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hy do physicians have financial conflicts of
s ; s ; interest? They arise because society expects
physicians to act in their patients’ interest,
while simultaneously, financial incentives encourage
physicians to practice medicine in ways that promote
their own interests or those of third parties. Because
physicians’ clinical choices, referrals, and prescrip-
tions affect the fortune of third parties (providers,
medical facilities, insurers, drug firms and suppliers
of ancillary services), these third parties may offer
physicians financial incentives to make income-driven
clinical choices. In the past, physicians and scholars
typically conceived of conflicts of interest as an ethical
issue to be resolved according to individual judgment
or professional and organizational norms. However,
society can mitigate or eliminate conflicts of interest
by changing financial and organizational arrange-
ments in medicine. Conflicts of interest, therefore, are
as much matters of public policy and management as
individual choices or social norms.!

Society can use various strategies to cope with con-
flicts of interest. It can: (1) change the organization
and finance of medical practice to eliminate or avoid
conflicts of interest; (2) create structures and pro-
cesses to manage the conduct of conflicted physicians;
(8) create ethical standards to guide conduct; or (4)
disclose conflicts of interest so that patients and third
party payers can protect their interests.

Physician relations with pharmaceutical firms are a
source of conflicts of interest that can bias their pre-
scriptions and advice. Drug firms pay physicians for
numerous activities including consulting, serving on
advisory boards, lecturing, writing articles, and con-
ducting clinical trials. They also make grants and gifts
to physicians. Some physicians earn income by dis-
pensing drugs. At the same time, physicians may par-
ticipate in clinical trials that evaluate drugs, advise the
Food and Drug Administration (FDA) regarding drug
risks and benefits, write reports and articles on drug
use, teach about drug use in medical schools or in con-
tinuing medical education forums, recommend that a
hospital or insurer formulary include a drug, develop
practice guidelines for drug use, and prescribe drugs
for their patients.

Shifting the Focus from Physicians to Drug
Firms and Institutional Corruption

Today when we evaluate financial ties between physi-
cians and drug firms we typically focus on physician
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conduct, but we can just as well focus on drug firms
using either of two frameworks.

First, we can examine pharmaceutical firm conflicts
of interests. The conflict-of-interest framework has
less analytic power when applied to drug firms, how-
ever, than to physicians, which society has long con-
sidered as fiduciaries for patients.2 Corporations are
not typically considered patient fiduciaries or entities

care and public health, and to promote drug safety.
But today the pharmaceutical industry neglects many
of these goals, and sometimes even engages in activi-
ties that undermine them.”

Drug firms often develop products that have minor
value, and neglect investing in significant innova-
tive therapies. They often behave as if they have no
responsibility for how physicians prescribe or patients

use drugs. They sometimes promote

Today when we evaluate financial ties between
physicians and drug firms we typically focus on
physician conduct, but we can just as well focus
on drug firms using either of two frameworks.

drugs in ways that endanger the pub-
lic’s health. They market drugs for
uses where risks outweigh the ben-
efits. They fuel inappropriate pre-
scribing while earning income from
improper drug use. Worse, drug firms
have slanted the information avail-

with conflicts of interest. True, corporate officers and
directors have fiduciary duties to serve their share-
holders, but that does not imply that the corporation
has fiduciary duties.? On the other hand, Congress can
eliminate that obstacle through legislation requiring
drug firms to protect the interests of patients, and
others. Just as the law has imposed requirements
that regulate the self-serving conduct of banks, finan-
cial advisors, money managers, and other economic
actors,* the law could restrict drug firms from engag-
ing in certain self-serving conduct in order to protect
the interests of patients. The greater the legal obliga-
tions of drug firms to act in the interest of patients,
the more conflicts of interest can compromise those
obligations.

Alternatively, we can use the lens of institutional
corruption to analyze the pharmaceutical industry,
an approach that I use in this article.’ I use the term
institutional corruption, following Lawrence Lessig,
to mean widespread or systemic practices — usually
legal — that undermine the institution’s objectives or
its integrity.® One source of institutional corruption
is tmproper dependence by the institution or its key
actors on the actions of third parties that have funda-
mentally different interests. For example, when legis-
lators depend for their election on the financial sup-
port of special interests, they become less responsive
to the voting public, which undermines representa-
tive democracy. Similarly, I argue that several types of
inappropriate dependence on drug firms corrupt cur-
rent medical practice, and compromise public health.

Public policy has spurred development of the phar-
maceutical industry through subsidies and legal rules
that promote investment. We expect drug firms to
develop innovative therapies that improve patient
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able to public officials who decide
whether to authorize the sale of drugs
and who monitor the risks of drugs on the market.
They bias the information available to physicians, hos-
pitals, policymakers, and insurers and thereby corrupt
the practice of medicine.

It is a mistake to attribute these problems to the
greed or immoral conduct of a few actors or even to
conflicts of interest, because the root of the problem
lies in the institutional corruption stemming from
improper dependencies. I argue that the public, phy-
sicians, and patients inappropriately depend on drug
firms to:

e set priorities on drug research and development;

 conduct clinical trials that the FDA uses to
decide whether to allow sale of drug;

e monitor adverse drug reactions;

* evaluate drugs on the market;

» decide what clinical trial data to disclose;

 provide information about drug benefits and
risks;

« finance continuing medical education through
discretionary grants; and

« finance medical societies, conferences, journals,
and other professional activities.

Dependence on Drug Firms to Set Drug
Research and Development Priorities

The public today subsidizes pharmaceutical firms yet
it relies on them to make wise choices about where to
focus research and development. Drug firms, how-
ever, have an incentive to direct their efforts where it
is most profitable, which often differs from research
that yields major therapeutic advances or great public
health benefits.
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Most tax subsidies, patent law rules and other
incentives for pharmaceutical firms share a common
flaw: they apply equally to all research and develop-
ment. They neglect to focus research on what the pub-
lic most needs and wants, or to set any priorities. Con-
sequently, rather than undertaking research directed
toward producing major therapeutic advances, which
requires substantial time and money, and where
results are uncertain, firms often focus research where
risks are low, potential profits are high, and products
can be rapidly brought to market.

For example, once the FDA has approved a new
drug, it is often relatively easy to create a minor modi-
fication, a so-called me-too drug. In fact, the FDA Cen-
ter for Drug Evaluation and Research classifies new
drugs by whether they are a new molecular entity, con-
stitute a significant improvement over existing drugs,
or offer only an incremental modification of existing
therapy. It found that among the 1,284 new drugs
approved from 1990 to 2004, only 22 percent offered
a significant improvement over marketed products
and just over 14 percent were new molecular enti-
ties.® True, me-too drugs have some value. Some offer
slightly fewer risks or greater benefits than the origi-
nal. And me-too drugs increase competition, but price
reductions are small because usually the original and
the me-too are patented.

The FDA grants higher priority to reviewing drugs
that offer important therapeutic advances.? This alone,
however, is not a strong incentive for investment
in challenging and high-risk research. In a similar
vein, drug firms also have weak incentives to evaluate
potential new uses for the many drugs that were never
patented, or have expired patents, or for new uses of
existing drugs, even though they are a potential source
of new beneficial therapies. The law allows patents
for new uses of existing drugs. However, once a com-
pound has been approved and marketed, the drug can
already be purchased so new use patents often provide
little incentive for investment.!°

We need to develop more thoughtful incentives for
research. We should revise patent law to vary the dura-
tion of drug patents based on the degree of innovation.
Using the FDA's classification of drugs the law should
grant patents of only a few years for drugs that offer
only incremental therapeutic improvements, a longer
patent duration for drugs that offer significant thera-
peutic innovation, and the longest patent duration for
new molecular entities.

We also need to develop new means to fund research
that the private sector does not undertake. We should
have the public sponsor such research through the
National Institutes of Health (NTH) research grants.
Where would the government obtain the needed

funds? Since the public already subsidizes drug firms
through tax law, patent rules, and other means, it
makes sense to assess drug firms a small percentage
of their sales revenue to generate funds for the NIH
to sponsor this research. Drug firms could absorb this
cost, or pass it along in the price of its products.

FDA Dependence on Drug Firms to Conduct
Clinical Trials Used to Decide Whether to
Allow the Sale of a New Drug

Since regulations promulgated in 1970 to implement
the Food, Drug and Cosmetic Act 1962 amendments,
manufacturers can market a drug only after the FDA
concludes that it is safe and effective for a specified
use, based on evidence from clinical trials.” Congress
and the FDA established these requirements after
experience clearly showed that society could not rea-
sonably rely on drug firms to impartially assess the
risks and benefits of drugs, nor to market drugs in a
manner that places the public’s interest ahead of their
own financial interest.>? However, these reforms did
not go far enough, because the FDA still relies on the
company seeking to market the drug to conduct the
clinical trials used to evaluate the drug’s safety and
effectiveness.

From 1962 to 1980, congressional hearings revealed
the high risk of bias, fraud, and failures to disclose
risks when drug firms conduct clinical trials as part
of an application to market a new drug.® These risks
were illustrated again in the 2005 congressional
investigation into Merck’s research on Vioxx.* Since
1980, scholarly literature has revealed that drug firms
can design trials that bias the results, and interpret
the data to assess the drug more favorably than war-
ranted; they can also report data selectively to distort
the evidence available to the FDA.15

When drug firm employees conduct research, they
design the experimental protocol and choose the
research methods. These choices can bias the results to
enhance the apparent efficacy of the drug, or to dimin-
ish its apparent risks. Frequently, drug firms employ
contract research organizations (CROs) or university-
based researchers to test the drug. Still, the drug firm
typically designs the clinical trial. Even when con-
tract researchers design the study, the drug firm must
approve their plan. And even if the drug firm delegates
all responsibility to its contract researchers, CROs and
university researchers know that the drug firm wants
the study to convince the FDA to approve the drug.
For post-marketing clinical trials, researchers know
that the firm wants to use the study to help market
their product. Drug firms displeased with their con-
tract researchers can select different ones for their
next project. Contract researchers have an incentive
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to cater to the drug company’s interests because they
depend on drug firm contracts for their livelihood.
Since 1960, numerous medical researchers, con-
sumer advocates and members of Congress have pro-
posed having independent parties design and conduct
clinical trials that the FDA uses to decide whether to
grant approval to sell a drug, and if so, for what pur-
poses and under what restrictions. Senator Gaylord
Nelson (D-Wi) held hearings to examine this issue
from 1967 through 1979, and introduced legislation to
require independent testing of drugs. Senator Nelson
and several individuals testifying at the hearings sug-

tested on middle-aged adults, but are later used by
many individuals who are more susceptible to drug
injuries, like children, the elderly, or pregnant women.
Furthermore, pre-market trials cannot identify health
problems that arise only after long-term use. Yet,
many drugs are meant for long-term use; for exam-
ple, drugs, for birth control, to stabilize blood sugar
for diabetes, or to control high blood pressure, cho-
lesterol, depression, or mood disorders. Also, physi-
cians may prescribe drugs in ways that differ from how
they were tested. The pre-market trial may test a pain
reliever for short-term acute use, but some physicians

We need to monitor drugs after the FDA authorizes firms to market them
in order to identify the many risks that cannot be discovered during the initial
clinical trials. Without post-marketing surveillance, the FDA will not be
able to effectively warn physicians and the public about a drug’s risks, or
withdraw marketing authorization, or take other appropriate action.

gested that the federal government should either con-
duct the tests, or choose the researchers who would
design and conduct the clinical trials. They proposed
that firms seeking to market the drug must pay the
costs of the drug testing, just as they do today.’® Phar-
maceutical industry opposition blocked enacting these
reforms, and as a result, the FDA still depends on drug
firms to generate data on the safety and benefits of
their products. Congress should require independent
testing in order to eliminate the compromising depen-
dency that comes from public authorities’ reliance on
drug firms’ need to seek marketing approval to evalu-
ate the safety of their products.

Dependence on Drug Firms to Monitor
Adverse Drug Reactions and Oversee
Pharmacovigilance
We need to monitor drugs after the FDA authorizes
firms to market them in order to identify the many
risks that cannot be discovered during the initial clini-
cal trials. Without post-marketing surveillance, the
FDA will not be able to effectively warn physicians and
the public about a drug’s risks, or withdraw marketing
authorization, or take other appropriate action.
Pre-market clinical trials use a sample that is too
small to identify many of the adverse drug reactions
that will occur in a much larger population. These tri-
als fail to reveal risks faced by populations that dif-
fer from the test group. Typically, the population that
uses a drug is more diverse than the small group of
subjects on which the drug is tested. Drugs often are
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may prescribe it for continuing use. Moreover, some
injuries are caused by the interaction of two or more
drugs, and are not discovered until they have been
marketed and used by a larger population.

The public has depended mainly on drug firms to
monitor the safety of the drugs that they market. The
law requires drug firms to forward to the FDA any
reports they have received from doctors or patients
of adverse drug reactions or suspected adverse drug
reactions.”” However, this system of spontaneous
reporting identifies only a small percentage of adverse
drug events. The FDA sometimes requires that manu-
facturers conduct studies of their marketed drugs in
order to identify drug risks, but the FDA does not have
a way to ensure compliance. Drug firms often post-
pone or do not conduct these studies, or they delay the
reporting of serious risks revealed by the studies.'s

It is not prudent to rely exclusively or even heavily
on drug firms because performing excellent pharma-
covigilance will never increase their revenue. In fact,
pharmacovigilance might reduce manufacturers’
profits. It could lead the FDA to withdraw marketing
authorization, or to require the firm to warn of the
risks, which then causes physicians to decrease pre-
scriptions for the drug. When initially testing a new
product, drug firms have an incentive to rush drugs to
market, but when studying risks that may lead to their
drug being withdrawn or prescribed less frequently,
their incentive is to proceed with caution, to check the
studies carefully before reporting them, and to con-
duct follow-up studies to make sure that the initial
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study was not somehow flawed. When a firm sells a
blockbuster drug that generates $1 billion to $2 bil-
lion a year, delaying for only six months any reports of
risks that cause the FDA to withdraw the drug from
the market will generate $500 million or $1 billion
additional income for the firm. Firms have the same
incentive for delaying reports of risks that will reduce
the total number of prescriptions.

Legislation in 2007 set in place additional ways to
monitor drug safety.” The reforms will supply the FDA
with data from patient records that will make possible
epidemiological studies of drug risks from a large pop-
ulation. These changes will reduce the public’s reliance
on drug firms for pharmacovigilance. However, public
officials lack access to data on physician prescribing,
which could increase the value of the epidemiologi-
cal data and would also be another tool for pharma-
covigilance. Drug firms, on the other hand, routinely
collect or purchase data on physician prescribing for
their marketing. If researchers tracking drug safety
had information on patterns of physician prescribing,
they could evaluate drug risks and track prescriptions
for off-label uses. Public policy does not require drug
firms to share this information with public authorities.
We should require drug firms to report such data and
other information on marketing that will help public
authorities promote pharmacovigilance.

Physician and Patient Dependence on Drug
Firms to Evaluate Drugs on the Market

By 2000, drug firms funded 70 percent of clinical drug
trials, allowing them to influence the questions posed,
research design, protocol, and methods.2° Today, the
medical profession and the public rely heavily on drug
firms to conduct post-marketing evaluation of drugs,
simply because we have not created another means to
ensure that these studies are conducted.>!

Drug firms routinely conduct clinical trials for new
drugs because they must produce evidence of safety
and effectiveness in order to receive authorization
to market the drug. In contrast, conducting clinical
trials after drugs are on the market is not generally
required; additionally, drug firms’ financial incentives
to conduct studies post-approval are different from
their financial incentives during the pre-approval
stage. Moreover, pre- and post-marketing studies have
different functions. Pre-marketing trials are designed
to show whether a new drug meets minimum levels
of safety and effectiveness for it to be sold, not how it
compares to alternative drugs. Once a drug is on the
market and there is more than one drug in a thera-
peutic class, physicians and the public want to know
how a new drug compares to alternatives. Is it more or

less effective? Does it have more or fewer undesirable
effects and risks?

Drug firms design and conduct some post-market-
ing studies because the FDA requires that they do so
as a condition for approving sale of the drug. However,
it is dangerous to depend on drug firms for all evalua-
tions of drugs on the market. Many firms refrain from
funding comparative studies out of fear that they will
reveal that another drug is comparable or superior.
Moreover, firms that conduct comparative studies
have an incentive to bias the trial design in ways that
favor their product.

Drug firms do not need to meet the FDA’s stan-
dards of scientific rigor when they design their post-
marketing studies because the firms rarely use these
studies to seek FDA approval to market a drug for a
new use. There is, therefore, a greater risk of bias in
post-marketing trials than in studies designed to seek
FDA marketing authorization. Moreover, no public
authority scrutinizes post-approval studies, or what
their sponsors claim the studies reveal. It is no sur-
prise, then, that several reviews have found that when
an interested party pays for a clinical trial, the trial
tends to produce results that favor the interest of the
funder.22

When drug firms have broad discretion, they often
design and conduct post-marketing studies as a mar-
keting tool.2? For example, manufacturers sometimes
conduct post-marketing studies to encourage physi-
cians to prescribe drugs for uses that the FDA has not
approved, so-called off-label uses. Although the FDA
only authorizes the marketing of drugs for the uses
that clinical trials have shown to be safe and effective,
doctors can prescribe a drug for any use. Drug firms
can conduct studies of off-label uses to take advantage
of the gap between the uses for which the FDA allows
them to market a drug, and how physicians chooses
to prescribe it. If a study suggests the unapproved use
has benefits, the drug firm or its researchers often
publish the results in a medical journal. Physicians
often refer to such publications to learn new informa-
tion about drugs’ therapeutic uses. Drug firms have a
first amendment right to disseminate articles on off-
label drug uses to doctors,>* and can thereby encour-
age off-label prescribing without risking prosecution
for illegal marketing.

We need a source of funding for conducting the types
of clinical trials that drug firms are unlikely to volun-
tarily conduct, and to ensure that studies comparing
drugs are unbiased. These measures will allow us to
study the safety of marketed drugs, assess their com-
parative effectiveness, and evaluate the nature of their
off-label drug uses. Congress should consider several
options. It might assess drug firms a set percentage
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of their sales revenue to be used to fund clinical tri-
als overseen by a public agency. In addition, Congress
could require firms to pay for independent third par-
ties to conduct clinical trials to evaluate off-label drug
use after sales of their drugs for off-label uses exceed a
designated threshold. That would require us to track
off-label prescribing, probably by requiring physicians
to note the patient diagnosis, and the purpose for
which they prescribe the drug on each prescription.

Physician and Patient Dependence on Drug
Firms to Disclose Clinical Trial Data
Selective drug firm reporting of study results also
distorts the information available to doctors and the
public. Sometimes drug firms report the results of a
single study with positive findings in multiple jour-
nals in ways that lead readers to believe that there
were several different studies that found positive
results.? Drug firms typically only publish studies
when the results portray their product in a positive
light and bury studies with negative findings.2¢ Until
recently, drug firms could easily suppress unfavorable
results by hiding any mention of them. Outrage over
this practice led to demands in the late 1990s for the
creation of a clinical trials registry that could provide
researchers and public officials with reliable informa-
tion.2” Medical journals then prompted drug firms to
register clinical trials by stating that they would not
publish results of any trial that had not been initially
registered.2®

In 2007, Congress required researchers to register
their trials on ClinicalTrials.gov — a public database
operated by the National Institutes of Health — for
phase IT and higher drug and biologic trials when
either a trial site is in the United States, or the trial is
part of an investigational new drug application.?¥ Once
a study is completed, researchers must then post key
information on the site, including outcome measures,
results, and adverse events. However, researchers can
delay reporting until a year after collecting data, or a
month after the FDA approves the drug. For studies
of off-label drug uses, researchers have three years to
post results.?° Analysis of clinical trial registries show
that firms often do not file on time and violate other
requirements.?' No authority checks whether the data
posted on registries reflects the data of the clinical
trial.32

Even more important, current law only requires the
submission of partial data to clinical trial registries,
which is often not only insufficient to interpret the
study, but can also even be misleading. To evaluate a
study, readers need information on the study design,
methods, and full results. Surprisingly, clinical trial
registries do not make available the most useful infor-
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mation: the clinical study report that summarizes the
data and analyzes the results, and the drug firm report
to governmental authorities to comply with interna-
tional standards.?? Nor do they make available the
masked patient level data so that other researchers or
government officials can analyze results themselves
and draw their own conclusions. As a first step, Con-
gress should require that drug firms disclose the clini-
cal study reports for all other clinical trials they con-
duct for drugs that they market in the United States.
Congress should also require that the FDA disclose
all clinical study reports submitted by drug firms in
seeking FDA approval to market a drug.?* To enhance
public understanding of these studies, and to promote
FDA accountability, it also makes sense to require the
FDA to disclose all of its reviews of applications for
marketing new drugs, and to disclose all clinical trial
data.?s

Physician Dependence on Drug Detailers for
Information about Drug Benefits and Risks
Physicians depend on pharmaceutical firms for much
of the drug information they receive. Starting in the
1930s, drug firm sales representatives became the
most important source of drug information for most
physicians. Today, physicians continue to rely on phar-
maceutical representatives to apprise them of devel-
opments in drug therapy, tell them the appropriate
circumstances in which to prescribe their products,
warn them about the risks of their products, and sup-
ply publications that evaluate drugs.

However, drug firms employ sales representatives
to promote sales.?¢ They typically pay drug detailers
bonuses as high as 25 percent of their fixed salary if
they meet targets for increasing sales.?” As physicians
write more prescriptions for a firm’s drug, the sales
representatives earn higher bonuses. Consequently,
drug detailers are rewarded for increasing physician
prescribing, not for providing accurate information.
These incentives prompt drug representatives to sug-
gest that doctors use a drug for a wide variety of symp-
toms, rather than warn doctors about the drug’s risks,
or advise doctors to limit prescriptions to narrowly
defined uses or patient groups.

To evaluate the accuracy of information provided
by sale representatives in the United States, a group
of pharmacists audio-taped presentations made at
13 conferences by 12 pharmaceutical representatives
from 9 drug companies at hospital lunch-time presen-
tations in the first half of 1993. A pharmacist sat in
the front row, and placed the tape recorder in plain
sight with a red light on to indicate that it was record-
ing. The tapes were transcribed and the representa-
tive’s comments were compared with readily available
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information. The researchers classified statements as
inaccurate only if they were unsupported by infor-
mation available in medical literature, or if the com-
ments were contradicted by a source quoted by the
representative or by official prescribing information
for the drug or a competing drug. The drug detailers
made 106 statements about the promoted drugs that
could be supported or contradicted by readily avail-
able information. Among these, 11 percent or 12 state-
ments were inaccurate. All of the inaccurate state-

ever, the public does not need to subsidize drug mar-
keting, particularly since evidence reveals that it pro-
duces misinformation and biased evaluations of drugs
that undermines good medical practice. Courts have
generally allowed Congress to tax industries in differ-
ent ways and at different rates. The Supreme Court
has held that the 14th Amendment Equal Protec-
tion Clause does not prohibit taxes that favor certain
industries or taxpayers.** Therefore, Congress could
eliminate the tax deduction for pharmaceutical firm

In principle, Continuing Medical Education (CME) can help counter the
problem of biased information and false statements made by drug detailers
and other promotions. However, in recent years drug firms pay for much
of the cost of accredited CME, which undermines the possibility of
CME representing a source of unbiased information.

ments cast the drug in a favorable light. Seven of the
9 representatives made statements that were contra-
dicted by available information.3® Two similar studies
of drug detailer information in Australia and Finland
yielded similar findings.3?

In a similar vein, a study by the journal Prescrire,
based on reports after visits from pharmaceutical
detailers to individual French physicians between
1991 and 2005, also found that detailers supplied
biased information. They continued to supply incor-
rect or poor quality information despite efforts to
reduce biased information sharing, including a Euro-
pean Community directive on drug marketing in
1992, French legislation in 1994 and 1996 that tried
to reform marketing, and the French pharmaceutical
manufacturers association’s (Les Entreprises de Médi-
cament, or LEEM) revision of its marketing code of
conduct.* In 2004, an accord between LEEM, physi-
cian unions, the High Authority on Health, and the
Committee on the Economics of Health Products cre-
ated a Charter for Pharmaceutical Representatives
that purported to ensure accurate information.*! Nev-
ertheless, in 2005, over a third of physicians reported
that medical representatives indicated drug uses that
differed from what the official résumé of drug charac-
teristics stated. Most medical representatives failed to
provide crucial information: only 16 percent reported
drug contra-indications; 13 percent discussed drug
interactions; 14 percent discussed precautions on use;
15 percent reported undesirable side effects.*?

Commercial firms have a right to market their prod-
uct, and the tax code typically allows them to deduct
their expenses for marketing and advertising. How-

advertising, detailing and other promotions, or even
tax spending on these activities. It should do so and
use the new revenue to fund independent sources of
information on drug risks and benefits for physicians
and patients.

Medical Profession Dependence on Drug
Firms to Finance Continuing Medical
Education through Discretionary Grants
In principle, Continuing Medical Education (CME)
can help counter the problem of biased information
and false statements made by drug detailers and other
promotions. However, in recent years drug firms pay
for much of the cost of accredited CME, which under-
mines the possibility of CME representing a source of
unbiased information.** Furthermore, although most
states require physicians to earn CME points to main-
tain their license, they do not establish a curriculum.
As aresult, what drug firms decide to fund determines
the choice of topics offered. Not surprisingly, drug
firms fund courses related to the products they sell.
This practice biases CME toward drug therapy instead
of providing information about other therapies, or
teaching diagnostic and practice skills. It also favors
courses related to drugs that are patented rather than
those that are unpatented or with expired patents. We
would never consider allowing medical school curri-
cula to be based on what courses commercial interests
chose to fund, especially if they could boost their prof-
its by selecting the courses, yet this is precisely what
we do for CME.

We know from multiple sources — scholarly studies,
congressional investigations, reports of investigative
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journalists, and documents made public through law-
suits against drug firms — that from 1980 through the
early 21st century, drug firms often exerted significant
influence over the content of many presentations in
accredited CME. Drug firms have made many CME
programs a tool for marketing their products.*s They
helped develop the curricula, chose the individuals
who spoke, and sometimes even edited the text that
speakers presented. They produced slides and materi-
als distributed. As a result, CME presentations down-
played the risk of their products, exaggerated their
benefits, encouraged prescribing drugs for uses that
the FDA had not approved, and encouraged the use
of branded products rather than generics. Regulatory
oversight by the Medicare Office of Inspector Gen-
eral and Senate Finance Committee in the early 21st
century appears to have reduced the prevalence of the
worst abuses,* but we do not know with any certainty
the extent of the improvements because it is difficult
to monitor the content of CME, and the relationships
between drug firms and the organizations that they
fund to create CME. In any event, dependence on dis-
cretionary pharmaceutical industry funding creates
conditions prone to abuse, and biases the offering of
CME topics.*

We need a need a new system to fund CME. Com-
mercial interests should not be allowed to sponsor or
to donate funds, even indirectly, for accredited CME.
Congress should impose a tax on drug firms to finance
independent CME. A federal authority should allocate
these funds to government-certified, not-for-profit
institutions that would distribute the funds to inde-
pendent entities for the development of CME. Phar-
maceutical firms would either absorb the tax from
their surplus and lower their profits, or pass the cost
on in the price of their drugs. American drug firms
could easily absorb this cost and in fact commercial
interests already fund about half of accredited CME. If
firms currently pass on these costs in the price of their
products, then insurers and the public are already
picking up the tab. In that case, it makes sense to have
the public pay to ensure unbiased CME.

Dependence on Drug Firms to Finance
Medical Societies, Conferences, Journals,
and Important Medical Activities

Professional medical societies, medical journals and
many important medical activities depend on dis-
cretionary grants from the pharmaceutical industry.
Drug firms, however, make grants to advance their
most pressing financial goal — increasing drug sales
— rather than out of charitable impulse. Firms’ profit-
oriented incentives affect their selection of which pro-
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fessional medical activities to fund. Firms favor activi-
ties that help promote drug sales.*8

Dependence on discretionary pharmaceutical com-
pany funding also enables drug firms to use their sup-
port as leverage to influence the behavior of grant
recipients. Drug firms often make grants to physicians
who serve on a health plan or hospital formulary com-
mittees as a means to get their drug added to the for-
mulary.* Other times, firms fund physician and medi-
cal society activities to influence their clinical practice
guidelines, which influences physician prescribing.>°
They also use their funding to influence the practices
of physician opinion leaders whom other clinicians
often follow.

Occasionally, drug firms use their grants as an
explicit quid pro quo, in return for physicians pre-
scribing drugs or making other decisions that boost
drug sales. Such payments are often illegal. Firms
also make grants without receiving express promises
of favorable action by the grantee; what the grantor
wants is only implied and understood. Frequently,
firms make grants to physicians who are key opinion
leaders in order to develop a relationship that gener-
ates a sense of obligation and goodwill. This encour-
ages reciprocity.”

Drug firms can also use their purchase of advertis-
ing as a means of leverage over medical journals and
professional medical societies. This practice has along
history. Until the early 20th century, the AMA Jour-
nal relied on advertisements from patent medicines,
which prevented the AMA from taking effective stands
against the advertisers’ products. Newspapers also
were reluctant to expose patent drug abuse because
they too depended on drug advertising. Drug firms
often insisted on advertising contracts with newspa-
pers that prohibited the newspaper from disparaging
their product in news articles.”

After the AMA Journal secured independence by
generating enough revenue from members in 1905,
it ended patent medicine advertising and began a
system of private regulation of drugs. However, the
AMA became dependent on advertising revenue from
ethical drug firms, those that produced drugs consid-
ered legitimate. Starting in the late 1930s, there were
more medical publications directed toward doctors in
which drug firms could advertise. They reduced their
advertising in the AMA Journal in favor of advertis-
ing in other journals. By the early 1950s, the AMA
faced a financial crisis and sought to increase advertis-
ing revenue. It then stopped its program of certifying
drugs and reviewing the content of advertising, and
took other actions to help drug firms increase their
drug sales. Drug advertising then increased in AMA
journals again. The AMA reversed its longstanding
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policy in favor of regulation of drug firms and opposed
the 1962 Food and Drug Law amendments. As Henry
Dowling, former Chair of the Council on Drugs, noted,
“Facts force the neutral observer to conclude that the
AMA has swung around 180 degrees from being the
champion of consumers of drugs to being the cham-
pion of the drug industry.”s?

There have been reports of drug firms that reduced
advertising in medical journals after the journal pub-

funds donated indirectly through an intermediary —
to physicians, physician organizations, and organiza-
tions that develop professional medical activities.

Countering Institutional Corruption

Often dependency arises from necessity. But in the sit-
uations described in this article the public is not help-
less. The pharmaceutical industry is shaped by public
policy to a much greater degree than most industries.

Because public policy plays such an important role in the pharmaceutical
industry, the public has leverage to end our corrupting dependence on
pharmaceutical companies and reform the pharmaceutical industry. Since
public funds pay to purchase drugs and subsidize industry expenses, public
policy can require that the industry designate some of its revenue to promote
drug safety and other specified purposes.

lished studies that showed risks related to their prod-
ucts. There have also been reports of journals not pub-
lishing critical articles out of fear that they would lose
advertising. In 1992, drug firms reduced advertising
for several months in the Annals of Internal Medicine
after it published a study exposing misleading drug
advertisements. The editor of Dialysis Transplanta-
tion cut a planned editorial that questioned a drug’s
efficacy in 2004 because he was “overruled” by the
marketing department.”* These reports are probably
tips of the iceberg, and likely do not reveal the true
extent of journals’ self-censorship due to their depen-
dence on revenue from drug firm advertising.

Government officials tolerate industry funding that
compromises professional medical activities in part to
avoid both battling pharma and organized medicine to
stop the practice and in part to avoid publicly funding
these activities. They hope to limit the negative effects
of industry funding. However, banning kickbacks
while allowing industry funding does not end physi-
cian dependence that compromises their practice; it
merely shifts the mechanisms used to influence phy-
sicians. It solidifies a form of institutional corruption
that resists reform.

We need to create an alternative to the pharmaceu-
tical industry having financial control over profes-
sional activities. Public policy should tax commercial
interests and insurers to support professional activi-
ties. A government agency should distribute these
funds either directly, or through a government-spon-
sored independent entity. Legislation should prohibit
all industry gifts and financial support — including

Indeed, the industry’s profitability depends on public
financing, legal protection and regulation. Laws that
create patents, marketing exclusivity, and other poli-
cies nurture the industry. The government pays much
of the cost of purchasing drugs through public insur-
ance programs, and it subsidizes drug purchasing
through private insurance. Favorable tax treatment
also subsidizes drug development and other drug firm
expenses. Federal and state governments also fund
a large share of biomedical research upon which the
industry relies to develop products.

Because public policy plays such an important role
in the pharmaceutical industry, the public has leverage
to end our corrupting dependence on pharmaceutical
companies and reform the pharmaceutical industry.
Since public funds pay to purchase drugs and subsi-
dize industry expenses, public policy can require that
the industry designate some of its revenue to pro-
mote drug safety and other specified purposes. Public
policy thus has the tools to reform the pharmaceuti-
cal industry and pharmaceutical policy. Marshaling
those resources, of course, presents a major political
challenge.

The details of the reforms suggested in this article
need to be worked out, the proposals have limitations,
and there certainly are alternative ways to reduce
improper dependency on pharmaceutical firms. My
aim has been to outline an agenda to eliminate insti-
tutional corruption in pharmaceutical policy and the
pharmaceutical industry and to stimulate thinking
about strategies for reform.
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