Using Research, Professional Opinions, and Organizational Practices to Help Validate ACCME’s
Standards for Commercial Support: A Teaching Tool

The ACCME recognizes that an important component of recognized state medical societies and
accredited providers’ educational efforts with staff and physician volunteers on new Elements within
the ACCME'’s Standards for Commercial Support will be the validity of these requirements. This
reference list was developed to offer research, professional opinions, and organizational practices that
support face validity of ACCME’s Standards for Commercial Support and concurrent validity of
ACCME’s approach to resolving conflicts of interest.

Commercial Bias in CME Activities

“When commercial interests’ contribute funds and services for the development of CME activities, it is
considered commercial support. Commercial support has significantly enhanced the ability of the CME
enterprise to fulfill its purpose. However, commercial support has the potential to introduce commercial
bias that threatens the integrity of the CME enterprise. When individuals have financial relationships with
commercial interests and are in a position to control the content of CME, there is also the potential for
commercial bias. The Accreditation Council for Continuing Medical Education (ACCME) believes that
CME must be free of the control of commercial interests. The ACCME believes that this independence
from commercial interests will help ensure that CME is free of commercial bias” (Excerpted from
Preamble to ACCME’s Updated Standards for Commercial Support, September 2004,).

Issue #1:

Why is it necessary to have requirements to guard against commercial bias in CME Activities...
aren’t physicians able to detect and guard against commercial bias themselves?

Research has shown that while physicians do not believe their behavior can be modified by interactions

with commercial interests, these interactions actually DO change physician performance in favor of the

commercial interest. These interactions include attendance at conferences.
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Issue #2:

Is commercial support of CME activities really threatening the integrity of the CME enterprise?

Published commentary from physicians and news reports indicate that elements of the medical profession
and the public are concerned about industry’s support of the medical profession and physicians’
educational pursuits.
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Issue #3:

For the past 12 years, accredited organizations have been disclosing financial relationships
between teachers and commercial interests to physician learners before an activity begins. Who
has said disclosure isn’t enough? Why does the disclosure practice in CME need to change to
“resolve conflicts of interest”? Is the ACCME asking teachers in CME to go above and beyond
what other parts of the medical profession ask of physicians?

ACCME'’s updated Standards underscore continued voluntary self-requlation by the CME community. The
ACCME recognized the importance of responding to concerns from the elements of the public and the
profession. At the same time, there was a need to update the Standards for Commercial Support to keep
up with today’s legal and regulatory environment that includes litigation under the anti-kickback and false
claims statues and investigations by the Office of the Inspector General. In this environment, it was critical
for the CME community to make explicit its commitment to improvements or quality in healthcare and not
specific proprietary business interests. “Resolving Conflicts of Interest,” in conjunction with disclosure to
the physician learners, serves as a mechanism to ensure public trust in the validity of CME.

The ACCME'’s expectation that conflicts of interest in CME activities be managed is consistent with other
components of medicine such as research and publishing. A number of academic institutions and
physician membership organizations have developed their own policies on resolving conflicts of interest.
In this sense, CME practices to manage conflicts of interest support the medical field’s move to respond
to concerns over commercial influence in the profession.
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SELECTED ABSTRACTS:

Physicians' behavior and their interactions with drug companies. A controlled study of physicians who requested additions to
a hospital drug formulary.

Chren MM, Landefeld CS.
Department of Dermatology, Cleveland (Ohio) Veterans Affairs Medical Center, University Hospitals of Cleveland 44106.

OBJECTIVE--It is controversial whether physicians' interactions with drug companies affect their behavior. To test the null
hypothesis, that such interactions are not associated with physician behavior, we studied one behavior: requesting that a
drug be added to a hospital formulary. DESIGN--Nested case-control study. SETTING--University hospital. PARTICIPANTS--
Full-time attending physicians. Case physicians were all 40 physicians who requested a formulary addition from January
1989 through October 1990. Control physicians were 80 randomly selected physicians who had not made requests. MAIN
EXPOSURE MEASURE--Physician interactions with drug companies, as determined by survey of physicians (response rate,
88% [105/120]). RESULTS--Physicians who had requested that drugs be added to the formulary interacted with drug
companies more often than other physicians; for example, they were more likely to have accepted money from companies to
attend or speak at educational symposia or to perform research (odds ratio [OR], 5.1; 95% confidence interval [CI], 2.0 to
13.2). Furthermore, physicians were more likely than other physicians to have requested that drugs manufactured by specific
companies be added to the formulary if they had met with pharmaceutical representatives from those companies (OR, 13.2;
95% Cl, 4.8 to 36.3) or had accepted money from those companies (OR, 19.2; 95% Cl, 2.3 to 156.9). These associations
were consistent in multivariable analyses controlling for potentially confounding factors. Moreover, physicians were more
likely to have requested formulary additions made by the companies whose pharmaceutical representatives they had met
(OR, 4.9; 95% Cl, 3.2 to 7.4) or from whom they had accepted money (OR, 1.7; 95% CI, 1.0 to 2.7) than they were to have
requested drugs made by other companies. CONCLUSION--Requests by physicians that drugs be added to a hospital
formulary were strongly and specifically associated with the physicians' interactions with the companies manufacturing the
drugs.
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Of principles and pens: attitudes and practices of medicine housestaff toward pharmaceutical industry promotions.
Steinman MA, Shlipak MG, McPhee SJ.

VA National Quality Scholars Program, San Francisco Veterans Affairs Medical Center, California, USA.
mstein@itsa.ucsf.edu

PURPOSE: Little is known about the factors that influence housestaff attitudes toward pharmaceutical industry promotions or,
how such attitudes correlate with physician behaviors. We studied these attitudes and practices among internal medicine
housestaff. SUBJECTS AND METHODS: Confidential surveys about attitudes and behaviors toward industry gifts were
distributed to 1st- and 2nd-year residents at a university-based internal medicine residency program. RESULTS: Ninety
percent of the residents (105 of 117) completed the survey. A majority of respondents considered seven of nine types of
promotions appropriate. Residents judged the appropriateness of promotions on the basis of their cost (median percentage of
items considered appropriate 100% for inexpensive items vs. 60% for expensive ones) more than on the basis of their
educational value (80% for educational items vs.75% for noneducational ones; P < .001 for comparison of appropriateness
based on cost vs. educational value). Behaviors were often inconsistent with attitudes; every resident who considered
conference lunches (n = 13) and pens (n = 18) inappropriate had accepted these gifts. Most respondents (61%)stated that
industry promotions and contacts did not influence their own prescribing, but only 16% believed other physicians were
similarly unaffected (P< .0001). Nonetheless, more than two thirds of residents agreed that it is appropriate for a medical
institution to have rules on industry interactions with residents and faculty. CONCLUSIONS: Residents hold generally positive
attitudes toward gifts from industry, believe they are not influenced by them, and report behaviors that are often inconsistent
with their attitudes. Thoughtful education and policy programs may help residents learn to critically appraise these gifts.

McKinney WP, Schiedermayer DL, Lurie N, Simpson DE, Goodman JL, Rich EC.
Division of General Internal Medicine, Medical College of Wisconsin, Milwaukee.

We surveyed faculty and residents from seven hospitals affiliated with three academic internal medicine training programs
about their perceptions of the informational and service benefits vs the risks of ethical compromise involved in interactions
with pharmaceutical sales representatives. Questionnaires were returned by 467 (81%) of 575 physicians surveyed.
Residents and faculty generally had somewhat negative attitudes toward the educational and informational value of detailing
activities at their institutions but indicated that representatives supported important conferences and speakers. Residents
were more likely than faculty to perceive contacts with sales representatives as potentially influencing physician decision
making. Sixty-seven percent of faculty and 77% of residents indicated that physicians could be compromised by accepting
gifts. More than half of the physicians who suggested that such compromise was possible indicated that acceptance of gifts
worth more than +100 from drug companies would be likely to compromise a physician's independence and objectivity. A
majority of both faculty and house staff favored eliminating presentations by pharmaceutical representatives at their hospitals.
Only 10% thought they had had sufficient training during medical school and residency regarding professional interaction with
sales representatives.
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The effects of pharmaceutical firm enticements on physician prescribing patterns. There's no such thing as a free lunch.
Orlowski JP, Wateska L.
Department of Pediatrics, Cleveland Clinic Foundation 44195.

We examined the impact on physician prescribing patterns of pharmaceutical firms offering all-expenses-paid trips to popular
sunbelt vacation sites to attend symposia sponsored by a pharmaceutical company. The impact was assessed by tracking
the pharmacy inventory usage reports for two drugs before and after the symposia. Both drugs were available only as
intravenous preparations and could be used only on hospitalized patients. The usage patterns were tracked for 22 months
preceding each symposium and for 17 months after each symposium. Ten physicians invited to each symposium were
interviewed about the likelihood that such an enticement would affect their prescribing patterns. A significant increase in the
prescribing pattern of both drugs occurred following the symposia. The usage of drug A increased from a mean of 81 +/- 44
units before the symposium to a mean of 272 +/- 117 after the symposium (p less than 0.001). The usage of drug B changed
from 34 +/- 30 units before the symposium to 87 +/- 24 units (p less than 0.001) after the symposium. These changed
prescribing patterns were also significantly different from the national usage patterns of the two drugs by hospitals with more
than 500 beds and major medical centers over the same period of time. These alterations in prescribing patterns occurred
even though the majority of physicians who attended the symposia believed that such enticements would not alter their
prescribing patterns.
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