DIRECT-TO-CONSUMER
PRESCRIPTION DRUG
ADVERTISING

American College of Physicians
A Position Paper—2006



DIRECT-TO-CONSUMER
PRESCRIPTION DRUG ADVERTISING

A Position Paper of the
American College of Physicians

This paper was written by Rachel Groman, MPH, and was developed by the
Health and Public Policy Committee of the American College of Physicians:
Jeffrey P. Harris, MD, Chair; David L. Bronson, MD, Co-Chair; Cpt. Julie Ake,
MC USA; Patricia P. Barry, MD; Molly Cooke, MD; Herbert S. Diamond,
MD; Joel S. Levine, MD; Mark E. Mayer, MD; Thomas McGinn, MD; Robert
M. McLean, MD; Ashley E. Starkweather, MD; and Frederick E. Turton, MD.
It was approved by the Board of Regents on 03 April 2006.



How to cite this paper:

American College of Physicians. Direct-to-Consumer Prescription Drug Advertising.
Philadelphia: American College of Physicians; 2006: Position Paper. (Available from
American College of Physicians, 190 N. Independence Mall West, Philadelphia, PA 19106.)

Copyright ©2006 American College of Physicians.

All rights reserved. Individuals may photocopy all or parts of Position Papers for educational,
not-for-profit uses. These papers may not be reproduced for commercial, for-profit use in any
form, by any means (electronic, mechanical, xerographic, or other) or held in any information
storage or retrieval system without the written permission of the publisher.

For questions about the content of this Position Paper, please contact ACP, Division of
Governmental Affairs and Public Policy, Suite 800, 2011 Pennsylvania Avenue NW,
Washington DC 20006; telephone 202-261-4500. To order copies of this Position Paper,
contact ACP Customer Service at 800-523-1546, extension 2600, or 215-351-2600.

i




Direct-to-Consumer Prescription Drug Advertising

Executive Summary

Opver the last forty years, the legal environment surrounding prescription drug
marketing has changed substantially. More liberal statutes and regulations,
combined with a growing emphasis on the patient’s role in making health care
decisions, expanding profits from drug sales, and avoidance of formulary
management have encouraged the pharmaceutical industry to pursue market-
ing strategies that directly target the consumer. This practice has become
known as “direct-to-consumer” (DT'C) prescription drug advertising.

As DTC advertising becomes a more common practice, legislators,
federal agencies, drug manufacturers, health care professionals, advertising
agencies, and consumers continue to debate the virtue of advertising pre-
scription drugs directly to consumers. Some argue that the ads are misleading
and encourage the overuse of prescription drugs and the use of more costly
treatments. Others argue that D'TC advertising provides useful information to
consumers, including disease awareness in chronic conditions such as hyper-
tension, d1abetes and depression, which results in better health outcomes.
Regardless of one’s viewpoint, more research is needed to answer important
questions surrounding this form of communication

Since 1998, ACP has voiced its opposition to the practice of DTC adver-
tising. Recognizing that the practice is currently legal, the College offered
broad alternatives to improve the practice. This paper reiterates ACP’s
opposition to the practice of D'TC advertising while offering more specific and
practical policy solutions to assist the College in responding to the current
regulatory climate. ACP’s goal is to ensure that patients have access to truth-
ful, non-misleading information about safe and effective therapeutic products
so that they can most effectively be partners in their own health care. However,
in its current form, D'TC advertising does not serve the best interests of
patients or physicians.
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Position 1: ACP believes that direct-to-consumer advertising of
prescription drugs is an inappropriate practice that undermines the patient-
physician relationship and often leaves patients confused and misinformed
about medications.

Position 2: In the absence of legislation or regulation to ban DTC adver-
tising, the FDA should play a stronger role in ensuring that complete, valid,
and clear information is provided to the public and in making determinations
about whether the commercial information in a D'T'C ad actually will educate
and enhance the health of the public. ACP calls on the federal government to
expeditiously strengthen regulations governing D'T'C ads in the following ways:

* Congress should give the FDA the authority to issue regulations that
require review and approval of the content of any D'TC advertisement
prior to it being released to the public.

* Congress should provide additional resources for the FDA to carry out
enhanced oversight and enforcement duties and to study the effec-
tiveness of D'T'C advertising.

* Congress should give the FDA the authority to regulate “reminder”
and “help-seeking” ads.

* The FDA should require at least a two-year moratorium on DTC
advertising for newly launched prescription drugs to allow for appro-
priate monitoring and regulation of drug safety and efficacy.

* Federal regulations should require manufacturers to run corrective
ads after receiving both “untitled” and “warning” letters.

* The FDA should take steps toward regulating image selection in ads.

* The FDA should require that information about a drug’s effective-
ness, side effects, and contraindications, as well as references to where
more comprehensive information can be obtained, be prominently
displayed in ads and on labeling and be in a language that is clear and
understandable to the general public.

* The FDA should require that ads provide key information to con-
sumers on alternative treatments, such as lifestyle changes.

* DTC ads should be required to contain a statement directing patients to
report all adverse reactions to a physician and the FDA at MedWatch, and
give the toll-free telephone number and Web address of MedWatch.

* The FDA should require that ads for those drugs approved on the
condition of further studies publicly identify that safety concerns have
been identified and are being investigated.

* The federal government should sponsor public service ads that do not
mention particular treatments, but instead are aimed at increasing the
public’s awareness of various under-treated diseases.

* Federal regulations should prohibit the use of DTC ads to promote
controlled substances.

Position 3: ACP recognizes the value of patient education and supports
public and private efforts to make patients—particularly older patients— aware
of diseases/conditions, treatment options, indications, and contraindications. The
FDA, in cooperation with the medical profession, the pharmaceutical industry,
and the pharmacy industry, must further evaluate, define, and measure the impact
of DTC ads on patients and physicians and identify ways to ensure that patients
and physicians are provided with complete, truthful, and non-confusing health
information.
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Background

Direct-to-consumer (D'T'C) advertising is typically defined as any promotional
effort by pharmaceutical companies to present prescription drug information to
the general public through the lay media. The ads currently appear in maga-
zines, newspapers, non-medical journals, pharmacy brochures, and direct-mail
letters. Increasingly, they also appear on television, radio, videos, and Internet
websites. The ads are generally characterized under three categories:

® “Product-claim” ads, which include a product’s name and a therapeutic
claim about the product.

* “Help-seeking” ads, which discuss a particular disease or health condition,
and advise the consumer to see his/her doctor, but do not mention the
product’s name or make any therapeutic claims about a product.

¢ “Reminder” ads, which mention the product’s name, but make no refer-
ence to the health condition the drug is used to treat. These ads are
typically directed toward health care professionals, under the assumption
that they already know about the advertised product and its use.!

DTC ads attempt to educate patients about different health conditions and
create a demand for the drug, in part by increasing interaction between patients
and their doctors. The ads tend to target individuals with chronic health con-
ditions, such as allergies, high blood pressure, high cholesterol, and depression.
Some ads target caregivers and family members of those with the condition,
while others target those who may be at risk for a particular disease.'

The United States and New Zealand are the only industrialized nations that
permit DTC advertising of prescription drugs.” In 2004, New Zealand
announced a voluntary moratorium on D'T'C advertising and is seeking to ban
the practice effective in 2006.

Spending on DTC Advertising

Spending on D'T'C ads more than quadrupled between 1996 and 2003, increas-
ing from $791 million to $3.2 billion (these figures include expenditures for
DTC ads on television, magazines/newspapers, on radio and outdoors; not
spending on physician/hospital detailing, medical journal ads, and the retail
value of samples distributed to providers).’ However, from the first half of 2004
to the first half of 2005, average monthly expenditures for D'T'C ads decreased
two percent.* While this decline is most likely a result of the safety concerns
associated with NSAIDs and increasing liability risks, it represents the first
time that pharmaceutical companies have reduced expenditures for D'TC ads in
six years.

In 2003, spending on D'T'C advertising made up approximately 13 percent
of all promotlonal spending for pharmaceuticals. If the retail value of samples
distributed to physicians is subtracted from the total amount of promotional
spending, D'T'C advertising made up 36 percent of all promotional spending in
2003, second only to the cost of physician detailing.’

The pharmaceutical industry reports that spending on research and devel-
opment exceeded promotional spending every year for the last five years.'
However, a 2002 Government Accountability Office (GAO) report found that
between 1997 and 2001, pharmaceutical industry spending on DTC advertis-
ing increased at a much greater rate than outlays for research and development.’

Decisions on how pharmaceutical companies set prices and whether they
pass the costs of D'TC advertising on to consumers are proprietary,' making it
difficult to show a link between advertising expenditures and drug prices.
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Impact of DTC Advertising

In 2004, surveys by the Food and Drug Administration (FDA) of both patients
and physicians lead the agency to conclude that DT'C advertising affects infor-
mation seeking, health care visits, questions and/or requests of physicians, and
ultimately the public health. The surveys found that most patients (81 percent)
were aware of ads and that the ads contained both benefit and risk information.
The ads prompted 43 percent of respondents to look for more information
about a drug or medical condition (of which 89 percent sought information
from their physicians), but there was limited evidence of increased visits to
physicians as a result of D'T'C ads.® Only 4 percent of more than 1,800 patients
surveyed said they visited their doctor because of a D'TC ad (health related con-
cerns, such as previous conditions and scheduled check-ups, were the most
common reasons given for a doctor visit, which is not to say that the ad did not
encourage them to make those appointments). The FDA surveys also found that
over the past five years physicians, particularly primary care physicians, noted
an increase in questions about prescription drug treatments, with 85 percent
saying patients asked often or all the time, and 62 percent reporting that patients
asked frequently about generic drugs.’

An annual study by Prevention Magazine reported in 2004 that 62.4 million
patients talked to their doctors about advertised medicines, and of these, 16.2
million asked for an advertised medicine. Older Americans were found to be
somewhat less likely to talk with their doctors about advertised medicines than
“baby boomers” (27 percent vs. 36 percent).’

Other studies have estimated that between 4 and 6 percent of the U.S.
adult population — 8.5 million to 12.6 million people in 2001 — appear to have
received a prescription for a drug as a direct result of a D'TC ad.?

Even if patient visits to physicians promoted by DTC ads do not result in
a prescription for the advertised drug, the ads may still encourage patient-
physician interactions and encourage patients to ask better questions of their
physician. A 2003 Harvard study found that DTC advertising helped one in
four patients who asked about an advertised product during a doctor visit get a
diagnosis for a previously unknown medical condition. Approximately 43 per-
cent of these new diagnoses were for high priority conditions such as asthma,
high blood pressure or diabetes.” Prevention Magazine’s 2005 study found that
of the 65 million people who talked with their physician after seeing a D'TC ad,
29 million mentioned a condition for the first time." According to the FDA sur-
veys, D'TC ads can improve patient compliance with physician advice, partic-
ularly if physicians remind patients to take the medication as prescribed. The
ads also encouraged patients to seek information about a given disease from
sources other than their physicians.®

There is no dispute that D'T'C advertisements reach their audience, moti-
vate consumers, and result in requests for medication. What is questionable is
whether those requests result in better and more appropriate care.
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FDA Regulation

The FDA currently has the authority to regulate “product-claim” ads, but only
once they have been marketed to the public. According to regulations, thera-
peutic claims cannot be false or misleading. Print ads must contain all the risk
information described in the drug’s FDA-approved label, including major side-
effects, contraindications, and precautions. Broadcast ads must directly state
major risk information and must direct consumers to other sources from which
they can access more complete risk information.

Although the FDA does not have the authority to regulate “help-seeking”
or “reminder” ads, the agency continues to monitor these ads and issue draft
guidances to ensure there is no implication of a product claim.

Under the Federal Food, Drug, and Cosmetic Act (FFDCA) of 1938, the
FDA was given broad authority to consider drugs misbranded if their labeling
or advertising is false or misleading in any way. In 1962, Congress added a sec-
tion to the Act, which gave the FDA specific authority to regulate prescription
drug promotional labeling and advertising, including DTC ads. The 1962 law
specifically prohibits the FDA from issuing any regulations that would require
prior approval of the content of any advertisement or promotional material. As
a result, drug manufacturers are only required to submit advertisements to the
FDA once they are made available to the public. The FDA’s post-market
authority over advertising and promotional materials is unique. With product
labeling, for instance, the FDA is required to review and approve the wording
before the product can be marketed to the public. Product labeling includes
professional labeling, which is usually more technical and directed at health care
professionals, and patient labeling, such as the Patient Package Inset (PPI),
which is used to instruct patients about the safe use of the product in an easily
understood language based on the professional labeling.'

Responding to its expanded authority, the FDA issued regulations stating
that advertisements must have the following basic attributes:

* They cannot be false or misleading;

* They must present a “fair balance” of information about the risks and
benefits of using the drugs;

* They must contain facts that are material to the product’s advertised
uses (i.e., they must not recommend or suggest any use of a drug that
is not listed in the approved drug’s labeling and therefore has not been
approved by the FDA); and

® They must contain a “brief summary” of the drug that includes all risk-
related information in the drug’s labeling, such as side effects, con-
traindications, and precautions.’

When the FDA first began regulating drug marketing, advertising took
place mostly in the form of printed materials directed at physicians. Physicians
were expected to act as “learned intermediaries,” interpreting drug information
for the general public (see section on State Regulation of DTC Advertising
for a discussion of the Learned Intermediary Rule). But, cultural shifts empha-
sizing the patient’s role in making medical decisions and expanding profits from
drug sales encouraged the industry to pursue more direct marketing strate-
gies."! By the 1980s, drug ads began to appear on television and radio and began
to shift attention from health care professionals to consumers.

In 1997, the FDA issued guidance on how existing regulatory requirements
apply to broadcast advertisements. Since it was nearly impossible for drug
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manufacturers to include the kind of detailed information required of print ads
in commercial broadcasts, which are of limited length (30 to 60 seconds), the
FDA made an exception. Broadcast ads are not required to include all product
labeling information, but instead must include a “major statement,” which
mentions the advertised product’s most important risks. The major statement
is required to be in the audio portion of the advertisement, but could also be in
the video portion. Broadcast advertisements must also either list all of the drug’s
risks (like print ads) or ensure that consumers are at least told where they can
access an advertised product’s complete labeling. If the latter option is chosen,
the FDA recommends that pharmaceutical companies adequately provide the
general public with four sources of this information: referral to an Internet
site, toll-free number, health care provider, and other concurrent print sources
with large circulation. According to the FDA, this multifaceted approach will
best ensure adequate dissemination of product labeling."

Following the FDA%s 1997 guidance, drug manufacturers turned increas-
ingly to television to reach consumers. According to the GAQO, the television ad
share of DTC pharmaceutical advertising increased from 25 percent to 64
percent between 1997 and 2001.°

In 2004, the FDA issued three draft guidances to further improve the infor-
mation presented in DTC print ads. The first guidance clarified the “brief
summary” requirement in print ads. To fulfill the “brief summary” requirement,
manufacturers were often including in the ad the entire section of the approved
professional labeling. Concerned that the technical language and volume of
material presented discouraged consumers from reading the information, the
FDA proposed that manufacturers choose _among three ways to present the
information required in the “brief summary:” 1) print the FDA-approved patient
labeling in full; 2) print a portion of the patient labeling, including risk infor-
mation but omitting certain items, such as directions for use; 3) modify the
“highlights” section of professmnal labeling so that it is consumer—frlendly
All three of these options still require the manufacturer to print all risk-related
information, including the three to five most common non-serious adverse
reactions most likely to affect the patient.

The second guidance clarified when the FDA has jurisdiction over “help-
seeking” and “reminder” ads. It explains that “help-seeking” and “reminder” ads
must appear distinctly separate and not sequenced in order to avoid coming
under the regulations for a “product-claim” ad. The guidance also addresses the
separation needed between the two types of ads—in space for print ads, and in
time for TV ads." Both the FDA and the Federal Trade Commission (FTC)
continue to watch for those who have a commercial interest in funding a dis-
ease awareness ad, such as manufacturers of the only product in a therapeutic
category.'

The third guidance discussed the regulation of medical device marketing,
which is beyond the scope of this paper.

In recent years, the pharmaceutical industry has begun to promote a number
of controlled substances — including a schedule II stimulant and several schedule
IV products — through DTC advertisements. In terms of DTC advertising,
federal law and FDA regulations do not distinguish between controlled sub-
stances and other prescription drugs. However, as of 2002, four states (Illinois,
Kentucky, Missouri and Rhode Island), and possibly five (Florida) had laws
prohibiting D'TC advertising of any controlled substances (see section below on
State Regulation of DTC Advertising).” Although the Drug Enforcement
Administration (DEA) does not have the statutory authority to ban D'TC adver-
tising, it has made public statements opposing DTC advertisements of
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controlled substances. In testimony before a House Subcommittee in 2001,
former DEA Administrator Asa Hutchinson blamed the “disproportionate
abuse of OxyContin,” a controlled release narcotic pain reliever, on the aggres-
sive marketing and promotion by the manufacturer and stated that the company
“accentuated the problem by suggesting that physicians prescribe the drug as a
substitute for a variety of less addictive existing medications.”"

FDA Enforcement

FDA regulations are enforced principally through the FDA’ Division of Drug
Marketing, Advertising, and Communications (DDMAC). In 2003, DDMAC
received about 38,000 of these submissions from drug sponsors (32,000 were
promotional materials directed at health care professionals, such as trinkets, ads
in medical journals, and labeling, and 6,000 were promotional material directed
at consumers, such as booklets and videos). Although not required, pharma-
ceutical companies often voluntarily submit draft promotional materials to
DDMAC for review prior to releasing them to the public because of the high
cost of possibly having to make changes after an ad is released. In 2003,
DDMAC reviewed 161 broadcast and 221 print DTC ads that had been
voluntarily submitted by manufacturers prior to public release.’

Once an ad is made public, the FDA has the authority to review the
accuracy of claims in a drug’s promotion and take enforcement action. If an ad
violates a federal statute or regulation, the FDA typically sends a letter to the
manufacturer requesting that the ad be withdrawn. An “untitled letter” sent by
the FDA directs the manufacturer to stop the ad immediately. For more serious
violations, the FDA sends a “warning letter,” directing the manufacturer to
not only stop the ad but to also take corrective action by disseminating infor-
mation to the audience of the original promotional material. In 2004, the FDA
sent 23 letters concerning promotional materials that did not comply with
regulations, twelve of which were the more serious “warning letters.”

For cases that cannot be rectified by a “warning letter,” the FDA may work
with the Department of Justice (DOJ) to seek an injunction against the
company, criminally prosecute the company, seize the misbranded product, or
withdraw the drug’s approval. Rarely is a case brought to court for resolution.
The FDA, itself, has no ability to impose civil monetary penalties or fine drug
manufacturers that break the rules with DTC ads.”

Court rulings examining the FDA’s authority to regulate DTC ads have
emphasized that the agency should not impose unnecessary restrictions on
manufacturers’ commercial speech. The courts rationalize these protections
on the grounds that commercial speech provides information to the public.

In September 2004, Merck and Company voluntarily withdrew its drug
Vioxx (rofecoxib: a COX-2 inhibitor, the newest class of NSAIDs) from the
market because studies had shown elevated heart attack and stroke risk with
prolonged use. Three months later, the FDA requested that Pfizer, Inc. volun-
tarily suspend DTC advertising on Celebrex, another COX-2 inhibitor, while
the agency evaluates new and conflicting data on adverse events associated with
the drug. Pfizer was also asked to include a boxed warning in the Celebrex
package insert stating an increased risk of cardiovascular events and potentially
life-threatening gastrointestinal bleeding associated with its use. The FDA
directed manufacturers of all other prescription NSAIDs to revise their labels
to include the boxed warning, as well as a medication guide for patients to
increase awareness of the potential for adverse events associated with this class
of drugs. Manufacturers of all over-the-counter NSAIDs were asked to revise
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labels to include more specific risk information and safe uses of the drug. The
FDA also encouraged physicians to consider alternative therapies as they
evaluate their individual patients’ needs and requested that manufacturers
modify information provided to physicians to reflect this recommendation.

In 2005, the FDA announced the creation of a new independent Drug
Safety Oversight Board (DSB) to oversee the management of drug safety issues
and provide emerging information to providers and patients about the risks and
benefits of medicines. A new “Drug Watch” Web page was also created to
increase the use of consumer-friendly emerging data and risk information by
both health care professionals and patients.

Around the same time, Senate Majority Leader Bill Frist (R-TN) proposed
a voluntary two-year moratorium on D'T'C drug advertising in an effort to cap
spiraling drug costs and promote patient safety. PARMA, the pharmaceutical
industry’s trade association, responded by issuing voluntary principles to guide
the industry’s use of DTC ads. The voluntary principles, which took effect in
January 2006, call on member companies to submit DTC television ads to the
FDA before releasing ads for broadcast and to precede D'T'C ads with greater
efforts to educate health professionals about the new drugs, among other things.
Although not mandatory, the principles have been endorsed by more than
twenty individual drug companies. While PhRMA claims that several of the
new principles exceed FDA regulations, others, including Senator Charles
Grassley (R-IA) and the consumer advocacy group Consumers Union, say the
principles fall short of dealing with the issue in any significant way."

"To account for an upsurge in the number of ads submitted to the FDA since
PhRMASs advertising principles went into effect, the agency recently announced
it was making a major change to how it reviews D'T'C ads. Rather than review
ads based on when they arrive at the FDA, the agency will now focus first on
newer claims. Specifically, the agency will focus first on: ads for drugs that are
new or have never been advertised on television; drugs used for new patient
populations or new purposes; and instances where new risk information is avail-
able and where there are new effectiveness claims. The agency reports difficulty
handling the growing number of ads given their limited resources and staff
turnover."

Various manufacturers have also taken voluntary action in response to the
principles. Pfizer announced that it will not advertise new drugs to consumers
until they have been on the market for six months, and, along with Eli Lilly and
Company, promised to limit ads for erectile dysfunction medications to appro-
priate audiences. AstraZeneca publicly stated that all DTC ads should be
submitted to the FDA for review before they run.

State Regulation of DTC Advertising

"The majority of states can be understood as implicitly prohibiting DTC adver-
tising of a wide array of drugs through adoption of the Uniform Controlled
Substances Act, which bans false advertising of drugs. Several states prohibit
DTC advertisements for specific types of drugs, such as those related to abor-
tion, sexual diseases or sexual disorders, while others prohibit D'T'C advertising
of specifically named drugs. However, a 1999 decision of the U.S. District
Court for the Northern District of Illinois (Knoll Pharmaceutical Company v.
Sherman) suggests that state regulation of DTC drug advertising may be unen-
forceable. In that case, the court held that a state statute barring the advertis-
ing of certain drugs was unconstitutional.”
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The growing use of DTC advertisements over the last two decades has also
changed the dynamic of state product liability laws. Under a common-law
doctrine called the learned intermediary rule (LIR), drug manufacturers are
protected from liability for adverse consequences to the patient if they
adequately warn the prescribing physician of known health risks resulting from
the administration or ingestion of prescription medications. Therefore, drug
manufacturers have had, up until recently, no legal duty to warn consumers
directly of drug risks. But now that patients are increasingly involved in health
care decision-making, the learned intermediary rule is under scrutiny. In 1999,
New Jersey became the first and only jurisdiction to adopt a DTC advertising
exception to the learned intermediary rule. In Perez v. Wyeth Laboratories, a case
in which the plaintiffs filed suit against a pharmaceutical manufacturer for
injuries sustained as a result of using the implanted Norplant contraceptive
device, the New Jersey Supreme Court held that “a pharmaceutical manufac-
turer that makes direct claims to consumers for the efficacy of its product
should not be unqualifiedly relieved of a duty to provide proper warnings of the
dangers or side effects of the product.” The court maintained that D'T'C adver-
tising has so fundamentally transformed physician and patient roles in pre-
scribing decisions that the traditional justifications for the LIR no longer apply.
Although not binding on other states, the Perez decision is likely to prove
influential since the New Jersey Supreme Court is considered a bellwether
court in crafting product liability law.?’

ACP'’s Position on Physician-Industry Relations

ACP’s Ethics and Human Rights Committee produced a two-part position
statement to help guide individual physicians, medical education providers, and
medical professional societies in making ethical decisions about interacting
with industry. In Part 1, the College offers recommendations to individual
physicians, mainly clinicians and clinician-researchers, regarding acceptance of
gifts and other financial relationships with industry. Part 2 addresses medical
education providers and medical professional societies that accept corporate
funding for organizational projects or membership events, such as meetings and
symposiums. ACP believes that the primary purpose of entering into relation-
ships with industry should be the enhancement of patient care and medical
knowledge. While the ethics of medicine and the ethics of business sometimes
diverge, both are legitimate, and a thoughtful collaboration of physicians and
industry can result in the best of patient care.”’ *? These position statements are
available at:

¢ Physician-Industry Relations. Part 1: Individual Physicians
www.annals.org/cgi/content/full/136/5/396

* Physician-Industry Relations. Part 2: Organizational Issues
www.annals.org/cgi/content/full/136/5/403
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Positions

Since 1998, ACP has voiced its opposition to the practice of D'TC advertising.
Recognizing that the practice is currently legal, the College offered broad alter-
natives to improve the practice. In September 2005, ACP’s Health and Public
Policy Committee decided that the College’s position statement on DTC
advertising should be strengthened by offering more specific and practical
policy solutions to assist the College in responding to the current regulatory
environment.

Position 1: ACP believes that direct-to-consumer advertising of prescrip-
tion drugs is an inappropriate practice that undermines the patient-physician
relationship and often leaves patients confused and misinformed about
medications.

ACP believes that DTC advertising creates an artificial demand for drugs
and undermines the patient-physician relationship as patients place undue pres-
sure on physicians to prescribe an advertised product. Advertisements motivate
patients to request prescriptions in up to seven percent of primary care encoun-
ters — a rate that adds up to millions of requests a year. According to a FDA
study, between 74 percent and 77 percent of doctors prescribed the requested
drug when a specific drug was requested.” A more recent report in the Journal
of the American Medical Association concluded that physicians are significantly
more likely to write prescriptions for patients who ask for brand-specific
antidepressants (requests frequently inspired by DTC ads) than for patients
making general requests for medication or no requests at all.”

The FDA found that when ads are discussed, the majority of physicians
report no pressure to prescribe a specific drug and that most physicians report
being comfortable with denying medications, particularly when the requested
drug was not right for the patient.* However, the FDA also found that although
few physicians reported excessive pressure to prescribe requested drugs, nearly
half reported feeling at least a little pressure and 28 percent of those surveyed
admitted the ads can lead to doctor-patient tension.® Still, physicians are not so
much threatened in terms of their medical judgment, as they are burdened by
the time it takes to clarify such requests.

ACP members report that patients continually attempt to influence their
own treatment regimens based on what they see in the media, rather than by
what may be the best medical treatment option for them. Physicians end up
spending valuable time fielding requests, clarifying misconceptions, and
explaining other, sometimes more effective treatments. ‘Time spent with the
patient gets diverted from patlent education to negotiation and when a coveted
drug is not part of a patient’s health plan formulary, patients may pressure
physicians to make a case for medical necessity—another round of hassle and
effort for the physicians. Withholding something a patient wants often builds
mistrust of the physician. Such interactions result in a subtle but chronic
adversarial element in the doctor-patient relationship that takes a substantial
emotional toll on physicians.

According to the FDA, 65 percent of physicians believe patients misun-
derstand the relative risks and benefits of a drug advertised through a DTC ad
and 75 percent say the ads lead patients to overestimate the medical value of the
drugs. The FDA also found that 38 percent of physicians surveyed felt that
DTC ads caused patients to question their diagnoses.® The rapid-fire listing of
adverse events in D'TC ads may cause so much confusion that patients quit
taking needed medications without consulting their physician.

10
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DTC ads also encourage inappropriate and unnecessary consumption of
certain drugs, resulting in higher drug costs overall. For example, the ads often
promote expensive brand-name products when less-expensive but therapeuti-
cally equivalent generic products are available. A national survey found that
when a specific drug requested by a patient was prescribed, 46 percent of physi-
cians said that it was the most effective drug, while 48 percent said that others
were equally effective.* Such unnecessary spending further weighs down an
already costly health system.

Spending on prescription drugs is the fastest growing component of the
health care budget. While proponents of DTC advertising feel the practice
fosters competition among products, resulting in lower drug costs and increased
access to consumers, the GAO has concluded that D'TC advertising appears to
increase prescription drug spending and utilization. This increased spendmg is
primarily due to increased utilization, rather than increased prices.* A 2000
analysis of prescription volume and sales of advertised drugs compared to non-
advertised drugs found that doctors wrote 25 percent more prescriptions for the
50 most heavily DT C-advertised drugs compared to 4.3 percent more scripts
for all other drugs combined. Sales of the top 50 most heavily advertised drugs
rose an aggregate 32 percent from 1999 to 2000 compared to 13.6 percent for
all other drugs combined. Increases in the sales of these 50 most heavily adver-
tised drugs accounted for almost half (47.8 percent) of the overall $20.8 billion
rise in spending on drugs in the retail sector from 1999 to 2000.¢ The GAO also
found that between 1997 and 2001, the best-selling drugs were those most
heavily advertised. It estimated that a ten percent increase in D'TC advertising
translates into a one percent increase in sales for that class of drugs, a substan-
tial amount for drug classes with sales in the billions of dollars.* Although such
research proves no direct cause and effect link between D'T'C ads and increas-
ing drug use and spending, it is highly suggestive.

A lawsuit recently filed against Pfizer claimed it unlawfully induced con-
sumers, through a multi-million dollar promotional campaign, to use its brand-
name drug Lipitor by marketing the cholesterol-lowering drug as a means to
prevent heart disease in women and the elderly, despite the absence of clinical
evidence. The lawsuit alleges the marketing drive created an artificial demand
for the drug and resulted in billions of dollars of unnecessary costs for con-
sumers, who received no benefit from the drug, and for their health insurers.
The complalnt seeks an injunction to stop Pfizer from marketing Lipitor to
individuals who receive no benefit from the drug and requests monetary reim-
bursement for consumers and third-party payers who were allegedly misled
into purchasing Lipitor as a result of the deceptive marketing campaign.”

There seems to be a recent deterioration in the public’s perception of DTC
advertising. The FDA surveys found that in 2002 versus 1999, fewer people (18
percent versus 27 percent) asked their physicians about previously untreated
conditions, fewer people found DTC ads useful in conversations with their
physicians and with health care decision making, and fewer people held
positive views of D'T'C ads.® Those with negative reactions to the ads felt the ads
overstate drug efficacy and do not present a balance of benefit and risk
information.
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Position 2: In the absence of legislation or regulation to ban DTC adver-
tising, the FDA should play a stronger role in ensuring that complete, valid, and
clear information is provided to the public and in making determinations about
whether the commercial information in a DTC ad actually will educate and
enhance the health of the public. ACP calls on the federal government to expe-
ditiously strengthen regulations governing D'T'C ads in the following ways:

* Congress should give the FDA the authority to issue regulations that
require review and approval of the content of any D'T'C advertisement
prior to it being released to the public.

* Congress should provide additional resources for the FDA to carry out
enhanced oversight and enforcement duties and to study the effec-
tiveness of D'T'C advertising.

* Congress should give the FDA the authority to regulate “reminder”
and “help-seeking” ads.

* The FDA should require at least a two-year moratorium on DTC
advertising for newly launched prescription drugs to allow for appro-
priate monitoring and regulation of drug safety and efficacy.

¢ Federal regulations should require manufacturers to run corrective
ads after receiving both “untitled” and “warning” letters.

* The FDA should take steps toward regulating image selection in ads.

* The FDA should require that information about a drug’s effective-
ness, side effects, and contraindications, as well as references to where
more comprehensive information can be obtained, be prominently
displayed in ads and on labeling and be in a language that is clear and
understandable to the general public.

* The FDA should require that ads provide key information to con-
sumers on alternative treatments, such as lifestyle changes.

* DTC ads should be required to contain a statement directing patients
to report all adverse reactions to a physician and the FDA at
MedWatch, and give the toll-free telephone number and Web address
of MedWatch.

* The FDA should require that ads for those drugs approved on the
condition of further studies publicly identify that safety concerns have
been identified and are being investigated.

* The federal government should sponsor public service ads that do not
mention particular treatments, but instead are aimed at increasing the
public’s awareness of various under-treated diseases.

* Federal regulations should prohibit the use of DTC ads to promote
controlled substances.

The promise of DTC prescription drug advertisements lies in their poten-
tial to educate consumers about medical conditions and the possibility of treat-
ment. But this promise can only be fulfilled if consumers are given clear and
accurate information. The responsibility for ensuring that this occurs falls on
the FDA, but recent congressional investigations have indicated that the agency
is failing at this task, as FDA enforcement actions against false and misleading
ads have declined precipitously in recent years.*

One of the main reasons the agency has difficulty meeting its responsibili-
ties is because the current regulatory structure and funding surrounding D'TC
advertising are weak. For one, the current retrospective process gives too much
leniency to the pharmaceutical companies and allows them to get their message
out to the public before the FDA has a chance to deem the appropriateness and
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accuracy of the information contained in the advertisements. Additionally,
according to the GAO there is no mechanism in place to verify that the FDA
receives all newly disseminated ads from drug companies.’

Compounding the problem is that the FDA lacks the resources to provide
adequate oversight of DTC ads. In 2002, Congress authorized more than a
doubling of the budget available to the DDMAC in fiscal year 2005 (to $5.5
million) to be used to monitor broadcast and Internet ads more vigilantly and
to ensure that the messages conveyed do not mislead consumers.”” However,
these increased funds have not been requested by the current administration,
and the DDMAC continues to be under-funded. Insufficient resources affect
the FDAs ability to review drug ads for misleading content in a timely manner.
A division of 40 employees at the FDA is tasked with reviewing 40,000 complex
medically sensitive advertisements, which leads to many ads running without
formal review.”® The agency is also unable to quickly issue letters following the
identification of a violation. Prior to a recent policy change that required that
all letters be reviewed by the FDA’s Office of the Chief Counsel, the agency
issued letters within a few days after a violation was identified. Following the
change, reviews took between 13-78 days. Reviews have now been streamlined
to five days for “warning letters” and 15 days for “untitled letters.” As DTC ads
increase in frequency, FDA violation letters sent to manufacturers are dropping—
from 157 in 1998 to 24 in 2004— suggesting that the agency is not equipped
for the job.”

ACP believes that Congress should give the FDA the authority to require
pre-marketing approval of DTC advertisements and the authority to regulate
both “help-seeking” and “reminder” ads. FDA regulation of D'TC ads should be
based on evidence-based medicine practices, with input from practicing health
professionals. Both pre-market and post-market FDA regulation of DTC ads
should be timely and the entire regulation process must be transparent.

It is also critical that the FDA more carefully monitor the intent of DTC
advertisements to ensure that they have a clear educational purpose (i.e., inform
patients about a particular condition or the availability of a new treatment)
rather than a purely promotional purpose (i.e., aimed at “brand recognition”).
ACP believes that DTC advertisements are most effective as a patient educa-
tion tool when their primary intent is to raise disease and treatment awareness
and encourage patients to seek more information from their physician. Ads
with solely promotional intentions—even when they are not technically
untruthful or misleading— may, by omission, emphasis, or emotional appeal,
spur consumer purchasing patterns that are contrary to public health goals.
The FDA should also takes steps toward regulating image selection in ads,
since imagery can be as powerful as any wording. The FDA should pay partic-
ular attention to broadcast ads to ensure their non-verbal and visual presenta-
tions do not make or imply inappropriate claims. Furthermore, ACP recom-
mends that the federal government sponsor public service ads and develop a
system where drug manufacturers may support an objective public service
announcement fund to educate the public about under-treated and under-
diagnosed diseases and conditions.

The lack of fair balance in D'T'C ads is a major concern of the College that
may result from the currently weak regulatory structure. The ads often provide
insufficient and unclear information about the appropriateness of the drug, the
risks and benefits, or comparable and more cost-effective options. A Duke
University study even warned about the danger of ads that employ distracting
graphics, since they often obscure important risk information. The end result
is that patients are often confused and misinformed about medications and
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falsely assured that drugs are safer than they are. In the same Duke University
study, 80 percent of those queried could remember what the drug was supposed
to treat, but only 20 percent could describe the side effects.”

"To ensure effective consumer education, the FDA should require that ads
include essential information, such as information regarding a drug’s indica-
tions, contraindications, effectiveness, and side effects, and key information on
alternative treatments, such as lifestyle changes. Ads should also include com-
parative quality data, thus creating a basis for more informed consumer choice.
Furthermore, the FDA should require that information directing patients to
additional resources be prominently displayed in an ad. This will ensure that
patients with different information-seeking needs and capabilities have ade-
quate access to other sources of information and are able to make evidence-
based assessments of drug effectiveness.

DTC ads currently provide limited information on how well the drug
works. While the FDA requires that information regarding a drug’s potential
harms be presented, information on the drug’s benefit is not required (the ad
must simply note the drug’s indications). As a result, most ads assert that drugs
work using vague, qualitative terms (for example, “Zyrtec works” and “lower
your number”) rather than presenting actual data. Only about a tenth of DTC
ads provide data about drug benefits in either the ad or the accompanying brief
summary.” Concerned that the absence of benefit data may lead some patients
to assume that the drug always works, a 2004 study set out to evaluate the
effectiveness of including a “prescription drug benefit box” in a DTC ad. The
box was simply a table presenting the proportion of people experiencing various
outcomes with and without the drug, based on the main randomized trials of the
drug. The study found that most participants rated the information as “very
important” or “important” and almost all found the data easy to understand.
Perceptions of drug effectiveness were much lower for ads that incorporated the
benefit box than for ads that did not.”

There is a growing consensus among health professionals and consumer
advocates that heavily promoting new drugs that have not been widely tested
among patients, and thus carry little definitive data on safety and outcomes,
could have a deleterious effect on the public’s safety. The recent NSAIDs
incident heightened this concern. When Merck voluntarily withdrew its drug
Vioxx (rofecoxib) from the market, the company had already spent more than
$100 million per year on DTC advertising of the drug, annual sales had topped
$2.5 billion, and more than 80 million patients had already taken the drug. Even
though rofecoxib was approved in 1999 on the basis of data submitted to the
FDA, the data were not submitted to a peer-reviewed journal until the following
year and did not appear in print until November 2000, one and a half years after
commercial approval had been granted (and even at that point the cardio-
vascular data reported in that article were incomplete). It was not until February
8, 2001, two years after the FDA approved rofecoxib, that the FDA Arthritis
Advisory Committee met to discuss concerns about the potential cardiovascu-
lar risks associated with the drug. Over the five-and-a-half-years that the drug
was on the market, various epidemiologic studies confirmed the concern about
the risk of myocardial infarction and serious cardiovascular events associated
with the drug. Nevertheless, the only significant action taken by the FDA
occurred in April 2002, when the agency instructed Merck to include certain
precautions about cardiovascular risks in its package insert. More recent stud-
ies conducted since the drug was taken off the market suggest that there may
be tens of thousands of patients who have had major adverse events attributable
to rofecoxib.”
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In response to the FDA discovering safety issues with several highly-
marketed drugs, ACP recommends that the FDA require that pharmaceutical
companies refrain from running D'T'C ads for at least two years after a new drug
enters the market. This delay would allow for the FDA to consider various
sources—such as post-approval studies, risk-benefit analyses, adverse event
reports, and any clinical or observational studies— to make evidence-based assess-
ments of drug safety and efficacy. This delay would also give physicians additional
time to understand more fully the appropriate use of medications. Following the
two-year moratorium, the FDA, with the input of the medical community, should
be responsible for determining if the drug has significant adverse health effects
and whether D'T'C advertising of the product should proceed.

ACP believes that if a moratorium on DTC drug advertising were imple-
mented, drug manufacturers would shift their focus back to more appropriate
educational efforts aimed at physicians. Although a moratorium on advertise-
ments could be costly for the pharmaceutical industry, drug companies would
save on the marketing costs and potential damages from litigation should a
drug prove to be unsafe.

The FDA should also require that ads for drugs approved on the condition
of further studies publicly identify that safety concerns have been identified and
are being investigated. Drugs that receive expedited approval from the FDA are
done so on the condition that post-market studies be carried out. These so-
called Phase 4 studies are used to gather additional information about a drug’s
safety, efficacy, or use and the outcome of these studies can lead to changes in
how a drug is made, prescribed, and used. However, the FDA recently found
that drug companies have launched barely a third of the follow-up studies they
agreed to undertake once their new medications were on the market.” Given
this finding, it is critically important that advertisements for such drugs warn
consumers that studies are still pending and that safety concerns exist.

"To further ensure the public’s safety, ACP recommends that manufacturers
who receive both “warning” letters and the less serious “untitled” letters be
required to run corrective ads. The manufacturer should be required to run
corrective ads in the same media outlets in which the ad originally ran and for
a duration that reflects the gravity of the infraction.

The FDA must also limit DTC advertising of controlled substances, which
are by definition susceptible to abuse and dangerous when used incorrectly. The
very purpose of advertising is to increase demand and sales of drugs. Demand
for controlled substances should not be driven by commercial considerations,
but instead it should be the result of medical consultation and informed
medical opinion as to a patient’s need.

In marketing their sleeping pill Lunesta (a controlled substance), drug manu-
facturer Sepracor, Inc. equates occasional insomnia with a “disease” requiring
treatment with their product, which it claims can be “used long term without
addiction.” Insomnia is a common disorder. However, chronic insomnia, in which
symptoms last for at least one month, has a prevalence of only ten to fifteen per-
cent.” Still, a record 43 million sleeping-pill prescrlptlons were filled in the U.S.
in 2005, fueled by almost $300 million in drug companies’ ad spending and result-
ing in more than $2 billion in sales.* The only long term (6 month) study to eval-
uate the safety and efficacy of Lunesta had no objective measures to determine if
the patients developed tolerance to the drug, but merely relied on self-reporting.**

In light of the special considerations afforded controlled substances in
federal law, ACP believes that D'T'C advertising of controlled substances should
not be permitted and urges the drug industry to voluntarily cease this practice
until a regulatory or Congressional ban is in place.
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Finally, Congress should provide the FDA with additional resources to
strengthen its regulation of D'T'C ads and to study the value of D'TC ads to both
patients and their health care providers. There are particular areas of research
that require special attention, such as Web-based D'T'C advertisements, which
represent a newer yet key component of DTC advertising. Since the FDA
requires pharmaceutical companies to make complete information available to
the public and Web sites are the most common medium for doing so,” the FDA
should evaluate whether current regulations are appropriate for Web-based
DTC advertisments.

The passage of a Medicare drug benefit in November 2003, which dramati-
cally expands the market for pharmaceuticals, adds some urgency to the need for
more informative DTC drug ads. Given the government’s fiduciary responsi-
bility to taxpayers to ensure that their tax dollars are not wasted and to assure the
safety and quality of pharmaceuticals, the government could require, as part of any
purchasing agreement, that drug manufacturers disclose information about
safety and comparable effectiveness as part of their D'TC advertising.”’

Position 3: ACP recognizes the value of patient education and supports
public and private efforts to make patients—particularly older patients—aware
of diseases/conditions, treatment options, indications, and contraindications.
The FDA, in cooperation with the medical profession, the pharmaceutical
industry, and the pharmacy industry, must further evaluate, define, and measure
the impact of D'T'C ads on patients and physicians and identify ways to ensure
that patients and physicians are provided with complete, truthful, and non-
confusing health information.

Effective patient education of health conditions and treatment options
encourages consumers to seek treatment and to discuss their health problems
with their health care provider. Good information also allows patients to be
better informed in their interactions with physicians, empowering patients and
giving them a greater role in health care decision-making. Patients ask mean-
ingful health care questions and have better context for answers. Enhanced
communication and overall patient-physician encounters increase the like-
lihood of new diagnoses for often under-diagnosed and under-treated con-
ditions”’—such as hypertension, diabetes, and depression—and minimize the
chance of inappropriate prescribing or other medical errors. The result is a
healthy patient-physician relationship, which can lead to better health out-
comes through appropriate use of safe and effective medicines that save lives,
cure disease, and alleviate pain and suffering.

ACP favors a positive working relationship with the pharmaceutical and
pharmacy industry to explore ways to provide more effective education to
patients and physicians. The pharmaceutical industry plays an essential role in
improving patient care by making invaluable contributions to the field of med-
icine as it continues to develop new life-saving therapies and provide financial
support to public education programs that educate patients on how to manage
their own health. Physicians would not be able to provide patients with the
benefits of life-saving therapies without the availability of the thousands of
medications that are available because of the pharmaceutical industry’s invest-
ment in research and development. Similarly, ACP recognizes pharmacists as a
key member of the health care team who help to ensure patient satisfaction,
education, and safety.

ACP acknowledges the need for the pharmaceutical industry to market its
products. However, under the current regulatory structure, ACP encourages
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pharmaceutical companies to make more use of “help-seeking” ads. Unlike
“product claim” and “reminder” ads, “help-seeking” ads educate patients about
a particular health condition and advise the patient to see his/her doctor with-
out specifying a product’s name. It is critical that “help-seeking” ads be strictly
monitored and regulated by the FDA to ensure there is no implication of a
product claim and that the educational purposes of the ad are not lost to com-
mercial interests in funding such an ad (such as manufacturers of the only
product in a therapeutic category).

ACP also recommends that the pharmaceutical industry make a concerted
effort to direct marketing to clinicians, rather than patients, who lack the
training and skills to make an informed judgment about the effectiveness of new
drug products. The industry should increase efforts to educate health care
professionals about new medication therapies before they are marketed to the
public, to warn physicians about the questions they will be receiving from their
patients before the drug is advertised, and to update health professionals on new
research related to the drug after it has been advertised. Physicians should also
be provided with an objective, accessible source of data on the comparative
effectiveness and cost of different drugs. Similarly, objective, non-product-
oriented information should be provided to better educate medical students and
to promote ongoing learning for practicing physicians. All information provided
to health professionals by the pharmaceutical industry should be unbiased,
truthful, and complete.

Outside of DTC advertisements, the College believes there is an appro-
priate role for pharmaceutical companies to provide financial support for
public education programs that do not promote a particular drug product. The
pharmaceutical industry spends millions of dollars to support the efforts of
non-profit charitable organizations, including ACP, to educate the public
through unrestricted educational grants that do not promote a specific product.
ACP and the ACP Foundation recently received a multimillion-dollar
unrestricted educational grant from Novo Nordisk to create and disseminate
educational tools and information for physicians, patients, and other members
of the health care team to raise awareness and teach best practices in diabetes
care. This partnership illustrates that the medical and pharmaceutical profes-
sions share the goals of high quality care— including the promotion of
evidence-based medicine for care of all chronic diseases, identification of the
gaps between current practice and acceptable standards of care, and recognition
of physicians that demonstrably improve care of their patients.

The medical profession has a duty to assist the pharmaceutical and
pharmacy industry in creating effective educational tools that provide patients
with clear information and facilitate discussion of treatment options between
patients and physicians. ACP will continue to seek out collaborations with the
pharmaceutical and pharmacy industry to ensure that patients have access to
complete and non-confusing information at all points of care.

Finally, ACP views the voluntary principles offered by the pharmaceutical
industry as an important start in addressing concerns about D'T'C advertising.
However, they are not a substitute for a strengthened and effective regulatory
approach to DTC advertising. The pharmaceutical industry should continue to
consider additional, more binding actions to limit the potential adverse conse-
quences of D'TC advertising while Congress and the FDA continue to work on
creating a more effective regulatory structure.
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Conclusion

After completing a thorough review of D'T'C prescription drug advertising, the
ACP believes that the practice is inappropriate. It undermines the patient-
physician relationship and often leaves patients confused and misinformed
about medications. Recognizing the pharmaceutical industry’s right to free
commercial speech and the fact that current law permits DTC advertising, the
ACP makes the following recommendations:

* Congress and the FDA must expeditiously strengthen laws and regu-
lations governing DT'C advertising and the FDA must be adequately
funded to expand its oversight of D'T'C advertising.

* The public and private sectors must continue to study the effects of
DTC advertising on consumer knowledge and public health.

Both the Federal Trade Commission and the U.S. Department of Justice
have concluded that DTC advertising can be a powerful tool for communicating
health and wellness information to consumers that can change people’s behavior.!
ACP supports effective tools for educating consumers and patients about health
conditions and possible treatments. However, under current regulations, ACP
does not consider D'T'C advertisements, whose primary purpose is to promote
a product, an effective communication resource for patients.

"The medical community, as a whole, has an obligation to empower consumers
by educating them about health conditions and possible treatments. ACP will
continue to work with the federal government, the pharmaceutical industry,
and the pharmacy industry to ensure that patients have access to complete,
truthful, and non-confusing prescription drug information.
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Glossary
DDMAC

DEA

DOJ

DSB

DTC prescription
drug advertising

FDA
FFDCA

GAO

PPI

PhRMA

Direct-to-Consumer Prescription Drug Advertising

Division of Drug Marketing, Advertising, and Communications:
division of FDA responsible for reviewing prescription drug
advertisements.

Drug Enforcement Administration: a component of the U.S.
Department of Justice that enforces controlled substances laws
and regulations and brings to the criminal and civil justice system
those involved in the illicit growing, manufacturing, or distribu-
tion of controlled substances.

U.S. Department of Justice: primary federal criminal investi-
gation and enforcement agency.

Drug Safety Oversight Board: created in 2005 by the FDA to over-
see the management of drug safety issues and provide emerging
information to providers and patients about the risks and benefits
of medicines.

Direct-to-consumer prescription drug advertising: advertising
typically defined as any promotional effort by pharmaceutical
companies to present prescription drug information to the
general public through the lay media.

Food and Drug Administration

Federal Food, Drug, and Cosmetic Act of 1938: under which the
FDA was given broad authority to consider drugs misbranded if
their labeling or advertising is false or misleading in any way.

Federal Trade Commission: independent agency reporting to
Congress that seeks to protect consumers against unfair, deceptive
or fraudulent practices and seeks to prevent anticompetitive
mergers and other anticompetitive business practices in the
marketplace.

Government Accountability Office (formerly the Government
Accounting Office): an independent and nonpartisan agency that
provides Congress and executive agencies with studies of programs
and expenditures of the federal government. The GAO is
commonly known as the investigative arm of Congress, since it
evaluates federal programs, audits federal expenditures and
recommends ways to make government more effective.

Patient Package Inset: used to instruct patients about the safe use
of the product in an easily understood language based on the
professional labeling.

Pharmaceutical Research and Manufacturers of America:

represents the country’s leading pharmaceutical research and
biotechnology companies.
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