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The American Medical Association Council on Judicial and Ethical Affairs (CEJA) Report 1-A-
11 entitled “Financial Relationships with Industry in Continuing Medical Education” is CEJA’s
fifth attempt to ask individual physicians and institutions of medicine to reject industry funding

to support professional educational activities.

The Association of Clinical Researchers and Educators (ACRE) is an organization of physicians
and colleagues engaged in promoting excellence in medical service, education, and innovation.
Our members have records of achievement in these endeavors.

We affirm CEJA’s dedication to excellence in medical education, clinical research and patient
care. However, ACRE disagrees with, cannot support, and indeed, emphatically rejects the self-
defeating, misguided, harmful strategy CEJA repeatedly has recommended to the AMA House of
Delegates (HOD). CEJA’s continued use of a framing bias that is defined by “conflicts of
interest”—whether real, potential or imagined—and their fixation on subjective, ill-defined
“perceptions,” cannot advance the goals that unite the house of medicine, namely,
professionalism, excellence and a commitment to base policy on objective evidence. Therefore,
ACRE recommends that the House of Delegates reject CEJA Report 1-A-11 and its
recommendations for the following reasons:

e Physicians overwhelmingly value industry grants to support CME and attendees
overwhelmingly assert that commercially supported CME programs provide up-to-date,
timely, useful, and reliable information about medications to treat particular conditions,
and knowledge or skills helpful in their practice

e CME is already highly regulated to prevent undue influence from any sponsor
e CME already has in place adequate provisions for transparency and independence

e Three very large studies conclusively show there is little perception of bias in CME by
participants in CME events

e Commercially supported CME has been documented to improve outcomes in a number of
subjects including COPD, Hypertension, ICU patients, Sepsis, and hospital acquired
infections

e A large number of professional organizations and specialty groups find value in
commercially supported CME

e CME is critical to educating doctors about new drugs and treatments

e The report relies on references and research that do not differentiate CME and
commercial education
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e The report too vaguely describes under what circumstances commercial support of CME
would be acceptable by using the term “significantly undermine”

e Attempts to change CME to a system similar to continuing legal education (CLE) are
unrealistic because (1) the volume of information in medicine is vastly greater than law,
(2) changes to practice in medicine occur at a much faster rate than law, and (3) mistakes
in medicine can lead to death, whereas mistakes in law can be corrected through other,
less life threatening processes

e Reducing resources in CME will result in less education of physicians

e With the adoption of Health Care Reform and the subsequent addition of 30 million new
patients to the healthcare system, additional financial resources will be needed to educate
a greater number of physicians and other healthcare providers not less

o0 CME plays a vital role in promoting evidence-based medicine (EBM)
o Failure to adopt EBM is estimated to cost hundreds of millions of dollars

0 CME is also the best means of disseminating comparative effectiveness research,
the cornerstone of any sensible health policy

e The best evidence of the perceived value of CME events is that doctors attend
voluntarily, giving up Saturdays or evenings to do so

e Passage of the Physician Payment Sunshine Provisions in Health Care Reform eliminates
the need for more detailed disclosure as recommended in the CEJA report

e There is no discussion in the CEJA report of the following issues:
0 The risk to patients because of reduced financial support of CME
0 The effects of their restrictions on rural and inner-city physicians
0 The effects on medical societies
0 The progress made by medical innovation from education
o0 That diversity of funding leads to competition for better CME

o0 That the medical products industry has a social responsibility to
support continually updating physicians in the safe and effective use of
its products
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The funding of CME through commercial support is not an “ethics” matter as CEJA has
repeatedly suggested over the years. Commercial support of CME is about practical access to
high quality health care education. Industry makes life saving treatments, devices, and tools to
help improve the health of people each day. Through research and development, companies are
finding ways to diagnose, treat and prevent serious, chronic, and rare diseases at a faster rate than
ever before. Accordingly, industry support of CME is one of the most effective ways to
distribute this new information, to ensure that healthcare practitioners are aware of the benefits,
risks, and uses of these new tools and treatments. Research has shown that there is little bias in
such programs.

The CEJA report explicitly recognizes that, “relationships between medicine and industry—such
as pharmaceutical, biotechnology, and medical device companies—have driven innovation in
patient care, contributed to the economic well-being of the community, and provided significant
resources for professional education, to the ultimate benefit of patients and the public.” Despite
this recognition, CEJA asserts however that the “interests and obligations of medicine and
industry diverge in important ways.” (l1d.).

How industry’s obligation to support medical education diverges from that of medicine is
unapparent. The opposite holds true: there is convergence of interests and obligations between
industry and medicine, especially considering that the standard of care leads doctors to use the
treatments and tools industry provides to them to improve the health of patients.

CEJA’s report clearly ignores the proven benefits and outcomes that commercially supported
CME have caused in subjects including COPD, Hypertension, ICU patients, Sepsis, and hospital
acquired infections. CEJA’s report is led to a biased conclusion that does not reflect the actual
data currently available on the subject. The list of references in the CEJA report has not been
updated to reflect evidence based research on this subject. It uses similar references from
previous reports to support the bias of the authors. As a result, all CEJA’s report does is state
opinions numerous times, without any evidence or factual support.

Moreover, CEJA ignores recent research that shows both Americans and physicians want
industry-physician collaboration. For example, a recent poll showed that 81 % of Americans
support developing public-private partnerships between government, industry and universities to
maximize resources and expertise in medical innovation and research in the U.S.*

In addition, a recent survey found that 89% of physicians valued industry grants to support CME
because such programs provide knowledge or skills helpful in their practice and information
about medications to treat particular conditions that is up-to-date, timely, useful, and reliable.?
Additionally, a large number of professional organizations and specialty groups find value in
commercially supported CME. These physicians recognize that commercially supported CME is
critical to educating doctors about new drugs and treatments.
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CEJA’s report fails to acknowledge that for over five years, CME has been highly regulated to
prevent undue influence from industry. CME already has in place adequate provisions for
transparency and independence. Accordingly, to ensure that physicians continue to have access
to appropriate, high-quality CME, ACRE recommends that the AMA House of Delegates reject
the CEJA Report 1-A-11.
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Current Regulation of CME

The 2011 CEJA report asserts that, “CME providers, content developers, faculty, and physicians
should strive to avoid financial relationships with industry.” (p. 4, 47-48). However, the report
offers no evidence as to why CME providers should “strive to avoid” such relationships. Despite
its lack of objective reasoning and evidence to support this claim, CEJA recommends a number
of specific measures that CME providers should adopt such as transparency, disclosure and
protecting the independence of educational activities (p. 9, 4-44).

These recommendations however, are obsolete. They fail to realize that the overwhelming
majority of CME providers have been doing what CEJA 1-A-11 recommends for several years
now. As recognized by a 2010 report published by the Global Education Group®, CME
providers have been following 2005 ACCME guidelines and rules regarding commercial support
of CME. Specifically, the 2005 ACCME Standards for Commercial Support requires:

Independence and Resolution of “Conflicts of Interest”

Appropriate Use and Management of Commercial Support Grant Funding
Development of Content and Format without Commercial Bias, and
Disclosures to ensure transparency

O O O O

In addition to these measures, the Global Education Group Crossroads report recognized a
number of other initiatives currently in place that account for exactly the type of
recommendations CEJA proposes, including but not limited to:

o 2006 ACCME Accreditation Criteria 1 through 22 (setting forth requirements to
ensure educational rigor and independence)
o 2006 ACCME Elements addressing appropriate educational Purpose/Mission,
Planning, and Evaluation/Improvement
o 2007 updated definition of “commercial interest” requiring all accredited CME
providers to sever any relationships to pharmaceutical and medical device
marketing/promotion
o 2008 and 2009 policy updates and calls for comment to ensure CME’s
independence from promotional influences
o 2009 ACCME statement to the IOM referencing ACCME Content Validation
Value Statements requiring CME content to:
= Include evidence-based clinical recommendations,
= Rely on research that conforms to generally accepted standards of
experimental design, data collection and analysis, and
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= Meet the definition of CME and avoid patient care recommendations in
which risks outweigh the benefits
= Ongoing ACCME audits of accredited education providers to ensure they
fully comply with all criteria and policies
o 2009 ACCME rapid response measures to identify compliance infractions, place
accredited providers on probation, and work with these organizations to bring
them back into compliance
o 2010 and future ACCME on-site audits of CME activities and Program Activity
Reporting System

In addition to the regulations and changes noted above, CME stakeholders have also reduced and
managed any potential for bias through:

e The National Faculty Education Initiative

e Monitoring and enforcement of Standards for Commercial Support for CME
independence from promotional influence

e The development of separate CME/IME departments within commercial interest
organizations, ensuring CME is managed outside of sales/marketing departments

e ACCME rules prohibiting control over faculty selection and CME content by
potential/current funding organizations, ensuring independence of accredited providers
that develop certified CME

o Dramatic increases in the number of accredited CME providers on probation or working
with the ACCME on progress reports for quality improvement

e Increased transparency of ACCME reporting on accredited provider compliance

e Increased transparency among pharmaceutical and medical device companies regarding
CME grants issued

CEJA 1-A-11 recognizes that the ACCME Standards for Commercial Support “have been
established to address concerns about possible influence in CME.” (p. 4, 8-9). However, they
believe that, “the efficacy of those standards or other processes to address the potential for
industry influence on content or the overall range of CME topics is difficult to determine.” (Id.,
9-10). This comment clearly contradicts CEJA’s own recognition that, “several recent studies
have suggested that the great majority of physicians attending CME activities do not perceive
bias in the content of those activities.” (Id., 11-13).**® Given the large amount of well
established regulations already in place to address CEJA’s concerns, coupled with the results
from these very large studies, it should be clear to CEJA that these standards are in fact working,
and therefore additional regulations from CEJA are unnecessary, repetitive, and burdensome.

Certified CME Has Adequate Transparency, Independence

The 2011 CEJA report recognizes that the ACCME Standards for Commercial Supportinclude
provisions for transparency—i.e., disclosing the existence of a financial relationship. (p. 6, 6-8).
However, CEJA believes that disclosure is not sufficient because it places the burden on learners
themselves to determine how skeptical they should be about possible bias in an educational
activity. (Id. at 8-10). Yet, CEJA cites no evidence to support this assertion, and thus only
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expresses their opinion. Instead, CEJA believes that bias is so hard to detect, that the only way
to eliminate bias is to avoid industry support altogether.
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Such reasoning is misguided because physicians are highly trained, and can easily spot bias.
Physicians know when they are being marketed and when they are being educated because they
deal with both on a regular basis. Accordingly, CEJA’s assertion that disclosure is insufficient
again is contrary to the findings of the three very large studies noted above, which showed that
physicians can detect bias, but did not find any in the CME programs surveyed.

There is Little Bias in Certified CME

The practice of making strong claims regarding alleged CME problems without providing
evidence to support the accusations was widespread in the literature reviewed in the Crossroads
report. For example, “in addition to making specific accusations without evidence, several
articles make inferences about certified CME without citing evidence. These authors often
utilize statements incorporating the words “may” or “might” or “growing concern.” However,
there is strong evidence showing there is no bias in certified CME.

CEJA’s report claims that CME grants from industry lead to bias in educational activities based
on several recent studies. However, the 2008 Cervero and He survey used to back up this
position clearly stated: “there is no evidence to support or refute” speculation that commercial
support produces bias in CME activities. On the other hand, the three very large studies
produced last year, showed substantial data that demonstrate a lack of commercial bias in
industry-sponsored CME. Based on this evidence, CEJA’s comment that physicians “should
aspire to avoid the potential for influence” is misplaced.

Today’s CME professionals have the experience, expertise, and long-term commitment to
manage the challenges posed by an increasingly complex healthcare environment. Additionally,
many stakeholders that comprise the CME enterprise have taken significant steps toward quality
improvement. In addition, CEJA itself recognized that “industry support helps to meet the costs
of CME activities in the face of uncertain funding from other sources and may help make CME
more accessible, especially for physicians in resource-poor communities.” (p. 4, 33-35).

CME programs with commercial support are no different from other CME programs because the
audiences are the same. CME programs are not provided to “naive audiences.”’ Commercially
supported CME programs speak to “physicians who face their own reputational and liability
risks when they prescribe drugs.” In most of these sessions, physician questioning plays a
prominent role, and there is little reason to think that a commercially supported CME program
would push improper risk-making claims given the risk the provider could have of losing its
accreditation or other legal sanctions from the FDA, HHS OIG, or DOJ.

Moreover, CEJA recognized that, “industry engagement and support can be especially helpful in
ensuring affordable CME when educational activities need high cost, sophisticated, rapidly
evolving technology or devices.” (p.3, 3-37). Along with lower costs, CEJA also noted that
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“industry support may encourage greater participation than would otherwise be the case by
providing amenities.” (Id. at 35-40).
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In the end, CEJA’s recommendations deny society the benefits of the knowledge that highly
regarded and well motivated professionals possess. Since 1945, “we have had the benefit of
these collaborations without having seen any sign of the systematic abuse that could justify the
tough bans that have been put into place today.” By continuing to create and uphold intrusive
and unwise policies and injunctions on physician-industry collaboration, such as those
recommended by CEJA, we will only be “throwing sand into the gears of progress at every stage
of the drug production cycle, from basic research through final sale.”

Because there is strong evidence that shows no bias in commercially supported CME, and CEJA
itself recognizes the important value in commercially supported CME, 1-A-11 should be
rejected.

Certified CME Has Proven Benefits, Outcomes

Several recent CME programs supported by industry have shown positive outcomes, underlying
the important role commercial support plays in making patients healthier and giving physicians
the tools and training necessary for medical progress. For example, physicians who attended an
industry-supported educational activity were 50% more likely to provide evidence-based care for
COPD than nonparticipants were.® Another program showed that the patients of physicians who
attended an industry supported educational activity were 52% more likely to receive evidence-
based hypertension care than those seen by health care providers than nonparticipants were.’

Commercially supported CME has also improved patient outcomes in intensive care units at
hospitals,'® and has helped patients with sepsis (the unadjusted hospital mortality decreased from
37% to 30.8% over 2 years).! Industry supported CME programs are also helping physicians
fight hospital acquired infections.* In addition, the results of a recent study showed that “heart
disease patients whose general practitioners participated in an interactive, case-based CME
program had a significantly reduced risk of death over 10 years compared with those whose
doctors didn't receive the education.”*®

As a result, CEJA fails to recognize that removing commercial support from CME will erode the
positive outcomes it produces and could lead to physicians failing to understand and adopt
evidence-based medicine, which is estimated to cost hundreds of millions of dollars.

Professional Organizations and Specialty Groups Support Certified CME
Many specialty groups, such as endocrinologists,' electrophysiologists,™ experts in multiple
myeloma,*® and surgeons,'” have expressed their deep appreciation and firm conviction that

commercially supported CME is crucial to improving patient outcomes and keeping their
education up to date on the latest treatments and breakthroughs.
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For example, the American Association of Clinical Endocrinologists (AACE) recognized that
endocrinologists have a greater responsibility than ever to educate physician colleagues, allied
health professionals, and patients on the most up-to-date treatments and guidelines in
endocrinology. This is in response to the worsening national epidemic of poorly controlled
diabetes and metabolic diseases, the shortage of endocrinologists to treat these conditions, and
the rapid expansion of therapeutic innovations that can improve patient outcomes.
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Specifically, AACE recognized that ongoing education on new medications and devices is
necessary for their safe and effective use, especially in complex diseases like diabetes.
Educational presentations provide the scientific background, the data, and the reasoning to
understand new treatment options and make better use of old ones. AACE acknowledged that
to make this education accessible, it must take place in as many settings as possible, and when
sponsored by industry, it operates under very strict rules of conduct.

In addition, AACE pointed out how new therapeutic options and guidelines to treat disease
require education for safe and effective use and therefore, eliminating sources or stigmatizing
sources of education because they are commercially supported will only result in less informed
health care practitioners. Accordingly, AACE maintained that educational programs, including
those sponsored by industry, must expand the number and types of health professionals who can
effectively treat patients with diabetes and metabolic diseases.

Similarly, 60 oncologists noted that, “evolving institutional and national trends now in the public
domain may seriously curtail the interactions between clinical educators and investigators,
industry, and CME providers.” If such interactions are prohibited or hurt, it “will diminish
clinical investigation and education alike, with a consequent negative effect on patient care.”

Moreover, these experts recognized that commercial support of CME, with independent review
of content for fairness and balance, has resulted in the development and implementation of a
variety of educational events directed toward physicians, patients, and allied health care
personnel, which has improved their understanding of the disease, the benefits and risks of
different treatment strategies, and the existence of additional resources to help in patient care.
Through these educational events, the myeloma experts recognized that the quality of care
delivered to patients with myeloma has improved and that by accelerating deployment of new
therapies, lives have been prolonged and toxicities of treatment decreased.

As a result, CEJA’s report should be rejected because withdrawal of commercial support of
CME would have a negative impact on specialists and physicians specializing in chronic and
severe diseases.

Certified CME is Critical to Educating Doctors about New Drugs, Treatments
When CME providers, academic institutions, and industry are not able to work together,
physicians will lose a valuable source of information and scientific evidence about new

treatments and therapies. CME is necessary because new drugs are complex chemical products
that require a close understanding, and because research and development often involve the
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creation of new products. However, the creation of new products will produce enduring social
gains only if physicians are properly trained and educated about them.
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The producers of pharmaceutical products and medical devices need the ability to collaborate
with CME providers and academic medical institutions to offer objective and independent CME
programs, which follow the ACCME guidelines for commercial support. CME also provides the
function of making sure doctors are aware that new therapies, indications or treatments are
actually on the market.

Moreover, CME must address complications of treatments and therapies. Through collaboration
with industry, CME providers can ensure that the information being discussed at programs
includes FDA labeling information and clinical trial data. CEJA’s report should be rejected
because their recommendations will “stifle the education of new drugs that outperform their
rivals, and their tardy arrival could spell death or serious injury to the people who cannot obtain
the desired relief from existing drugs.”*®

Certified CME and Commercial Education Must be Differentiated

Much of the discussion and analysis of CME studies and reports over the past several years “has
been charged with emotions, peppered with anecdotal information, and plagued by confusion.”*°
Moreover, most reports on CME use a broad category of “education,” which often includes
certified CME activities under the same umbrella as promotional programs that are directly
funded by industry.” In fact, less than 6% of the reports and policy papers examined during the
past five years identified the distinction between certified and promotional activities.  This is
problematic because there is a huge distinction between activities that are directly funded by
industry for promotional purposes and certified CME activities.

Most published reports on “medical education” comingle discussion of CME, GME, and
promotional programs designed to combine promotion with educational data. As a result,
criticism and policy papers addressing industry support of medical schools and teaching hospitals
have little connection to those addressing industry grants to ACCME-accredited providers of
certified CME.

Another instance of this problem happened in the Association of American Medical Colleges
(AAMC) report on “Industry Funding of Medical Education,” which is cited in 1-A-11. The
AAMC developed guidelines that were not directly connected to a discussion of CME, but were
nevertheless included CME in the same report, causing confusion. The report did not
acknowledge that collaboration with industry has proven benefits for medical centers, students,
practicing faculty, and patients. Accordingly, the “confusion between certified CME and non-
CME activities seems partially to result from the fact that many organizations have not managed
CME separately from other activities.”

In reality, most of the cases of unethical or illegal practices involve commercial CME, not

independent, certified CME. Problems caused by lack of disclosure at Emory University and
Stanford were related to direct payments for marketing services or research from industry to
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physicians, not CME grants to accredited providers. Additionally, a recent study found no OIG
settlements that related specifically to certified CME developed between 2005 and 2010.% Asa
result, CEJA 1-A-11should be rejected for including sources that do not differentiate between
commercial education and CME.
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When Commercially Supported CME is “Ethical” or Acceptable

As in past reports, CEJA recognized that it is not always feasible, or necessarily desirable, for
professional education to disengage from industry completely. (p.5, 15-16). For example, when
accessible, high-quality CME cannot reasonably be carried out without support from sources that
have a direct financial interest in physicians’ clinical recommendations, such as activities that
require cadavers or high-cost, sophisticated equipment to train physicians in new procedures or
the use of new technologies. Similarly, in the earliest stage of adoption of a new medical device,
technique, or technology the only individuals truly qualified to train physicians in its use are
often those who developed the innovation.

In some situations, CEJA asserts that, “financial relationships with industry can be ethically
justifiable.” When not accepting support from a commercial source or not permitting
participation by individuals who have financial interests in the educational subject matter would
significantly undermine medicine’s capacity to ensure that physicians have access to
appropriate, high-quality CME, it can be acceptable to permit such support or participation.
(p.5, 17-21).

However, who will be in charge of deciding what would “significantly undermine” medicine’s
capacity? Would a CME provider be responsible for submitting additional forms and having
additional oversight to the AMA or ACCME in order to use industry support or a speaker who
has a potential conflict of interest? Programs supported by industry are often of the highest
quality because of the fact that they have the additional support to provide them with the
resources, tools, experts, and incentive to produce the best quality program. Accordingly, the
CEJA report should be rejected for providing vague terms in describing when financial
relationships are ethical.

CEJA goes on to explain that an individual might be considered “uniquely qualified” when he or
she is the only expert (or one of a few) who has significant knowledge about or experience in
treating a rare disease or was involved in the early development or testing of a new treatment,
device, or technology. The adoption of this definition by CEJA is also problematic because it is
vague and uncertain. Who will decide and under what criteria whether someone is “uniquely
qualified?” How much time would it take to get a CME program approved waiting for CEJA or
ACCME to determine an individual is “uniquely qualified?”

In addition, a “compelling need” for a particular educational activity, according to CEJA, may be
present when a new therapy becomes available to treat a disease present in the local community
for which the new treatment represents a substantial improvement. But what exactly constitutes
a “new treatment” and “substantial improvement?” Ultimately, CEJA’s report must be rejected
because it uses vague and uncertain terms to govern physician-industry CME relationships.
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CME is not CLE
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Frequently, proponents of removing commercial support of CME draw analogies to the legal
profession. However, using this analogy is based on misperception and actually could be
harmful to public health. Physicians, through their membership dues and registration fees paid to
attend medical society meetings, already do help to underwrite the cost of a significant number
of CME programs. Moreover, there are three specific reasons why CLE and CME are not
comparable.

First, the volume of information in medicine is vastly greater than law. More than 400,000
medical journal articles are published each year, making the practice of medicine much more
dynamic than that of law. The sheer volume of new scientific data and changes in medicine
requires as many appropriate avenues for funding certified CME as possible. If commercial
support of CME was to evaporate or be severely restricted, how could our physicians learn about
the findings and results from these 400,000 journal articles? There is not enough time in the day
to read these articles let alone gain an insight into the implications of the results.

Second, the changes to practice in medicine occur at a much faster rate than law. The nature of
medicine involves constant advancement, testing, and application. Medicine features landmark
breakthroughs, such as the discovery and testing of a new therapeutic agent. The legal system is
based on the tradition of stare decisis, or precedent. In short, changes in the law are evolutionary
while changes in medicine often are revolutionary. Patients and society demand that our
physicians receive information instantaneously, and that updates in treatment, diagnosis, and
prevention are disseminated to physicians as soon as practically possible. Commercial support
of CME enables a smooth process to ensure that health care practitioners get the most recent and
up to date advances so that physicians can begin implementing new breakthroughs sooner and
improve patient outcomes before it’s too late.

Finally, mistakes in medicine can lead to death, whereas mistakes in law can be corrected
through other, less life threatening processes. Continuing professional education is necessary for
physicians, partially because a drug used incorrectly is a poison. A failure to diagnose or prevent
a disease or illness can lead to further complications and spreading of the disease. A physician’s
inability to adopt new guidelines or practices can result in thousands of medical issues. When a
lawyer makes a mistake in practice, parties can appeal to a higher court. A physician mistake
with prescriptions or on the operating table can mean serious illness or even death, a situation for
which no appeal process exists.

Accordingly, CEJA’s report should be rejected because it fails to take into account the effect
removing commercial support of CME would have on physicians and the very real and
significant differences between CME and CLE.

Not All Relationships are Equal

CEJA recognizes that “not all relationships with industry are equally problematic.” (p. 6, 27-28).
For example, having once conducted sponsored research or accepted a modest honorarium for
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speaking on behalf of a company would not necessarily create such clear potential for bias as to
preclude an individual with the appropriate expertise from developing content or serving as a
faculty member for a given CME activity. (p. 6, 30-33)

However, CEJA noted that direct or substantial financial relationships have significant potential
to undermine confidence in educational activities, even if they do not actually compromise those
activities. Consequently, CEJA’s report should be rejected because it does not adequately
describe a process for how it will differentiate such relationships or whether it will consider the
differences objectively to ensure that CME programs and education in medicine are not
significantly undermined.

Overregulation of CME Will Hurt Patients, Physician-Industry Collaboration/Innovation

Since the first academic-industry-physician collaboration helped produce insulin over eighty
years ago, American’s have enjoyed a “high standard of living, including their state of health and
the medical discoveries and treatments that have steadily improved it.” This “active partnership
between science and commerce” has created a “wide-ranging and productive exchange of
knowledge and information.” %

The CEJA report quotes Edmund Pellegrino, who said that, “Publicly in his oath and privately in
his encounter with the patient, the physician professes two things—to be competent to help and
to help with the patient’s best interests in mind.” (p.2, 3-5). For the last century, physicians have
worked hand-in-hand with industry to create some of the most revolutionary advances in
medicine and healthcare. Today, it would seem impossible for a physician to be competent in
medicine without the information, tools, treatments, data, and other resources industry provides.
As a result, commercially supported CME is an effective way to disseminate this information to
doctors.

Separation of commercial support from CME “whenever possible” could easily prevent
cooperation and collaboration. CME depends on collaboration to “encourage scientific
interactions that facilitate the cross-pollination of ideas with colleagues. Ultimately, CEJA’s
recommendations should be rejected because they will only degrade the quality of education
physicians receive and delay the provision of lifesaving medicines and treatments, mainly
because such policies were created without carefully weighing the impact of such harms.

Conclusion

ACRE believes that the operation of medical education is, unless proven to create harm, a
practical and not an “ethical” issue. ACRE strongly recommends that the AMA cease to
accommodate the handling of CME as if it were a matter solely of ethics, or a perceived lack
thereof. In addition, ACRE points out that in its repetitive advancement of its ideology, CEJA
has consistently failed to cite a growing literature invoking both evidence and reasoned debate
that contrasts with CEJA’s opinions (see attached).
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Indeed, the repetitive packaging of the same arguments by CEJA is wasting the time of working
physicians, educators, and researchers to refute them. For example, no amount of repetition
could legitimize the persistence of purging and bleeding or obviate their harm.
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Furthermore, the language contained in 1-A-11 contradicts itself throughout the proposal, similar
to the 2010 report. On the one hand, CEJA acknowledges that 1) CME in some cases may not be
feasible without industry support; 2) individuals who develop an innovation are the only ones
truly qualified to train physicians; and 3) commercial support provides access to appropriate,
high-quality CME. Yet they still propose that physicians not use commercial support “whenever
possible.”

This confusion clearly ignores the proposal’s own acknowledgement that “industry support for
CME helps to meet the costs of programs and activities in the face of uncertain funding from
other sources.” Their confusion also contradicts their own recognition that commercial support
of CME reduces costs,” especially for physicians in resource poor communities, it encourages
greater participation than would otherwise be the case by providing amenities,” and ensures
“affordable CME when educational activities need high cost, sophisticated, rapidly evolving
technology or devices.” (p. 4, 33-40).

ACRE believes there is value to physicians, medicine, medical education, and patients from the
working relationship between physicians and industry. There is no conflict in advancing science,
and there is no conflict in providing the education that is required to do so.

By working together with industry colleagues, we can explain to the public that the contributions
of corporations to medicine are, on balance, more beneficial than harmful and that both medicine
and the industries that provide it with its technologies are worthy of public support. Cooperation,
instead of antagonism, can help industry develop and market therapies with the highest integrity,
by keeping physicians current on the best available evidence and by providing excellent patient
care.
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Additional Sample References for Future CEJA Reports

Rothman, KJ. Conflict of interest: the new McCarthyism in science. JAMA. 1993;269:2782-
2784,

Stossel, TP. Regulating academic-industry relationships — solving problems or stifling progress.
N Engl J Med. 2005;353:1060-1065.

Rubin PH. An uncertain diagnosis. Regulation. 2005;Summer:34-39.

Epstein, RA. Overdose. How Excessive Government Regulation Stifles Pharmaceutical
Innovation. Yale University Press, 2006.

Stossel TP. Divergent views on managing conflicts of interest. Mayo Clinic Proc. 2007;82:1013-
1014.

Gonzalez-Campoy JM. The physician-industry relationship: lessons from the Minnesota
experience. Endocr Pract. 2009;15(4):292-297.

Epstein RA. Conflicts of interest in health care. Who guards the guardians? Persp Biol Med.
2007;50:72-88.

Stossel TP. Regulation of conflicts of interest in medical practice and medical research: a
damaging solution in search of a problem. Persp Biol Med. 2007;50:54-71.

Stossel TP. A biopsy of conflict of interest in medicine. Surgery. 2008;143:193-198.
Stossel TP. Has the hunt for conflict of interest gone too far? Yes. BMJ. 2008;336:476.

Huddle TS. Drug reps and the academic medical center: a case for management rather than
prohibition. Persp Biol Med. 2008;51:251-260.

Stossel TP. Response to AMA's Council on Ethical and Judicial Affairs Draft Report on "Ethical
Guidance for Physicians and the Profession With Respect to Industry Support for Professional
Education in Medicine." Medscape J Med. 2008;10:137. Available at:
http://www.medscape.com/viewarticle/575760.

Hennekens, CH, DeMets, DL, Bairey Merz CN, et al. Doing more good than harm: need for a
cease-fire. Am J Med. 2009;122:315-316.

Stell, LK. Drug reps off campus! Promoting professional purity by suppressing commercial
speech. J Law Med Ethics. 2009;37:431-443.
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Hanauer, SB. Quid pro quo and the pharmascolds. Nat Rev Gastroenterol. 2009;6:437.
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Hirsch, LA. Conflicts of interest, authorship and disclosures in industry-related publications: the
tort bar and editorial oversight of medical journals. Mayo Clinic Proc. 2009;84:811-821.

Lanier, WL. Bidirectional conflicts of interest and medical journals: who will champion
integrity. Mayo Clin Proc. 2009;84:771-775.

Ross, JS, Keyhani, S, Korenstein, D. Appropriateness of collaborations between industry and the
medical profession: physicians’ perceptions. Am J Med. 2009;122:955-960.

Frishman, W. The patient-physician-industry-government partnership: a societal good. Am J
Med. 2009;122:886-887.

Chatterji, AK, Fabrizio, KR, Mitchell, W, Schulman, KA. Physician-industry cooperation in the
medical device industry. Health Aff. 2009;27:1533-1543.

Ellison JA, Hennekens CH, Wang J, etal. Low rates of reporting commercial bias by physicians
in online continuing medical education activities. Am J Med. 2009;122:875-878.

Stossel TP. Unhealthy Opposition. The value of academic-industry relationships. Boston
Review, May/June 2010. Available at: http://bostonreview.net/BR35.3/stossel.php.

Huddle TS. The pitfalls of deducing ethics from behavioral economics: why the Association of
American Medical Colleges is wrong about pharmaceutical detailing. Am J Bioeth.
2010;10(1):W1-wWsas.

Huddle TS. Response to open peer commentaries on “The pitfalls of deducing ethics from
economics: why the Association of American Medical Colleges is wrong about pharmaceutical
detailing.” Am J Bioeth. 2010;10(1):1-8.

Bloomgarden ZT. Summary of the ACRE inaugural meeting. Endocr Pract.2009;15:672-681.

Kawczak S, Carey W, Lopez R, Jackman D. The effect of industry support on participants’
perceptions of bias in continuing medical education. Acad Med. 2010;85(1):80-84.

Steinman MA, Boscardin CK, Aguayo L, Baron RB. Commercial influence and learnerperceived
bias in continuing medical education. Acad Med. 2010;85(1):74-79.

Gigenrenzer G. Why does framing influence judgment? J Gen Intern Med. 2003;18:960-961.
Lurie P, Almeida CM, Stine N, et al. Financial conflict of interest disclosure and voting patterns

at Food and Drug Administration Drug Advisory Committee meetings. JAMA.
2006;295(16):1921-1928.
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! http://americanmedicalinnovation.org/sites/default/files/docs/CAMI-Greenberg-Public%200pnion%20Strategies-
Poll%200verview.pdf

2 PhRMA Survey on Physicians/industry

® Lewis, SM, et al. “CME Crossroads: A Survey of Continuing Medical Education Analysis, Criticism, Research
and Policy Proposals.” 2010. http://policymed.typepad.com/files/globaleducationgroup_cme_crossroads 2010.pdf
4 Kawczak S, et al. Acad Med. 2010 Jan;85(1):80-4.

> Ellison, JA, et al. Am J Med. 2009 Sep;122(9):875-8.

® Steinman, M. et al. Acad Med. 2010 Jan;85(1):74-9.

7 Epstein, R. http://www.manhattan-institute.org/html/fda_03.htm

® Improving COPD Patient Outcomes: Breaking Down the Barriers to Optimal Care. American College of Chest
Physicians annual meeting Chest 2010 in Vancouver, British Columbia.

° Drexel, C. et al. J Clin Hypertens (Greenwich). 2011 Feb;13(2):97-105

10 Scales DC, et al. JAMA. 2011 Jan 26;305(4):363-72

1 Levy MM, et al. Crit Care Med. 2010 Feb;38(2):367-74.

12 http://en.haiwatch.com/Clinical Education.aspx

B Kiessling, A. et al. Annals of Family Medicine 9:211-218 (2011).

1 http://www.businesswire.com/news/home/20101101006870/en/Medical-Association-Issues-Statement-Physician-
Payments-Educational

1 http://www.eplabdigest.com/articles/In-Defense-L egitimate-Relationships-Between-Physicians-and-Industry

18 Fonseca, R. et al. Mayo Clin Proc. 2010 Feb;85(2):197-9

7 Nakayama, D. The American Surgeon, 2010 Sept.;76(9) 987-994(8)

'8 Epstein, R. http://www.manhattan-institute.org/html/fda_03.htm

19 Lewis, SM, etal. “CME Crossroads: A Survey of Continuing Medical Education Analysis, Criticism, Research
and Policy Proposals.”

20 |_ewis, SM, et al. “CME Crossroads: A Survey of Continuing Medical Education Analysis, Criticism, Research
and Policy Proposals.”

2L Lewis, SM, et al. “CME Crossroads: A Survey of Continuing Medical Education Analysis, Criticism, Research
and Policy Proposals.”
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