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M. Chairman and Menbers of the Subcomm ttee, | am Nancy
Ostrove, Deputy Director of the Division of Drug Marketing,
Advertising, and Communi cati ons (DDMAC) of the Center for
Drug Eval uation and Research (CDER), Food and Drug

Adm ni stration (FDA or the Agency). DDMAC regul ates
prescription drug pronmotion and hel ps ensure that

FDA-regul ated industry conmplies with the applicable

provi sions of the Federal Food, Drug, and Cosnetic (FD&C)

Act and i nplenmenting regul ations.

| am here today to tal k about pronotion that manufacturers
of prescription drugs (product sponsors) direct toward
consuners and patients. This is referred to as
"direct-to-consuner” pronotion or DTC. Such pronotion uses
mul ti pl e avenues for reaching | ay audi ences, including, but
not limted to: television and radi o advertisenents, print
advertisenents, telephone advertisenments, direct mail,

vi deot apes and brochures.

It is inportant to understand the scope of FDA's authority
in this area. It is also inportant to understand the
different types of advertisenents that are directed toward

consumer audi ences.

STATUTORY AND REGULATORY AUTHORI TY

The FD&C Act and regul ati ons do not distinguish between

prof essi onal and consuner audi ences. Section 502(n) of the



FD&C Act specifies that prescription drug advertisenents
must contain "a true statenment of . . . information in brief
summary relating to side effects, contraindications, and
effectiveness" of the advertised product. The inplenenting
regul ati ons

(Title 21, Code of Federal Regul ations [CFR] Section 202.1),

originally issued in the 1960s, specify, anong other things,
that prescription drug advertisenents cannot be false or

m sl eadi ng, cannot omt material facts, and nust present a
fair bal ance between effectiveness and risk informtion.
Further, for print advertisenents, the regulations specify
that every risk addressed in the product’s approved | abeling

nust al so be disclosed in the adverti senents.

For broadcast advertisenents, however, the regulations
require ads to disclose the nost significant risks that
appear in the labeling. The regulations further require

that the advertisenent either contain a summary of "all
necessary information related to side effects and
contraindi cati ons” or provide conveni ent access to the
product’ s FDA-approved | abeling and the risk information it

cont ai ns.

Finally, the FD&C Act specifically prohibits FDA from
requiring prior approval of prescription drug
advertisenents, except under extraordinary circunmstances.

Al so, the advertising provisions of the FD&C Act do not



address the issue of drug product cost.

TYPES OF ADVERTI SEMENTS

There are three different types of ads that product sponsors
use to communicate with consuners: "product-claint
advertisenents, "hel p-seeking" advertisenents, and

"rem nder" advertisenments. Advertisenents that include both
a product’s nane and its use, or that make any clainms or
representati ons about a prescription drug, are known as
"product-clain advertisenments. These ads nust include a
"fair bal ance" of risks and benefits. |In addition, they
must provide all risk information included in the product’s
FDA- approved | abeling or, for broadcast advertisenents,
provi de conveni ent access to this information. In our
regul ati ons, the phrase "adequate provision"” is used to
identify the convenient access option. Unlike the "product
claim ads, "hel p-seeking” advertisenents and "rem nder" ads

need not include any risk information.

A "hel p-seeki ng" advertisenent discusses a di sease or

condition and advi ses the audi ence to "see your doctor" for
possi bl e treatnments. Because no drug product is nentioned
or inmplied, this type of ad is not considered to be a drug

ad and FDA does not regulate it.

The second type of advertisenent that does not need to

include risk information is called a "rem nder"



advertisement. The regulations specifically exenmpt this
type of ad fromthe risk

di scl osure requirements. Like "hel p-seeking” ads, the

"rem nder" ad is limted, although in a different way from
"hel p-seeking”" ads. "Rem nder" ads are allowed to disclose
the name of the product and certain specific descriptive
(e.g., dosage form or cost information, but they are not
allowed to give the product’s indication or dosage
recommendati on, or to nmake any clainms or representations
about the product. The exenption for "rem nder" ads was

I ncluded in FDA's regul ations for pronotions directed toward
heal th care professionals, who presunmably knew both the nane
of a product and its use. "Rem nder" ads serve to rem nd
health care professionals of a product’s availability. They
specifically are not allowed for products with serious

war ni ngs (called "black box" warnings) in their |abeling.

EVOLUTI ON OF DTC PROMOTI ON

Prior to the early 1980s, prescription products were not
pronoted directly to consunmers and patients. |nstead,
product sponsors often produced materials that were given to
health care professionals to pass on to patients if they

t hought this would be appropriate for particular patients.
In the early 1980s, a few conpanies started adverti sing
products directly to patient audiences (specifically, ol der

peopl e concerned about pneunoni a and peopl e taking



prescription ibuprofen to treat arthritis pain). As a

result of questions and concerns about

pronotion directed toward non-health care professionals, in
1983 FDA requested that sponsors suspend DTC ads to give the

Agency tinme to study the issue.

The industry conplied with this request, and during the
ensui ng noratorium FDA conducted research and sponsored a
series of public nmeetings. In 1984, the University of
I1linois and Stanford Research Institute jointly sponsored a
synposi um to di scuss consuner-directed prescription drug
advertising froma broad research and policy perspective.

On Septenber 9, 1985, FDA withdrew the noratoriumin a
Federal Register (FR) Notice (50 FR 36677), which stated

that the "current regul ations governing prescription drug
advertising provide sufficient safeguards to protect

consuners. "

During the early 1990s, product sponsors increasingly used

consunmer magazi nes to advertise their products. These ads

typically included a pronotional nessage together with the

"brief summary" of adverse effects, simlar to that used in
physician directed ads. The "brief sunmary" statenent,

whi ch frequently appears in small print, is not very

consuner friendly. In the 1990s, product sponsors also



started using television advertisenents in alimted
fashion. Television advertisenments were limted because FDA
and industry did not believe that it was feasible to

di ssem nate the product’s approved |l abeling in connection
with the ad. The extensive

di scl osure needed to fulfill this requirenent essentially
precluded the airing of such ads. For exanple, one way to
satisfy this requirenment would be to scroll the "brief

sunmary, " which would take a mnute or nore even at a barely
readabl e scrolling rate. The industry, therefore, resorted

to television ads that did not require risk disclosure.

By the m d-1990s, product sponsors started placing

"rem nder" ads on television. Because these ads only

menti oned the name of the drug, however, they were extrenely
confusing to consuners, who, unlike health care

prof essionals, were not know edgeabl e about the nane and the

use for these products.

In response to increasing consuner demand for information,
FDA began to consi der whether broadcast advertisenments could
be constructed to ensure access to product |abeling, the
only alternative to including all of an advertised product’s
ri sk information. FDA considered suggestions about

provi ding access to nultiple sources of product |abeling as

a neans of satisfying the requirenent that consuners have



conveni ent access to FDA-approved | abeling when

manuf act urers broadcast a "product-clain advertisenent.

I n August 1997, FDA issued a draft guidance entitled:

"@ui dance for Industry: Consuner-Directed Broadcast
Advertisenents" that clarified the Agency' s interpretation
of the existing regul ations. The Guidance described an
approach for ensuring that audi ences exposed to prescription
drug advertisenents on television and radi o have conveni ent
access to the advertised product’s approved | abeling. The
proposed mechani sm consi sted of reference in the broadcast
advertisement to four sources of l|labeling information: a
toll-free tel ephone nunmber, a website address, a
concurrently running print advertisenent, and health care
prof essionals. Follow ng a comment period, and detail ed
revi ew and consi deration of the comments, FDA made only

m nor changes to the draft guidance, and issued it in final
formin August 1999 (64 FR 43197, also found at

www. f da. gov/ cder/ gui dance/ 1804fnl . htm). I n announci ng the
final guidance, FDA advised that the Agency intended to

eval uate the inpact of the guidance, and of DTC pronotion in
general, on the public health, within two years of

finalizing the guidance.

STAKEHOLDER PERSPECTI| VES

A nunber of stakehol der groups have expressed strong

I nterest in DTC pronotion. Those that are positive about



DTC pronotion assert that this practice will:

. | nprove consuners’ know edge of drugs and drug
availability.

Encourage consuners to talk with their health care

provi ders
about their health probl ens.
. Al l ow consuners and patients to have a greater role
I n

deci sions about their own health care that they say they

desire.
. | nprove conmuni cati on between patients and their
physi ci ans.
. | nprove appropriate prescribing by allow ng

physi cians to
get nmore information about their patients fromtheir
patients.
. Lower the cost of prescription drugs.

Not all stakehol ders are positive about DTC pronotion.
Opponents assert that DTC advertising will:

. Confuse consuners about drugs.
. Make it appear that prescription drugs are safer than
t hey
are
. Interfere with the patient-physician relationship
because
patients will insist that their physicians prescribe the
advertised products.
. I ncrease i nappropriate prescri bing.
. Rai se the cost of prescription drugs.

Finally, there is a group of stakeholders with a |ess
pol ari zed view of DTC pronotion. They believe that such
pronoti on has both benefits and risks, but that it should be

strictly regul ated, and that, preferably, all DTC materials



shoul d be "pre-approved” by FDA. They often assert that
there are potential public health benefits associated wth
patients visiting health care providers about untreated

di seases or conditions, particularly those that appear to be
under treated in the population and that are responsible for
| ong-term harm (for exanple, high cholesterol, high blood

pressure, diabetes and osteoporosis).

CURRENT S| TUATI ON

FDA recogni zes that drug pronotion raises certain issues for
health care professionals and different issues for
consumers, in light of differences in nmedical and

phar maceuti cal expertise. For this reason, FDA has
noni t ored DTC pronotion, and especially broadcast pronotion,
very closely to help ensure that adequate contextual and
risk information, presented in understandable |anguage, is
included to fulfill the requirement for fair balance and to
hel p the consumer accurately assess pronotional clainms and

present ati ons.

Product sponsors of prescription advertisenments are required
to submt their pronmotional materials to FDA around the tinme
these materials are initially put into public use. FDA
recei ves approximately 32,000 of these subm ssions per year,
for all types of pronotion, including pronotion to health
care professionals. Product sponsors also can submt draft

materials to FDA for review and conment prior to using them
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DDMAC has made it a high priority to provide coments to
product sponsors on voluntarily submtted draft broadcast
advertisements within a reasonable tinme. |In fact, although
It is not required, a majority of product sponsors
voluntarily submt their broadcast advertisenents to DDMAC
for prior review and comment at sone point as adverti sing
materials are being

produced. Product sponsors may ask for review and comment
at the very initial stages of production (by supplying the
words they intend to use along with rough drawi ngs of their
proposed graphics), or at the later stages of final

vi deot ape production. DDMAC only gives final coments on
final videotapes because i nappropriate presentations can
turn an ot herw se acceptabl e adverti sement into an
unacceptabl e one (for exanple, by pacing the risk disclosure
too rapidly, including nultiple distracting visual inmages
during the risk disclosure, or including inmges that
overstate the efficacy of the product beyond what is

supported by substantial clinical evidence).

Since January 1997, sponsors of about 65 prescription drugs
have aired "product-clainl advertisenents on television or
radio. A small nunber of prescription biological products
al so have been advertised. N ne products fall into the

al l ergy category (nasal and ocul ar anti-histam nes, and
nasally adm ni stered corticosteroids), while another eight

products treat skin or hair-related problenms (acne, cold
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sores, rosacea, baldness, unwanted facial hair, nai
fungus). More inportantly, ten products are designed to
treat diseases that are believed to be under treated,

I ncl udi ng high chol esterol and heart disease, and nental
health problens |ike depression. Five products to treat or
prevent osteoporosis or nenopausal synptons have been

advertised. O her advertised products are

approved to treat such conditions or diseases as asthm,

Al zheimer’s Di sease, arthritis, chronic obstructive

pul nonary di sease, di abetes, insomia, m graine, obesity,
overactive bl adder, serious heartburn, snoking cessation,
and sexually transmtted di seases. Most of these are
serious problens where patients are in the best position to

recogni ze synptons.

It is inportant to note that DDMAC does not know how many
different advertisenents have aired in broadcast nedia for

t hese 65 drugs. There have been multiple canpaigns for a
number of the products, including the allergy and high

chol esterol products. |In addition, many canpai gns include
different length "product-clain comercials, as well as
multiple short "rem nder" conmmercials. DDMAC does not track
t he number of different broadcast advertisenents that are
submtted. Further, because "hel p-seeking" advertisenents,

I f done properly, are not considered to be drug ads, nost

product sponsors do not send themto DDMAC under the

12



subm ssion requirements for prescription drug pronotional
materi al s. Therefore, we have no neasure of how many of

t hese have been in the public domain.

ENFORCEMENT RELATED TO DTC PROMOTI ON

Si nce 1997 FDA has i ssued:

e 30 "untitled" (or "Notice of Violation") letters on
"product-claim broadcast advertisenents. Such letters
request that the violative pronotion be stopped
I mmedi ately. Product sponsors virtually always conply
I mmedi ately with this request.

* 3 "warning letters" on broadcast advertisenments. This is
a higher-1level enforcenent action, and requests that a
remedi al canpai gn be conducted by the conpany to correct
the inpressions left by the ad.

e 12 "untitled" letters on purported "rem nder" Dbroadcast
advertisenents.

e 3 "untitled" letters on purported "hel p-seeki ng" broadcast

adverti senents.

Most of the violations cited were because the ad overstated
or guaranteed the product’s efficacy, expanded the
I ndi cation or the patient popul ation approved for treatnent,

or mnimzed the risks of the product, through either

13



I nadequat e presentation or om ssion of information.

Since January 1997, the Agency has issued:

. 44 "untitled" letters that addressed DTC print
advertisenents or other pronotional materials,
I ncl udi ng purported "rem nder"” and "hel p- seeki ng"
materi al s.

. 1 "warning letter"” for a specific DTC print
advertisenment, and 1 "warning letter"” that included a
DTC print advertisenent as part of an overal

m sl eadi ng canpai gn.

Generally, the violations involving print ads making

" product -

claim ads were simlar to those cited above. Nearly al
"rem nder" ad violations were the result of representations
about the product that triggered the need for ful

di scl osure of benefits and risks. "Help-seeking" ad
violations were due to a particular product being inplied in
t he nessage. As noted above, however, FDA cannot determ ne
how many specific advertisenents serve as the denom nat or
for assessing how many have resulted in enforcenment action

conpared with those that have not.

RESEARCH ON DTC PROMOTI ON

A nunber of groups have been conducting research on DTC

pronotion. Mich publicly avail able research consists of
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surveys utilizing sanples of consuners or patients to

exam ne attitudes about DTC pronotion and self-reported
behaviors related to DTC pronotion in the context of
patient-physician visits and use of prescription drugs. The
groups sponsoring this research include: Prevention
magazi ne, TIME Inc., the National Consuners League, and
Ameri can Association of Retirement People. Partial results
of a few surveys of physicians have been made publicly

avail able. FDA remai ns concerned, however, about the

representativeness of the physician survey sanple.

In 1999, FDA sponsored a tel ephone survey that focused on a
nati onal probability sanple of patients who had seen a
physician for a problemof their own within the three

nmont hs prior to the survey. The results of this patient
survey suggested that patients are seeking additional
information as a result of DTC pronotions that they have
seen. This information was sought primarily from health
care professionals, and secondarily fromreference texts and
famly. Generally, between 10 and 20 percent of respondents
said that they sought additional information fromthe
sources referenced in broadcast advertisenments — toll-free

t el ephone nunbers, websites, and print advertisenents. A
maj or result, and one that is consistent with results of
Prevention’s national surveys, is that a significant
mnority of respondents said that a DTC ad has caused t hem

to ask a doctor about a medical condition or illness they

15



had not previously discussed. This could represent a
significant and positive public health benefit, particularly
If these patients are tal king about undi agnosed heart

di sease or other serious disorders.

The survey results also suggest that DTC advertisenents are
not significantly increasing visits to a physician’s office.
For the nost part, patients said that they had recently
visited their doctors for the traditional reasons: because
It was time for a check-up (53 percent), because they were
feeling ill

(42 percent), or because they had a sudden synptom or

i1l ness (41 percent). Only two percent said that they had
visited their doctor because of sonething they had seen or
heard. O those patients who had a conversation with their
doctor about a

prescription drug: 81 percent said that their doctor had
wel comed the question, 79 percent said that their doctor

di scussed the drug with them and 71 percent said that their
doctor had reacted as though the conversation was an
ordinary part of the visit. Only four percent said that
their doctor seened upset or angry when the patient asked
about a prescription drug. According to the patients,

t herefore, physicians seemto be reacting well to questions
about prescription drugs. Finally, only 50 percent of these
patients said that their doctor gave them the nedication

di scussed. Thirty-two percent said that the doctor
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recommended a different drug. Twenty-nine percent of the
respondents indicated that behavioral or |ifestyle changes
wer e suggested by the doctor. It therefore appears, from
FDA' s patient survey, that physicians are confortable
denyi ng prescriptions when the prescription would not be

right for the patient.

A smal |l nunber of patients who were denied prescriptions
said that their doctors told them why. Reasons included:
the drug was not right for the patient; the doctor wanted
the patient to take a different drug; the drug had side
effects of which the patient was unaware; the patient did
not have the condition treated by the drug; the patient did
not need a prescription drug; the patient could use a

non- prescription drug; and, there was a | ess expensive drug

avai |l abl e.

Patients al so were asked about their attitudes concerning
prescription drug advertisenments. Their answers indicated
somewhat m xed feelings. Eighty-six percent agreed that

t hese ads hel p nmake them aware of new drugs, 70 percent
agreed that the ads give enough information to help the
patient decide if they should discuss the product with a
doctor, and 62 percent agreed that ads help the patients
have better discussions with their doctors about their
health. Only 24 percent agreed that DTC ads nmke it seem

li ke a doctor is not needed to decide whether a drug is

17



right for someone. |In contrast, 58 percent agreed that DTC
ads make drugs seem better than they really are, 59 percent
agreed that ads do not give enough information about the
advertised product’s risks and negative effects, and 49
percent agreed that these ads do not give enough information
about the benefits and positive effects of the advertised

product .

NEXT STEPS

In issuing both the draft and the final broadcast

adverti senent guidance, FDA stated its intent to assess the
i npact of the guidance, and of DTC pronotion in general, on
the public health. FDA is also aware that privately funded
research is being planned to exam ne the effects of DTC
pronotion. At present, FDA is not aware of any evidence
that the risks of DTC pronotion outweigh its benefits. FDA
intends to carefully exam ne all avail able data, to

determ ne whether the public health is adequately protected.

This concludes ny prepared remarks. | will be glad to

answer any questions you may have on this topic.
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