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THE IMPACT OF DIRECT-TO-CONSUMER DRUG
ADVERTISING ON SENIORS’ HEALTH AND
HEALTH CARE COSTS : '

THURSDAY, SEPTEMBER 29, 2005

U.S. SENATE,
SPECIAL COMMITTEE ON AGING,
_ - Washington, DC.
The committee met, pursuant to notice, at 10 a.m., in-room SH-
216, Hart Senate Office Building, Hon. Herb Kohl, presiding.
Present: Senators Smith, Talent, Kohl, and Wyden.

OPENING STATEMENT OF SENATOR HERB KOHL

- Senator KOHL [presiding.] Good morning and we welcome every-
one to this hearing where we will examine today the effects of di-
rect-to-consumer advertising of prescription drugs on patients, doc-
tors, and health care spending. As always, we thank .our-Chairman,
Gordon Smith, for working with us in a bipartisan manner to ex-
amine this important issue affecting seniors.

We all know that Americans pay the highest prices in the world
for medicines that are largely researched and manufactured here
in our own country. Starting in January, the American taxpayers
will pay hundreds of billions of dollars for drugs through the new
Medicare benefit. So now, more than ever, we have a responsibility
to ensure that those dollars are being spent wisely. :

As we look to the reasons why drug costs are so high, one con-
tributing factor is the widespread advertising of drugs directly to
consumers. Spending on advertising of prescription drugs more
than quadrupled between 1996 and. 2003 in. this country. Compa-
nies have the right to spend as much as they choose to promote
their products, although it should be noted that, aside from New
Zealand, the United States is the only country in the world that
allows direct advertising of drugs to consumers. We should consider
wl?ether there is a message there that we should think seriously
about.

But as the largest payer of prescription drug costs, the Federal
Government has an obligation to examine the impact of these
drugs on drug choices and health care spending. Today’s ads often
steer consumers toward newer, costlier drugs when older, less ex-
pensive drugs may be more appropriate. This leads to higher
health care spending as patients demand and doctors prescribe
more expensive medicines.

The reason that these ads are so powerful is because they often
are the only source of information that patients have about a drug.
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The ads paint a picture of a healthy life that can be theirs only if |
they just “ask their doctor.” Unfortunately for consumers, this is ‘
not always the complete picture as most patients have no idea
whether the new drug is better than the older one that they have
been taking for years.

It should not be left solely to the drug industry to educate pa-
tients and doctors about new medicines. We need more unbiased
research, perhaps through the NIH, that will compare new and old
drugs to help doctors and patients determine which is the best,
most cost-effective medicine for them.

We also need to give doctors time to fully understand the bene-
fits and risks of a new drug once it reaches a market. Ads for
newly approved drugs hit the airwaves immediately, sending pa-
tients to their doctors to request what they have seen. We should
consider a moratorium on advertising for newly approved drugs to
provide doctors enough time to fully understand their effects.

Finally, we also know the FDA has limited enforcement meas-
ures at their disposal to crack down on misleading advertising. Pro-
viding stronger enforcement tools to the FDA will help prevent un-
necessary utilization costs and potentially harmful outcomes to pa-
tients.

I am working on legislation to address some of these issues, and

I know that other Senators, including Senator Wyden, who is here
today, have also begun working on legislative answers. I have also
joined with Senator Frist to ask the GAO to study the effect of
DTC advertising on drug costs and utilization. I look forward to
working with all of my colleagues on this important issue. Clearly,
companies have the right to advertise their products, but with the
new Medicare drug benefit starting soon,, taxpayers are about to
foot the bill for billions of dollars in drug costs. They deserve to
know that doctors and patients have the best information available
to choose the most appropriate and the most cost-effective medi-
cines. :
We thank everybody for their participation here today. Before we
turn to Senator Smith, I want to mention that we have a roll call
vote at 11:30 which requires all Senators to be in the chamber. 1
hope we can move forward with this hearing and maybe conclude
so that we will not have to recess for an extended period of time
and return.

So now we turn to our esteemed chairman, Gordon Smith, for his
opening remarks.
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OPENING STATEMENT OF SENATOR GORDON H. SMITH,
CHAIRMAN

The CHAIRMAN. Thank you, Senator Kohl. It is- a pleasure to
work with you. This hearing is very appropriate, very-timely, and -
it was your idea, and we thank you for your leadership. -

Also, my colleague in the Senate, Senator Wyden, thank you for
your service on this committee as well. Ron Wyden’s commitment
to seniors and the elderly is legendary in my State, and appro-
priately so. - : ' :

We welcome all of you and wish you a good morning. While na-
tional health care spending has slowed in recent years, it is pro-
jected that total national spending on health care goods and serv-
ices will reach 18.4 percent of the Nation’s gross domestic product
by 2014. How the Government and individual citizens spend their
health care dollars will continue to'be an important policy discus-
sion on Capitol Hill. :

One area of health care in which spending is projected to in-
crease significantly in coming years is prescription drugs. Advances
in pharmaceutical sciences have provided millions of Americans
with the opportunity to live longer, healthier lives, but often at a
significant cost. '

Over the last several decades, the pharmaceutical industry has
spent billions of dollars to promote new prescription drugs to both
doctors and consumers. Direct-to-consumer advertising is just one
component of a larger marketing effort. But given that spending on
such ads has quadrupled since 1998, it is an area that deserves
further exploration, especially in connection to how it affects con-
sumer safety and overall prescription drug consumption. -

From a positive standpoint, direct-to-consumer drug advertising
may encourage individuals who might .otherwise not seek health
services to see their doctors. This is especially true for individuals
who may be suffering from a mental illness, such as depression or
bipolar disorder.

A 2003 study showed that approximately 25 percent of surveyed
individuals who had discussed an advertised drug with their physi-
cians reported receiving a new diagnosis. Evidence would suggest
that advertising can encourage individuals to learn more about
symptoms they might suffer from and get treatment for
undiagnosed conditions.

Beyond advertising’s ability to prompt individuals to seek out
health care, there are many other issues that should be explored
further by policymakers, industry representatives, and health care
advocates. For instance, does the content of direct-to-consumer
advertisements appropriately inform individuals of the benefits and
risks of new prescription drugs, or are they aimed more at building
product loyalty? This is an especially important question to ask in
regard to new products entering the market, whose effect on the
general population may not be fully known. I am hopeful some of
the discussion today can address this concern, as well as other
issues relating to better informing consumers through direct-to-con-
sumer ads.

In terms of physician prescribing behavior, it is still unclear how
direct-to-consumer advertising affects the decision to prescribe a
certain type or brand of prescription drug. We will hear today




about recent research that suggests patient requests for specific
drugs may influence doctors’ prescribing behavior. However, while
such findings highlight an interesting dynamic of the patient-physi-
cian relationship, it may be more difficult to explicitly link drug re-
quests to direct-to-consumer advertising.

I should also note that in considering the issue of prescribing be-
havior, we should not ignore other types of promotional activities,
especially those targeted towards physicians and their office staffs.

I invite all witnesses to share their thoughts on the relationship
between direct-to-consumer advertising and overall health care con-
sumption. Additionally, I would appreciate any suggestions wit-
nesses might have to offer that improve the process by which infor-
mation regarding prescription drugs is communicated to the public.

I look forward to a thoughtful exchange today, and I hope this
hearing will prompt a broader discussion of the steps interested
parties can take to further ensure a more consistent balance be-
tween promotional and education content in all forms of prescrip-
tion drug advertising. Ultimately, we should all be working toward
the goal of keeping consumers well informed of important develop-
ments in pharmaceutical science so that they can improve their
overall health and well-being.

Thank you, Senator Kohl.

Senator KoHL. We thank you, Mr. Chairman, and now we would
like to hear from the very fine Senator from Oregon, Ron Wyden.

OPENING STATEMENT OF SENATOR RON WYDEN

Senator WYDEN. Well, thank you, and I guess I should thank all
the chairmen that are here today, and I think it is terrific, Senator
Kohl, that you developed this idea, but these hearings don’t just
happen by osmosis. They happen because the Chair wants them to,
and I commend Senator Smith, and I very much share his view
about the need to educate consumers as well.

I have come to the conclusion on this that the people of this
country think prescription drug advertising has just gotten com-
pletely out of hand, and that much of the advertising—not all of
it, but much of it goes way beyond the legitimate interest in edu-
cating the consumer and is primarily used to increase demand and
increase profits for the pharmaceutical companies. I have been
struck and have actually asked the pharmaceutical representatives
why it is that if education is the primary interest here, why is it
that only the blockbuster drugs seem to be the ones that get adver-
tised. You don’t seem to see the ones, the orphans that can’t gen-
eratg much profit. They don’t seem to be the ones that get adver-
tised. .

So the question then becomes: What would be an appropriate ap-
proach to deal with this issue that particularly is consistent with
the Constitution? There is a First Amendment right to commu-
nicate, and certainly the companies have asserted it. The compa-
nies also get a tax break for using that First Amendment right, so
when those purple pills dance across somebody’s television set,
there is already a taxpayer subsidy for that particular activity. But
in fairness to the companies, it is also correct that if somebody ad-
vertises for their pizza parlor or some other business, they get a
tax break for that as well.
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So the question that I have said at least ought to be the start
of this debate is: Should there be a double subsidy for these pre-
scription drug ads? The pharmaceutical people already get one sub-
sidy. Should they get a second one? Senator Sununu of New Hamp-
shire and I have concluded that that is where we would draw the
line. We would say let us now take the advertising expenses out
of the costs at least of Government programs like Medicaid. |

Senator Smith in particular has done extraordinary work on the
Medicaid program. It is clear that there are going to have to be re-
forms. The Congressional Budget Office has told us that given the
fact that we are going to spend $4 billion a year on prescription
drug ads—not my figure; that is from the Wall Street Journal. Ac-
cording to the figures from the Congressional Budget Office, we
could get close to half of the savings that are needed for the Med-
icaid budget target just if we stop the companies from getting a
double subsidy and took advertising expenses out of the cost of
Government health programs like Medicaid:

So Senator Sununu and I are going to continue to work on that
legislation. It is S. 1128, the Pharmaceutical Advertising and Pru-
dent Purchasing Act. It was introduced in May. I want to wrap up
just by giving a couple of comments on some charts that we have
developed. We have put together some charts that outline the ad-
vertising situation.

The first shows the most advertised drugs in our country as of
2003, and you can see many drugs that the consumer and the pub-
lic is familiar with. _

The second chart is the one that I think is particularly troubling.
It shows the drugs that are most used by the Medicaid program.
These are the top ten drugs that Medicaid pays for with taxpayer
dollars for low-income people at a time when the Medicaid program
faces the draconian cuts. You can see that of the ten most com-
monly used drugs in the Medicaid program, four of them are paid
for with this double subsidy that I think is so troubling. . -

The last chart I brought is an indication that highlights the point
Senator Kohl made of what is to come. We, of course, are starting
very shortly a Medicare prescription drug benefit. We are now talk-
ing here about the ten most commonly used drugs in the Medicare
program, and virtually all of them are advertised. So, once again,
Medicare, like the other programs—the VA, the Public Health
Service, and other programs—Government health programs will
pay a double subsidy. It seems to me that if the companies get to
exercise their First Amendment rights, they get a tax break for ex-
ercising their First Amendment rights, at some point you ought to
draw the line and say we are not just going to subsidize them
again and again and again. Senator Sununu and I have drawn that
line in S. 1128 where we would take the advertising expenses out
of the cost of government health programs.

I thank the two Chairs, and particularly for giving me a little
extra time to walk through our legislation, and I look forward to
worlging with both of them and thank them both for their kind
words.

Senator KOHL. Thank you, Senator Wyden.

At this time we will call our first witness, Dr. Rachel Behrman.
Dr. Behrman comes from the Food and Drug Administration. She




6

is the deputy director of FDA’s Office of Medical Policy, which over-
sees the Division of Drug Markets, Advertising, and Communica-
tions.

Dr. Behrman, we are very pleased that you are here today, and
we welcome your testimony.

STATEMENT OF RACHEL E. BEHRMAN, MD, MPH, DEPUTY
DIRECTOR, OFFICE OF MEDICAL POLICY, CENTER FOR
DRUG EVALUATION AND RESEARCH, AND DIRECTOR,
CROSS-CENTERS INITIATIVES TASK FORCE, OFFICE OF THE
COMMISSIONER, U.S. FOOD AND DRUG ADMINISTRATION,
DEPARTMENT OF HEALTH AND HUMAN SERVICES

Dr. BEHRMAN. Thank you, Senator Kohl, Senator Smith, and
Senator Wyden. Good morning. As you mentioned, I am Dr. Rachel
Behrman, deputy director of the Office of Medical Policy and direc-
tor of the agency’s Cross-Centers Initiatives Task Force.

Thank you for this opportunity to discuss FDA’s role and experi-
ence in overseeing the promotion of prescription drugs to con-
sumers. Today I will briefly discuss some of the issues behind the
ongoing debate about DTC advertising, many of which have just
been touched upon, and then summarize several agency initiatives.

One of our top priorities is ensuring that Americans are educated
about their health and treatment options with clear and accurate
information. We have all been exposed to DTC ads in print and on
television, for example, and perhaps have felt that although DTC
advertising has the primary intent of promoting a product, it also
has the potential to promote awareness of undiagnosed or under-
treated diseases, to promote an understanding of possible treat-
ments, and to foster health-related discussions with physicians. In
other words, it is an opportunity for two different interests to align.

But this can only happen if the promotion is done properly if, in
addition to being truthful and not misleading, the promotion is
clear and accessible to consumers.

Direct-to-consumer advertising has always been legal in this
country, although historically it was aimed primarily at physicians,
and our regulations do not distinguish between the two audiences.
DTC advertising remains a small percentage of all prescription
drug promotion, but it has increased sharply since the mid-1990’s
as broadcast DTC has become more prevalent. This increase has
sparked an intense debate about the impact of DTC and about the
role of regulation.

Monitoring DTC advertising is a top priority for us, but truthful
advertising cannot be achieved unless it accurately communicates
and balances the benefit and risk information about a prescription
drug. Thus, FDA has undertaken a number of important initiatives
to improve the communication of prescription drug information to
consumers.

In 2004, we issued two draft guidance documents aimed at im-
proving the quality and usefulness of DTC advertising. The first
addressed alternative ways of disclosing risk information in con-
sumer-directed print advertisements. The goal of the guidance is to
encourage manufacturers to abandon the dense, tiny-type presen-
tation of risk information and replace it with clear, comprehensible,
succinct, and visually accessible paper that can serve as an edu-
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cational tool and can stimulate discussion between patients and
their health care providers. .

The other guidance addresses and encourages what are common
called help-seeking advertisements. These are ads that do not men-
tion a particular product but are intended to raise awareness of a
particular disease or condition. ‘

In addition, FDA is finalizing a regulation that will completely
overhaul the information required to be distributed with prescrip-
tion drugs. Known as “the package insert,” it is the long, com-

plicated, tiny-print label that is tucked into prescription drug pack-

ages. When this regulation issues, it will require that a high-level
summary of the most important information precede the detailed
prescribing information contained in the package insert. This sum-

mary, which will be reviewed and approved by the FDA, will en- -

able us and the industry we regulate to more rapidly and easily
identify the risk information that should be included in advertising.

This regulation, once issued, will also support the agency’s elec-
tronic health initiatives, for example, ultimately making it possible
for FDA to provide concise, reliable, and up-to-date medical product
information available immediately and free of charge on the Inter-
net and in an easily searchable format.

The key issue in the DTC debate is whether it helps or harms
Americans. Answering this question requires data. We must know
what consumers understand, how they perceive risk information,
and what helps them make informed choices, to name just a few
of the questions facing us. Therefore, FDA continues to conduct re-
search and last fall published a comprehensive report on patient
and physician attitudes and behaviors associated with DTC adver-
tising of prescription drugs.

Our data demonstrate that DTC advertising clearly provides an
opportunity to inform. This number will not be a surprise: 81 per-
cent of patients responding to our surveys have been exposed to
DTC advertising, and many of them. went on to seek more informa-
Iglion, usually about the drug but sometimes about their health con-

ition.

On the other hand, our data also show that approximately 60
percent of patients and physicians believe that DTC advertise-
ments overstate the benefits of the product and almost as many be-
lieve that the ads understate the risks. This is a problem that must
be addressed by the industry we regulate, and so we welcome
PhRMA's recent announcement of voluntary guidelines to improve
the quality of DTC advertising. These guidelines in particular em-
phasize compliance with FDA regulations and require advertising
to be neither false nor misleading, to make claims only when sup-
ported by substantial evidence or substantial clinical experience,
and to appropriately balance the risk and benefit information.

Another recent initiative involves the re-evaluation of our regula-
tions. Are these regulations, implemented in the 1960’s and with-
out a consumer audience in mind, effective for DTC advertising? To
help answer that question and many others surrounding DTC, we
have scheduled a public hearing on November 1 and 2 of this year,
and we hope to hear a broad range of opinions.

DTC advertising is advertising, but it is also an opportunity—an
opportunity to help Americans become better informed about their
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health and to reach Americans who may be unaware of or ignoring
important health problems. This opportunity should not be missed.
Therefore, the agency will continue our research to better under-
stand the effects of DTC advertising and how best to communicate
the important information about risks and benefits. We will also
continue to closely monitor DTC advertising while working within
industry to ensure that all promotion is fully compliant with appli-
cable laws and regulations; and when it is not, we will take appro-
priate enforcement action.

Finally, we look forward to beginning a thorough evaluation of
the lregulations that govern promotion, and DTC promotion in par-
ticular. :

Thank you, and I will be happy to answer any questions.

[The prepared statement of Dr. Behrman follows:]
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INTRODUCTION

Mr. Chairman and Members of the Comnmittee, | am Rachel Behrman, Deputy Director of the
Office of Medical Policy within the Center for Drug Evaluation and Research (CDER) at the
Food and Drug Administration (FDA or the Agency) and Director of the Cross-Centers

Initiatives Task Force in the Office of the Commissioner.

Thank you for the opportunity to discuss the Agency’s role and experience in oversight of
direct-to-consumer (DTC) advertising. My testimony will review how FDA regulates
consumer-directed advertising, the results of recent surveys the Agency has undertaken to
ascertain attitudes of consumers and physicians toward this marketing activity, and future
plans of the Agency to explore what issues may yet remain to be addressed by our regulation

of DTC promotion.

Helping all Americans make better informed decisions concerning their health care is a top
priority of the Agency. Opinion surveys conducted by FDA demonstrate that DTC
advertising can encourage consumers to seek information about an iliness or condition and
more information about a drug from their physician or pharmacist. FDA research also

demonstrated, however, that patients and physicians believe consumer-directed advertising

frequently overstates the benefits of drugs and understates the risks.
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Part of FDA’s mission to protect the public health is to help ensure that prescription drug
information is not false or misleading. This is accomplished through a comprehensive
surveillance, enforcement and education program, and by fostering optimal communication of

labeling and promotional information to both health care professionals and to consumers.

. STATUTORY AND REGULATORY AUTHORITY

FDA regulates the manufacture, sale, and distribution of drugs in the United States under
authority of the Federal Food, Drug, and Cosmetic (FD&C) Act, which includes approval of
prescription drug labeling that provides information about the use of a drug. Section 502(n)
of the FD&C Act provides the Agency with authority to regulate prescription drug
advertisements, and the implementing regulations (Title 21, Code of Federal Regulations
[CFR] section 202.1) provide specifics about the content of such advertisements. Nothing in
the law or regulations prohibits DTC promotion in any advertising medium even if the drug ‘
being advertised is a controlled substance. The advertising provisions of the FD&C Act do
not address the issues of pharmaceutical coverage by insurance companies or drug product

price.

Consistent with the First Amendment, FDA may only regulate prescription drug advertising
that is false or misleading. To that end, FDA regulations specify, among other things, that

prescription drug advertisements cannot omit material facts, and must present a “fair balance”

.
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between benefit and risk information. Further, for print advertisements, the regulations

specify that every risk addressed in the product’s approved labeling also must be disclosed in

the brief summary. For broadcast advertisements, however, the reguiations require ads to

disclose the most sighificant risks that appear in the labeling. The regulations further require

that broadcast advertisements either contain a brief summary of “all necessary information

related to side effects and contraindications™ or make adequate provision for dissemination of

the product’s FDA-approved labeling (and the risk information it contains) in connection with ‘

the ad.

With only rare exceptions, primarily for products receiving accelerated approval, FDA cannot
require that prescription drug advertisements be reviewed prior to their use. In other words,
FDA’s review of promotional materials is intended to occur post hoc — once the materials
have appeared in the public domain. Thus, enforcement actions for advertising violations
generally are taken post hoc as well. Most of FDA’s enforcement actions request that
sponsors stop using the violative materials. In the more egregious cases, FDA asks sponsors
to run corrective advertisements or issue corrective letters to correct product misimpressions
created by false or misleading, materials. Perhaps related to this, frequently sponsors

voluntarily seek prior comment from FDA on draft broadcast ads for their products.
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Promotional Material and Types of Advertisements

FDA regulates advenisemems and other promotional material, commonly referred to as

* “promotional labeling,” disseminated by or on behalf of the advertised product’s
manufacturer, pa;:ker or distributor. Mostly, this means materials that the product’s sponsor
disseminates or places for publication, which are directed to consumers and physicians, such
as ads printed in magazines, journals and newspapers; ads broadcast over television, radio and
telephone; brochures, and detailing pieces. According to the October 2002 GAO report
entitled, Prescription Drugs: FDA Oversight of Direct-to-Consumer Advertising Has
Limitations, “Promotion to physicians accounted for more than 80 percent of al! promotional
spending by pharmaceutical companies in 2001.” Therefore, the bulk of the Agency’s time
spent reviewing promotional material, is spent reviewing materials produced for promotion to
health care professionals, such as detail aids used by manufacturer representatives, convention
displays, file cards, booklets, and videotapes, which are distinct from advertising directed -

toward consumers.

Of the three different types of ads that product sponsors use to communicate with consumers,
FDA regulates two of them; “product-claim” and “reminder” ads. The third type, “help-

seeking” ads are not regulated by FDA.

“Product-claim” ads are those ads which generally include both the name of a product and its

use, or make a claim or representation about a prescription drug. Claims of drug benefits, such

as safety and effectiveness, must be balanced with relevant disclosures of risks and limitations
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of efficacy. This balanced presentation of drug therapy is commonly referred to as “fair
balance.” In addition, when used in print ads, sponsors must provide a brief summary of risk
information included in the product’s FDA-approved labeling or, for broadcast “product-claim”
ads, provide convenient access to the approved labeling. In our regulations, the phrase

“adequate provision” is used to identify the convenient access option.

“Reminder” ads may disclose the name of the product and certain specific descriptive
information such as dosage form (i.., tablet, capsule, or syrup) or price information, but they
are not allowed to give the product’s indication (use) or to make any claims or representations
about the product. Remif\der ads specifically are not allowed for products with serious
warnings (called “black box” warnings) in their approved labeling. The regulations
specifically exempt “reminder” ads from the risk disclosure requirements because historically
they were designed generally to remind health care professionals of a product’s availability.
These ads can be confusing and frustrating to consumers — and potentially misleading — but,
increasingly, we find them to be testing the limits of what might be considered a product claim.
Because we believe they serve no useful purpose in the DTC arena, and have the potential to
cause harm, we welcome the recent announcement from the Pharmaceutical Research and
Manufacturers Association (PhRMA) that essentially supports the elimination of this type of

advertisement directed at a consumer audience.

“Help-secking” ads discuss a disease or condition and advise the audience to “see your
doctor” for possible treatments. They need not include any risk information. Because no

drug product is mentioned or implied, this type of ad is not considered to be a drug ad and is
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not regulated by FDA, but we enthusiastically support their use and have issued draft guidance

on the subject.

HOW CONSUMER-DIRECTED ADS ARE REGULATED BY FDA

Prior to the early 1980s, prescription products were not promoted directly to consumers and
patients. At that time, FDA’s regulation of promotional drug material was limited to that
which manufacturers prepared to present to physicians and other health care professionals. In
the early 1980s, a few companies began advertising products directly to patient audiences
(specifically, older people concerned about pneumonia and people taking prescription
ibuprofen to treat arthritis pain). Because there was no experience with promotion directed
toward consumers, concemns were expressed about its possible effect on public health. The
Agency and its stakeholders needed time to assess questions and concerns posed by the newly

introduced DTC promotion.

To allow time to evaluate and make this assessment, FDA issued a policy statement on
September 2, 1983, requesting a voluntary moratorium on DTC ads. The industry complied
with the request thus giving the Agency the time needed to study whether the cuneﬁt
regulations developed in the 1960s for prescription drug advertising directed toward health care
professionals provided sufficient safeguards to protect consumers when applied to DTC

promotion. This also allowed the Agency time for a dialogue among consumers, health

professionals, industry, and for interested parties to conduct research on aspects of consumer-
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oriented advertising. There was much discussion about DTC advertising including a 1984
symposium sponsored jointly by the University of Illinois and the Stanford Research Institute
1o discuss consumer-directed prescription drug advertising from a broad research and policy
perspective.  The voluniary moratorium remained in effect until FDA announced in the
September 9, 1985, Federal Register (FR) Notice (50 FR 36677) its conclusion that the
“current regulations governing prescription drug advertising provide sufficient safeguards to

protect consumers.”

During the early 1990s, sponsors increasingly used consumer print material (magazines, efc.) to
advertise their products. The ads typically included a promotional message together with the
brief summary of adverse effects, similar to that used in physician-directed ads. Of note, this
type of brief summary statement, which frequently appears in small print using medical jargon,

is not helpful for consumers.

In the 1990s, product sponsors-also started using television advertisements in a limited fashion.
Television advertisements were limited because of the extensive disclosure needed to fulfill the
brief summary requirement, and- FDA and industry did not believe that it was feasible to
disseminaté the product’s approved labeling in-connection with the ad. There was uncertainty
about how best to satisfy the risk disclosure requirements and the results typically were
unsatisfactory. For example, one method would be to scroll the brief summary on the screen,

which would take a minute or more at a barely readable scrolling rate. By the mid-1990s,

sponsors were placing “reminder” ads on television because these ads are not required to
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include a brief summary. Often these ads were confusing to consumers who were not

knowledgeable about the name and use for these products.

In response to increasing consumer demand for information and clarity, FDA issued a
Federal Register Notice on August 16, 1995, announcing a public hearing to discuss several
aspects of DTC advertising and a Notice for further comment on May 14, 1996, to clarify
additional issues, including the brief summary requirement. Further, in light of changes in the
ability of consumers to get additional product information, FDA began to consider whether
broadcast ads could be consfructed to ensure access to product labeling information, the only
altemative to including the brief summary requirement. FDA considered suggestions about
providing access to multiple sources of product labeling as a means of satisfying the
requirement that consumers have convenient access to FDA-approved labeling when

manufacturers broadcast a “product-claim” ad.

In August 1997, FDA issued a draft guidance (finalized in 1999) entitled, “Guidance for
Industry: Consumer-Directed Broadcast Advertisements” (see Attachment A) that clarified the
Agency’s interpretation of the ekisting regulations. The Guidance described an approach for
ensuring that audiences exposed to prescription drug advertisements on television and radio
have convenient access to the approved labeling of the advertised product. The proposed
approach consisted of feference in the broadcast ad to four sources the consumer could use to

obtain more detailed labeling information: a toll-free telephone number, a website address, a

concurrently running print advertisement, and their health care professional. Following a
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comment period, and detailed review and consideration of the comments, FDA issued the
guidance in final form in August 1999 (64 FR 43197, also found at:
e

www.fda.gov/cder/guidance/1804fni. htm).

FDA continued to recognize that the risk information accompanying consumer advertisements
was unsatisfactory and sought ways to remedy this within the existing regulatory framework.
In April 2001, FDA issued draft guidance for industry entitled, “Using FDA-Approved Patient
Labeling in Consumer-Directed Print Advertisements.” The draft guidance described how
FDA did not intend to object to the use of certain FDA-appro‘ved patient labeling to fulfill the
brie.f summary requirement for prescription drig and biological product print advertisements
directed toward consumers. FDA said it would not object to the use of FDA-approved patient
labeling if such labeling were reprinted in full and discussed comprehensively in consumer-
friendly language the product’s most serious and most common risks. FDA believed this
labeling contained the information patients likely would find helpful in deciding whether to
discuss with their health care provider the possible usefulness of the product for their own

health care.

Based on continuing research, including the on-going efforts to modernize the product package
insert, in February 2004, FDA published a notice of availability and requested public comment
on three draft guidances pertaining to consumer-directed promotion of medical products.

These are entitled: “Consumer-Directed Broadeast Advertising of Restricted Devices” “Brief

Summary: Disclosing Risk Information in Consumer-Directed Print Advertisements” and
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“Help-Seeking and Other Disease Awareness Communications by or on Behalf of Drug and
Device Firms.” These draft guidances are available on the FDA website at:
www.fda.gov/cder/ddmac/lawregs. him#Guidances and the public comments received are
available at: www fdagov/ohrms/dockets. Comments on the draft guidances, and resulting

research, currently are under consideration.

OVERSIGHT

FDA’s Division of Drug Marketing, Advertising and Communications (DDMAC), currently
with a staff of approximately 40, are responsible for the review of drug product promotional
materials. Under the post-marketing submission requirement, DDMAC received
approximately 31,600 pieces of all categories of promotional material in 1999; 32,100 in
2000; 34,200 in 2001, 36,700 in 2002, 40,000 in 2003, and 52,800 in 2004. Certain materials
are flagged for expedited review. These include materials that introduce newly approved
products or products with new indications, which we refer to as “launch” materials. Also
flagged for expedited review are TV and radio advertisements. In addition to promotional
materials that are submitted at the time of initial use, DDMAC reviews complaints about
promotion from competitors, health care professionals, and consumers; promotional activities

in the commercial exhibit halls of scientific meetings, promotional meetings, and evolving

technologies.
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The total number of DTC broadcast advertisements {TV and radio) submitted to DDMAC in
recent years was: 1999 — 293; 2000 - 443; 2001 - 376; 2002 - 486; 2003 - 474, and 2004 -
586. This includes both those advertisements that were proposed but not aired and those that
were aited. Attachment B of this testimony shows 126 different products that have been the
subjects of broadcast ads since August of 1997. Many of the products have been the subjects
of multiple campaigns and many of the campaigns include different tength “product-claim™

commercials — variations of the initial commercial submitted to the Agency.

DDMAC does not track the number of DTC print ads. Last year, however, DDMAC
estimated the consumer pieces to be about one-sixth of the total, or about 8,400. It should be
noted that these are not all DTC print and broadcast ads, but also consumer promotional pieces
distributed by drug companies directly to consumers or through health care providers to

patients.

Many companies send new proposed DTC broadcast concepts to DDMAC for comments in
advance of use, although companies are under no obligation to follow DDMAC’s advice.
Consequently, DDMAC generally does not'see the final broadcast ad before the company

submits it as part of its post-marketing requirements at the time the ad is first aired on TV or

radio.
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Educational Programs for Industry

DDMAC aims to increase voluntary compliance by industry through educational programs.

These programs include:

¢ Outreach Programs: FDA staff participates in many panel discussions
and presentations for groups including industry, law firms, consultants to
industry, and marketing and advertising agencies. These programs are
intended to increase the understanding of these groups conceming
regulations relating to promotion of prescription drugs so industry can

better comply.

»  Website Postings: CDER posts on its website all Warning Letters and
untitled letters and the cited promotional materials. Industry has noted
that these letters serve as useful examples of violations that FDA has
acted against and helps them understand what type of promotion is

unacceptable.

¢ Guidances: FDA publishes guidances in areas for which industry seeks
clarification. An example is the guidance on broadcast advertisement
published in August 1999, following on the draft guidance published in
August 1997, Guidances help industry understand FDA’s current

thinking and how to comply with the regulations.

* Advisory Comments: Even when not required to do so, often companies

request DDMAC’s review and comments on proposed materials. We
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provide this service so companies can ensure that their materials are in

compliance with the regulations.

ENFORCEMENT RELATED TO DTC PROMOTION

As stated previously, unless sponsors submit their draft materials for comment before use,
DDMAC generally sees the materials at the same time as the public. DDMAC's options to

address promotional materials that are false or misleading are:

« Untitled letters —notices of violations issued to sponsors requesting that

they discontinue use of the violative materials.

+ Wamning Letters — issued to sponsors for more serious violations, such as

those possibly posing serious health risks to the public.
» Injunctions and consent decrees.

+ Referrals for criminal investigation or prosecution.

+  Seizures.

FDA attempts to target resources at the violations with the greatest public health impact.
Since late 2001, we,instituted the policy that all Warning Letters and untitled letters that

originate within FDA, including DDMAC letters, must be reviewed and cleared by the

Agency’s Office of the Chief Counsel (OCC) before issuance. FDA’s practice for clearing
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DDMAC Waming and uatitled letters focuses on assuring that the letters cite the appropriate

statutory and regulatory violations and are legally sustainable.

Criteria Used When Issuing-an Untitled or Warning Letter

Untitled letters are used for less serious violations than Waming Letters. Violations that
might receive an untitled letter may include overstating the effectiveness of the advertised
drug product, suggesting a broader range of conditions than lﬂe drug was approved for, or
making misleading claims because of inadequate context or lack of balancing risk
information. Wamning Letters address more serious violations, including serious safety or
health risks or repetitive violative conduct which, if not promptly and adequately corrected,
could lead to enforcement actions without further notice from FDA. Warning Letters

generally request that the company disseminate a remedial message to correct the violative ad.

Since August 1997, for broadcast advertisements, FDA has issued:

¢ 53 untitled (or “Notice of Violation™) letters on “product-claim”

broadcast ads.
¢ 6 Warning Letters on broadcast ads.
15 untitled letters on purported reminder broadcast ads.
* 3 untitled letters on purported “help-seeking” broadcast ads.

Most of the violations cited were because the ad was misleading, e.g., the ad overstated or

guaranteed the product’s efficacy, expanded the indication or the patient population approved
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for treatment, or minimized the risks of the product, through either inadequate presentation or

omission of information.
Since August 1997, for print advertisements, the Agency has issued:

« 63 untitled letters that addressed DTC print ads or other promotional

materials, including purported “reminder” and “help-secking” materials.

» 6 Warning Letters: four for specific DTC print ads, one that included a
DTC print ad as part of an overall misleading campaign, and one for

another type of promotional piece.

Generally, the violations for “product-claim” print ads were similar to those cited above.
Nearly all “reminder” ad violations were the result of representations about the product that
triggered the need for full disclosure of benefits and risks. *“Help-seeking” ad violations were
due to a particular product being suggested in the message. FDA cannot determine how many
specific advertisements serve as the denominator for assessing how many have.resulted in

enforcement action compared with those that have not.

FDA’s DTC PROMOTION RESEARCH

A number of groups, including FDA, have been conducting research on DTC promotion to
leamn about its effects on consumers and physicians. As part of its commitment to examine the
effect of DTC promotion on public health, FDA conducted three national telephone surveys of

U.S. adults 1o ask their views on DTC promotion of presctiption drugs and its effects on the
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patient-physician relationship. The consumer surveys were conducted in the spring of 1999
and again in the spring of 2002, and one physician survey was conducted in the spring of 2002.
FDA held a public meeting on September 22 and 23, 2003, to present this information and give
other organizations and individuals an opportunity to present their research to FDA. The
transcript of this meeting is available on the Internet at

http:/fwww fdagovieder/ddmac/DTCmeeting2003. htmi.

In addition, FDA currently is conducting research on the best way to present information in the
brief summary, the page of medical information following a print advertisement. As
mentioned earlier, reprinting the physician labeling is not helpful to consumers because of
small fonts, dense presentation, and highly technical language. FDA is investigating why
consumers use the brief summary, what are the best types of information to include, and what

are the best formats for presenting the information.

Moreover, FDA plans to begin a number of research projects in the next year, including studies
on the presentation of risk information in television DTC advertisements, the use of coupons
and free offers in DTC advertising, and the interpretation of common phrases in DTC

advertising.

TWO FDA CONSUMER SURVEYS ON DTC PROMOTION

In the two consumer surveys, FDA gave special attention to surveying adults who had recently

visited a physician or other primary health care provider (within the last three months).
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Participants were asked questions measuring the influence of DTC advertising on attitudes
toward prescription drugs, health-related behavior, and on aspects of the doctor'-patiem
relationship.  The full report of the surveys is available on the Internet at:

htip://www fda.gov/cder/ddmac/researchka.htm, and the Executive Summary is contained at

Attachment C of this testimony.

The results of the two consumer surveys indicate that DTC advertising is very good at increasing
awarencss of products and may serve as stimulus for consumers to seek more information about
their health and the drug product. Patients who asked about a specific brand of drug were more
likely to be prescribed the drug they asked about, compared to patients who simply asked if
treatment was available for their condition. Very few patients discuss the cost of treatment with
their doctors. Many patients believe the ads overstate how well the drug works and that the ads

do not present a fair balance of risk and benefit information about the product.

RESULTS OF FDA's 2002 SURVEY OF PHYSICIANS

FDA’s physician survey focused on 500 office-based physicians in the U.S. who were in patient
care at least half-time and included 250 primary care physicians (internists, general
practitioners, family practitioners, and obstetricians/gynecologists) and 250 physicians in

specialty areas targeted by DTC advertising (dermatologists, endocrinologists,

allergists/pulmonologists, and psychiatrists): Participants were asked questions about the role
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of DTC advertising in influencing physicians' practices and relationship with their patients.

The results of the physician survey indicate that:

» Physicians believe that DTC advertising had both positive and negative
effects. On the one hand, physicians feel that DTC advertising can increase
patient awareness of discases that can be treated, and prompt thoughtful
discussions that result in needed treatments being prescribed. On the other
hand, physicians also believe DTC advertising causes patients to think that
the drug works better than it really does, that patients do not understand very
well the possible risks of the advertised drug, and that DTC advertising

confuses patients about the relative risks and benefits of advertised drugs.

¢ Physicians in this survey indicate that they are comfortable in not necessarily
prescribing the advertised drug for reasons including: that a different drug
was more appropriate, the drug was not right for the patient, the drug had side
effects of which the patient was not aware, and/or a less expensive drug was
available. A small percentage of physicians felt pressured to prescribe

specific branded drugs.

¢ Interms of the general impression of the influence of DTC advertising on
their patients and practice, responses were evenly divided amongst those who

felt that DTC had a positive effect on their patients and practice, those who

felt it had a negative effe_ct and those who felt it had no effect at all.
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FUTURE AGENCY ACTIVITIES CONCERNING DTC ADVERTISING

FDA is committed to ensuring that its DTC advertising policies promote truthful and non-
misleading advertising that helps to better inform consumers about their health and health care
choices and prevents potential misconceptions about benefits and risks of the advertised

treatment. N

November 1 - 2, 2005, Public Hearing On DTC _Promotion

On Nov 1-2, FDA will hold a public hearing to provide an opportunity for broad public
participation and comment on DTC promotion of regulated medical products, including
prescription drugs for humans and animals, vaccines, blood products, and medical devices.
FDA is holding this hearing becaus‘e it believes the Agency, the industry, and other members of
the public now have enough experience with DTC promotion to understand what regulatory
issues may need to be addressed in new FDA activities. FDA particularly is interested in
hearing the views of individuals and groups most affected by DTC promotion, including

" consumers, patients, caretakers, health professionals (physicians, physicians’ assistants, dentists,
nurses, pharmacists, veterinarians, and veterinarian technicians), managed care organizations,
and insurers, as well as the regulated industry. Although FDA is interested in any pertinent
information participants in the hearing would like to share, the Agency is seeking input on a

number of specific questions, including:

e Does current DTC promotion present the benefits and risks of using medical products
in an accurate, non-misleading, balanced, and understandable way?
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¢ Could changes in certain required prescription drug disclosures — the package insert
for print “promotional” labeling and the brief summary for print advertisements ~
improve the usefulness of this information for consumers?

o Could changes in the requirements for disclosure of certain information in broadcast
advertising improve the usefulness of this information for consumers?

¢ As new communications technologies emerge, they create opportunities for novel
approaches to DTC promotion. What issues should the Agency consider with regard
to the effect of these technologies on DTC promotion?

» What action should FDA take when companies disseminate violative promotional
material to consumers?

Guidance Development

In addition to ongoing guidance discussed elsewhere in this document, FDA is developing draft
guidance on the presentation of risk information and plans to issue guidance in this area to
industry early next year. The Agency also is conducting research to determine the purpose and
optimal content and format for the brief summary in DTC ads. Upon completion and
evaluation of this and other research that is being conducted by others, FDA will finalize the
draft guidance “Brief Summary: Disclosing Risk Information in Consumer-Directed Print
Advertisements.” FDA also is working on finalizing the draft guidance “Help—Seei(ing and
Other Discase Awareness Communications by or on Behalf of Drug and Device Firms” and

expects to issue the final guidance early next year.

CONCLUSION

Proponents of DTC promotion argue that it has educational value and will improve the

physician-patient relationship, increase patient compliance with drug therapy and physician
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visits, and generally satisfy consumer interest in obtaining desired drug information.
Opponents contend that consumers do not have the expertise to evaluate accurately and
comprehend prescription drug advertising, that physicians will feel pressure to prescribe drugs
that are not needed, and that DTC promotion will damage the physician-patient relationship
and increase drug prices. The Agency believes that, if'done properly, prescription drug
advertising can provide consumers with important information about new prescriptions and
new indications for existing prescription drugs, as well as information about symptoms of
treatable illnesses and other conditions. Done properly, prescription drug advertising can
assist consumers in taking a pro-active role in improving their health. However, to be of
value, these advertisements must not be false or misleading. In particular, FDA remains
concerned that a majority of physicians and patients surveyed believe consumer advertisements

overstate efficacy and understate risk.

As a result, FDA will continue to closely monitor DTC advertising to help ensure this
promotional activity is truthful and not misieading. Through our efforts including a public
meeting, guidance development, research — both ours and that of others — FI?A intends to
examine comprehensively the current regulatory framework to ensure that it addresses

appropriately the unique issues and challenges presented by consumer-directed advertising.

This concludes my remarks, Mr. Chairman. I will be glad to answer any questions you may

have.
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Guidance for Industry

Consumer-Directed Broadcast -
Advertisements

Additional copies of this Guidance are available from:

Office of Training and Communications Division of C ications Manag Drug Information Branch,
HFD-210 Center for Drug Evaluation and Research Food and Drug Administration 5600 Fishers Lane,
Rockville, MD 20857 (Phone 301-827-4573) Internet: hitp://www. fda govicder/guidance/index. htm.

or

Office of Communication, Training and Manufacturers Assistance, HFM-40 Center
Jor Biologics Evaluation and Research Food and Drug Administration 1401
Rockville Pike, Rockville, MD 20852-1448 Interne::
hup:iiwww fda. govicher/guidelines.him. Fax: 1-888-CBERFAX or 301-827-3844
Mail: the Voice Information System at 800-835-4709 or 301-827-1800

or
Communications Staff (HFV-12)
Center for Veterinary Medicine (CVM)
7500 Standish Place, Rockville, MD 20855 (Tel) 301-594-1755
hutp:/rwww fda govicvm

U.S. Department of Health and Human Services Food and Drug
Administration
Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)
Center for Veterinary Medicine (CVM)
August 1999

DDMAC
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GUIDANCE FOR INDUSTRY'

Consumer-Directed Broadcast Advertisements

I. INTRODUCTION

This guidance is intended to assist sponsors who are interested in advertising their )

prescription human and animal drugs, including biological products for humans, directly to

consumers through broadcast-media, such as television, radio, or telephone communications
A

systems.

II. BACKGROUND

The Federal Food, Drug, and Cosmetic Act (the Act) requires that manufacturers, packers, and
distributors (sponsors) who advertise prescription human and animal drugs, including biclogical
products for humans, disclose in advertisements certain information about the advertised product’s
uses and risks. For prescription drugs and biologics, the Act requires advertisements to contain
“information in brief summary relating to side effects, contraindications, and effectiveness” (21
U.S.C. 352(n)). The resulting information disclosure is commonly called the brief summary.

The prescription drug advertising regulations (21 CFR 202.1) distinguish between brint and
broadcast advertisements. Print advertisements must include the brief summary, which generally
contains each of the risk concepts from the product’s approved package labeling. Advertisements
broadcast through media such as television, radio, or telephone communications systems must
disclose the product’s major risks in either the audio or audio and visual parts of the presentation;
this is sometimes called the major statemenr. This guidance does not address the major. statement
requirement. )

Sponsors of broadcast advertisements are also required to present a brief summary or,
alternatively, may make “adequate provision ... for dissemination of the approved or permitted
package labeling in connection with the broadcast presentation” (21 CFR 202.1¢e)(1)). This is
referred to as the adequate provision requirement. The regulations thus specify that the major

) . Lo .
‘This guidance has been prepared by the Intra-Agency Group on Adventising and Promotion et the Food and Drug Administration.
dures to fulfilt the requis for discl of product infc ion in

This guidance represents the Agency's curent thinking on p

with directed broad dverti for prescription humen and enimal drugs, and human biological products, It does
not create of confer any rights for or on any person and docs not operate to bind FDA or the public. An alternative approach may be used if
such approach satisfies the i of the i statute, ions, or both.

2
This guidance is not intended to cover the advertising of restricied medical devices, which are subject to the
requirements of section 502(r) of the Federal Food, Drug, and Cosmetic Act.
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statement, together with adequate provision for dissemination of the product’s approved labeling,
can provide the information disclosure required for broadcast advertisements.

The purpose of this guidance is to describe an approach that FDA believes can fulfill the
requirement for adequate provision in connection with consumer-directed broadcast
advertisements for prescription drug and biological products. The approach presumes that such
advertisements:

! Are not false or misleading in any respect. For a prescription drug, this would include
communicating that the advertised product is available only by prescription and that only
a
prescribing healthcare professional can decide whether the product is appropriate for a
patient.

Present a fair balance between information about effectiveness and information about
risk

! Include a thorough major statement conveying all of the product’s most important risk
information in consumer-friendly language.

! Communicate all information relevant to the product’s indication (including limitations to
use) in consumer-friendly language.

1I.  FULFILLING THE ADEQUATE PROVISION REQUIREMENT

A sponsor wishing to use consumer-directed broadcast advertisements may meet the
adequate provision requirement through an approach that will allow most of a potentially
diverse audience to have reasonably convenient access to the advertised product’s approved
labeling. This audience will include many persons with limited access to technologically
sophisticated outlets (e.g., the Internet) and persons who are uncomfortable actively
requesting additional product information or are concerned about being personally identified
in their search for product information. One acceptable approach to disseminating the
product’s approved labeling is described below. This approach includes the following
components.

A. Disclosure in the advertisement of an operating toll-free telephone number for
consumers to call for the approved package labeling. Upon calling, consumers should
be given the choice of:

! Having the labeling mailed to them in a timely manner {e.g.,
within 2 business days for receipt generally within 4-6 days); or

! Having the labeling read to them over the phone (¢.g., by
offering consumers a selection of prerecorded labeling topics).

B. Reference in the advertisement to a mechanism to provide package
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consumers with restricted access to sophisticated technology, such as the Internet,
and those who are uncomfortable actively requesting additional product information
or are concerned about being personally identified in their search for product
information. One acceptable mechanism would be to provide the additional product
information in the form of print advertisements appearing concurrently in
publications that reach the exposed audience. The location of at least one of these
advertisements would be referenced in the broadcast advertisement. If a print
advertisement is part of an adequate provision procedure, it should supply a toll-free
telephone number and an address for further consumer access to full package !
labeling. This mechanism of providing access to product labeling has the advantage
of also providing considerable information in the form of the required brief summary
and in the advertising text itself.

When a broadcast advertisement is broadly disseminated, FDA believes that ensuring
that passive and privacy-sensitive information seekers have adequate access to
detailed product information is critical to complying with the adeguate provision
regulatory requirement. Thus, print advertisements associated with broadly
disseminated broadcast advertisements should be comparably broadly disseminated in
terms of the targeted audiences.

An alternative mechanism for providing private access to product information would
be to ensure the availability of sufficient numbers of brochures containing package
labeling in a variety of publicly accessible sites (e.g., pharmacies, doctors’ offices,
grocery stores, public libraries). Brochures should be available at enough sites so that
most consumers exposed to the broadcast advertisement can obtain the labeling
without traveling beyond their normal range of activities. This alternative mechanism
is tikely to be logistically feasible only when the associated broadcast advertising
campaign is relatively limited in audience reach.

C. Disclosure in the advertisement of an Intemnet web page (URL) address that
provides access to t