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LETTER FROM THE EDITORS

Direct-to-consumer (DTC) advertising of pharmaceuticals has become a controversial
topic in the current health care debate, and is the subject of thisissue of Economic Reali-
tiesin Health Care Policy.

Some critics of DTC advertising have expressed concern that recent growth in drug
spending isadirect result of increased consumer advertising. In August 1997, the FDA
issued new guidelines on DTC advertising; since then, spending on DTC ads has indeed
increased severafold. While much of the debate in broadcast media has focused on the
potential impact of advertising on drug prices—and we present here clear evidence that
such a connection does not exist—few have focused on the empowering benefits to con-
sumers provided by DTC ads. Thisissue of Economic Realities addresses both the eco-
nomic and consumer issues head-on.

Thefirst essay, “ The Economics of DTC Advertising of Prescription Drugs,” provides an
economic analysis of the benefits of advertising and a perspective on how DTC affectsthe
price and utilization of pharmaceutical products. Most importantly, the evidence examined
here shows no direct relationship between DTC advertising and prescription drug prices.

In the second essay, “What the FDA Survey Showed About DTC Prescription Drug Adver-
tisng,” guest contributor John Calfee of the American Enterprise Institute analyzes the
results of an important FDA survey. The survey shows that undiagnosed, untreated, and
undertreated diseases often get attention and appropriate treatment asaresult of DTC ads.

The final essay, “Information Matters: The Consumer as the Integrated Hedlth Care Sys-
tem,” explores a broader question—how can the consumer become the central figurein
the management of his or her own health? One key component of that transformation is
information that enables consumers to participate fully in dialogues with their health
providers. DTC ads are proving to be one of the most effective means available to com-
municate such information, and are thus a valuable resource to al participantsin the
health care system.

We hope thisissue will help illuminate the debate on DTC advertising and bring
consumers—most of whom enjoy and benefit from these ads—to the forefront of the
discussion. Future issues of Economic Realitiesin Health Care Policy will address
the value of medicines and pharmaceutical innovation to society, the role of intellec-
tual property rightsin drug development, and other issues of interest to the health
policy community. As always, we appreciate the many comments we get from you
and encourage you to share your thoughts and suggestions with us.

Richard L Manning, PhD
Neal A. Masia, PhD
Pfizer Inc

Please convey your comments or questions by e-mail to Neal Masia at neal.masia@pfizer.com. Send requests for addi-
tional copies by e-mail to the publisher at rmanning@nj.kwsp.com. ©2001 Pfizer Inc. Printed in USA/June 2001. All
rightsreserved. No part of this publication may be reproduced without written permission. All trademarks are the prop-
erty of their respective owners. The opinions expressed in this publication represent solely the opinions of the authors
and do not reflect the policy or position of Pfizer Inc or of the institutions with which the authors are affiliated, unless
thisis clearly specified.
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SECTION |

The Economics of

Direct-to-Consumer Advertising
of Prescription Drugs

By Richard Manning, PhD and Alison Keith, PhD

Pfizer Inc

Anyone in this country who has
watched television or read magazines and
newspapers in the past five years has wit-
nessed the evolution of the advertising of
prescription medicines. Indeed, since the
FDA issued new guidelinesin 1997, direct-
to-consumer (DTC) advertising of phar-
maceuticals has become one of the most
visible and controversial developmentsin
health care. Among other things, DTC
advertising has been credited with driving
the recent growth in drug expenditures,
with causing patients to pressure doctors
for unnecessary prescriptions, and some-
times with pushing drug prices higher.
While at first blush it may seem logical to
connect recent increases in DTC advertis-
ing with trends in drug spending and
prices, a closer look at the importance of
such advertising relative to other factors
influencing the cost and utilization of pre-
scription drugs in the United States sug-
gests a different explanation.

One of the primary economic principles
underlying all advertising is the value of
information. Advertising serves to inform
consumers of opportunities about which
they might otherwise remain unaware.
Whether the advertising is about eyeglasses,
aclothing sale, or ajob opening, informing

people about new opportunities has great
potential value. Having been informed,
people arein aposition to act on the infor-
mation either by choosing to try a new
product or by seeking additiona informa-
tion. Without the information that adver-
tising provides, consumerswould not learn
asquickly about thingslike lower pricesor
new product opportunitiesthat might make
them better off. The role of information is
particularly important with prescription
drugs, as advertising encourages patients
to explore and discuss with a physician
health concerns that might otherwise be
ignored.

The aim of this brief essay is to review
some of the principles underlying the
advertising of prescription drugs and to
touch on the evidence of its impact. We
will first consider theimpact of advertising
on the rise in prescription drug use and
then turn to the potential impact of adver-
tising on drug prices. Finally, we will
address the question of the impact of
advertising on the quality of health care.
We hope to highlight some interesting evi-
dence and viewpoints and thereby, to offer
balance to a debate that at times has been
rather one-sided.
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DTC Advertising and Rising
Drug Expenditures

Itisimportant to make clear at the outset the
distinction between the concepts of cost and
price. Unfortunately, thisdistinction isoften
blurred in public discussions related to pre-
scription drugs. Often, changes in pharma-
ceutical expenditures are referred to as
changesin drug cost, while the concepts of
cost and price are used interchangeably.
Expenditure, or the cost to the payer, is the
product of price and quantity. Expenditures
can rise or fall owing to changes in either
price or quantity or both.

Prescription drug expenditures have risen
substantially in the United States. Figure 1
shows the double-digit percentage increases
in spending that have occurred over each of
the past five years. It isasoimportant to rec-
ognize that despite this recent growth, phar-
macedticals still account for less than nine
cents out of every health care dollar in the
United States! Moreover, as discussed in
the previous issue in this series, the vast
majority of recent growth in spending has
been driven by increasesin the volume of use
and not by price changes.2® Beyond advertis-
ing, a number of factors have contributed to
the growth in prescription drug volume.
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Among these are an aging population,
advances in science that bring to market
new treatments with improved efficacy or
reduced side effects, changes in treatment
protocols and clinical practice standards,
and an increased appreciation for the value
of medicine.

DTC advertising certainly plays a role in
increasing pharmaceutical use. Informing
and reminding people about new treatment
options naturally leads some people to get
and fill prescriptions that they otherwise
would not. An assessment of advertising's
impact on spending, however, requires con-
sideration of the other factors that drive
pharmaceutical use and the appropriateness
of prescription drug use that is encouraged
through advertising.

Many studies have demonstrated the value
of new and existing pharmaceuticals in
terms of health improvement and avoidance
of more costly treatments.* 5 ® These discov-
eries, which have been heralded by medical
institutions and the media, have generated
enormous interest in drug therapies on the
part of both physiciansand patientsand have
led to greater pharmaceutical utilization. In
addition, national health campaigns target-
ing conditions such as high cholesterol,
heart disease, and diabetes have

Figure 1
US Pharmaceutical Spending

Year Over Year Percentage Changes

aso added to the increased use of
pharmaceuticals. The new, well-
publicized National Institutes of
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Health cholesterol treatment
guidelines present a casein point.’
If the guidelines are followed, the
number of patients on cholesterol-
lowering statin drugs will nearly
triple. Such changes increase drug
utilization (and spending) to the
benefit of consumers and public
health.
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DTC and Ph Figure 21 Spending in the US in Greece, by 14% in Canada, and by
and Pharmaceutieal Spending in the nearly 10% in Finland and Spain.
120 Clearly, the demographic and tech-
100 / nological trendshaveled to spending
/ growthworldwide. Itisinterestingto
% / note that among these countries,
Lla—— B RO Soendig DTC advertising islegal only in the
0 I DTC Spending United States.
2 These facts call into question the
0 —————  —————— claims by some that advertising is a
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primary driving force for pharma-
e Core g dinisation (5% ceutical spending, and provide per-

spective on the calls for restrictions
Todate, noonehasdonethekind of extensive  on such advertising. One source to which
study that would be necessary to establishthe  advertising critics have turned for evidence
exact impact of advertisng on pharmaceuti- IS a recent research brief, “Prescription
ca sdes. Short of that, however, therearea Drugs and Mass Media Advertising,” pub-
few key factsthat can put therelativeimpor-  lished by the National Institute for Health
tance of advertising into perspective. Figure ~ Care Management Foundation (NIHCM).
2, for example, illustratesthe relative magni- ~ This report briefly examines spending and
tude of prescription drug sales and DTC  advertising trends to assess the impact of
advertisng in this country. With such adver- ~ advertising on sales and concludes, “A
tising currently accounting for only about 2%  cause-and-effect relationship between DTC
of total sales, it seemshighly unlikely thatthe  ads and the rise in drug prescriptions and
former isthe key driver of the latter. pharmaceutical spending has not been firm-
Figure 3 ly established.” However, thereport goeson
Growth in Pharmaceutical Use to say, “But many observersinfer it and the
Not Limited to US circumstantial evidence is strong.”® But is
Percent Increase in Prescription Drug Sales, it? The data presented by NIHCM clearly
June 2000 over June 1999 show only theslightest rel ationship between
DTC advertising and utilization-based
1% spending increases. In fact, the NIHCM
study indicates that some products experi-
8% enced strong sales growth without intensive
DTC ads, and, conversely, some heavily
% advertised products did not contribute much
to overall spending increases.

16%
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Source: IMS Health, Growth Analyzer; percent change measured Sepal’ating Price and Quantity
i localcurrency Effects on Spending
In addition, asillustrated in Figure 3, in the
year ending with the second quarter of 2000, A comprehensive examination of spending
the volume of pharmaceutical salesroseby  trends was performed by Dubois, et a, in
about 10%inthiscountry, by morethan15%  an article published recently in Health
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Affairs, “Explaining Drug Spending
Trends: Does Perception Match Reality?’
The authors took a careful look at the
forces behind rising drug expenditures by
analyzing changes across seven therapeu-
tic categories. Key to the analysis was the
separation of price effects (factors impact-
ing the price per day of therapy) and vol-
ume effects (factors such as the number of
prescriptions per person and the duration
of therapy). Using national standards for
drug and consumer price indicators,
Dubois found that, “...although the aver-
agetransaction price rosein every case but
one, the impact [of price] on the rise in
drug spending was greatly exceeded by
that of growth in medication volume.”*°
(SeeFigure 4.)

A more detailed analysis provided by
Dubois for anticholesterol drugs is espe-
cially interesting, because while overall
spending inthat category for the three-year
period under study increased by 80%, the
price actually went down over that time.
Figure 5 details the real drivers of higher
expenditure on these drugs—mainly an
increase in disease prevalence and higher
prescription length and frequency.

DTC Advertising and Volume
Increases: ATenuous
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Figure 4
Three-Year Growth in
Expenditure; Price and
Volume Contributions
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Source: Dubois, et al.

from the NIHCM report with the most
rapid sales growth that were launched
before 1999 and had significant DTC ad
spending in 1999 and 2000, one observes
no systematic rel ationship between quanti-
ty growth and DTC spending.

Thefact that in this sample the amount spent
on advertising is not positively related to
increased sales does not imply that DTC
spending is not productive for drug compa:
nies—it simply indicates that the impact of
such spending is overwhelmed by other
important market dynamics.

Connection

Another recent report from the

Price and Volume Factors in Growth of
Antihyperlipidemics Spending

Figure 5

60%

NIHCM provides data that allow
for drug-by-drug comparisons of | 40%
changes in price and quantity.™
Combining those data with infor-
mation from Nielsen Monitor Plus
on DTC advertising dollarsfor each
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Price Change
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drug suggests that factors other
than advertising are responsible for
the bulk of the change in sales of
these products. Figure 6 provides
an illustration. For 26 of the drugs

Price  Mix (price  Prices of |Prevalence  Rx per
Increase difference New patient Rx
of Existing changing Drugs
Drugs  fromone

Days per

drug to
another)

Source: Dubois, et al.
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Figure 6
Advertising Not the Primary
Driver of Sales Growth

Change in Prescriptions Sold vs. Two-Year DTC Spending ($000), 1999-2000

considersDTC advertising to be
a positive influence on drug
pricing and the industry as a
whole, stating:
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among alternative therapies. To
the extent that prescription
drugs compete with OTC drugs,

DTC Advertising and Rising Drug
Prices: A Spurious Link

We next turn to the impact of DTC adver-
tising on drug prices. It isimportant to bear
inmind that thereisno theoretical reasonto
expect that advertising will cause higher
prices. While advertising presumably will
increase demand for a product, the cost of
that advertising would usually be recouped
through increased sales volume rather than
through higher prices.

The empirical evidence on drug pricesand
advertising bears out the theoretical ambi-
guity. Figure 7 takes the individual prod-
uct data from Figure 6 and replaces
changes in quantity sold with changes in
price per prescription between

prescription drug advertising
potentially can lead to lower average
prices for both product categories.”*2

Advertising in any form is costly, but no
clear connection has been made between
higher levels of advertising and increased
product prices. On the contrary, strong
economic literature exists to demonstrate
that in a variety of markets, the introduc-
tion of advertising (including nonprice
advertising) has led to lower prices by
intensifying competition. Moreover,
national advertising specifically intensi-
fies competition among retailers, leading
to a compression of retail margins and
therefore to lower consumer prices.®

1999 and 2000 as reported by
NIHCM. When compared to total
DTC advertising dollars spent, it is

Change in Cost per Rx vs. Two-Year DTC Spending ($000), 1999-2000

Figure 7
Price Changes for Top Drugs
are Unrelated to DTC Spending

clear that there is no relationship
between ad dollars and price
changes, calling into question the
simplistic assumption that adver-
tising drives price increases.
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DTC Advertising and Quality of Care

By informing consumers of new products
and treatment breakthroughs, DTC adver-
tising enhances consumer awareness of the
symptomsof disease and availabletherapies.
Initsreport tothe FDA, the FTC outlined the
findings of a careful review of numerous
studies on DTC advertising. The following
excerpts from that report illustrate DTC
advertising’s postive role in enhancing the
quality of hedlth carein the United States:

“We believe that truthful and non-decep-
tive DTC advertising can contributeto con-
sumers' heath information environment
and consumer welfare. A review of some
recent DTC advertising suggests beneficia
outcomes are likely, because many adver-
tisements focus on the types of claims that
we would expect to help consumers, such
as, for example, improved convenience and
cost advantages. In addition, recent con-
sumer research evidence suggeststhat DTC
advertisementsarelikely to encourage peo-
pleto seek advice fromtheir doctors, which
may result in improved health care.”

“Advertising may encourage consumersto
see a doctor for advice about conditions
they might have previously ignored or for
further information about conditions
already being treated. Advertising may
cause consumers to inquire about diagnos-
tic tests that might not otherwise be per-
formed. Better-informed consumerswill be
better able to understand and discuss their
individual needs with their doctors and
pharmacists. Thus, advertising can help
consumers make decisions about their
health care and health care costs.”*

The FTC went on to report,

“Quality competition can also be motivated
by advertising. Advertising can help foster

ECONOMIC REALITIES IN HEALTH CARE POLICY

product improvements by delivering infor-
mation to consumers on quality variables
that they may not otherwise know about. If
consumers prefer products with the adver-
tised qualities and receive prescriptions for
these products after consulting their doc-
tors, then their demand for the advertised
productsisreflected in sales and the market
reflects consumer preferences.” 16

Thereisalso evidence to suggest that DTC
advertising improves patient compliance
with chronic-use medications. A two-year
study by Express Scripts that monitored
drug utilization ratesfor enrolleesin health
plans observed “ uncommonly high ratesof. . .
compliance for chronic medications with
heavy DTC advertising.” According to the
study, data from two health plans showed
compliance rates of 76-85% for estrogens,
ACE inhibitors/angiotensin Il receptor
blockers, and antilipids, whereas previous
research had suggested across-the-board
compliance rates of about 50%.

Linking Greater Utilization
With Better Health

Physicians, institutions, and patients are
clamoring for better quality of care, includ-
ing more extensive treatment. Adding to this
are millions of Americans with conditions
treatable with drug therapy who have yet to
be diagnosed and/or adequately treated. As
these individual s do seek help, the demand
for drug therapies will continue to grow.
The Third National Health and Nutrition
Examination Survey (NHANES III) pro-
vided numerous examples of the massive
underdiagnosis and undertreatment present
in today’s workforce, especialy for the
common conditions of hyperlipidemia,
hypertension, and diabetes (Figure 8).%

Today, 37 million American workers have
hyperlipidemia. Of those 37 million, 41%
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have not yet been diagnosed, and overall,
67% of affected workers do not have their
cholesterol under control.*® Similarly, of
the 18 million American workers who
have hypertension, 35% have yet to be
diagnosed and 14 million have uncon-
trolled conditions®® Furthermore, nearly
half of the 5 million American workers
with diabetes are not aware that they have
the disease.? One of the most effective
ways to get people to address this enor-
mous persona and public healthrisk isvia
direct advertising by the manufacturers of
products that can save their lives.

Mental health treatment is another impor-
tant contributor to past and possible future
rises in prescription drug spending.
Depression aone affects 19 million Amer-
icans, over 7 million between the ages of
18 and 39 (or 8% of the population).?
Emphasizing the importance of addressing
depression in the workforce, Healthy Peo-
ple 2010 (the U.S. government’s health
goalsfor the nation) lists one of itsgoalsas
increasing the treatment rate for adults
diagnosed with depression from 23% to
50%.2 Drugs are often an essential part of
the treatment of depression. In fact, one
new study published in the New England
Journal of Medicine (Keller, et a) has
found that, for cases of severe and chronic
depression, the best treatment is a combi-
nation of psychotherapy and drugs.*

ECONOMIC REALITIES IN HEALTH CARE POLICY

Figure 8
Rate of Untreated and
Undiagnosed Employed
Persons with Hyperlipidemia,
Hypertension, and Diabetes
(% of population)

40

30 —

25 —

20— _ —

15| —— —

Hypertension Diabetes Hyperlipidemia

[l Treated to Target [0 Untreated
[ Treated but not to Target  [] Undiagnosed

Source: NHANES IlI

In view of these clinical drivers, scientific
advances, and demographic trends, it is
clear that increased pharmaceutical use
and improved quality of health care will
continue into the future. How quickly this
advance in treatment and quality takes
place depends, in part, on how well-
informed consumers are about the choices
available to them. DTC advertising can
play an important role by providing the
necessary information.
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SECTION II

What the FDA Survey Showed
About Direct-to-Consumer
Prescription Drug Advertising

By John E. Calfee, PhD
American Enterprise Institute

Prescription drugs, unlike over-the-
counter drugs such asaspirin or Tylenol®,
may only be purchased by obtaining a
prescription from a doctor. With few
exceptions, prescription drugs were once
advertised only to physicians and health
care organizations, but that has changed
in recent years with the advent of DTC
drug advertising. Spending on DTC
advertising has increased severalfold
since August 1997, when the FDA
changed some of its rules on television
ads for prescription drugs, and is now
running at over $2 billion per year. Thisis
certainly a striking development in the
advertising world.

DTC advertising tends to generate contro-
versy. It costs money, it is designed to
increase pharmaceutical sales (which
account for arelatively small but increasing
proportion of al health care spending), it
touches upon some of the most important
and intimate aspects of our lives (ranging
from heart disease and stroke to depression
and erectiledysfunction), andit affectsrela
tionships between patients and their physi-
cians. The United States and New Zealand
aretheonly Westernized nationsthat permit
DTC advertising, but DTC advertising is

aso part of a larger and more important
trend toward greater consumer involvement
in making decisions about their own care.
That trend promises to grow as consumers
use the Internet and other patient-oriented
tools in a medical marketplace dominated
by managed care.

It is only natural to want to know more
about how DTC advertising actually
worksin the medical marketplace. A num-
ber of large consumer surveys have been
published to considerable acclaim—
notably a series of surveys conducted on
behalf of Prevention magazine, Time mag-
azine, and the National ConsumersL eague
(al with FDA assistance), the Wall Street
Journal, and AARP (formerly the Ameri-
can Association of Retired Persons).!

Remarkably little attention has been paid,
however, to arguably the most important
effort of all: a 1999 survey by the Food
and Drug Administration.

FDA Context and Survey Design
The FDA has an intense interest in direct-

to-consumer advertising. It is the agency
designated by Congressto regulate all pre-
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scription drug advertising, and it has done
sowith alevel of rigor seldom achieved for
any other form of advertising. The FDA
also monitorsapharmaceutical’ s safety and
Side-effect profile after FDA approval. The
FDA istherefore deeply concerned with the
accuracy and balance of direct-to-con-
sumer advertising's effects on consumers,
particularly with respect to information
about potential side effectsand other harms
from prescription drugs, as well as its
effects on relationships among patients and
physicians.

interviewees in 1999 to gauge their atti-
tudes toward and experiences with DTC
advertising. Because the FDA was espe-
cially interested in how advertising
affects patient-physician communica-
tions, the sample was constructed so that
80% of the respondents had seen a doctor
within the previous 3 months. In fact,
two-thirds of the sample had been to the
doctor within the previous 4 weeks, and
20% had seen a doctor within the week
before the survey. The FDA survey was

therefore exceptional in its

On the other hand, the
FDA isvery cognizant of

The FDA survey

ability to assess patients
relatively fresh memories
of interactions with their

today’s trend toward B LIEE doctors, and is thus helpful
patient empowerment. helpful in assessing the impact of
The 1999 edition of the in assessing DT_C advertising on the
FDA’'s popular report, ) patient-doctor relation-
From Test Tubeto Patient: the impact ship.2

Improving Health Through of

Human Drugs, notes in Findings

the first chapter that,
“Thereisagrowing trend
for Americans to partici-
pate more actively in
their healthcare deci-

on the
patient-doctor
relationship

DTC advertising

What did the survey find?
Not surprisingly, con-
sumers are very much
aware of DTC ads. Seven-

sions.” Consumers have
gained direct control over
their use of more than 600 over-the-
counter drugs in the past two decades,
including such potent treatments as nico-
tine patches, strong anti-inflammatories,
and treatments for yeast infections.
Increased freedom for DTC advertising
must be viewed squarely in the context of
the consumer’sincreased role in ensuring
his or her own health and welfare. That
enhanced role requires both greater free-
dom—in this case, freedom to receive
information—and greater responsibility.

In keeping with that context, the FDA
performed a random survey of 1,081

ty-two percent recalled see-
ingaprescriptiondrugadin
the past three months, mostly on televi-
sion, and most respondentsrecalled seeing
several ads.

Half of the respondents who recalled see-
ing an ad said that DTC ads caused them
to seek additional information from other
sources, usually from aphysician or phar-
macist. Twenty-seven percent said that
ads caused them to talk to their doctor
about a medical condition or illness for
the very first time. This is a spectacular
result, because a fundamental reason for
permitting DTC adsin thefirst placeisto
improve consumers' health by providing
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them with essential information they are
not receiving from other sources.

The survey also asked whether respon-
dents had gone to their physicians with a
specific question, and if so, why. In this
respect, DTC ads ranked approximately
equally with friends, news stories, and
other sources that suggest health matters
worthy of professional attention. Thus, in
the space of afew years, DTC advertising
has become an important component of
the overall environment that prompts
patients to ask questions of their doctors.
The survey then turned to what actually

How Many Ads for
Different Drugs Were Seen?

Those who have seen a doctor and seen
a prescription drug ad in the last 3 months
asked how many ads for different drugs
have seen

Saw 0-2
Saw 3-4
Saw 5-9

Saw 10 or more

0 50 100 150 200 250

Source: www.fda.gov/cder/ddmac/dtcindex.htm

happened in the doctor’s office. Two-
thirds of respondents were already on pre-
scription medications at the time of their
visit, but only half of those expected to
continue taking the same medication after
visiting their doctor. Another 6% were not
taking any drug but thought they might be
prescribed one on their next visit.

So alot of patients thought they might get
anew or changed prescription when they
saw their physicians. When asked why,
most respondents mentioned their own
past prescription history, information from
friends or relatives, news items, and other
sources. Rather few, however, said ads

Were a reason: responses citing broadcast
ads ranged from 4% to 12%, and for print
ads, from 3% to 6% (respondents could
give multiple reasons, and there were sev-
era variants of the question).

Nonetheless, a substantial proportion
were prepared to ask for a prescription
drug. About one-third of those who did
not expect to continue their medication
said they asked their doctor whether there
was a prescription drug for their condi-
tion. Thirteen percent asked about a spe-
cific brand (amounting to about 9% of the
entire group who had seen physicians in
the past three months). Eight percent
mentioned a specific ad, and 4% brought
some kind of information with them (not
necessarily an ad, however).

Next came a series of questions that con-
sidered many peopl€e'sconcernsabout how
DTC advertising works. Respondents
reported that their doctors responded very
favorably when patients mentioned ads or
asked about specific brands. About 80%
said their doctor welcomed their ques-
tions, reacted as if those questions were
an ordinary part of avisit, and discussed
the drugs with their patients. Eighty-five
percent of respondents were satisfied or
very satisfied with this discussion, with
only 7% unsatisfied or very unsatisfied.
In fact, only 3% thought their doctor
would be likely to get upset at being
asked about an advertised prescription
drug. Finally, and most important in view
of thewidespread fear that DTC advertis-
ing creates a barrier to good communica-
tion, 62% agreed or strongly agreed that
DTC ads helped them have better discus-
sions with their physicians.

The FDA study clearly suggests that con-
trary to the opinion of some critics, if any-
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Asking About Condition Not
Previously Discussed

Has an ad ever caused you to ask a doctor

about a medical condition or illness you

hadn't previously talked about?
(Percent answering "Yes")

30%

25

20

15

10

Not seen MD in
last 3 months

Seen MD in last
3 months

Source: www.fda.gov/cder/ddmac/dtcindex.htm

thing, DTC improves patient-doctor
interactions. Perhaps even moreinterest-
ing, doctors tend to respond to the con-
dition rather than the particular drug
advertised—uwhile half of respondents
doctors wrote prescriptions for the
advertised drug, another one-third wrote
for adifferent brand, 14% recommended
an over-the-counter drug, and 15% rec-
ommended no drug at all. Meanwhile,
29% of respondents received advice to
change their lifestyle or behavior. Most
importantly, advertising seems to serve
an important educational role, the bene-
fits of which accruefirst and foremost to
patients. Thisis a striking example of a
basic finding in the economics of adver-
tising—that brand promotion often pro-
vides basic information that consumers
need to know, but that no one has an
incentive to provide to consumers unless
the missing information is promoted
with a branded product. When manufac-
turers of cholesterol-reducing drugs
advertise their products, all they can do

is get the patients to their doctors—who
then in turn may promote healthy
lifestyles or competing brands rather
than the manufacturer’s own product.
That aspect of DTC advertising is usual-
ly ignored in public discussions. The
FDA survey tells us that DTC advertis-
ing, rather than being an exception to the
rule, is part of the general phenomenon
of advertising improving consumer
information.

What do consumersthink they gain from
DTC ads? Asked whether they liked see-
ing DTC ads, those who liked seeing
them outnumbered those who did not by
nearly two to one. Eighty-six percent
said the ads* help make me aware of new
drugs,” thusvalidating what issurely one
of the basic goals of DTC ads as well as
an important justification for permitting
the adsto take place.

Equally important, and perhaps more
surprising, isthe mix of information that
respondents saw in DTC ads. A natura
question is whether DTC ads emphasize
the benefits of prescription drugs while
downplaying the risks. Decades of sur-
veys have shown that about 70% of con-
sumers expect ads to be strongly biased
in favor of the product being advertised.

How Did Doctor React?

Which of the these possible reactions did
your doctor have when you asked about
the drug?

n=220

Welcomed
question

Discussed drug

Reacted like
ordinary part of visit

Angry or upset
0% 20 40 60 80 100

Source: www.fda.gov/cder/ddmac/dtcindex.htm
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In other words, consumers expect ads to
make extravagant claimsand to put prod-
uctsin an extremely favorable light. The
result has been pervasive consumer
skepticism of advertising. This reason-
ing also appearsto apply to DTC ads, but
with somewhat less force: 58% agreed
that ads make drugs seem better than
they really are.

Themoredetailed questions, on the other
hand, reveal astrikingly balanced assess-
ment. When asked what kinds of infor-
mation they saw in ads, 87% of the
FDA's respondents said, “the benefits of
the drug”—while 82% said, “risks or
side effects,” and 81%, “who should not
take the drug.” Respondents were also
asked what kinds of information the ads
did not provide enough of: 59% said ads
do not give enough information on the
risks of drugs, but ailmost as many—
49%—said ads do not give enough infor-
mation on the benefits of drugs.

Finally, the survey addressed some broad-
er issues. Asked whether DTC ads “ make
it seem like the doctor is not needed to
decide whether a drug is right for me,”
70% disagreed. Responding to a ques-
tion that went straight to the heart of
many debates over DTC advertising,
only 29% agreed that ads are allowed
only for the “safest” prescription drugs.
The FDA survey thus gave voice to
respondents who want a strong role in
prescription drug usage even when there
might be substantial risksthat accompany
the potential benefits.

The FDA’s DTC Survey in
Perspective

When the FDA issued its August 1999
notification that reaffirmed the 1997

guidelinesfor DTC advertising, it did so
in the face of considerable criticism and
opposition from segments of the physi-
cian community, managed care, consumer
groups, and health care analysts. The
FDA reiterated its traditional require-
ments that in addition to being nondecep-
tive, prescription drug advertising must
meet a rigorous set of informational
requirements to:

* present afair bal ance between informa-
tion about effectiveness and information
about risk.

* include a thorough major statement
conveying all of the product’s most
important risk information in con-
sumer-friendly language.

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

* certain drugs (e.g., those with “black-
box” warning labels) may not be adver-
tised directly to consumers.

What Did Doctor Do?

Did your doctor do one or more of the
following?

n=220

Gave Ry asked
about

Behavior/lifestyle
change

Recommended no drug

Recommended OTC

Other [FLZ)

0% 10 20 30 40 50

Source: www.fda.gov/cder/ddmac/dtcindex.htm

PRESCRIPTION DRUG ADVERTISING: EMPOWERING CONSUMERS THROUGH INFORMATION




What Information is
Recalled in TV Ads?

Benefits

Risks/Side effects
Who should not take
Who should take
Directions for use

Questions for doctor

Overdosage :
0% 20 40 60 80 100

Source: www.fda.gov/cder/ddmac/dtcindex.htm

The FDA had at hand a number of DTC
surveysin August 1999, and it must have
had at least preliminary results from its
own survey. The FDA
clearly believed that the

expertly administered.

Equally important is what the FDA's sur-
vey tells us about DTC advertising as a
phenomenon. Despite widespread anxiety
over the possibility of undue patient pres-
sure for unwise prescribing, the survey
documented friendly patient-doctor dis-
cussions and reasonable medical deci-
sions that often strayed far from simply
prescribing what patients heard about
through advertising. In addition, it is
apparent that advertising supplied impor-
tant information that was new to patients,
and motivated them to seek medical atten-
tion for problems they had not previously
asked their doctors about.

DTC advertising isfar morethan astrik-
ing phenomenon in phar-
maceutical marketing. It

available evidence indi-
cated that DTC advertis-
ing meetsthese standards.

The FDA also said it
would continueto review
its policies, continue to
closely scrutinize DTC
ads, and seek additional
information on the
effects of DTC ads. An

Asked whether
DTC ads “make it
seem like the
doctor is not
needed to decide
whether a drug is
right for me;”
70% disagreed.

isan emerging story vali-
dating, once again, the
consumer benefits of
advertising and market-
ing. And it has already
assumed a central role in
increasing the scope of
consumer initiative and
decision-making in their
own health care.

John Calfee isa Resident

important part of that
additional information
consists of the final results from the
FDA’'s own survey. As we have seen,
those results provide powerful evidence
that on the whole, DTC ads tend to satis-
fy the FDA's standards for prescription
drug advertising, as well as support for
the FDA's willingness to permit DTC
advertising despite the misgivings of for-
eign regulators and others. The survey is
all the more persuasive because it was
well-designed, straightforward, and

Scholar at the American
Enterprise Institute in Washington, DC,
and the author of Prices, Markets, and the
Pharmaceutical Revolution (AEI Press,
2000). He can bereached at The American
Enterprise Ingtitute, 1150 17th ., NW,
Washington, DC, 202-862-7175; fax: 202-
862-7177; e-mail: calfeqj@ad.org.
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SECTION Il

Information Matters:The
Consumer as the Integrated
Health Care System

Alison Keith, PhD

The future of health care is the
consumer.

Inavery real sense, the consumer hasalways
been at the heart of health care: the consumer
is the ultimate payer, through taxes, insur-
ance premiums, foregone wages, or out-of-
pocket expenditures. At the same time, the
consumer is the ultimate beneficiary, from
enjoying improved health-related quality of
life and from escaping premature mortality.

Most health care systems seem to have the
patient at the center. But in fact, the patient
has been the relatively powerless recipient
of well-intentioned care rather than a pow-
erful center from which the criteria for the
patient’s own health care and the shape of
the overall system radiate, with decisions
made as full partners with health care pro-
fessionals. For the new century, it is an easy
prediction that consumers will assume
greater control of their health and health care.
Just think of the power of the Internet. It will
be our challenge to respond to, but aso, to
foster increasingly empowered consumers.

With complex products (“heath” and “ health
care’) and complex systems (e.g., govern-
ment-provided health care), it is especidly

difficult to ensure that the system is efficient.
An efficient system provides the array of
goods and services consumers would most
want and be willing to pay for, reflecting the
tradeoffs in terms of what must be given up
in order to have these. The “right” tradeoffs
are those that suit people’s preferences and
values, and those best positioned to recog-
nize and trandate those preferences are the
people affected—consumers themselves.

Given sufficient and accurate information
about the options—information greatly
enhanced by DTC advertising—a consumer
knows better than anyone else whether he or
she would prefer a product with fewer
unpleasant side effects even at a dlightly
higher risk of someseriousevent. Consumers
who are not professiondly trained in health
carearenot so foolish asto discard the expert
advice of medical professionals. Valuing and
using technica expertsisnot the same, how-
ever, as electing to abdicate decision making
to them. Rather, theideal—and the emerging
model—is afull partnership between patient
and health care professional.

Infact, it would be pureillusion to suppose
that medical decisions have been made pri-
marily by health professionals even in the
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past. Patients and their families are the pri-
mary health care providers. Consumers
shape their own health through diet and
exercise and prudent (and occasionally not-
So-prudent) risk-taking and a panoply of
other behaviors. They elect and implement
over-the-counter and homeopathic and
herbal remedies. They decide whether and
when to approach the forma health care
system. They have a great deal of informa-
tion about themselves—symptoms, experi-
ences, behaviors, prefer-

information about health and health carein
genera and about their own personal health
care needs and options. Individual con-
sumers are feeling more confident because
they are more competent in raising ques-
tions and discussing options with their
persona physicians and in making explicit
decisions about their own health care.

Therole of consumers in determining their
own health care will be even more pivotal
in coming decades. Contin-

ences. They share or
withhold this information
from health care practi-
tioners. Actually, the con-
sumer may be the best, or
even only, integrator of
care received across vari-
ous elements of the health
care system.

discussing options

The single common ele-
ment of aseriesof visitsto
various medical specidists

Individual consumers
are feeling more
confident because
they are more
competent in raising
questions and

with their personal
physicians.

uing growth in heath care
utilization, accelerated by
growing proportions of the
elderly, and ever more clear
budgetary constraints will
increase the tension
between patient desires and
ingtitutional controls. Cost
containment  strategies
abound, but do not univer-
saly fulfill the promise of
containing costs. At the
same time, they do not nec-

isthe patient, and the only
person who has knowledge of the combined
effects of self-care and professiond careis
the person choosing and experiencing both.
Finally, upon receipt of a physician’'s pre-
scription for therapy, patients follow
through on the therapeutic regimen or do
not. (It isestimated that perhaps one-third of
patients fail to “comply” with the physi-
cian’s prescription.)

What then is meant by the “increasing
activism of consumers in health care?’ In
addition to their traditional patterns of self-
care, consumers have recently begun taking
anincreasingly visible, vocal, and proactive
role in their dealings with hedlth care pro-
fessionals and with the formal health care
system. They are seeking out and finding
and using more, and more sophisticated,

essarily get the resource
tradeoffs “right,” in terms of health care
consumers' preferences.

Meanwhile, scientific advancesin genetics
point toward customized medicine. Further,
the increasing health care sophistication of
patientsmakestheir full partnershipin deci-
sions yet more productive. The broader
acceptance of how much of the practice of
medicine must be tailored to each individ-
ual reaffirms the appropriateness of each
patient’s full participation in health care
decisions.

How can we help health care consumers be
evenmoreinformed and effectiveindriving
the health care system and their own per-
sond care? Consider just afew toolsto help
health consumers perform at their best.
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Even the very basicsmust not be overlooked,
such asliteracy, both “literal” literacy (abili-
ty to read), but also health care “literacy,”
e.g., how to read and understand medicine
labels, how to interpret and implement a
physician’s explanations and directions.
Consumers are eagerly searching out infor-
mation on diseases and therapeutic options.
Rather than limit the sources or types of
information available to them, via the Inter-
net, for example, how much better it would
be to provide tools to help them evaluate the
content and the credibility of information
they find there. For example, direct-to-con-
sumer advertising can prompt consumers to
volunteer information to a physician about
symptoms, about behaviors and about pref-
erences—information that may otherwise
not emerge during a consultation, yet
improves the physician’s prescribing match
of drug to patient.

Equipping patients with more information,
and probably more questions, may encour-
age a more active dialogue with the physi-
cian, which in turn can nurture the growing
health care competence of an individual
patient. (Of course, just because there is
open discussion does not mean, and should
not mean, that a physician will feel com-
pelled to prescribe the product the patient
asks about.) It can aso promote adherence
to the desired therapeutic regimen. (How
much better is patient “adherence” to an
agreed-upon regimen than patient “compli-
ance” with a paternalistically imposed reg-
imen!) Another new tool to facilitate shared
decision making is a videotape, viewed by
the patient, that explains a condition and
therapeutic options and includes videotaped
reports from patients describing their expe-
rience after choosing one option or another.

Such atool fosters a true patient-physician
partnership and, in turn, raises the likeli-
hood that the care the patient receives is
both appropriate and desired.

A strong consumer voice in hedth care is
both predictable and desirable. From the
vantage point of the innovative pharmaceu-
tical industry, | would suggest that it is con-
sumers—well able to recognize therapeutic
options with promise and characteristics of
special importance to them—who will bethe
champions for pharmaceutical innovations.
They know how much they value improved
quality of life. They know they want to be
able to be productive at work and in their
family and community, and they want to feel
good and enjoy their lives. They know how
much they appreciate convenient dosing reg-
imens and freedom from unpleasant side
effects. They do not believe that better phar-
maceutical care can come for free. Con-
sumers recognize the reality that new and
better options may cost more. They will see
that short-sighted efforts to cut costs may
also limit future opportunities for healthier
and better livesfor themselvesand their chil-
dren. And they will understand that this
brighter future is possible only through sus-
tained searching for innovative therapies.

Alison Keith, PhD, retired as Director,
Economic and Science Policy Analysis at
Pfizer Incin 2001.
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