Partially Compliant

The Eli Lilly and Company site for its trend-setting insulin, Humalog, is de-
signed thoughtfully, though not comprehensively.'™ The site falls short on fair bal-
ance with word and image shares ranging from 20.6-41.4% and 8.0-39.1%, respec-
tively. As to language accessibility, the Humalog site gets relatively good marks with
reading ease and grade level scores standing at 43.6-56.2 and 8.4-10.3, respectively.

The site gets arguably adequate marks for its defensive cover.

(2) From the Viewers Seat

The Lilly diabetes page opens with a gateway question designed to limit access to
persons in the United States.'® Responding positively, the viewer arrives at a so-
labeled “advertisement” page dominated by bold bicyclers.!® Bullet-pointed Humalog
features and benefits; a professional consultation warning; and two limited side ef-
fects sentences follow.

Down screen, hyperlinks provide access'”’ to two consumer documents'® and one
targeting health professionals. Lilly’s consumer page begins with a pronounced warn-
ing followed by a broad discussion of well-chosen patient-oriented topics,'® including
common side effects.''® Short, capitalized warnings, such as about physician consulta-
tion and not sharing syringes, scatter throughout the page. Humalog’s health profes-
sional page'"! provides the product package insert, which a consumer may view. Deco-
rative graphics do not clutter these pages.

(3) Cautionary Language
Brief cautionary language''? in the advertisement page holds a thirty-six percent
word share, but only an eight percent image share, resulting in mixed and potentially
marginal compliance. Accessibility only is fair with ease and grade scores of 43.6 and
10.3, respectively. ‘

"% Eli Lilly and Co., Welcome to Lilly s Site for People with Diabetes (visited Nov. 2, 1999) <www.lilly.com/
diabetes/humalog/index.html>,

1% Id, (“Are you a resident of the United States or one of its territories, or are you a healthcare professional
practicing your profession in the United States or one of its territories?"); see infra note 117, discussion of access
permitted upon a negative gateway response.

1% Eli Lilly and Co., Advertisement (visited Mar. 30, 1998) <www.lilly.com/diabetes/humalog/
index.html?yes>

197 The viewer must use Acrobat to view the hyperlinked documents.

1% These documents are specific to vial and cartridge dosage forms.

19 The di ion add : 1) diabetes and the patient role in disease control; 2) the drug and its origin;
3) drug identification; 4) storage; 5) injection instructions; 6) dosage information; 7) considerations related to
illness, pregnancy and nursing, other medications, exercise, and travel across time zones; 8) common side ef-
fects; 9) contact information; 10) revision dates; and 11) trademark information.

"0 These cc ts apply to the d for the cartridge dosage form. Eli Lilly and Co., PA
9082 FSAMP Information for the Patient Cartridge Humalog (visited Mar. 30, 1998) <www.lilly.com/diabe-
tes/humalog/humalog-cart-pi.pdf> (capitalization omitted).

"W EIli Lilly and Co., P4 9122 FSAMP Humalog Insulin Lispro Injection (rDNA Origin) (visited Mar. 30,
1998) <www.lilly.com/diabetes/humalog/humalog-physician-pi.pdf> (capitalization omitted).

"

Ask your healthcare professional about Humalog. Any change of insulin should be made cautiously

and only under medical supervision. Available by prescription only. The most common side effect

associated with the use of all insulins, including Humalog, is low blood sugar. Other, more rare condi-

tions include allergic reactions, depression in the skin, or thickening of the skin at the site of injection.
Eli Lilly and Co., supra note 111. ’
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The content and organization of cautionary information in consumer and profes-
sional Humalog pages varies significantly. As to content, the professional page pro-
vides qualified results of animal reproductive studies with Humalog while the con-
sumer page states that Humalog has not been tested in pregnant women and does not
mention the animal studies.'" Further, the professional page helpfully describes changes
in insulin requirements as pregnancy advances through trimesters. The consumer
page, on the other hand, briefly notes that pregnancy may make glycemic control
more difficult.!'*

As to organization, headings, such as “Precautions,” alert the viewer to caution-
ary language in the professional page. Corresponding consumer language, however,
is understated relatively more, presented less prominently, and diffused more throughout
the page, rather than grouped with like information."* In addition, cautionary lan-
guage in the consumer page relates to insulin generally, rather than specifically to
Humalog, an arguably misleading characterization.

Overall, cautionary language in the consumer and professional pages is compli-
ant partially with 20.6% and 41.4% word shares, and 19.5% and 39.1% image shares,
respectively. Accessibility is adequate, but could be improved with ease and grade
scores are 56.2 and 8.4, and 21.0 and 12.0 for the consumer and professional pages,
respectively.

(4) Defensive Posture

The Humalog site takes pains to prohibit access to off-label uses and uses ap-
proved in other countries. Its homepage restricts access based on the viewer’s self-
designated presence in this country. A large disclaimer broadcasts the message that:
1) the site is intended for use by persons in the United States; and 2) medical and
regulatory practices and informational requirements may differ elsewhere.' Upon a
negative gateway response, the hyperlinked page strengthens and reiterates this mes-
sage. Given that such a responding viewer cannot return easily to the site’s U.S. infor-
mation,""” however, the disclaimer serves little purpose. The viewer may access bilin-
gual Lilly affiliate information for many countries, but apparently no product infor-
mation, despite Humalog’s approval in some thirty countries, as noted elsewhere.!'

A small “Copyright” hyperlink at the foot of the homepage spells out Lilly’s “as
is” disclaimer that denies any implied or express warranties, including those for

113 This reasonable approach to exclude an implied warranty of t bility, U.C.C. § 2-
314(2)(c) reprinted in CHARLES L. KNAPP & NATHAN M. CrysTAL, RULES OF CONTRACT Law 49 (3d prtg. 1993), or
an implied warranty as to fitness for a particular purpose regarding Humalog’s use during pregnancy, id. at 52
(reprinting U.C.C. § 2-315). The patient page, however, is likely not compliant because animal data must be
included in product labeling if they are y to the conclusion of a drug’s safety and effectiveness. 21 C.F.R.
§ 201.56(c). See infra text accompanying note 125.

14 See Eli Lilly and Co., supra note 110,

115 One red-lettered warning paragraph at the beginning of the consumer page is an exception. See id. '

"' See Eli Lilly and Co., supra note 104.

"7 After designating herself as non-American, and without notice or explanation, the viewer is barred from
obtaining U.S. product information when directly accessing Lilly’s site, even upon revisiting the site after log-
ging off and back on to the Internet service provider. Apparently, the only way to return to this U.S. information
is to approach Lilly’s h indirectly through an external hyperlink. See, e.g., BizSystems, Links to Diabe-
tes and Insulin Pump Info (last modified May 2, 1998) <www.insulin-pumpers.org/links.shtml>. After taking
this circuitous route, the viewer may return to the U.S. information directly through Lilly’s site.

"8 Site reviews of one or more countries per available continent netted no product information. Eli Lilly
and Co., Lilly for Llfe Milestones in Insulin Development (visited Mar. 30, 1998), <www.lilly.com/diseases/
endocrine/diat il html>; see supra text accompanying note 95.
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merchantability and fitness for a particular purpose.!'® The exclusionary clause may
fail to operate as intended, however, given the arguably inconspicuous hyperlink.'?

d. Schering-Plough'’s Claritin

(1) Characterization: Great Access and Good Escapes,
but Not Compliant

The Claritin site is engaging visually, comprehensive, and easily navigable.'?' Its
organizational chart-like site map reflects twenty-nine options grouped into six cat-
egories, five targeting consumers and one targeting health professionals.'”? Despite its
cleverness, the site arguably fails to comply with fair balance requirements with its
word and image shares standing at 5.8-35.2% and 0.02-0.6%, respectively. This site
wins on accessibility with ease and grade scores of 58.5-65.9 and 5.6-7.0, respec-
tively. The Claritin site takes the strongest defensive posture, simultaneously antici-
pating the Internet’s erosion of learned intermediary doctrine through its assumption
of risk and other disclaimers and mounting a doctrinal defense through its restricted-

access health professional pages.

(2) From the Viewer s Seat

Claritin’s homepage fills with imagery as a blue-eyed breather gazes at soft
hyperlinked clouds and a hot air balioon lofting in a blue sky. Brief hyperlink descrip-
tors await down screen. The page touts Claritin as the world’s leading antihistamine,
but contains no cautionary or specific use language.'®

Clicking “Find Out About Claritin,” the viewer cascades through two levels of
hyperlinked questions to arrive at brief and schematically organized'** information
for a specific Claritin dosage form.'” Dosage form pages contain no specific use or
little cautionary language.

" Eli Lilly and Co., Copyright 1994-1998 Eli Lilly and Company (visited Mar. 30, 1998) <www.lilly.com/
copyright.html> (noting that some jurisdictions do not permit the exclusion of implied warranties); see supra
note 115 and accompanying text.

'20U.C.C. § 2-316(2) reprinted in KNapp & CRYSTAL, supra note 113, at 54; Id. at9-10 (reprinting U.C.C.
§ 1-201(10)).

1! Schering-Plough, Untitled (visited Mar. 30, 1998) <www.claritin.com>,

12 Options are entitled: 1) Your Personal Allergy Resource; 2) Blue Skies Newsletter; 3) Product Informa-
tion; 4) Find Out About Claritin; 5) Get In Control; and 6) Healthcare Professionals. Product Information lists
six products while Find Out About Claritin lists only five. Schering-Plough, Home Page (visited Mar. 30, 1998)
<www.claritin.com/site_map.htm>.

'3 The lack of specific use language is intriguing in light of FDA’s ication to the facturer
about this very issue in a Claritin television promotion. Moncavage, supra note 40 (relating FDA’s communica-
tion to the manufacturer that the Claritin television advertisement was misleading where it pictured a windsurfer
sailing across a wheat field, but did not specify the allergens , or particles stimulating an allergic response, for
which Claritin was useful); 21 C.F.R. § 202.1(e)(3)(ii) (requiring that a drug’s effectiveness be stated with
specificity); but see Nordenberg, supra note 33 (stmmg that Clantm s windsurfer advertisements were “re-
minder ads” exempt from more stringent FDA regulations; and physicians with their gener-
alized wording; and were corrected later by the specification of the drug’s use for “seasonal allergy relief”); 21
C.FR. §202.1(e)(2)(i) (deﬁnmg remmder advertisements as those that call attention to a product’s name, but
provide no information as to use indi or rec dations).

' Dosage form information follows this scheme: 1) a paragraph identifying drug class, appropriate ages of
consumers per dosage form, and symptoms to be relieved; 2) three textual hyperlinks as to the dosage form’s
conveniences, reasons for prescription, and benefits; 3) a hyperlinked comparison of the Claritin product with
competitive OTC and prescription drugs; 4) an urging for physician consultation; 5) a rebate hyperlink; 6) a
hyperlink for personalized information; 7) an incentive program to encourage frequent returns; and 8) a series of
hyperlinks, i.¢., “Product Information” at page end.

' First, the viewer clicks one of three hyperlinked questions to indicate whether the allergy sufferer is an
adult or a child or whether hives is the afflicting condition. She then clicks a second-level of hyperlinked question
that are focused more based on the prevnous hyperlink activated. For example, if she begins by indicating a child
allergy sufferer, a second-level q asks whether the child has trouble swallowing the medicine. With her
click of this second hyperlinked question, the site then delivers a general discussion of Claritin RediTabs, a
rapidly dissolving medication administered on the tongue. .
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With the “Product Information” hyperlink, the viewer taps into text distinguishing
between detailed prescribing information (PI), i.e., an online product package insert,'*
and general product information. An unique, useful, but optional, hyperlinked page'?’
educates the viewer on PI uses and organization. The page does not identify whether the
online P is a brief or full version, despite its distinction of the two versions.

(3) Cautionary Language

The three hyperlinked pages for a dosage form’s conveniences, reasons for pre-
scription, and benefits reveal sparse cautionary language. Two of these pages poorly
comply with one vaguely cautionary note garnering word share at only 5.8-7.7% and
image share of a tiny 0.02%.'”® The note is accessible with ease and grade scores of
61.3 and 7.1, respectively.'?

The third page makes a slightly more informative statement as to four minor side
effects.'® The statement, however, is unclear and arguably inappropriate because: 1)
side effects are said to “resemble” those of another product; 2) percentages are given,
but not explained properly;"' and 3) adult side effects are listed, despite the viewer’s
arrival through a child-focused question cascade. Short of fair balance, this statement’s
word and image shares are 35.2% and 0.6%, respectively. Accessibility is good with
ease and grade scores of 58.5 and 7.0, respectively.

Cautionary language in the PI gets high accessibility marks with an ease score of
59.7 and a grade score of 6.4."*2 Even the more technical language about carcinogenicity
and the like maintains an case score of 65.9 and a grade score of 5.6. Word and image
shares are not calculable readily, given the manufacturer’s security restrictions.'*?

(4) Defensive Posture
Schering-Plough’s relatively extensive disclaimer is tucked into an arguably
inconspicuous hyperlink at the foot of the homepage. A click invites U.S. resi-
dents only to use the site subject to certain conditions and laws.'** Containing
copyright restrictions, the page also sets forth the viewer’s assumption of risk and
the sponsor’s liability limitations.'* The page strangely posts no revision date,

1% The package insert accompanying pharmaceutical drugs is the advertised product’s “approved or per-
mitted labeling.” See 21 C.F.R. § 201.100.

127 Schering-Plough, Product Information (visited Mar. 30, 1998) <www.claritin.com/pi/index.htm> (pro-
viding the “What's a P1?” hyperlink that educates viewers as to: 1) the presence of “brief” P1 versions in maga-
zines; 2) prescribers’ use of “full” Pls; 3) brand and generic drug names; and 4) the eleven P1 topic areas).

13 “Drowsiness may occur if you take more than the recommended dose.” Schering-Plough, Experience
Seasonal Allergy Relief That Dissolves On Your Tongue Without Water (visited Mar. 30, 1998)
<www.claritin.com/info/reditabs/index.htm>.

12 See id.

10 «Gide effects in adults resembled those seen with Claritin (loratadine) Tablets 10 mg (headache, 12%;
drowsiness, 8%; fatigue, 4%; and dry mouth, 3%) and were similar to those with placebo (sugar pill).” /d.
(capitalization omitted).

13 While the percentages are likely the rates at which the side effects were observed, the statement does not
clarify this relationship or indicate whether percentages relate to Claritin RediTabs, i.e., the page’s subject, or to
the “resembled” tablets. /d.

"2 Schering-Plough, Claritin Brand of Loratadine Tablets, Syrup, and Rapidly-disintegrating Tablets
Prescribing Information (visited Mar. 30, 1998) <www.claritin.com/pi/index.htm>.

'3 The document is incompatible with AOL print and Acrobat text selection functions.

1% Schering-Plough, Terms and Conditions (visited Mar. 30, 1998) <www.claritin.com/terms/index.htm>.
135

Schering-Plough will use reasonable efforts to include accurate and up-to-date information on this
site, but makes no representations or warranties as to its accuracy or completeness. Access to and use
of the content is at your own risk, and neither Schering-Plough nor any party involved in creating or
delivering this site shall be liable to you for any damage of any kind arising out of your access, use or
inability to access or use this site, or for any omissions or errors in its content.

Id
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although such a posting could substantiate its claimed “reasonable efforts” as to
information currency.'* '

The health professional page is access-limited by password'”’ or physician’s Drug
Enforcement Administration number, explaining that “[d]ue to regulatory issues, this
material has not been approved for the general public.”'*® The viewer cannot bypass
this page, even through hyperlinks from professional colleges or international sites.

B. A Closer Look at Compliance
1. The Trouble With Advertising

The surveyed Internet sites are reviewed against selected pharmaceutical adver-
tising regulations. This review reveals the difficulties that emerge when shoehorning
Internet drug sites into advertising regulations designed for traditional media. The
discussion examines difficulties in the following areas: 1) definitions; 2) misleading
use of graphics; 3) fair balance; and 4) “adequate provision,”'*

a. Definitions

The simple word — “page” — reflects the regulations’ configuration around the
traditional print media and demonstrate the definitional problem. For example, the
regulations mandate that a drug’s established name, i.e., insulin lispro injection (rDNA
origin),'® link with its proprietary name, i.e., Humalog, at least once per page of
advertising text.'!

What constitutes an Internet page is difficult to say. An Internet page normally is
understood as a single, continuous document comprised of text, graphics, and
hyperlinks; it is not paginated into discreet viewing units like a magazine. Factors
variable per viewer (¢.g., monitor size) and site (e.g., predominance of graphics) de-
termine a page in the regulatory framework.

If the code seeks to established standard of frequency for the message that Humalog is
a type of injectable insulin, then such variable denominators do not support its purpose.

b. Misleading Use of Graphics
The Internet’s advanced graphical capabilities cause other problems as shown by two
other regulatory provisions. First, an advertisement is false, lacks fair balance, or other-
wise misleads if it “fu]ses headline, subheadline, or pictorial or other graphic matter in a
way that is misleading,”'*2 Second, the absence of accompanying and specifically detailed
cautionary information for the promoted uses may render a graphic misleading, '

6 FDA, supra note 33, suggesting site updates be done at least monthly,

¥ This page supposedly permits access by nonphysician health professionals, but provides no password
procurement instructions. The author could not access the page, despite being a health professional of many years.

13 Schering-Plough, Schering-Plough (visited Mar. 30, 1998) <www.claritin.com/cgi-bin/proinfo.cgi>.

1% Because traditional broadcasts (i.e., by radio, television, and telephone communications systems) are
too short in duration to accommodate brief summaries, these advertisements may limit on-air presentations to
major risks and contraindications and may comply with brief summary provisions by otherwise adequately
providing for the distribution of product labeling. 21 C.F.R. § 202.1(e)(1).

19 See Eli Lilly and Co., supra note 111,

14121 C.FR. § 202.1(b)(1); see also id. (alternatively requiring the pairing of established and proprietary
names once per column of advertising text); id. § 202.1(e)(7)(ix)(xi) (discussing the emphasis and display of nega-

tive product information on facing pages). Labeling regulations have a similar requi See id. §201.10(g)(1).
2 Id. § 202.1(e)(6)(xviii); see also id. at § 202.1(e)(7)(iv) (forbidding tables and graphs that distort or
misrepresent). :

193 14, § 202.1()(3)(Gi).
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Consider the first circular provision in view of Humalog’s powerful image of a
trim bicyclist riding vigorously through water.! While diabetics can enjoy active
lifestyles and fit physiques as reasonably inferred from the image, the advertisement
misleads because it arguably promotes Humalog’s uses in diabetic exercise and weight
control programs.' Under the second provision, the page likely fails regulatory mus-
ter because it neither recommends physician consultation nor makes appropriate
cautionary statements about exercise or diet.'

Graphics are excellent educational tools, but tools which are forbidden if the
graphics display anything materially less than full information.'” A consumer-ori-
ented graphic of Coumadin’s clotting action would be deemed misleading where it
purposely distorts in the interests of clarity and simplicity. On the other hand, a com-
plete, but overwhelmingly technical approach as taken by DuPont Merck may be mis-
leading literally. Such an approach also may fail FDA’s anticipated standards of infor-
mation usefulness for consumer medication guides.'®

c. Fair Balance _

If analogous to print advertisements as FDA suggests,'*® Internet promotions must
supply fair balance with a true and “brief summary” of positive and negative product
information.'* Further, each part of the advertisement must achieve fair balance inde-
pendently.'$' Advertisement parts may meet this requirement through a concise, rather
than fully detailed, statement of qualifying or pertinent information on two condi-
tions: 1) the concisely stated information must be supplemented more completely else-
where in the advertisement; and 2) each advertisement page must prominently refer to
the supplement’s presence and location.'*?

Three problems arise in applying these requirements to Internet drug sites. First,
the Internet’s capacity to provide volumes of information at little to no incremental
cost moots the brief summary provision, promulgated to avoid the costly printing of
full labeling.

Second, the ability to comply with the fair balance standard is stymied without

"FDA’s guidance as to how Internet sites should be partitioned. Under the regulations,
such partitioning is mandatory in order to ensure that each part independently deliv-
ers fair balance. Hyperlinks, however, blend the boundaries between site parts to such
an extent that it may be difficult to conceive of an Internet site as being anything other
than a prime number, that is, divisible only by one and itself.

14 Eli Lilly and Co., supra note 106.

1S Drug advertisements must include information for all claimed purposes. 21 C.E.R. § 202.1(e)(3)(ii)(iii).

146 For example, a precaution about skin injuries, easily foreseeable during such exercise, is warranted.
Skin injuries to diabetics are often slow and difficult to heal.

47 An advertisement must disclose material facts related to its representations of a drug’s promoted use. 21
C.ER. §202.1(e)(5).

18 Ce Information Initiative to Get Interim Report Care, FDA Official Says, 5 HEaLTH CARE PoL’Y
Rep. 19 (May 12, 1997) (statement of Thomas McGinnis, Associate Director, Pharmacy Affairs, FDA, discussing
anticipated requirement that drug information meet seventy-five to eighty-five percent of usefulness criteria). See
supra text accompanying note 76; 1998 Agenda, supra note 35, at 21,967-8 (noting final rule stage for mandatory

medication guides for rare products and 1996 pl inabey of proposed rules for voluntary program).
149 Moncavage, supra note 40,
1% Pharmaceutical adverti must contain a “true of information in brief summary” as to

side effects, contraindications and effectiveness. 21 C.F.R. § 202.1(e)(1).
15! The entire advertisement must supply fair balance truthfully. Untrue or misleading information in one
part of the advertisement cannot be r iled by including the brief’ y in another part. /d. § 202.1(e)(3)(i).
132 Id, (applying to an advertisement’s theme).
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Third, notwithstanding the definitional problems with traditional language and
even if Internet pages are deemed independent parts requiring fair balance or a supple-
ment, the code establishes no meaningful predominance standard for the reference to
the supplement’s presence and location. Manufacturers may bury this information in
circuitous hyperlinks.

Consider the Claritin site where absolutely no side effect or contraindication in-
formation shows on the first three pages of a typical viewer’s hyperlinked route. A
concise side effects statement surfaces only on the fourth page, and the supplement to
this concise statement, i.e., PI, presents only on the sixth page.'* Even the shortest
route to Pl involves three pages.'*

If Claritin’s pages constitute advertisement parts, they arguably fail on fair bal-
ance and reference predominance. If the site is indivisible and constitutes a single
“page” within the regulatory language, it arguably complies. In either case, the regu-
lations do not address the directness of information accessibility and the ways in which
this directness, or lack thereof, affects fair balance.

By following the Claritinsite’s shortest route to cautionary language, the targeted
information is accessible more directly to the viewer, i.e., within greater “hyperlink
proximity.” A reasonable hypothesis emerges. As hyperlink proximity decreases, i.e.,
the number of hyperlinks required to access the cautionary information increases, the
viewer’s likelihood of actually arriving at and, by extension, of being impacted by that
language, also decreases. Hyperlink proximity is an important, but unexplored regu-
latory issue.

d. Adequate Provision

The regulations carve out one small, if cumbersome, concession to modern com-
munications in that broadcast advertisements may accomplish fair balance through
the adequate provision for the dissemination of product labeling in conjunction with
the broadcast. Interestingly, FDA suggests in its broadcast advertisement guidance
document that the posting of labeling on the Internet would be an acceptable mecha-
nism by which such broadcasts could meet this adequate provision.'** In the discus-
sion of another such adequate provision mechanism, however, the agency interjects
the idea of reasonable foreseeability into its determination of the mechanism’s ad-
equacy. Here, the majority of consumers exposed to the broadcast advertisement must
be able to obtain the product labeling within “their normal range of activities.”'%

If Internet drug sites are analogous to broadcast advertisements as FDA claims,
the sites with their hyperlinks can provide the necessary information and more, but is
such a provision adequate?'’” Hyperlink proximity and other access issues figure into
the reasonable foreseeability equation, but only as null values under the current regu-
latory scheme.'*®

153 The route follows these steps: 1) Untitled <www.claritin.com>; 2) Are You An Adult With Seasonal
Allergies? <wwwi.claritin.com/info/index.htm>; 3) Does Your Child Suffer From Seasonal Allergies?
<www.claritin.com/info/index.htm>; 4) Experience Seasonal Allergy Relief That Dissolves On Your Tongue
Without Water <www.claritin.com/info/reditabs/index.htm>; 5) Product Information <www.claritin.com/pi/
index.htm>; and 6) Claritin Brand of Loratadine Tablets, Syrup, and Rapidly-disintegrating Tablets Pre-
scribing Information <www.claritin.com/pi/index.htm>, |

1% See id. (following hyperlink steps 1, 5, and 6).

155 FDA, Guidance for Industry: Con Directed Broadcast Adverti. (July 1997) (last modi-
fied Dec. 4, 1997) <www.fda.gov/cder/guidance/isse.htm> at 3.
1% 1d, at 2.

57 Moncavage, supra note 40.
18 See supra note 18.



2000 REGULATION OF INTERNET PHARMACEUTICAL COMMUNICATIONS 287

2. The Trouble With Labeling

Prescription drug labeling regulations present Internet application problems similar
to those of the advertising regulations. For instance, whole subsections of the labeling
code are irrelevant because the terms, e.g., container size, have no meaning in
cyberspace.'”® The labeling regulations have additional problems with respect to the
Internet in these areas: 1) construction as to what constitutes labeling; 2) reminder
communications involving product price; and 3) consumer use of product labeling.

a. Construction as to What Constitutes Labeling

The Federal Food, Drug, and Cosmetic Act (FDCA)'® defines labeling as “all
labels and other written, printed, or graphic matter (1) upon any article or any of its
containers or wrappers, or (2) accompanying such article.”*®’ Courts have construed
this definition broadly to capture any written material that supplements or explains a
drug regardless of the material’s promotional, i.e., advertising, purpose.'s Printed
material accompanies a drug and so constitutes labeling where material and drug
unite in the market in an “integrated distribution program,”®

On the other hand, FDA’s labeling definition promulgated under the Act is nar-
row and limited to tangible drug information that is: 1) supplied by manufacturers or
others in the channel of distribution; 2) for use by health providers; and 3) presented
in tangible and enumerated forms.'®* With one exception, these enumerated forms do
not overlap between the labeling and advertising regulations,'s* and the labeling code
specifically excludes mass media.'s

The courts and agency’s constructions of the Act’s labeling definition conflict on
the Internet. This conflict creates an issues as to whether all or part of a drug site consti-
tutes labeling and, consequently, in the permissible scope and detail of online informa-
tion. Under common law construction, the entire site arguably constitutes labeling be-
cause: 1) the site provides supplemental or explanatory information; and 2) converges,
indeed continually so, in the market to distribute this information to consumers. Site
information may be severely restricted to avojd the consequences of misbranding.

Under administrative law, however, only a site’s health professional page consti-
tutes labeling and is so governed because the labeling regulations are limited to com-
munications targeting such professionals.'”” From this view, nonlabeling and other-
wise compliant information is permitted elsewhere on the site. If consumers can ac-
cess so-called health professional pages, however, sites arguably altogether avoid the
labeling requirements because no information is exclusively targeted to professionals.

19 See, e.g., 21 C.ER. § 201.15 (detailing ramifications of container size and limited label space on
prominence, font size and other print characteristics).

190 Pub, L. No. 75-717, 52 Stat. 1040 (1938) (codified at 21 U.S.C. §§ 301 et seq. (1994)).

1621 U.S.C. § 321(m) (FDCA § 201(m)).

162 K ordel v. United States, 335 U.S. 345, 34849 (1948); see also United States v. Article of Drug Con-
sisting of 47 Bottles, 320 F.2d 564, 569 (3d Cir. 1963) (citing Mountain Valley Min. Water, 247 F.2d 473,478
(8th Cir. 1957), cert. denied, sub nom. Schere v. United States, 375 U.S. 953 (1963).

18 Courts have required a showing that the drug and the allegedly accompanying labeling actually, or are
likely to, connect in the marketplace. See Alberty v. United States, 159 F.2d 278, 279 (9th Cir. 1947); Article of
Drug Consisting of 47 Bottles, 320 F.2d at 568 (citing Kordel, 335 U.S..at 350;,United States v. Lee, 131 F.2d
464 (7th Cir. 1942)).

16421 C.FR. § 202.1()(2) (1998).

165 One medium overlaps between the advertising and labeling regulations: “published journals,” id. §
202.1(/)(1), and “literature,” respectively, id. § 202.1(/)(2).

166 1d. § 202.1(1)(2).

17 See supra note 6.
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b. Reminder Communications

“Reminder communications” are little more than brief highlights of a product’s brand
name and price.'® They may not contain product information, but may provide unit pric-
ing.'® The regulations define unit price as the price that a consumer pays for a prescrip-
tion."”® Because of its limited nature, reminder communication content may be truncated.'”

Managed care with various benefit levels and out-of-pocket (OOP) copayments
and deductibles, however, operates to produce a variety of consumer prescription prices,
rather than a single one. With its limited pricing notion, the code may protect con-
sumers against predatory pricing practices, but only against those of the largely by-
gone era of the full retail price.'”

Consider Claritin’s five-dollar consumer rebate.'” This rebate offers an interest-
ing turn on reminder communications and a look at how one innovative manufacturer
uses reminders to capitalize on important pricing trends.'’ The rebate provides no
unit pricing information, but addresses a price-related matter, and otherwise meets
the reminder requirements.

The issue is whether Claritin’s rebate constitutes a reminder communication,
given that the rebate conveys price information, albeit not strictly in keeping with the
regulatory terms. The page likely complies under a broadly construed notion of pric-
ing information. Under a plain language approach, however, the page deviates from
the regulatory language; does not constitute a reminder communication; and arguably
subjects Schering-Plough to administrative action.'”

c. Consumer Use of Product Labeling
The labeling regulations do not account for the blended character of the Internet’s
audience of consumers and professionals. For example, drug labeling must include an
ingredients statement. This statement must be expressed in terms informative to health
professionals when the product is a prescription drug, but must be in consumer-infor-
mative terms when it is an over-the-counter (OTC) drug product.'”® Consumers need
useful information regardless of drug procurement by prescription or OTC purchase.

168 See 21 C.E.R. § 201.100(f); see also id. § 200.200(a)(1) (explaining only purpose of reminder adver-
tisement or labeling is to provide consumers the price charged for a prescription drug product); § 202.1(e)(2)(i)
(stating that reminder ads call attention to product name, but do not include use indications or recommenda-
tions).

199 1d, § 200.200(a)(1).

. " 1d. § 201.200(f)(4).

™ Id, § 202.1(e)(2)(i).

172 FDA has taken at least one step that indicates a possible understanding of purchasing behavior in the
rcstructurmg healthcnre industry. FDA, supra note 56; see also FDA Issues Draft of Clart/jnng Guidelines to

late Pr of Medical Products, Health Care Daily (BNA) (Jan. 5, 1998) at d2 (stating intent of
gundance is to clarify and render consistent FDA’s regulation of medical product promotion “in light of changes
in the healthcare environment™).

1 Schering-Plough, Certificate — Special Offer (visited Mar. 30, 1998) <www.claritin.com/rebate/
index.htm>,

174 Eighty-six percent of insured American workers are covered by managed care plans. CNN Headline
News (CNN television broadcast, Apr. 27, 1998). Plan members typically fund only a portion of their prescrip-
tion drug purchases with variable OOP copayments and deductibles. Schering-Plough'’s rebate wisely offers to

liminate or reduce cc * OOP contributions as an inducement for them to request Claritin products from

their doctors. See Schering-Plough, supra note 173. The rebate induces brand loyalty by offering twelve rebates
per household per year. /d. The rebate also grasps the point that OTC drugs, with prices roughly equivalent to
consumer OOP prescription costs, are a competitive threat. See Schering-Plough, Allergy Products Guide (vis-
ited Mar. 30, 1998) <www.claritin.com/info/guide.htm> (comparing prescription and OTC drugs generally)
(capitalization omitted); Schering-Plough, Common Children's Allergy Medications (visited Mar. 30, 1998)
<www.claritin.com/info/gu_child.htm> (comparing specific prescription and OTC allergy relief medicines with
Claritin Syrup) (capitalization omitted).

5 See 21 C.F.R. § 200.200(f)(a)(4)(c).

6 Id, § 201.10(d)(1).
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Elsewhere, the regulations require that “adequate directions for use” must enable
consumers to safely use a drug.'” To be adequate, the directions must provide com-
plete and correct information in several categories,'” first among them statements of
the “conditions, purposes or uses” for which a drug is intended.'”” The regulations
exempt statements of conditions, purposes or uses that are safely carried out only
when supervised by licensed health professionals, and for which advertising targets
only professionals from the adequate directions requirement.'®®

The first part of this exemption could eviscerate Internet drug sites of their most
vital consumer information, namely adequate directions for use of prescription drugs.
The second part of the exemption potentially counterbalances the first in that few, if
any, drugs with an Internet presence target health professionals as their sole promo-
tional targets.

Whether this counterbalancing effect takes place depends, in part, upon whether
a drug’s Internet site is classified as advertising or labeling. If the site constitutes
advertising, then health professionals likely are not its sole promotional targets, given
the Internet’s blended audience. If the site constitutes labeling and all other advertis-
ing targets professionals, then adequate directions need not be included on the site, an
outcome not in the best interest of consumers.

V. A STRATEGIC INTERNET AcTION PLAN FOR FDA

Recommendations to FDA in this regard are as follows: 1) reinvent the regula-
tions to eliminate their binary and outmoded advertising or labeling view of commu-
nications; 2) create a center of Internet excellence for the purposes of surveillance and
enforcement; 3) adopt incremental stop-gap measures in order to support consumers
and industry in the interim; and 4) actualize the views that Internet audiences are
diverse and expanding. Globalism is a force best encountered directly; government is
more productive when it is collaborative.

A. Reinventing Regulations

The Internet, healthcare restructuring, and the maturation of marketing as a busi-
ness discipline converge to bring a fundamental regulatory flaw into sharp focus. The
flaw lies within the black-or-white classification of communications as advertising,
targeting only consumers through mass media, or labeling, targeting health profes-
sionals using all other tangible forms of communications.'®'

A simple, non-Internet example demonstrates the error of this scheme. If posted
in the Wall Street Journal, a drug communication targets consumers and constitutes
advertising. A proper, if ludicrous, regulatory conclusion is that manufacturers in
placing drug communications in the Wall Street Journal are not targeting health pro-
fessionals by doing so.

Now recall that the Internet, the ultimate marketing vehicle, blends audiences to
an unprecedented degree as physicians, consumers, researchers, and adolescents alike
“log on.” Add the powerful market force of healthcare reformation and its huge incen-
tives on all fronts to get and keep consumers involved in and informed about their

7 1d. § 201.5.

V8 Jd. § 201.5 et seq.

 Id, § 201.5(a).

180 Id_

8 1d, § 202.1(D(1); Id. § 202.1()(2).
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own care. Overlay it all with well-oiled marketing machines using pull strategies,'®?
value-added product packaging, and entirely new channels of distribution in managed
care and its accompanying alphabet soup (e.g., IPAs,'® HMOs, and PBMs).'#

FDA must reinvent its pharmaceutical regulations, discarding the artificial ad-
vertising or labeling division. In so doing, FDA should take into account, at a mini-
mum, the regulations’ purpose, market dynamics, the capabilities of the Internet, and
the promise of Internet2.'®

B. Enforcing the Law

The agency’s highly decentralized Internet surveillance and enforcement activi-
ties likely preclude any big picture view of the level and direction of these activities. s
FDA should establish a more uniform, standardized, and centralized enforcement
effort in a center of Internet excellence. The agency and its public would benefit greatly
as this approach would: 1) facilitate a broader perspective of Internet communications
so as to better inform strategic and policy decisions and operational coordination; 2)
maximize economies of scale; and 3) result more rapidly in greater health protection
through FDA'’s felt authority in cyberspace.

C. Incremental Stop-Gap Measures
1. Term Clarification

FDA could facilitate the interim application of its current rules to the Internet by
issuing guidance that clarifies the online meaning of traditional terms. The Federal
Trade Commission (FTC) recently announced a corresponding measure with which
to realize that agency’s regulatory purpose within the Internet context.'’

2. Good Guidance Practices

FDA has implemented three guidance or draft guidance documents that could be
modified to usefully address some aspect of the Internet: 1) Consumer-Directed Broad-
cast Advertisements;'®® 2) Promoting Medical Products in a Changing Healthcare
Environment; 1. Medical Product Promotion by Healthcare Organizations or Phar-
macy Benefits Management Companies (PBMs);'" and 3) Industry-Supported Scien-
tific and Educational Activities.'™

192 pull gies fuel d d among who, in turn, demand that suppliers deliver the sought-
after products, thus, pulling products through the distribution channel.

' Acronym for independent physician, or practice, associations.

'™ Acronym for pharmacy benefits management companies.

% Internet2, a $500 million dollar comp of the Administration’s Next Generation Internet initiative,
is expected to operate 1000 times faster than the current Intemet, Rajiv Chandrasekaran, Firm to Give Research
Schools Super-Fast Computer Services, WasH. Post, Apr. 14, 1998, at C5, <www.washingtonpost.com/wp-
srv/WParch/1998-04/14/072f-041498-idx.htm]>,

% Telephone Interview with Melissa Moncavage, Public Health Advisor, Division of Drug Marketing,
Advertising and Communications, CDER, FDA (May 14, 1998).

"% Interpretation of Rules and Guides for Electronic Media, 63 Fed. Reg. 24,996, 25,000 (1998) (com-
ments requested by FTC on May 6, 1998).

'8 See FDA, Guidance for Industry, supra note 155.

1% See FDA, Promoting Medical Products, supra note 56.

1% FDA, Industry-Supported Scientific and Educational Activities (Nov. 1997) <www.fda.gov/cder/
guidance/isse.htm>.




2000 REGULATION OF INTERNET PHARMACEUTICAL COMMUNICATIONS 291

The first of these documents posits mechanisms by which a television advertise-
ment could fulfill the “adequate provision” requirement.'”” With its contents being
most closely analogous to, and indeed, being the only existing guidance to mention
the Internet, this document presents the agency with a good starting point for this
interim measure.

Under this approach and because it deems its guidance non-binding, FDA risks
little in providing this much-needed support to the pharmaceutical industry, but gains
by asserting its much-needed authoritative presence in cyberspace.'*?

3. Warning and Untitled Letters

In formulating Internet strategies, manufacturers could benefit from the evalua-
tion of FDA’s warning and untitled Internet letters. Here, the agency’s award-winning
Internet site is of limited utility.'”* In addition, FDA site’s publication of other admin-
istrative actions is too general to be of assistance.'” FDA suggests that warning and
untitled letters specific to Internet drug communications are retrieved best through a
written Freedom of Information request.'”®

FDA should develop a cross-index by which Internet letters could be obtained
easily en masse through its Internet site. In addition, the agency should expand its
online enforcement document text to describe with precision the problem that prompted
its concern.'%

4. Internet Site Archival

Pharmaceutical manufacturers could inform their Internet decisions with the
evaluation of representative Internet sites that FDA considers to be compliant. FDA,
however, declines to provide addresses of such appropriately representative sites for
the stated reasons that sites change frequently, and FDA wishes to avoid any en-
dorsement of sites.'”’

FDA could address the first issue with Internet site archival, such as employed by
AOL and other Internet service providers. As to the second issue, FDA could disclaim
any endorsements by encompassing any representative site list within its existing
non-binding guidance practices. Alternatively, FDA could create and publish a hypo-
thetical drug site, providing a functioning online guidance document equivalent.

YVFDA, Guidance for Industry, supra note 155.

192 Id. (stating that guidance documents do not create rights and do not bind FDA or the public and indicating
further that altemative approaches to compliances are available); see also 62 Fed. Reg. 8961, 8961 (Feb. 27,
1997) (regarding FDA’s guid: d policies and procedures); but see Washington Legal Found. v. Kessler,
880 F. Supp. 26, 34-35 (D D.C. 1995) (holding FDA off- label policies not final, but that agency conduct, not policy
finality, sets ripeness for judicial examination) (subsequent history amending injunctive order omitted).

Y FDA, Welcome to Internet FDA, (visited Jan. 7, 1998) <www fda.gov>; FDA, FDA's World Wide Web
Site Awards, (last modified Mar. 4, 1998), <www.fda.gov/op 1s/7 is.html>. For Intemet policy
review purposes, current letter groupings are cumb and i p Letter contents are not summarized,
thus requiring a time-consuming review of each possibly related letter. Regular monthly postings begin only in
November 1996. Untitled letters are not available. FDA, FDA s Electronic Freedom of Information Reading
Room (visited Mar. 7, 1998) <www.fda.gov/foi>.

1% See, e.g., FDA, FDA Enforcement Report, (visited May 5, 1998) <www.fda.gov/bbs/topic/ENFORCE/
ENF00522. html> (reporting in Jan. 28, 1998 issue, FDA’s seizure of OTC ear solution for inadequate directions
for use, but not detailing the inadequacy).

1% Moncavage, supra note 40. A Freedom of Information Act request made by the author went unan-
swered by the agency, despite numerous telephone calls over a period of several months.

1% See id.

¥ 1d,
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S. Strategic Partnering

FDA must step up its efforts to monitor drug sites continuously, given the Internet
explosion and its profound risk to public health. In this respect, the agency should
model its Internet policing efforts after, or otherwise more fully participate in, the
FTC’s energetic approach.'*®

The long-standing Memorandum of Understanding (MOU) between FDA and
FTC sets out a workable basis for this collaborative recommendation.'” As to its co-
operative Internet involvement with FTC, FDA allows that the two agencies “coordi-
nate their [Internet] activities™® to a relatively small degree.?”!

FDA should consider the temporary delegation of its Internet policing activities to
FTC’s established and active system. Such a strategic alliance would give FDA time to
formalize its Internet policies and to establish some form of governmental enforcement
on the Internet with respect to drug promotions. In so doing, FDA would actualize
Reinventing Government initiative goals to build “a government that works better.”2”2

D. Other Real-World Considerations

In redeeming its authority over Internet regulation, FDA should bear in mind the
following four realities. First, new cyberliterate consumers are born every day as In-
ternet resources reach out to school districts, libraries, and other organizations through-
out the country.?® Second, as these resources capture more diverse audiences, the
pressure to provide equal health protection, regardless of literacy, language, and cul-
ture, builds.?® In keeping with the letter and spirit of its own requirements,?®> FDA
must push manufacturers to provide English-alternative languages on their sites and
in forthcoming medication guides.” Third, the agency must comprehend fully the
ways in which hyperlinks may be used by even moderately accomplished viewers to
subvert site access restrictions.?” Fourth, FDA must incorporate Internet perspectives
in its international harmonization efforts; globalism is a fast-approaching and inevi-
table reality. The Internet, along with modern travel, gives consumers the power to
reach across geopolitical boundaries to meet their unfulfilled health needs.

1% See, e.g., Interpretation of Rules and Guides for Electronic Media, 63 Fed. Reg. 24,996 (1998) (comments
to FTC’s proposal requested on May 6, 1998); see generally Jeffrey S. Edelstein, Advertising Law in the New
Media Age, 1010 PLI/Corp 9 (1997) (describing FTC organization and activities with respect to the Internet).

19 The Memorandum of Understanding (MOU) parses out regulatory responsibility for the advertising
and labeling of drugs, devices, food, and cosmetics between the two agencies with primary responsibility for
drug labeling, whether OTC or prescription drugs, and prescription drug advertising resting with FDA and OTC
drug advertising resting with FTC. See MOU Between FTC and FDA, 36 Fed. Reg. 18,539 (1971). The MOU
also provides for responsibility reallocation by express agr an option not yet exercised. See Internet Mtg.
4, supra note 15 (statement of William B. Schultz, Deputy Cc issi of Pol'y, FDA, confirming current
responsibilities under the MOU).

2% Moncavage, supra note 40,

20! Moncavage, supra note 186 (briefly noting that FDA's related prescription drug activities are not coor-
dinated with FTC while those of a nontraditional drug group are). Otherwise, FDA declines to elaborate on the
FTC'’s Internet monitoring and enforcement approach. See id.

22 Proclamation No. 6793, 60 Fed. Reg. 21,697 (1995).

3 Technology for America's Economic Growth, White House Office of Communications (Feb. 1993)
available at WESTLAW, 1993 WL 368034 at * 1 (describing Internet resources distribution in public fora).

24 See, e.g., The City Univ. of N.Y. et al., NOAH: New York Online Access to Health (visited Apr. 8,
1998) <www.noah.cuny.edu> (providing information in English and Spanish).

2521 C.FR. § 201.16 (allowing Spanish labeling where Spanish language predominates).

26 See 1998 Agenda, supra note 35, at 21, 967-68.

%7 See, e.g., discussion following note 117.




