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INTRODUCTION

For at least the last quarter century, universities and other non-profit organizations have had
increasing ties to corporate partners and sponsors.” Usually the motives are financial: corporate
wealth offers a new source of much needed funds to underwrite research, educational programs, new
buildings, and other worthwhile academic initiatives. In some cases, particularly, perhaps, in
biotechnology, pharmaceutical companies bring needed expertise in medicinal and combinatorial
chemistry, advanced (and expensive) technology, high throughput screening, and large-scale clinical
trials. Our great research universities seek new ways to generate income from research discoveries
(e.g. patents) and targeted educational programs (e.g. continuing medical education). Similarly, other
non-profit organizations now aggressively market materials they have developed, often specifically for
healthcare providers, patients, families, other caregivers, schools and camps. In other words, all of
the traditional non-profits are becoming adept at for-profit ventures to further their goals and interests.
But can such expanded efforts to make money - always, of course, for laudatory purposes - be done
without risk to the core mission of the institution?

In this colloquium, the focus is on the educational mission of health-related non-profit
organizations: universities, hospitals, and professional societies. Some of the key questions are
these:

1) To what extent does the goal of increasing revenue constitute a conflict of interest with the
organization’s basic purpose?

2) Can the inevitable tension between two very different goals — epitomized by the need of
corporate entities to offer a satisfactory return on investment to share-holders on the one hand,
and a university’s primary purpose to generate and transmit knowledge on the other — be
successfully managed to the equal benefit of both?

3) How well are traditional sponsors of medical education doing to ensure that traditional values
are preserved and their presentations and materials are free of commercial bias?

4) Are current guidelines working?

5) What lessons have we learned from past experience that can improve corporate-sponsored
educational offerings in the future?



CONTINUING MEDICAL EDUCATION - BACKGROUND

Medical schools have a long history of offering continuing education to physicians to keep
them abreast of developments in their fields. More recently, professional societies have become
major players in CME. For about 40 years, but especially in the last 25, pharmaceutical companies
have worked with medical school faculty members to produce attractive CME programs of high
educational value. But the last decade has seen trends that, albeit evident years earlier, have
become more a cause of concern than ever before: corporate sponsorship is corrupting the basic
educational function of such programs and transforming many of them into promotional campaigns for
particular products. Factors accelerating this transformation include a host of corporate mergers,
disappearance from the new multicorporate entities of the dedicated group of professionals who had
been committed to CME, an increasing emphasis on demonstrating a direct link between a particular
type of educational activity and enhancement of the corporate interest (e.g. an increase in the number
of prescriptions written for a given drug), and the sheer amount of money involved.

This is not to say that corporate sponsored programs are necessarily biased in blatant ways, or
that a company’s product is explicitly promoted. More often, the slant may be not by what is put in,
but by what is left out (e.g. alternatives to drug therapies, other classes of drugs). There are often
discrepancies in ambience and creature comforts when company-assisted programs are compared to
those organized exclusively by a university or hospital. Small, focused programs are less likely to be
subsidized than ones that can assure larger audiences. Honoraria made possible by corporate
support leave humble university sums in the dust. Other perks (meals, travel for speakers, hotel
choices) add additional luster to courses that have the support of a pharmaceutical company.
Physicians, of course, deny that such considerations have any effect on their treatment
recommendations to patients. Reference is often made to the many reasons they are able to make
appropriate judgments despite any drug company bias in CME programs.’'"?" But is it credible that
pharmaceutical companies would spend the billions of dollars that they do each year if there weren’t
some relationship between those expenditures and drug sales? After all, prescription drugs make up
the fastest rising single component of total health costs in the US. There is some evidence to show
that physicians who meet regularly with sales personnel or who attend corporate-sponsored meetings
tend to prescribe increased amounts of that company’s products.*® However, just the association
between a drug company (or other corporate sponsor) and a prestigious university or professional
society may be viewed as a sufficiently desirable link and benefit to the bottom line that the company
will forgo any attempt to influence the choice of faculty members or course content. Such
arrangements can be viewed as part of the marketing effort, and the question that then arises is, “Is
commercial advertising appropriate to instruction that should be as objective as possible and
motivated solely by the desire to impart knowledge and improve the quality of medical practice?”

Several surveys have shown that industry sponsorship of CME programs continues to grow,
and that physicians want even more. The Hunter Postgraduate Medical Institute, an independent
CME provider affiliated with the Royal Newcastle Hospital in Newcastle, Australia, conducted a
survey of 317 rural and urban physicians.® Among general practitioners and psychiatrists, 62% and
71%, respectively, attended at least three pharmaceutical company sponsored meetings each year.
Such meetings were judged to be of good to excellent quality by 80% or more of the surveyed
participants. Topics and speakers were judged the most important reasons for attending. Among
participating physicians, 80% - 90% favored an even greater role for industry-sponsored CME, and
the authors argued that independent CME providers were one way to separate CME events from
pharmaceutical company sponsors. The problem, of course, is that the “independent” CME providers
may themselves become captives of the industry (see further on). In the US, the pharmaceutical



industry provides a considerable portion - more than half - of the several billion dollars spent on CME
annually. One-third of US medical schools that provide CME received more than 40% of their CME
income from the pharmaceutical industry.’ Medical education and communication companies
(MECCs), for-profit groups that supply educational programs to hospitals, physician groups and
professional societies, are increasing in number. Many of them are accredited by the ACCME, and
some are being acquired by the large advertising agencies that contract with pharmaceutical
companies.** MECCs market their services mainly to drug companies and thus act as a filter for
corporate sponsors. There can be little doubt, however, that they are de facto agents of the
pharmaceutical industry,'®>® although this view is, not surprisingly, strongly disputed by the MECCs
themselves.?

The industry is proud of its participation in CME and views it as a manifestation of the mutual
interest it has with physicians “to ensure that patients receive the most up-to-date and appropriate
care.”! It also cites its support as “crucial” because of the “increasingly uncertain” funding available
from other sources. Companies see their interactions with a CME provider as mutually beneficial
collaborations. Proctor & Gamble Pharmaceuticals, like other drug companies, has “a nationwide
network of medical educational specialists who are trained to assist CME providers on request with
development of learning objectives, preparation of visual aids, and evaluation of an activity’s

effectiveness...”"’
CONTINUING MEDICAL EDUCATION — GUIDELINES FOR CORPORATE SPONSORSHIP

In recent years a number of guidelines have been developed, or are in the process of being
developed, to ensure that there is a firm firewall between commercial sponsors of CME and the
educational content of CME programs. The main objective of such guidelines is to guarantee the
independence of CME activities and to assure meaningful disclosure. Among the existing or
proposed guidelines are the PhRMA Code on Interactions with Healthcare Professionals, * the 2003
draft of new ACCME Standards for Commercial Support (projected to be in place by 2005 or 2006),2
the AMA’s policies on Gifts to Physicians from Industry (E-8.061)* and Continuing Medical Education
(E-9.011),°> and the American Academy of Neurology’s Code of Professional Conduct.® Dr. Sandra
Olson, President of the AAN, has appointed a task force to review all existing guidelines that relate to
the Academy’s interactions with the pharmaceutical industry and make recommendations for any
changes judged to be necessary. Dr. Michael Williams, Chair of the Ethics, Law and Humanities
Committee, will head the Task Force. In addition, there are relevant federal guidelines, including the
Compliance Program Guidance for Pharmaceutical Manufacturers issued by the Office of the
Inspector General®', and the guidelines issued jointly by the Department of Health and Human
Services and the FDA for “Industry-supported scientific and Educational Activities.”?

The PhRMA Code on Interactions with Healthcare Professionals is a welcome addition, as it
represents a commitment by the pharmaceutical industry to a standard of conduct that emphasizes
appropriate professionalism and a commitment to educational integrity. There is concern, however,
that some of the wording is vague and open to a considerable degree of interpretation. For example,
in connection with educational presentations, “occasional meals...may be offered so long as they: (a)
are modest as judged by local standards; and (b) occur in a venue and manner conducive to
informational communication and provide scientific or educational value.”* There are two potential
problems. First “modest,” like so much else, is in the eye of the beholder, as is a phrase like “...in a
manner conducive to...” Second, how will such policies be enforced? As yet there is little
information about the impact of the PhRMA guidelines. Grand and Volpp'® carried out a retrospective
study of events for internal medicine house staff at the University of Pennsylvania that were



sponsored by pharmaceutical companies during a six-month period after introduction of the PhRMA
guidelines. There were 27 events advertised to housestaff, 26 of which included dinner; one was a
happy hour at a cigar bar. The average price per meal was $42.08, a figure that was significantly
higher than the Philadelphia average restaurant dinner of $29.65. All but five of the dinners were
held at restaurants that the Zagat Survey classified as expensive or very expensive, and known to be
among the best in Philadelphia. My own impression, based on observations at two New York
medical centers, is that in terms of dinners, not much has yet changed.

Relman® has strongly endorsed the proposed new ACCME Standards. Although he would
prefer flat out prohibitions against MECCs, input from other commercial interests, and speakers who
receive fees directly from pharmaceutical companies for other services (e.g. consulting) rather than
the “halfway measures” contained in the draft Standards, he is very supportive of the reforms that
should result if the Standards are adopted without significant change. In contrast, the Washington
Legal Foundation (WLF) has written a highly critical commentary urging that the new proposals be
withdrawn because they are “unnecessary” and “possibly illegal.”®® The WLF is particularly opposed
to limitations on speakers who receive funding from the commercial sponsors: “...virtually all of the
top speakers on medical topics are employed in some capacity by one or more of the country’s
pharmaceutical companies.” (While this may be an overstatement, it is, nonetheless, becoming hard
to find senior medical investigators or educators without some ties to the drug industry.?) The writers
go on to say that “...it is difficult to understand how...CME providers will be able to locate speakers
knowledgeable regarding the latest compounds in development, except among those medical
professionals being compensated by the company that is financing the development” and that the
new ACCME Standards would have a “chilling effect on truthful speech.”® The WLF’s position
concludes with an implicit threat of legal action based on First Amendment concerns. Relman’s
critical commentary on the WLF position is worth reading in its own right.*

CONTINUING MEDICAL EDUCATION — SOME QUESTIONS

1. Are attending physicians less susceptible to corporate influence as it affects their drug prescribing
practices and other management decisions compared to housestaff?

Although there are few direct comparisons, the answer is almost certainly no. After all, it is the
attending physicians, not residents, who write the bulk of the brand name prescriptions, serve as role
models for housestaff, advise patients, and make key decisions regarding the role of drugs vs. other
types of therapies. Not surprisingly, then, product representatives spend considerable time in
physicians’ offices and having other interactions with attendings. In a survey of 240 faculty internists
and 137 housestaff at seven Midwest teaching hospitals, there was a clear correlation between
contacts with pharmaceutical representatives and changes in choice of drugs.?® Predictors of faculty
requests to add drugs to the hospital formulary were conversations with pharmaceutical
representatives and free meals. Orlowski and Wateska>? studied the effect of pharmaceutical
inducements (trips to popular vacation sites to attend educational symposia) on the prescribing
patterns of participating physicians. Although the majority of the physicians believed that participating
in these symposia would not influence their choice of drugs, the usage of two drugs increased
approximately three-fold in the 17 months following the meeting. This is hardly reassuring that post-
graduate physicians are less influenced by corporate influences on CME. Chren and Landefeld’’
studied 40 physicians who requested a formulary addition and compared their interactions with drug
companies to a control group who had not made such requests. Physicians requesting that drugs be
added to the formulary had more interactions with drug company representatives and were more
likely to have attended industry-sponsored educational symposia or participated in pharmaceutical



clinical research. Furthermore, the formulary additions were products made by the companies whose
representatives were involved in the meetings with physicians. Wazana®® attempted to identify and
measure the relationship between physicians and pharmaceutical representatives in terms of
physician attitudes and behavior. CME programs that were sponsored by industry preferentially
highlighted the sponsor’s drugs compared to CME programs that did not have corporate assistance.
Meetings with pharmaceutical representatives and attending sponsored CME activities, especially
when funding was available to cover travel and lodging expenses, were associated with increased
numbers of prescriptions written for the sponsor’s drug(s). Finally, McKinney and colleagues?®
surveyed 575 physicians at seven hospitals affiliated with three academic internal medicine training
programs. Although residents and faculty both had “somewhat negative attitudes” toward drug
company detail personnel, residents were more likely than faculty to perceive contacts with
pharmaceutical representatives as having potential influences on physician decisions. Interestingly,
only 10% of the physicians thought that they had had adequate training regarding professional
interactions with drug company salespersons.

2. Are disclosures of industry support and enforcement of disclosure policies adequate at CME
programs?

Based on my experience at the AAN, the disclosure policy at the annual courses is both
adequate and appropriate. Although similar disclosure policies exist for the AAN’s scientific sessions,
they have only been emphasized relatively recently, and enforcement remains a challenge. Unlike
education courses, in which each faculty member’s disclosures are provided in writing, either in the
syllabus (preferred method) or handed out at the beginning of the program, scientific presentations
depend on spoken or projected disclosure. Although the majority of presenters are in compliance,
there are still instances where no disclosure is made. So far, few session chairs have been willing to
stop a presentation and insist on the required disclosure information before proceeding. Worse, and
much harder to detect, has been incomplete information. In some cases, for example, | have been
aware, from personal knowledge, of potential conflicts that are not acknowledged (e.g. a
pharmaceutical company’s speakers’ bureau, corporate consulting activities). In addition, it is my
perception that many in audiences today view disclosure information as a necessary commercial that
must be endured before the program of interest can begin. Until recently, this inattention would be
compounded in scientific sessions (and sometimes in education courses as well), when research data
were presented without disclosing that the investigators neither participated in the study design nor
had access to primary data. In general, it is not so much that policies are lacking or deficient as they
may not be taken with sufficient seriousness, or that the information provided in the disclosure is not
used critically to evaluate the information transmitted in the presentation.

3. Is industry support of CME necessary?

Industry spokespersons frequently argue that commercial support is necessary if providers are
to continue offering CME as widely as they do today. This argument is buttressed by the sheer
amount of money provided by commercial sponsors, which accounted for 60% of the total support of
CME in 2001 according to the Wall Street Journal."® The answer is clearly no, but there is an
important qualification. It is commonly said that attendees of CME courses, especially those outside
their own institution, expect certain amenities: elaborate syllabi and Powerpoint presentations, well-
supplied coffee breaks and lavish lunches (or dinners), and often takeaway mementos. Faculty
members expect free registration and an honorarium, at a minimum. At many meetings, full coverage
of travel and lodging expenses, as well as at least one dinner at a fine restaurant, are routine. There
is clearly a sense of entittement among some of our colleagues, and this acculturation is transmitted



to their trainees, undoubtedly influencing future professional behavior.?> Absent industry support,
CME would have to become much leaner, and meeting registration fees would likely rise somewhat
for attendees. On the other hand, the overall cost to the organization might be lower.?® The issue,
then, would be not if it’s possible, but if the consequences are tolerable to the profession and if there
is a will to make it happen.

4. Should the type of CME program define the type of corporate assistance?

| think that the answer to this question should be yes, and this is especially important for
courses sponsored by universities and major professional societies. Single corporate sponsors
should be avoided if the program is a designed to review an area of treatment related to the sponsor’s
product. For example, there is an inherent conflict of interest if Serrono or Biogen is the sole sponsor
of a course on “The role of interferons in the early treatment of relapsing MS,” or if GlaxoSmithKline
or Pharmacia is the sole supporter of a course on “Dopamine receptor agonists vs. levodopa in the
early treatment of Parkinson disease.” On the other hand, a single pharmaceutical company might
appropriately provide funding for a course that reviews a topic broadly (“Pathogenesis and treatment
of temporal lobe epilepsy in the 21% century”). Having several sponsors of competing products will
reduce the influence of any one. For instance, a course on “Contemporary treatment of migraine”
could be attractive to GlaxoSmithKline (sumatriptan), Allergan (botulinum toxin), Abbott (valproate),
Ortho-McNeil (topiramate), and Wyeth (propranolol). Several sponsors reduce the appearance of
marketing. To work with only one, however, cheapens the value of the course even if the content is
unchanged.

CONTINUING MEDICAL EDUCATION — CONCLUSIONS

Industry involvement in continuing medical education has reached a level that should be of
great concern to the medical profession. The understandable desire by academic departments,
medical schools and their parent universities, hospitals, and professional societies to increase
revenues has resulted in partnerships with pharmaceutical and other corporate sponsors that are all
too often inappropriate. Although the development by interested parties of stronger guidelines to
assure proper disclosure and independence of educational content is welcome, the policies do not go
far enough in delineating unambiguously clear boundaries between product promotion and
professional education and in avoiding conflicts of interest (and the most important of these, ACCME
Standards, may be seriously weakened before they are even adopted).**** Pharmaceutical
companies have a responsibility to their shareholders to produce the best return on investment that is
possible within ethical and legal limits. This is not (or should not be) the goal of physicians, whose
obligations are to their patients and their profession. There is thus an inherent and serious conflict
when education becomes linked to corporate interests, and this conflict, in my view, undermines the
integrity and credibility of much of the CME enterprise today. Physicians attending such events, and
the academics who organize and run them (and who themselves are often very illustrious), repeatedly
deny any corporate influence, despite evidence (and common sense) to the contrary. Corporate gifts,
whether in the form of meals or payments of various kinds, cannot help but obligate physicians to the
donors.?** Ultimately it is our patients who pay for these relationships, through both ever growing
expenditures for drugs and suboptimal — even irrational — prescribing practices.??*?*?° |nterposing
medical education and communication companies may disguise the magnitude of the problem, but
they don’t solve it. They are, in fact, a significant part of the entanglement.

The intertwining of doctors, CME and corporate sponsors has become so complex that it may
be difficulty to unravel. Manifestations are so ubiquitous and commonplace within medicine today



that relationships between pharmaceutical companies and the medical profession (doctors, medical
schools, hospitals) are familiar and viewed as routine, although patients and their families are
troubled,"” and some aspects may be illegal®® (consider the STEPS trial for gabapentin and other
similar initiatives). Some CME programs seem little more than opportunities for speakers paid by
drug companies to talk about the sponsors’ products. Consider these other examples of CME
entanglements; some are more clearly promotional than others, but all present problems:

- Speakers’ bureaus

- Company advisory boards

- Subsidizations and payments for training as consultants

- Corporate advertising of the CME event

- Free meals

- Unrestricted interactions between pharmaceutical company representatives and physician
attendees at CME programs

- Educational enhancements such as textbooks, software, and various electronic aids

- Travel fellowships for residents and post-residency clinical fellows

- Involvement with development of clinical guidelines

- Ghostwriting educational materials

- Journal supplements sponsored by pharmaceutical or device companies

- Corporate sponsorship of clinical trials

- Assisting patient groups

- Disseminating reprints showing efficacy of a sponsor’s product

When [ think back over the last 30 years, | realize how much the pharmaceutical presence has
grown and how pervasive it has become within our profession. | find it troubling that it has, in fact,
become so familiar that many of my colleagues seem to find nothing wrong with it, maintaining that
there are many benefits that would not otherwise be available, and that they are not influenced by the
relationships. | am most critical of my fellow academics who offer credibility to sponsored CME
programs and other corporate-funded events in return for often hefty fees.

What can be done to take back what we have lost as a profession? Here are some personal
thoughts, but they are similar to others (e.g. see Moynihan®).

1) Recognize and accept that there is a problem

2) Continue supporting development of unambiguous tough guidelines that restrict and codify
interactions between physicians and pharmaceutical representatives and the role corporate
sponsors may have in CME. This needs to occur not only through national organizations such
as the ACCME, AMA and professional societies, but at every hospital and medical school.

3) CME programs should be organized directly by universities and professional societies, not by
medical education and communication companies.

4) CME programs should be sponsored only by universities or professional societies, not by
entities having direct relationships to pharmaceutical companies

5) If corporate funding is used for CME programs, it should only be through unrestricted grants to
universities or professional societies that have clear conflict of interest policies to assure
independence of program content and appropriate disclosure

6) Eliminate direct payment of honoraria to CME participants by pharmaceutical companies or
MECCs.

7) Pronhibit university physician faculty members from serving on speaker bureaus or as
“consultants” paid directly by pharmaceutical or device companies. Legitimate consulting



arrangements should be negotiated through the university, not directly with the physician, and
payment should be to the university.
8) Prohibit free meals and other gifts for physicians by drug and device companies.
9) Restrict corporate-sponsored journal supplements.
10)Strengthen ethics and conflict of interest training for medical students, residents and fellows.
11)Universities and hospitals should consider making CME subsidies a standard fringe benefit.

Medicine must not become either a hostage to, or a subsidiary of, pharmaceutical companies
or other corporate interests. We must reclaim our integrity as a profession and the trust of our
patients and their families by truly putting their interests first. Restructuring CME in the United States
is a good way to begin.

In closing, let me note that | am pleased that the American Academy of Neurology has been a
model of a professional society that has maintained total and independent control of its educational
programs. While the AAN accepts unrestricted educational grants from corporate sponsors for these,
no pharmaceutical or device company has any influence, direct or indirect, on the choice of topics,
selection of course directors, or curriculum content. As a result, the AAN’s educational programs are
of high quality and of great value. The organization is continually re-evaluating the corporate
presence in its annual and regional meetings, and we need to tighten disclosure and, perhaps, have
stricter guidelines for reviewing corporate relationships of faculty members and, especially, course
directors. These and other aspects of the Academy’s relationships with industry are currently being
re-evaluated.
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