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September 12, 2008 
 
Murray M. Kopelow, MD, MS, FRCPC 
Chief Executive Officer 
Accreditation Council for Continuing Medical Education 
515 N. State Street, Suite 1801 
Chicago, IL  60654 
 
Dear Dr. Kopelow: 
 
The American Association of Medical Society Executives (AAMSE) appreciates the opportunity 
to comment on ACCME’s position that “due consideration be given to the elimination of 
commercial support of continuing medical education activities.  The proposal is that the 
commercial support of continuing medical education end.”  
 
AAMSE is the professional organization of more than 900 medical society executives and staff 
specialists.  Through its more than 380 member organizations, it advances the profession of 
medicine through education, communication of knowledge, leadership development and 
collaboration. 
  
AAMSE fully supports the ACCME Standards for Commercial Support, including the 2004 
updates.  Taken as a whole, these standards, and the criteria for meeting them, ensure that CME 
educational content offered by accredited providers remains free from commercial bias.  
Moreover, if ACCME adopts stricter provider compliance procedures – as proposed – such 
procedures will build an even stronger firewall against the mere possibility of commercial bias.  
For these reasons, AAMSE does not support the proposal to end commercial support of CME. 
 
Medical societies have invested great effort and resources in recent years to help develop and set 
standards for industry support, as well as to embrace and fully comply with new and stringent 
standards for continuing medical education set by ACCME.  We believe strongly that providers 
and regulatory bodies have made substantial improvements in the regulation of CME in recent 
years.  These standards have already been adopted by accredited CME providers and most, if not 
all, industry funders.  Before drastic and wholesale changes are made in the current system, the 
positive and proactive progress that has been made must be given a chance for full 
implementation and evaluation. 
 
As you are aware, AAMSE recently convened an Advisory Council on continuing professional 
development and medical education.  Its recommendations to medical association and specialty 
society leadership will encourage formation of strategic alliances between the continuing medical 
education and quality improvement arenas; such alliances hold great promise for ensuring the 
highest quality education possible resulting in improved physician competence, performance and 
patient outcomes.  
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We agree that the relationship between industry and CME providers warrants careful, thoughtful 
and transparent scrutiny to assess whether processes and mechanisms are working, both to 
prevent industry influence and improve medical education quality.  We believe, however, that 
eliminating industry funding of certified CME in its entirety will marginalize critical roles that 
industry, and many physicians working in industry, play in critical medical research alliances.  
The practical impact of such a funding ban would greatly diminish not only the availability or 
quantity of certified medical education, but its quality as well.  The scenario will not serve the 
needs or interests of patients and physicians, both striving to increase quality of care. 
 
Progress in all endeavors is ultimately based on building strong partnerships and alliances, and 
building trust.  The CME community and medical societies are providing outstanding leadership 
in building those alliances and demanding a high standard of transparency and trust.  They need 
time to fulfill their vision of the future of CME.   
 
Sincerely, 

 
Cal Chaney, JD, CAE 
AAMSE President 
Associate Executive Director, Policy,  
    And General Counsel 
American College of Emergency Physicians 
 
cc: AAMSE Board of Directors 
 AAMSE Advisory Council for the Medical Education 
        Leadership Forum  
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September 12, 2008 
 
Murray Kopelow, MD, MS (Comm), FRCPC 
Chief Executive  
Accreditation Council for Continuing Medical Education 
515 North State Street, Suite 1801 
Chicago, IL 60654 
 
Dear Dr. Kopelow: 
 
The Accreditation Council for Continuing Medical Education (ACCME) recently sent out three Calls for 
Comment to the CME community in the U.S.  The American Medical Association’s (AMA) Council on 
Medical Education (Council) appreciates the opportunity to submit comments on all three of them.  
 
 
Call for Comment 1: The ACCME will ensure current processes of attaining commercial support will 
not undermine the independence of continuing medical education. 
 

1. Accredited providers must not receive communications from commercial interests announcing or 
prescribing any specific content that would be a preferred, or sought-after, topic for commercially 
supported CME (eg, therapeutic area, product-line, patho-physiology) as such communication 
would be considered ‘direct guidance on the content of the activity’ and would result in Non 
Compliance with Standard 1 of the ACCME Standards for Commercial Support.  

2. Receiving communications from commercial interests regarding a commercial interest’s internal 
criteria for providing commercial support would be considered the receipt of “guidance, either 
nuanced or direct, on the content of the activity or on who should deliver that content.’ 

 
Council on Medical Education’s comments: 
 
The Council is committed to ensuring that all CME activities that are certified for AMA PRA Category 1 
Credit™ are planned and implemented independent of commercial interests at all stages.  The Council 
does not believe that commercial entities should have any influence over the content of certified CME 
activities, as stated in our relevant Council on Ethical and Judicial Affairs opinions. However, it is unclear 
what value the proposed policies add to the current process. 
 
The Council is unsure what ACCME means by “internal criteria.”  The grant application process for 
accredited CME providers to solicit funds from commercial entities should be a transparent one. The fact 
that a commercial interest lets providers, or the public in general, know what general areas it is willing to 
support and the process it uses in awarding grants does not necessarily interject commercial bias. In a 
time of fewer resources for accredited CME providers it is important they don’t spend time applying for 
grants for which they would not qualify. Accredited CME providers have no control over how 
commercial entities disseminate their policies and procedures in legitimate ways for legitimate purposes. 
It also appears that these policies as currently written would be difficult to assess and monitor. 
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Call for Comment 2: The ACCME believes that due consideration be given to the elimination of 
commercial support of continuing medical education activities. 
 
Three possible scenarios: 

1. The status quo with commercial support of CME an acceptable funding mechanism 
 
Council on Medical Education’s comments: 
 
The AMA’s House of Delegates supports the ACCME’s 2004 Updated Standards for Commercial 
Support (SCS) and the AMA Code of Medical Ethics, Opinion E-8.061 “Gifts to Physicians from 
Industry” and Opinion E-9.011 “Continuing Medical Education.” There are no data to demonstrate that an 
accredited CME provider’s correct implementation of the ACCME SCS and the AMA ethical opinions 
does not eliminate commercial bias. Until there is evidence to show that this is the case, we should not be 
in a hurry to change the system once again. 
 

2. The complete elimination of commercial support 
 
Council on Medical Education’s comments: 
 
While the elimination of all commercial support is an option and needs to be discussed by all of the 
stakeholders in CME, the Senate Finance Committee has stated that commercial support of CME is not an 
issue as long is it is transparent and there are safeguards in place to ensure that there is no commercial 
bias. The Council is concerned that if commercial support is withdrawn from certified CME activities, 
commercial entities will invest a larger portion of their funds into Direct to Consumer advertising and 
promotional activities.  Is this really where we want physicians to get information about new products or 
research? Further, the elimination of commercial support from certified CME activities would not 
guarantee the elimination of commercial bias from these activities. 
 

3. Proposed new paradigm 
If the following conditions were all met, then the commercial support of individual activities 
would be in the public interest and could continue to be allowed: 

1. When educational needs are identified and verified by organizations that do not receive 
commercial support and are free of financial relationships with industry (eg, US government 
agencies) and 

2. If the CME addresses a professional practice gap of a particular group of learners that is 
corroborated by bona fide performance measurements (eg, National Quality Forum) of the 
learners’ own practice; and 

3. When the CME content is from a continuing education curriculum specified by a bona fide 
organization or entity, (eg, AMA, AHRQ, ABMS, FSMB), and 

4. When the CME is verified as free of commercial bias. 
 
Council on Medical Education’s comments: 
 
The Council would like to begin by stating that if an organization is able to verify that the certified CME 
activity is free of commercial bias (condition 4), which is the goal, there may be other processes, other 
than the one stated above, that CME providers can use to ensure this, and conditions 1-3 above would 
appear to be unnecessary.  
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Accredited providers are in the best position to identify the performance gaps of their target audience and 
of individual physicians. National, regional and state data are valid sources for needs assessment, but may 
not be sufficient to identify the particular gaps specific to a specific provider’s physician audiences. Many 
of the learning formats approved for AMA PRA Category 1 Credit™ are geared toward individual 
physicians, with educational needs identified individually by the accredited provider and the physician. 
 
While performance measures are valuable and should be used whenever possible, performance measures 
do not exist for every clinical condition. There are no current performance measures, for example, for 
some subspecialties or practice areas; this puts physicians in these groups at a disadvantage. Also, since 
medicine is ever-changing, there is often new information that needs to be disseminated to physicians 
before performance measures have been developed.  
 
While the Council agrees that the concept of a continuing education curriculum is a good idea, there is not 
currently a continuing education curriculum for all specialties. In order to be truly useful, these curricula 
would need to be revised on a continual basis as new information and research becomes available. They 
would also need to be adaptable to the individual physician’s specialty. 
 
 
Call for comment 3: The ACCME proposes the following policy: 
 Persons paid to create, or present, promotional materials on behalf of commercial interests cannot 

control the content of accredited continuing medical education on the same content. 
 
Council on Medical Education’s comments: 
 
The Council believes that it is important to ensure a clear separation between promotional activities and 
certified CME activities. However, we would like some clarification on ACCME’s proposed policy. Is it 
intended to be restricted to financial relationships within the past 12 months (as with the SCS 2.1) or is it 
time unlimited?  
 
SCS 2: Resolution of Personal Conflicts of Interest requires that accredited CME providers identify and 
resolve all relevant financial relationships prior to the educational activity being presented to participants. 
Providers are also required to determine that the content of presentations promote improvements or 
quality in healthcare and not a specific proprietary business interest of a commercial interest (SCS 5.1).  
 
Physicians also have ethical responsibilities when presenting at certified CME activities. CEJA Opinion 
E-9.011 states that faculty should ensure that “the content of their presentation is not modified or 
influenced by representatives of industry of other financial contributors, and they do not employ materials 
whose content is shaped by industry.” 
 
ACCME’s interpretation of how accredited CME providers are implementing the Updated Standards for 
Commercial Support is still evolving. In the absence of data that the system is not working, it is only a 
perceived need to change it at this time, not an evidence-based need.  
 
When physicians are involved with promotional activities, they have legal and ethical responsibilities to 
ensure that participants are aware of that activity’s promotional nature. CEJA Opinion E-9.011 states that, 
“When invited to present at non-CME activities that are primarily promotional, faculty should avoid 
participation unless the activity is clearly identified as promotional in its program announcements and 
other advertising.” This is also reinforced for speakers in the new version of the Code on Interactions with 
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Healthcare Professionals that was recently released by the Pharmaceutical Research and Manufacturers of 
American (PhRMA). 
 
The AMA, as the owner of the AMA PRA credit system, has a vested interest in ensuring that all 
activities that are designated for AMA PRA Category 1 Credit™  are beyond reproach. The AMA has 
granted the privilege to award AMA PRA Category 1 Credit™ to organizations accredited through the 
ACCME system with the expectation that they will take all the steps necessary to ensure the integrity of 
certified CME activities. The Council appreciates the effort that the ACCME takes to ensure that 
accredited providers meet the standards that have been established. We offer our expertise and service to 
assist in this endeavor.  
 
Sincerely, 
 
 
Alejandro Aparicio, MD, FACP 
Director 
Division of Continuing Physician Professional Development 
Staff Liaison to the ACCME 
American Medical Association 
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October 7, 2008 
 
Murray Kopelow MD, MS(Comm), FRCPC 
Chief Executive and Secretary 
Accreditation Council for Continuing Medical Education (ACCME) 
515 North State Street, Suite 1801 
Chicago, Illinois 60654 
 
Dear Dr. Kopelow: 
 
Thank you for speaking with us on September 11 and extending the deadline to allow the 
American Medical Writers Association (AMWA) to comment on ACCME’s proposal for 
additional features of independence in accredited continuing medical education (CME). AMWA 
represents 5,600 medical communicators (writers and editors) in North America and around the 
world, and the ACCME proposal may have implications for many of them.  
 
In this response letter, we have focused on the single ACCME policy proposal that specifically 
affects medical communicators:  
 

Persons paid to create, or present, promotional materials on behalf of 
commercial interests cannot control the content of accredited continuing medical 
education on that same content. 

 
We do not intend our remarks to address issues related to scientific or medical experts who 
create or present continuing education. They should be considered under a separate policy.  Our 
concern is for medical communicators who work with subject matter experts in the development 
of promotional or CME materials. 
 
Although we agree in principle with the premise that medical education needs to be independent 
of commercial bias and that writers should not introduce bias, we found that ambiguities in the 
proposed ACCME policy statement led us to different opinions about the policy based on our 
varied interpretations of it. Some clarification will help providers to implement the final policy in 
the real-world setting. 
 
The intent of the proposed ACCME policy appears to be that those who control the content of 
promotional materials should not be able to control the content of CME on the same material. 
Promotional materials are inherently supportive of a specific product or service. A medical 
communicator who controls promotional content could have the opportunity to introduce bias 
into similar CME content, and should therefore be excluded from controlling similar CME 
content.  
 
However, medical communicators rarely have full control of content they develop as freelance 
writers or editors doing work for hire or as employees of a CME provider. Medical 
communicators who assist authors may think they are exempt from the proposed ACCME policy 
because the named authors or clients have final responsibility for the content of most types of 
medical writing. Therefore, we request clarification: Under the proposed ACCME policy, would 
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medical communicators who contribute substantially to—but do not have full control over—their 
work product be excluded from controlling the content of CME activities?  
 
If so, the underlined text below might clarify this point:  
 

Persons paid to create, or present, promotional materials on behalf of 
commercial interests cannot control the content of or make substantial 
contributions to accredited continuing medical education on that same content. 

 
On the other hand, if control is to be interpreted strictly, then many writers would be exempt 
from the proposed policy, which may be what the ACCME intends.  
  
We also request clarification of “promotional materials.” It is our understanding that 
“promotional materials” refers to materials originally intended for marketing/advertising 
purposes. If the ACCME agrees with that definition, medical communicators who perform the 
following non-commercial services on behalf of commercial interests would not be prohibited 
from controlling the content of CME activities on the same content.  
• Helping prepare documents for submission to regulatory bodies (eg, FDA)  
• Helping authors prepare manuscripts (including review articles) for medical journals 
• Helping authors prepare abstracts, slides, or poster presentations for medical congresses 
 
If the ACCME agrees, we suggest clarifying the proposed policy as follows: 
 

Persons paid to create, or present, promotional materials on behalf of 
commercial interests cannot control the content of or make substantial 
contributions to accredited continuing medical education on that same content. 
Documents for submission to regulatory bodies, manuscripts (including review 
articles) for medical journals, and presentations for medical congresses are not 
considered promotional materials. 

 
Finally, we would like to request clarification surrounding the intent of the medical 
communicator. A medical communicator may help prepare a document for nonpromotional 
purposes, which is subsequently repurposed, in whole or in part, for promotional use, by parties 
outside the control of the writer. Would a medical communicator whose nonpromotional work 
product is repurposed for commercial use be excluded from controlling the content of CME 
activities?  
 
If not, we suggest inserting the underlined clarification below: 
 

Persons paid to create, or present, promotional materials on behalf of 
commercial interests cannot control the content of or make substantial 
contributions to accredited continuing medical education on that same content. 
Documents for submission to regulatory bodies, manuscripts (including review 
articles) for medical journals, and presentations for medical congresses are not 
considered promotional materials. Persons whose noncommercial work product 
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is subsequently repurposed for commercial use outside of their control are 
exempt. 

 
In general, we urge the ACCME to consider the implications of its proposal carefully, because 
such a sweeping prohibition has the potential to unfairly restrict qualified writers and editors 
from being employed in CME. The comprehensiveness of the policy should be commensurate 
with the risk it seeks to mitigate.  
 
Again, we thank you for granting us an extension to submit our response for your consideration. 
We did not have time to obtain endorsement of this response by AMWA’s Board of Directors, 
which is the voting body. Therefore, please consider this the response of the undersigned only, 
reflecting our individual perspectives as experienced medical communicators. We appreciate the 
opportunity to continue to work with you on issues related to medical communicators in CME.   
 
 
Sincerely,  
 
Sue Hudson 
President, AMWA 
Principal, Medical Writing Associates 
 
Jim Cozzarin, ELS 
Past President, AMWA 
 
Cindy W. Hamilton, PharmD, ELS 
President Elect, AMWA 
Principal, Hamilton House 
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September 10, 2008 

 
Murray Kopelow, MD, FRCPC 
Executive Director 
Accreditation Council for Continuing Medical Education 
515 North State Street, #1801 
Chicago, IL   60654  
 
Dear Dr. Kopelow: 
 
The American Society of Anesthesiologists wishes to respond to the June, 2008 
American Council for Continuing Medical Education (ACCME) request for comment on 
the proposal “that the commercial support of continuing medical education end.”  
 
ASA believes that it is unnecessary to totally ban commercial support of accredited CME 
by the medical supply and pharmaceutical industry when changes that have been made 
and continue to be refined in the oversight process can eliminate undue industry 
influence on continuing education.  ACCME through its Standards for Commercial 
Support (2004), plus due diligence by CME providers themselves contribute to the 
ongoing clarification of the role of commercial entities in the context of continuing 
medical education.   
 
ACCME’s updated accreditation criteria (2006) and definitions of commercial entities 
(2007) are additional contributions to assuring physicians and the public that vigilance in 
maintaining the standard of commercially unbiased CME is on-going. Two additional 
ACCME proposals limiting the role of individuals paid to create or present promotional 
material in controlling CME content and limiting the communication from sponsors to 
accredited providers regarding CME content are supported by the ASA.  These will 
further the standard of commercially unbiased CME.  Compliance with ACCME’s 
Essential Elements and Standards for Commercial Support is essential to maintain 
accreditation status for CME providers.  
 
While the intention of ACCME to support the rigorous scrutiny of funding sources is 
noble, without sufficient study little is known of the consequences of eliminating 
commercial support.  Consideration has not been given to the impact on physician 
continuing education by eliminating commercial support. Currently, no alternative 
funding exists for much physician continuing education. Similarly, in the absence of 
studies linking commercial bias in education to negative impacts on patient care leaves 
the decision to eliminate commercial support with no sustaining scientific grounding.   
 
While the ACCME proposal for a new paradigm for ACCME accreditation is laudable, it 
is not realistic or obtainable in the near future.  As examples: 
 

• Condition 1) “when educational needs are identified and verified by organizations 
that do not receive commercial support and are free of financial relationships with 
industry (e.g. US Government agencies)”.  Most  continuing education needs  
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assessment and CME activities occur through professional societies, most of 
which receive commercial support.  No government agencies are currently 
surveying or identifying educational needs, nor are they likely to in the near 
future.   

 
• Condition 2) “if the CME addresses a professional practice gap…..that is 

corroborated by bona fide performance measurements of the learner’s own 
practice”.  Such performance measurements do not now exist for most practices 
and are unlikely to be available for several more years.   

 
• Condition 3) “when the CME content is from a continuing education curriculum 

specified by a bona fide organization, or entity”.  These organizations do not 
currently have defined continuing education curricula applicable to all specialties.   

 
ASA supports continued efforts to structure policies and procedures for identifying and 
managing potential conflicts of interest by physicians and industry.  However, it is the 
view of this organization that the elimination of commercial support without data to 
support its removal and a systematic consideration of funding alternatives make such a 
decision ill advised. 
 
 
 
Sincerely, 
 

 
 
Charles W. Otto, MD, FCCM 
Vice President for Scientific Affairs 
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AstraZeneca4
September 11, 2008

Murray Kopelow, MD, MS(Comm), FRCPC
Chief Executive
Accreditation Council for Continuing Medical Education
515 North State Street
Suite 1801
Chicago, IL 60654

RE: ACCME Calls for Comments related to Independence and Commercial Support

Dear Dr. Kopelow:

AstraZeneca Pharmaceuticals, LP appreciates the opportunity to comment on the
recent calls for comments by the ACCME related to commercial support.

Let me begin by explaining who we are. AstraZeneca is a leading global
pharmaceutical company who is strongly committed to enhancing the health and well
being of people everywhere. One dimension of our commitment is supporting
independent medical education because we believe that it can enhance patient care by
providing health care professionals with the most current information on disease states,
treatment options and effective doctor-patient interactions. In early 2005, AstraZeneca
set up a separate grant-making department, known as the AstraZeneca Medical
Education Grants Office. Using objective criteria and a rigorous review and decision
process, the Medical Education Grants Office is responsible for ensuring that
AstraZeneca funds bona fide independent educational activities. Our processes are
based on policies at AstraZeneca that are consistent with the FDA Guidance on
Industry-Supported Scientific and EducationalActivities, the PhRMA Code on
Interactions with Healthcare Professionals, the OIG Compliance Program Guidance and
the ACCME Standards for Commercial Support. Our decisions to provide support are
also based on available budgets and the quality of the grant application submitted by
educational providers. These applications propose activities that address identified
educational needs of health care professionals in their efforts to enhance patient care.

We believe that a number of changes announced recently by PhRMA and the ACCME
will address some of the continuing concerns related to industry's CME contributions.
The recently revised PhRMA Code on Interactions with Healthcare Professionals that
will take effect on January 2009 includes a number of new provisions that reflect
guidance provided by the OIG and ACCME since the first PhRMA Code was released in
2002. The revised PhRMA Code reinforces the principles of independence in medical
education activities conducted by educational providers. PhRMA has strengthened the
section on Adherence to the Code with the inclusion of companies publicly stating their
commitment to abide by the Revised PhRMA Code and to self-certify annually that they
have policies and procedures in place to foster compliance with the encouragement to
have an external verification of this.

AstraZeneca LP
1800 Concord Pike PO Box 15437 Wilmington DE 19850-5437

Tel 302 886 3000
www.astrazeneca-us.com
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You also recently announced plans to enhance the ACCME's focus on monitoring and
surveillance of the CME system. These steps to strengthen the ACCME's oversight are
encouraging. We also find encouraging your intent to be transparent and disclose
compliance information on your website. The information you obtain about a provider's
compliance will be valuable to industry in evaluating applications. Currently, it is difficult
to obtain information about providers who are non-compliant, except through our own,
necessarily limited monitoring efforts. As a commercial supporter, AstraZeneca wants
to make informed decisions when awarding grants so that grants are given to ACCME-
compliant educational providers.

We also applaud the recent changes made by the ACCME to the Essentials and
Elements and Accreditation policies. These changes will continue to raise the bar in
CME by focusing on the important connection between the educational provider
developing and evaluating quality educational programs and the adoption by health care
professionals of best practices based on best evidence and available data. These
criteria are only now being implemented and used as a measure for accreditation by the
ACCME.

Time is needed to fully implement all of these recent changes on top of the changes
since 2003 and to assess their impact before considering further changes relating to
commercial support.

In response to ACCME's specific Calls for Comments:

1) Ensuring that the Current Processes of Attaining Commercial Support Will Not
Undermine the Independence of Continuing Medical Education - Limiting the
Interactions between Accredited Providers and Commercial Interests over
Commercial Support

AstraZeneca receives over 4000 grant applications per year from a wide range of
educational providers. We seek to provide an efficient and effective grant review
process that enables organizations to request commercial support for quality
independent education that addresses the unmet educational needs of health care
professionals and also aligns with areas of interest within AstraZeneca. It is the
responsibility of the educational provider to conduct needs assessments and to design
educational activities that address those identified gaps by providing valuable
information designed to assist health care professionals in their efforts to enhance
patient care. We see our role as deciding whether or not we will be a commercial
supporter of a particular educational activity after careful review of the grant application
received.

Our position is that Industry should be able to provide information on their grant
application process as many do on their websites currently or through formal calls for
grant applications. The desire is to be as transparent as possible about the grant
process. At AstraZeneca, we provide grants to support medical education that address
the unmet education needs of health care professionals but they must also align with
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educational areas of interest within AstraZeneca. Completing applications for grants is
time consuming and so educational providers need to know if their planned educational
activities will be considered by a commercial interest when seeking commercial
supporters. Information provided by the commercial interest, including therapeutic
areas of interest or budget availability, can assist the educational provider in
determining whether or not they want to submit a grant application to a commercial
interest.

Our position is that posting information on our website or requests for educational grant
applications with general requirements identified is a similar approach taken by other
grant making entities such as the National Institutes of Health (NIH) and should not be
considered "inappropriate guidance" by the ACCME with the understanding that
accredited providers have the responsibility to conduct needs assessments and to have
full control of their developed educational activities.

We request that ACCME clarify their intent with the statement on "internal criteria". It
should be appropriate for companies to identify areas of educational interest and broad
categories of information needed by the commercial interest to evaluate grant
applications such as needs assessment, learning objectives, audience and budget
details. Requesting certain information may be necessary in order to assure
compliance with applicable law and guidances from the OIG and FDA as well as
compliance to the ACCME Standards for Commercial Support and the PhRMA Code.
Communicating on logistical matters is also necessary at times. It should also be
appropriate to communicate with the grant requester on general reasons for denial.
These types of communications bolster transparency in our processes and should not
be misinterpreted as direct guidance from the commercial interest or controlling content
and creating commercial bias.

2) Proposal on the Elimination of Commercial Support of Continuing Medical
Education Activities.

We believe that the many changes in policies and guidances that have occurred since
2004 are strengthening the framework to ensure Independence of CME from
commercial bias. However, the impact of these changes "on commercial bias has not
yet been measured" and "no studies have been reported using data derived from CME
planned and presented under the supervision" of the ACCME Standards as was noted
in the ACCME July 11, 2008 response to the Senate Committee on Aging. Suspicions
of commercial bias from industry support of CME are based on data and observations
from before 2004 and pre-implementation of the revised 2004 ACCME SCS and the
2003 OIG Compliance Program Guidance. Just this past July, the revised PhRMA
Code was released that now more closely reflects the changes to the ACCME
Standards for Commercial Support that were effective May 2005 and the more recent
changes to ACCME policies effective January 2008.

Time is needed to fully implement all of these recent changes on top of those since
2003 and to assess their impact before considering further changes relating to
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commercial support. Decisions should reflect the current paradigm and be evidence-
based and data-driven. The current paradigm is the New Paradigm since there have
been too many recent changes to call it status quo.

As one of the world's leading pharmaceutical companies, AstraZeneca has a proud
history of developing effective, innovative medicines that have impacted medical
practice. We strive to develop future treatments for fighting serious and chronic
diseases and by doing so to have a positive impact on patient lives. We are committed
to awareness, education and support. AstraZeneca's giving encompasses community
support, charitable contributions to non-profit organizations, disaster relief, patient
assistance programs, product donations, research and yes, independent medical
education. Our commitment to supporting independent medical education is because
we believe in the importance of having well educated health care professionals who are
up to date on information concerning patient care.

As we have stated previously, much has been done to strengthen the framework for
ensuring independence from commercial bias and more is planned with ACCME's
enhanced monitoring and oversight of the accredited providers. We encourage you to
allow time for full implementation and assessment before any further changes are
considered. We are concerned that the elimination of commercial funding of CME may
needlessly hurt patient care by impacting the availability of quality educational activities
that health care professionals need to stay current on medical information to assist them
in caring for patients and to meet requirements for maintenance of certification and
maintenance of licensure.

The new paradigm proposed is concerning on several levels. The idea of meeting all
four conditions may not be achievable, may set an unattainable threshold and is not in
the best interest of patient care.

Condition 1 requires needs to be identified and verified by organizations (eg US
Government agencies) that do not receive commercial support and free of
financial relationships with industry. There is concern that significant needs and
practice gaps will not be identified since these types of organizations are
currently not tasked with this objective and may not be able to do so in a timely
manner. Some diseases may never receive the attention of organizations and
government agencies since they impact small numbers of patients. However,
there may be educational needs on these diseases for health care professionals.

Condition 2 requires CME must address a professional practice gap of a
particular group of learners that is corroborated by bona fide performance
measurements (eg National Quality Forum) of the learners' own practice.
Usually these have been based on established standards of care and do not
cover recent innovations and treatment that could impact patient care. Utilization
of performance measures can take years to implement and assess. Health care
professionals need education to reinforce accepted standards of care but they
also need education on new approaches to patient care and therapies.
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Condition 3 requires CME content from a continuing education curriculum
specified by a bona fide organization (eg, AMA, AHRQ, ABMS, FSMB). The
entities such as the medical boards listed have identified competencies but do
not usually create educational curricula. Additional concern includes national
curricula not taking into account local or regional needs of health care
professionals and diseases that may only affect small numbers of patients. The
time required for establishing such a curriculum may not afford the capability of
including relevant or new information such as recent safety and efficacy data or
procedural discoveries to health care professionals in a timely manner.

Condition 4 requires CME to be verified as free from commercial bias. Our
understanding is that accredited providers certify that their activities conducted
during a specific time frame are free of commercial bias during the accreditation
and re-accreditation process. Is the ACCME proposing to conduct pre-activity
verification? If yes, then we would question the need to meet all three previous
conditions above in addition to this verification in order to seek commercial
support. Accountability to conduct needs assessments and to develop the
educational content free from commercial bias rests on the shoulders of the
accredited providers. The proposed enhanced monitoring and oversight by the
ACCME should focus on compliance with the ACCME Standards for Commercial
Support as one of their components and provide the documentation needed to
ensure independence from commercial bias. If the goal is to ensure
independence from commercial bias and there is transparency and disclosure of
compliance information, then the need to meet all four conditions seems to add a
level of complexity that may be unnecessary and may potentially limit quality
educational opportunities for health care professionals and ultimately impact
negatively patient care.

3) In order to further define the independence of accredited continuing medical
education, the ACCME proposes the following policy: Persons paid to create,
or to present, promotional materials on behalf of commercial interests cannot
control the content of accredited continuing medical education on that same
content.

Accredited CME educational activities and industry-supported, FDA-regulated
promotional programs are both important educational activities because they provide
information needed by health care professionals.

Accredited CME is one mechanism for health care professionals to obtain evidence-
based, data driven medical information that will enhance their knowledge and skills to
improve patient care. The 2004 revised ACCME Standards for Commercial Support
went beyond just disclosure of relevant financial relationships between faculty and
industry to require management and resolution of such conflicts for all individuals who
are in a position to control the content including planning committee members, teachers
and authors.
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Industry-supported, FDA-regulated programs provide a venue for sharing product-
specific information. These types of educational programs are on-label and must be
fair-balanced with safety and efficacy data provided as defined by the FDA. Experts
involved in company speakers' bureaus are trained, must use company-approved
presentation materials and have service contract agreements with the company.

Speakers and medical writers need to understand the distinction between the two and if
they choose to participate in both, then they need to know how to conduct themselves in
both forums.

We urge ACCME to reconsider this change in policy. An alternative focus is to ensure
adherence to the ACCME standards of Commercial Support by accredited providers.
This should be a priority for the ACCME as you develop the enhanced monitoring and
oversight of the CME system. In particular, adherence to these guidelines on resolving
conflicts of interest will be important.

AstraZeneca appreciates your consideration of our comments.

Sincerely,

~~
Pamela L. Mason
Director, Medical Education Grants Office
AstraZeneca PLP
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September 12, 2008 

E-Mail and Electronic Submission 

Murray Kopelow, MD 
Chief Executive 
Accreditation Council for Continuing Medical Education 
515 N. State Street, Suite 1801 
Chicago, Illinois  60654 

RE: ACCME Policy Announcements and Calls for Comment 

Dear Dr. Kopelow: 

The Education Committee of the Coalition for Healthcare Communication 
(Coalition) appreciates this opportunity to respond to the recent policy 
announcements and calls for comments by the ACCME related to critical 
matters of public concern regarding the process, procedures and rules of 
accreditation at ACCME. 

This response consists of two sections, the first addresses the public policy, 
process and procedural issues surrounding these matters, the second 
addresses each of the three major policy question areas placed for public 
comment. Stated simply, these three questions are: 

1. Should commercial support of certified CME end ? 

2.  Should all professional writers and faculty that have been employed 
by commercial interests for marketing or promotional projects be 
systematically excluded from related certified CME activities? 

3.  Should certain announcements by grantors be banned, specifically 
“internal criteria” for grant approval and “topics” of  interest? 
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I. Public Policy, Process and Procedural Issues 

The Coalition for Healthcare Communication (Coalition) and its education 
members have long noted the public policy and public health importance of 
the ACCME. Members that are Accredited Providers (providers) and joint 
sponsors of certified CME believe that the public, the medical profession 
and patients are best served by a strong ACCME that is respected by the 
medical community, the press, policy makers, law enforcement officers and 
the public. We are dedicated to support and strengthen ACCME so long as it 
maintains its current leadership position in medical education. 

The ACCME is the leading accrediting body for the certified CME activities 
that enable physicians to maintain their official licenses to practice medicine. 
The vast majority of physicians cannot practice medicine in the United 
States without obtaining certified CME credits (AMA PRA category 1 
credits).  These credits are required for re-licensure by 45 states.  Forty-three 
states accept the AMA PRA certificate as equivalent for license re-
registration.  Sixty-two boards require some form of participation in certified 
CME activities as a part of the requirement to maintain board certification.  
In addition, virtually all hospitals require physicians to demonstrate 
participation in formal CME activities in order to maintain privileges.  
Federal government agencies, including the Food and Drug Administration 
(FDA), recognize that compliance with the voluntary standards of 
accrediting agencies such as the ACCME help insure that provider activities 
are independent as required when funded by the regulated industry. As such, 
the process, procedures and substance of the ACCME system of 
accreditation are inextricably tied to the official, governmental process of 
professional certification. 

The ACCME directly designates “Accredited Providers,” the entities 
authorized to offer certified CME programs at the national level. In addition, 
ACCME, through its program of Recognition, designates state and territorial 
medical societies to, in turn, accredit providers of CME in their local areas, 
so long as these agencies follow standards at least as strict as those 
promulgated by ACCME for national Accredited Providers.  As such, 
ACCME essentially is the licensing agent for Accredited Providers on behalf 
of the state agencies that oversee the licensure of physicians. 
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Furthermore, over the past decade, the oversight of certified CME in the 
United States has become a matter of very intense public concern and a topic 
of considerable public comment, oversight and public policy discussion. As 
ACCME, its Board and Affiliated Organizations fully recognize, the 
ACCME accrediting process is considered an integral component of the 
United States system for post graduate education of clinical doctors, and 
thus the delivery of health care to America’s patients.  The ACCME 
program is recognized and relied upon by major federal and state agencies, 
including the Food and Drug Administration, the Department of Health and 
Human Services, the United States Congress, and state licensing boards and 
law enforcement agencies. Just a few weeks ago, for example, the 
Massachusetts legislature took official notice of ACCME in its passage of a 
major healthcare reform package. 

ACCME is not a private organization. Its decisions are fully intertwined 
with the public interest and the delivery of health care in America for at least 
three reasons. 

1.  Many of the nation’s doctors are dependent on AMA PRA category 1 
credit for re-licensure, continuation of Board certification, and 
maintaining privileges at hospitals. 

2.   Accredited Providers are totally dependent on ACCME accreditation 
to continue in their business activities. 

3.  Federal and state regulatory agencies recognize and rely on ACCME 
policy and procedures in their own policy and enforcement decisions. 

Because of ACCME’s authoritative status, the public has a right to fully 
expect that it follow the usual, well understood and recognized legal and 
procedural rules of fairness and fundamental due process in its rule making 
and enforcement procedures. Indeed, ACCME may have rightly recognized 
these obligations by adopting the standard of review for its reconsiderations 
and appeals. That standard enables reviews on the grounds that the ACCME 
decision was: “(1) arbitrary, capricious, or otherwise not in accordance with 
the accreditation standards and procedures of the ACCME, or (2) not 
supported by substantial evidence.”1 

                                           
1 See ACCME Decision Making policy documents related to the Accreditation Process and the Recognition 
Process under “Reconsiderations and Appeals.”  These are standards employed by government agencies.  
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There is solid legal authority requiring due process from otherwise private 
institutions when “the government has become so entangled in the actions of 
a private party, it may warrant the requirement that such private conduct 
conform to the constitutional standards of behavior.”2  In this case, in 
addition to the regulatory functions performed by ACCME noted above: (1) 
ACCME standards for commercial support and independence are recognized 
by FDA in the agency’s review of promotional claims made during CME 
activities;3 ; (2) FDA maintains a formal written procedure for ACCME 
accreditation of the educational and training activities conducted by its 
Center for Drug Evaluation and Research;4 (3) state medical licensing 
boards recognize ACCME decisions in meeting annual educational 
requirements to retain medical licenses; and (4) two officials of the federal 
government serve of the 18-member board of the ACCME.5 

Even in the unlikely event that a court would decide that the ACCME is a 
private organization to which the substantive due process provisions of the 
U.S. and state constitutions do not directly apply, the Coalition believes that  
ACCME should follow the basic fairness and due process principles of 
openness, transparency, and reasoned decision making expected of public 
institutions. As noted above, those principles are also intertwined in the 
arbitrary and capricious review standard adopted by the ACCME with 

                                                                                                                              
Protection from arbitrary action is the essence of substantive due process under the protection of the Fifth 
and Fourteenth Amendment of the U.S. Constitution, Slochower v. Bd. Of Higher Ed of City of New York, 
350 U.S. 551 (1956). Reh’g denied 351 U.S. 944 (1956). 

2 Holodnak v. Avco Corp., 514 F.2d 285, 288 (2d. Cir. 1975), cert. den. 423 U.S. 892 (1975) 1st amendment 
constitutional challenge to dismissal of employee by private defense contractor and union for publishing an 
article critical to the employer.  The U.S. Court of Appeals for the Second Circuit held that “[w]here nearly 
all land, buildings, machinery and equipment at the employer’s plant were owned by the federal 
government, most of the work done at the plant was defense related, the Department of Defense maintained 
a large force at the plant to oversee operations, links between the employer and the federal government 
were such as to make the employer’s action in discharging the employee ‘state action’ in the purview of the 
Fourteenth Amendment” (substantive due process). 

3 Industry Sponsored Commercial Support Guidance, 62 FR 64095-96 (Dec. 3, 1997); 
www.fda.gov/cder/guidance/isse.pdf. 

4 MaPP 4550.5; www.fda.gov/cder/mapp/4550.5R.pdf. 

5 ACCME By-Laws, Sec. 6. 
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respect to review, reconsideration and appeal of its decision making 
process.6 

These standards serve ACCME well  for at least three reasons: 

1.  For ACCME to continue to be considered by government policy 
makers and the medical community as the leading institution for 
education self regulation, it must be and be seen to be a strong 
regulator with substance and integrity. No organization that ignores 
fundamental fairness and due process principles can maintain that 
status. 

2.  As a practical matter ACCME must recognize that if it does not 
voluntarily adopt these principles, and follow its own stated review 
process, it will be forced to do so through private or public litigation.7 

3.  An open and fair vetting of the important and difficult issues raised in 
this proceeding will provide the ACCME with the additional 
information and balanced perspective necessary to formulate 
enlightened and lasting policy. 

The Coalition raises the litigation possibility not because it has an intention 
to file a legal action. Instead, it raises it because the Coalition believes 
litigation is a logical reaction to ACCME’s current procedural decisions and 
it hopes that ACCME will adjust its processes at least in part  to avoid 
                                           
6 “Reasoned decisionmaking” is required to not be deemed arbitrary or capricious, See Puerto Rico 
Education Assistance Corporation v. Riley 10 F.3d 847, 853 (D.C.Cir. 1993)(“one of the fundamental 
principles of administrative law is that an agency’s decision must be supported by reasoned 
decisionmaking.”);Olenhouse v. Commodity Credit Corp., 42 F.3d 1560 (C.A.10, Kan., 1994)(“The duty of 
the court reviewing agency action under the ‘arbitrary and capricious’ standard is to ascertain whether the 
agency examined the relevant data and articulated a rational connection between facts found and the 
decision made.”); Wisconsin Valley Improvement Company v. FERC, 236 F.3d 738, 748 (D.C.Cir. 
2001)(“[A]n agency acts arbitrarily and capriciously when it abruptly departs from a position it previously 
held without satisfactorily explaining its reason for doing so.”); Motor Vehicle Mfrs. Ass’n of U.S., Inc. v. 
State Farm Mutual Auto Ins. Co., 103 S.Ct. 2856 (1983)(“An agency changing its course by rescinding a 
rule is obligated to supply a reasoned analysis for the change beyond that which may be required when an 
agency does not act in the first instance.”). 

7 The federal courts have recognized the standing of CME providers to initiate judicial review of ACCME 
decisions; see for example Medical CME Associates v. ACCME, 1990 WL 160075 (N.D. Ill 1990) 
(accepting a case for review but ultimately dismissing a complaint by a CME provider because the 
elements of an anti-trust case were not properly pled or proven). 
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litigation. We strongly urge ACCME to quickly go well out of its way to 
ensure that its policy making processes be as fair, open, reasoned and 
transparent as possible. Quick action need not be expensive or unduly delay 
these proceedings. Due process  standards are well understood, and easily 
followed. 

In the context of the rule making and enforcement actions at issue here, 
fundamental fairness and due process essentially require: full notice; the 
opportunity for all input to be heard; a public rulemaking record; and a 
decision-making process that is explained, reasoned and fact based. This 
generally means that rule changes be published for comment, giving the 
reasons and goals of the proposal, as well as an explanation of the 
underlying facts and assumptions. Interested parties are then allowed to 
comment for the record, including provisions for both data and arguments,  
and  full access and the opportunity to comment upon the comments of other 
parties are also given. After this, the rulemaking body is expected to propose 
a specific rule, giving a full explanation of its reasoning based on the record 
of the proceedings including why certain comments prevailed and others did 
not. 

Due process does not mean, as suggested in a recent letter to NAAMECC, 
that ACCME “consider the comment process to be a poll or vote.”  Rule 
making is not a voting procedure, but instead an open, contemplative process 
where the purpose, policy and procedures are fully vetted, and the decisions 
of the rule making body are based on transparent reasoning and record 
evidence. 

In the context of adverse actions,  due process allows a party subject to an 
adverse action to be given a full explanation of the reasons for the adverse 
action and an opportunity to appeal to an impartial and knowledgeable 
decision-maker. We recognize that ACCME has a published set of 
procedural rules for adverse actions, and applaud this. At ACCME adverse 
actions arise most often in the context of the re-accreditation of providers.  
The procedural processes given providers in such instances are  substantive 
rights that cannot be arbitrarily modified in a specific enforcement action – 
which ACCME has appeared to have done with a number of providers that 
have received adverse decisions. Any changes in the criteria for ruling must 
be subject to rule making requirements similar to those described above. 
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Therefore, we recommend that ACCME, as quickly as possible, publicly 
announce that it intends to adopt the following four measures. The first three 
involve rule making procedures, and the fourth enforcement actions. 

We recommend that ACCME: 

1.  Open the Record on the Three Previously Announced Subject 
Areas. 

This would enable all interested parties to review the comments of all other 
parties, and review the entire record relied upon by ACCME. Given the 
current requirement that comments be submitted electronically, the posting 
of comments at a publicly available website should involve little additional 
time or cost. Indeed, if ACCME does not wish to bear any of the costs 
associated with the public posting of all comments, the Coalition agrees to 
organize an effort to enable this at no cost to ACCME. Meanwhile, the 
Coalition has created a page on its website where it will be posting all 
comments sent to it. 

2.  Establish a Reply Comment Period. 

This would enable all participants to comment on recommendations and data 
submitted by others. The deadline for reply comments should be no shorter 
than  30 days from the date of the filing of the initial round of comments. 

3.  Commit to the Publication of a Further Notice. 

This would enable ACCME to publish specific proposed rules on each of the 
three topic areas after an initial two rounds of comments. This further notice 
should include a clear explanation of the purpose of the rule, the problem (s) 
the proposed rule seeks to avoid, and the procedure(s) for implementation.  
This notice should clearly articulate the facts in the record of the proceeding 
that are the basis for the rule, and review the substantive recommendations 
in the record, and a reasoned explanation why or why not major 
recommendations did or did not prevail. Interested parties should then  be 
given a reasonable period to comment on these proposed rules before 
implementation. 
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4. Follow Due Process in Adverse Decisions Against Providers. 

ACCME must carefully review its adverse decision process rules, including 
strict adherence to its own rules, including recent probation decisions.  For 
example, we note that on June 11th the ACCME announced, without seeking 
comment, that is  “now putting more Accredited Providers on Probation—
especially those found in Non Compliance with elements of the ACCME 
Standards for Commercial Support.  The current rate of Probation has 
increased to about 10% of Providers seeking Re-accreditation from about 
1% in the past.” While perhaps justified, the action appears to be in direct 
opposition to ACCME published policies regarding the process of placing an 
accredited provider on probation. 

The Coalition strongly recommends that the ACCME not change its 
enforcement procedures in a manner that substantively denies due process 
and appeal rights to providers without actual notice of such changes to the 
entire community, including following the general rule making procedures 
we recommend for the three topic areas addressed above.8 

II. ACCME Questions for Comment 

1. Should commercial support of certified CME end ? 

Background: 

The ACCME has called for comment regarding the elimination of 
commercial funding of CME. In its Call for Comment ACCME  notes  that 
in January of 2007 it initiated a discussion announcing that “it would be 
considering taking action regarding the funding structure of continuing 
medical education.” It further stated that “although CME exists in a data-
driven, evidence-based world, many are motivated by firmly held beliefs 
about propriety and professionalism. The ACCME values both perspectives 
and now seeks input on this matter.” 

ACCME acknowledged the need for identifying alternatives to the current 
funding scenario proposing three potential approaches: 1) no change to the 
                                           
8 Although we are not privy to any individual case, we have been told informally that this change in policy 
has also been accompanied by a substantive procedural change that severely limits the ability of parties to 
review the facts leading to probation decisions and limits their ability to appeal those decisions.  
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current acceptable funding mechanism 2) elimination of commercial funding 
3) or a new paradigm.  For this new paradigm, ACCME proposed the 
following conditions should be met: 

1. Programs for educational needs identified by organizations free from 
financial relationships with industry, 

2. Programs addressing the learner’s practice gaps corroborated by bona 
fide performance measures (i.e., National Quality Forum), 

3. CME content from  a continuing education curriculum specified by a 
bona fide organization (i.e., AMA, AHRQ, ABMS, FSMB), 

4. CME is verified as free of commercial bias. 

ACCME also suggested that these conditions could provide the basis for 
distribution of pooled industry funding. 

Coalition Position: 

The Coalition disagrees with calls by individuals and groups to eliminate 
commercial support. Underlying this debate is the assumption by critics that 
commercial funding introduces bias; there is also the implicit assumption 
that physicians are incapable of detecting and managing bias should it occur. 
Bias is a term used to describe a tendency or preference towards a particular 
perspective, ideology or result, especially when the tendency interferes with 
the ability to be impartial, unprejudiced, or objective. Bias is ubiquitous and 
influences clinical trial designs, formulary decisions, the content of peer-
reviewed journals, editorial commentary, the FDA approval process, news 
coverage, and election-year political activities. 

Physicians encounter and manage bias every day when listening to patients, 
reviewing medical literature, speaking with payers, experiencing drug 
detailing, selecting practice guidelines, and when participating in CME 
activities. As discussed below, the ACCME and education providers have 
made tremendous strides in helping to create this now endangered, relative 
safe-haven for physicians. Unfortunately, the same cannot readily be said for 
the myriad other largely unaudited sources of information encountered and 
managed by physicians each day. 
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The Coalition believes that most CME activities are free of commercial bias 
and that physicians are well-equipped to manage bias if it occurs. We are 
seriously concerned that the ACCME has added its moral force to this 
debate by raising this question, and has done so without offering any 
evidence of bias from commercial support.  As noted above, a fundamental 
principle of due process is reasoned decision making based on record 
evidence. 

ACCME has included in this record no objective evidence that commercial 
support of CME introduces bias. ACCME’s own recently commissioned 
report, The Relationship between Commercial Support and Bias In 
Continuing Education Activities: A Review of the Literature, failed to find 
“any objective evidence or studies documenting that commercially 
supported CME activities are biased.” That report recommends that further 
“rigorous scientific studies” be conducted before conclusions are drawn. It 
also recommended answering the question: does commercially-sponsored 
CME lead to better patient care? The Coalition supports this position and 
strongly urges ACCME to avoid making any changes in its position on 
commercial funding until objective scientific data can be compiled that can 
provide guidance on how best to proceed. 

The Coalition is greatly concerned that ACCME appears to be bowing to 
outside academic and political pressure from the critics of commercial  
support without demanding that those critics put evidence in the record as it 
calls for radical reform of the CME enterprise. ACCME demands evidence-
based medicine and data-driven decision making by Accredited Providers 
and other CME professionals, yet here seems to be lending credence to 
critics who it recognizes  “are motivated by firmly held personal beliefs 
about propriety and professionalism.” 

Moreover, ACCME’s recent annual report confirms  that commercial 
funding supports about half of CME in the United States today. Meanwhile,  
no one to date has offered a credible substitute funding source.  Dr. Kopelow 
in a recent conference call with members of NAAMECC indicated that 
based on his review the $1.2 billion dollars in commercial support only 
accounts for 15% - 30% of the yearly total of actual hours of instruction.  
While this may be true and consistent with current recertification standards, 
the CME community now considers measures of improved patient care 
much more relevant and important than counts of hours of instruction. 
Commercial funding accounts for a far greater portion of innovative CME 
activity that is focused on  improvement in patient care. In particular, 
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commercial support often funds new designs for educational programs to 
address practice gaps and has been a driver in creating non-traditional 
learning venues such as e-learning and other Internet–based activities. 

The Coalition firmly believes that proposals to end half the funding of  
certified CME without offering  plausible substitutes for that funding have 
no place in a serious public policy discussion on how to improve patient 
care. While some believe that government programs can replace commercial 
support, this is not realistic. Consider, for example, the current debate in 
Congress around adequate funding for FDA, clearly a critical priority. While 
most agree that the FDA has a current budget shortfall of at least a billion 
dollars a year, in 2008 Congress could only find one fourth of that for fiscal 
year 2009 and has not developed a consensus plan for fully funding this 
shortfall in subsequent years. If adequate funds cannot be found for a billion 
dollar shortfall at FDA, it is clearly unrealistic to expect that a similar 
amount could be found to substitute for commercial support for CME. 

Even if adequate government funding were available, it may not be optimal. 
Government funded CME often introduces a dangerous bias in favor of 
adoption of the  immediately-least-expensive therapeutic or diagnostic 
practice. This bias is not always consistent with either the long term best 
interest of patients or even the government.  Similarly, it is unrealistic to 
expect  physicians, facing increasing financial pressure on their income from 
reduced Medicare fees and lower managed care reimbursement, to pay for 
their own CME.  With  663,900 physicians in practice in the United States, 
the absence of commercial support would create a shortfall of  $1,807 per 
year for each physician. 

Today it is clear to objective observers that clinicians participate in 
commercially funded activities to learn about new and better ways to 
diagnose and manage disease, and then return to their practices better 
prepared to treat their patients. While these activities are supported by 
industry,  patients are the primary beneficiaries. At the same time, 
commercial supporters and providers have been leaders in studies and 
research on the value of CME to patient care in America. 

The Coalition does appreciate the need for ACCME to respond to the 
criticism and continuing pressure to curtail commercial funding. However, it 
is important to emphasize that much of this criticism is based on past 
unacceptable practices and incidents that have now been addressed by 
industry, provider and ACCME reforms. The CME community has  taken  
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significant steps over the past decade to insure both independence and 
quality for CME. These steps not only help insure independence from 
commercial influence, they also have elevated both the scientific standards 
for content and  improved measurement of  physician change and patient 
outcomes. 

Since the 1997 U.S. Food and Drug Administration guidance document 
calling for clear separation between promotion and education in the US, the 
CME community has made consistent improvements. Pharmaceutical 
manufacturers have done their part as well:  hiring compliance officers and 
instituting strict compliance policies; creating education groups and grant 
review committees that are  independent of sales and marketing; removing 
all CME activity from their sales organizations; and other practices to insure 
the independence of the CME programs they fund. While it may be 
impossible to eliminate all bias, these reforms insure that any reasonable 
chance of introducing bias will be minimized. 

While the Coalition applauds ACCME’s effort to present a new paradigm 
for the commercial funding of CME, it sees several issues with the 
recommendations. For example, point number three  recommends CME 
content from curriculum specified by “bona fide organizations.” 
Unfortunately, this approach will inhibit the delivery of cutting edge 
education addressing the latest developments in medicine. In many 
instances, innovative education leads rather than follows these organizations 
in the development of  new curricula and clinical guidelines. This is even 
more pronounced for government guidelines, which often are subject to 
several additional layers of review and regulatory process before adoption. 

Limiting CME programs to practice gaps “corroborated by bona fide 
performance measurements (e.g., National Quality Forum)” could well 
negate the value of the ACCME recognized advances  in the current “needs 
assessment” processes. To only subject commercially funded CME to this 
criterion would, superficially, seem like a reasonable approach, but in 
practice would only delay and inhibit the transfer of knowledge about new 
treatments and breakthroughs. 

The CME community recognizes that conflict of interest is a legitimate 
concern for all in medical education. However, the elimination of 
commercial funding -- to address the issue of bias -- in the absence of 
collaborating evidence supporting such a move, is counterproductive. In 
fact, such a decision would cause a massive reduction in the amount of 
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available CME, hinder the dissemination of new cutting-edge medical 
information, undo the positive recent advancements in CME, and ultimately 
stifle improvements in patient care. 

We respectfully submit that the current Standards of Commercial Support 
offer strong protection and independence of CME content from any bias and 
that to eliminate or further regulate commercial funding is unnecessary and 
unwarranted. 

2. Should  professional writers and faculty that have been employed 
by commercial interests be systematically excluded from related 
certified CME activities? 

Background: 

In its August 2008 publication titled “ACCME Proposes Additional Features 
of Independence in Accredited Continuing Medical Education,” ACCME 
proposed, for comment, the following policy: 

Persons paid to create, or present, promotional materials on behalf of 
commercial interests cannot control the content of accredited continuing 
medical education on that same content. 

In accompanying commentary  ACCME elaborated, suggesting that the 
intent was to systematically exclude persons who have been employed by 
commercial supporters : “ In accredited CME some conflicts of interest are 
irreconcilable. The only way they can be resolved is by avoiding the 
circumstances that create the conflict. This is the basis of the SCS 1 (and) 
would be the case under this policy. Physicians paid by a commercial 
interest to do promotion presentations on a product could not teach in 
accredited continuing medical education on the same product. Anyone 
creating content for promotional activities would be excluded from creating 
content on the same product …” ACCME also noted that not every financial 
relationship would require exclusion, including conducting and reporting the 
results of industry research unless such persons also participated in 
promotional programs. 
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Coalition Position: 

The Coalition strongly supports strict adherence to the existing ACCME 
Standards for Commercial Support as the best and most appropriate means 
to manage conflicts of interest, and does not support the proposed 
amendment that would in effect make professional writers and faculty 
“commercial interests” and thus exclude them from certified CME activities. 
We believe the initial statement of the rule, that such persons “cannot control 
the content” appropriately enables providers to manage any potential bias 
that may arise in these circumstances, and thus meets the goals of ACCME 
and the community. 

We also note the important fact that the federal government in comparable 
situations does not exclude participants in critical medical decisions at the 
National Institute of Health, Center for Medicine  (CMS) nor the Food and 
Drug Administration.  Congress itself considered exclusion in debates over 
management of conflict in FDA Advisory Committees, and rejected 
exclusion and adopted a management plan instead.  If the federal 
government can manage experts with ties to industry, it seems certain that 
the CME community can also do so. 

The Coalition supports the following application of the existing policy: 

Faculty, consultants, writers and others in a position to influence the 
content of a CME activity who participate in the creation or 
presentation of promotional programs on behalf of a commercial 
interest may participate in accredited CME activities if all potential 
conflicts of interest are appropriately vetted, disclosed and resolved 
consistent with current ACCME policies. Providers continue to be 
responsible for the content of  programs. When appropriate, providers 
should exclude writers and faculty who do not follow the practices 
and policies of ACCME and the provider. We support the current 
policy of giving providers the responsibility and discretion to manage 
potential conflicts and bias in the content of the programs. 

Contrary to due process principles, the ACCME poses no clear rationale for 
this change, nor does it proffer evidence that these possible sources of bias 
have not or cannot be resolved under the existing policies. It does cite two 
“recent significant external actions” but does not explain their relevance or 
applicability here.  The first is the consumer fraud settlement voluntarily 
agreed to by Merck in May of 2008  with 29 states and the District of 
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Columbia.  The most important element of that agreement is the Merck 
agreement to comply with the ACCME standards of commercial support in 
its CME grant making process, and the additional promise by Merck to 
require employees and contractors to fully disclose that relationship in all 
educational programs, promotional and certified. It further binds Merck to 
limit its promotional use of faculty that are involved in certified programs. 
As such, it most importantly supports existing ACCME policy, but does not 
suggest any action by ACCME here. 

ACCME also notes that in July 2008 the Association of American Medical 
Colleges Taskforce on Industry Funding of Medical Education 
recommended  that “academic medical centers should make clear that 
participation by their faculty in industry-sponsored speakers’ bureaus should 
be strongly discouraged.”  This recommendation is not about participation in 
certified CME, but in promotional education, not a subject within the 
purview of the ACCME, and not clearly relevant here. 

Question 1:  Should those who write promotional materials be excluded 
from having any role in writing CME content? 

The Coalition believes writers should not be excluded from writing CME 
content in a therapeutic area because they have worked on promotional 
materials for a product in that therapeutic area for several reasons: 

1. The exclusion of writers from CME would be difficult to enforce 
because such writers have a multitude of clients with varying 
connections to commercial interests. Such limits would be extremely 
difficult and expensive to identify, manage and verify. 

2.  Promotional education is very different from certified CME. It is 
strictly regulated by FDA, vetted by the medical and legal teams of 
the commercial interests, and limited to on label content. The content 
in promotional programs is more controlled and restricted than in 
accredited CME. 

3.  The exclusion of writers from CME would significantly limit the 
availability of the skilled writers in many therapeutic areas, 
undermining the quality and value of CME activities. CME providers 
utilize staff and freelance writers to collaborate with researchers and 
faculty who may not possess the communication skills  and 
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instructional design expertise to make their presentations relevant and 
compelling to the target audience. 

4.  The exclusion of writers from CME would undermine the premise and 
credibility of the existing standards for commercial support. 

We note, also, that the proposal would limit faculty from speaking in a 
therapeutic area. CME content does not address a ‘product’ but rather a 
therapeutic area with various treatment options without regard for the source 
of commercial support. 

Question 2 :  Should those who teach in promotional activities be excluded 
from teaching in independent CME activities? 

The Coalition believes that faculty should not be excluded from participation 
in certified CME programs in a therapeutic area where they have done 
promotion for these reasons: 

1.  The exclusion of faculty would be expensive and difficult to enforce. 

2.  Professional associations may be forced to exclude a majority of their 
best presenters at their national and local meetings. 

3. CME providers, including academic institutions and community 
hospitals, will face greater challenges finding faculty to participate in 
CME activities. Academic institutions may encounter difficulties 
recruiting faculty because of the limits on their academic and 
economic rights. 

4. The overall quality of CME may be compromised because talented 
teachers will be forced to choose between CME and promotional 
programs. 

5. Research scientists may well resist the limits on their ability to expose 
clinicians to the results of their findings. 

6. The systematic exclusion of some of the best qualified faculty would 
undermine the premise and credibility of the existing standards for 
commercial support. 
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Accordingly, the Coalition believes existing disclosure and conflict 
management policies are sufficient to address any concerns about bias and 
conflict of interest. 

3.  Should certain announcements by grantors be banned, specifically 
“internal criteria” for grant approval and “topics” of  interest? 

Background: 

The ACCME has called for comment regarding two new statements it 
proposes as additional conditions to limit interactions between accredited 
providers and commercial interests to ensure that current processes do not 
undermine the independence of certified CME.  The statements are: 

1. Accredited providers must not receive communications from 
commercial interests announcing or prescribing any specific content 
that would be a preferred, or sought after, topic for commercially 
supported CME (e.g., therapeutic area, product-line, patho-
physiology) – as such communication would be considered ‘direct 
guidance on the content of the activity’ and would result in Non 
Compliance with Standard 1 of the ACCME Standards for 
Commercial Support. 

2. Receiving communications from commercial interests regarding a 
commercial interest’s internal criteria for providing commercial 
support would also be considered the receipt of ‘guidance’, either 
nuanced or direct, on the content of the activity or on who should 
deliver that content. 

Coalition Position: 

The Coalition strongly urges ACCME to withdraw these proposals and 
instead address these issues as necessary under the existing Standards of 
Commercial Support (SCS). At present, the ACCME has presented no 
record evidence that either of these activities undermines the independence 
of providers and programs, nor has it proffered any evidence that these 
proposals would further its policies of independence. At the same time, the 
existing SCS address the issue of inappropriate interaction between 
accredited providers and commercial interests to prevent any impact or 
influence on selection of faculty, venue, and the determination of activity 
content.  Further, the ACCME requires all providers to institute strict 
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policies to identify and resolve conflicts of interest for all involved in 
program planning and implementation.  These are meaningful policies that 
ensure the independence of CME content. 

The Coalition is seriously concerned that the new proposals would increase 
cost  and reduce the likelihood of accredited providers finding adequate 
grant support without a measurable increase in the independence of CME 
activities.  Virtually all grant-giving organizations have both areas of interest 
and submission guidelines readily available to all those who seek funding.  
The ACCME’s proposed position would, by suppressing this information, 
make it harder for accredited providers to find funding.  The ACCME’s 
approach requires an increased number of grant submissions and potentially 
resubmissions as providers attempt to determine exactly what any given 
commercial interest is willing to support.  This would be a significant 
disadvantage to smaller providers with neither the time nor the staff to 
undertake such exercises. 

The Coalition believes there are additional actions the ACCME could 
propose in a second call for comment that would better achieve the goal 
without decreasing the efficiency of the grant seeking process. Consistent 
with First Amendment guidance by the Supreme Court in the commercial 
speech area, we believe that the ACCME should consider less restrictive 
alternatives than the bans suggested, before proceeding to adopt  sweeping 
bans.  For example, several narrower, less restrictive alternatives may well 
address concerns of ACCME, while allowing appropriate and useful 
communications to continue. 

To further the discussion of such less restrictive alternatives, the Coalition 
offers two such ideas for consideration by ACCME and the entire education 
community. Because the Coalition has not yet fully vetted these with all 
Coalition stakeholders, we offer them not as Coalition proposals, but 
possible alternatives for discussion within the entire CME community before 
the ACCME takes final action here. Consider the following: 

1. To further ensure the independence of CME activities the ACCME 
could limit some restricted activities by grantors, such as sending 
RFPs to only selected providers or sole source grants.  Or, ACCME 
could encourage increased public announcements and communication 
by grantors, perhaps enabling all accredited providers and  the 
regulatory community to view the RFPs.  An open RFP process, 
transparent to regulators and other interested parties, may increase the 
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efficiency of both the planning and grant seeking process.  Accredited 
providers would be able to more quickly identify those commercial 
interests likely to have funds available for the practice gaps and other 
unmet needs identified by their research. A more transparent  system 
may operate to prevent potential or perceived opportunities to threaten 
the independence of CME content. 

2.  ACCME could further emphasize that needs assessment is the primary 
responsibility of accredited providers.  The ACCME might regulate 
the use of needs assessment in RFPs, or limit the ability of grantors to 
specify needs assessment vendors or methods as a condition of 
receiving grant support. 

In sum, the Coalition believes it’s appropriate that each accredited provider 
is responsible for the integrity of its CME program and the activities it 
certifies.  The existing Standards of Commercial Support and conflict of 
interest policies of the ACCME provide excellent protection for the 
independence of CME content.  We believe that transparency rather than 
prohibition would better achieve the incremental improvements sought by 
these latest policy proposals. 

If ACCME believes that further rules areas necessary, we recommend that 
ACCME  should propose such rules in a further notice, along with evidence 
that the proposal would solve the problems specified.  We believe that much 
more narrow alternatives, focused on an open and transparent RFP system 
might best meet the current needs of the community. The Coalition looks 
forward to this discussion and debate. 

Respectfully submitted, 

Brad Bednarz 
Marty Cearnal 
Mark Schaffer 
Education Committee Co-Chairs 
Coalition for Healthcare Communication 
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September 10, 2008

Dear Murray,

I am writing as an individual to express my concern in response to the
ACCME request for comments regarding the proposal to increase the
restrictions for participants in continuing medical education activities_ In
reviewing the call for comments at our recent Minnesota Medical Association
CACME meeting, I felt compelled to add my own personal concerns to those
expressed by our committee.

I am opposed to the ACCME proposal to implement the following policies:

Persons paid to create, or present, promotional materials on behalfof
commercial interests cannot control the contellt ofaccredited
continuing medical education on that same content.

My concern rests around the burden that CME planners would have in
implementing this ban. My concern is that a speaker for a CME activity with a
slide set that has been reviewed still exerts a significant amount of control over
the CME presentation through focusing on certain material, emphasis on
recommendations, interpretation of the data and answers to questions from the
audience. Without a scripted, tightly controlled presentation, this ban would
be impossible to implement with any significant meaning and would restrict
organizations from using experts in the field that have some relationships to
commercial interests.

The task for CME planners is to identify and resolve conflicts of interest. We
already have strict guidelines and high expectations for CME activities. This
results in a balanced and fair discussion of the topic with the audience from a
speaker who is often an expert or highly regarded in their field. To put a ban
on this level offaculty would harm CME greatly and I fear would result in
speakers who are either parroting or presenting other peoples' work or the
literature.

HealthEasr.
CoTfSystem

Passion for Caring and Service
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Our task is to remain diligent about identifying and resolving these conflicts and disclosing these
relationships to the audience and then monitoring whether those presentations are objective and
free of bias.

I am also opposed to the proposal that:

The commercial support ofcontinuing medical education end.

As a representative of a medium sized healthcare organization with CME responsibilities to a
large medical staff and minimal and declining budgets, we do rely on some level of commercial
support to present activities with faculty with either a regional or national scope. Without
commercial support for some of these activities, I fear that our local education and access to
physicians would seriously decline and the hospital based education such as grand rounds,
clinically pertinent topics in the local environment, etc would decliae or be eliminated.

With the new requirements that CME be more closely aligned with performance improvement
activities, demonstrate clinically relevant outcomes, and measure improvements in competence
or patient care, these cost for CME activities will not be decreased, but actually increase. Many
of the companies have the same stated goal, namely to improve the outcome for the patient and
provide better tools and training for the doctors. We need to provide a better mechanism for
commercial interests to support these efforts, not restrict their help altogether. I am in favor of a
mechanism to pool grants into a general institution fund for activities.

Thank you for your consideration of these comments.

Sincerely,

&t
Robert C. Moravec, MD
Medical Director St. Joseph's Hospital

cc: Donald Piper, MD, Director Medical Education for HealthEast Care System
Bob Beck, MD, Vice President Chief Medical Officer for HealthEast Care System
Craig Svendsen, MD, Chief Medical Quality Officer for HealthEast Care System
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ACCME CALL FOR COMMENTS 8/11/08 – COMMERCIAL BIAS IN CME 
 
Submitted to:  Murray Kopelow, MD, MS, FRCPC   
    Chief Executive 

Accreditation Council for Continuing Medical Education 
 

Submitted by: Michael Fullmer 
    President and CEO 

Medical Communications Media, Inc. 
 
COMMERCIAL BIAS IN CME: HOW SERIOUS IS THE PROBLEM AND WHAT SHOULD WE DO? 
 
The Accreditation Council for Continuing Medical Education, the American Medical Association and the 
Senate Committee on Finance have all been closely examining the issue of commercial bias in CME‐
certified education and are attempting to assess the degree to which there is a problem and determine 
the best path to insuring that CME provides fair balance, and scientific rigor, and is in the best interest of 
physicians and the patients they serve.  
 
HOW MUCH BIAS REALLY EXISTS? 
 
There has been much discussion about commercial bias in CME. Unfortunately, there has been a sense 
of urgency to fix a perceived problem without first obtaining credible evidence of the extent of the 
problem in today’s CME environment. Recent discussions seem to be flawed in two areas: 
1. Assumptions of commercial bias are generally based on anecdotal information or accounts that pre‐

date the 2003 OIG Compliance Program Guidance for Pharmaceutical Manufacturers and the  
revised 2004 ACCME Standards for Commercial Support. 

2. Discussions (e.g.: Recommendation of the Council on Ethical and Judicial Affairs for the AMA) very 
often combine CME‐certified education with non‐CME‐certified promotional events such as 
speakers programs and dinner meetings.  

 
Recently, an independent ACCME‐funded study, by Ronald M Cervero, PhD and Jiang He, MPA examined 
the literature and concluded: “Although it has been speculated that commercial support produces bias 
in CME activities, there is no evidence to support or refute this assertion.”1 Since we are all called to 
utilize an evidence‐based approach when developing content for CME, should we be any less committed 
to using the same approach when assessing and attempting to address commercial bias? 
 

                                                            
1 Cervero, R; He, J: The Relationship between Commercial Support and Bias in Continuing Medical Education 
Activities: A Review of the Literature, June 2008 
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As far as certified CME activities vs. non‐certified activities, it is clear that certified activities are bound 
by a stringent set of rules as defined by the ACCME and OIG guidelines, both of which were designed 
specifically to insure, quality, fair‐balance and scientific rigor. Non‐certified activities are not similarly 
bound and must therefore be separated when attempting to assess commercial bias in CME. 
 
Survey of US Physicians on Commercial Bias 
 
On July 30, 2008 Medical Communications Media, Inc. sent an e‐mail to 23,434 physicians in its 
proprietary database inviting them to participate in a survey on the topic of commercial bias in CME. 
This database consisted of registrants of its dedicated website www.CMEcorner.com or previous 
participants in CME activities. Between July 30 and August 6, 2008 379 physicians responded. The 
questionnaire asked 7 closed‐end questions and invited comments on question 8. It is important to note 
that this was not a scientifically designed and validated study and was not intended to be the basis for 
decisions on this topic. It does, however, provide a flavor of physician attitudes on this subject. To follow 
is a summary of the results.   
 

1. Please rate on a scale of 0 to 10, 0 being no bias and 10 being completely biased, the degree to which you 
believe today’s certified CME programs are biased by commercial entities such as pharmaceutical and 
medical device underwriters:  

Mean Rating  Response Count 

2.98  379 

 
 

2. Please rate on a scale of 0 to 10, 0 being no bias and 10 being completely biased, the degree to which certified CME 
programs were biased by commercial concerns prior to institution and implementation of the revised ACCME 
Standards for Commercial Support issued in April of 2004 and the OIG (Office of the Inspector General) Compliance 
Program Guidance for Pharmaceutical Manufacturers issued in May of 2003:  

Mean Rating  Response Count 

4.11  379 

 
 

3. Please rate on a scale of 0 to 10, 0 being no bias and 10 being completely biased, the degree to which today’s 
promotional (non‐CME) education programs (e.g.: lunch‐and‐learns, speaker or dinner programs) are biased by 
commercial sponsors:  

Mean Rating  Response Count 

5.37  379 

 
 
The first three questions dealt with perceived commercial bias 1) for CME‐certified programs today, 2) ) 
for CME‐certified programs prior to the 2003 OIG guidelines and 2004 ACCME revised Standards for 
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Commercial Support and 3) for non‐certified promotional education programs such as speaker’s 
programs or lunch and dinner programs. The mean score for today’s CME‐certified programs suggest 
that physicians do still perceive some bias, but it is at the mild end of the range. Question 2 suggests 
that we have made progress since the  2003 OIG guidelines and 2004 ACCME revised Standards for 
Commercial Support have been released, but there is still work to be done. Question 3 shows a clear 
increase in bias for promotional, non‐CME‐certified programs. This further supports the need to 
separate CME‐certified programs from non‐certified promotional programs when conducting 
discussions on the issue of commercial bias in CME.  
 
It is important to note that the term “commercial bias” was not defined by the survey; nor were the 
respondents asked to define what they considered to be “commercial bias”. For example, if a CME‐
certified program presents favorable data on a commercial supporter’s product because of its inherent 
benefits, is that program perceived as biased? We also don’t know to what degree commercial bias from 
the past creates a residual effect on today’s perceptions. These and other questions need to be explored 
more thoroughly in future research. This research should include both surveys and in‐depth physician 
interviews or focus groups. 
   

4. Do you feel there would be an advantage to having a standard disclaimer on the 1st page of all invitations or 
promotional flyers for promotional (non‐CME) live programs to clearly identify them as "promotional"?  

Yes  No  Not Sure  Response Count 

60.7% (230)  26.9% (102)  12.4% (47)  379 

 
 

One area that was explored was the potential benefit of a new standard requiring notification if the 
education is a promotional event. Almost two thirds of those surveyed favored this approach and 12% 
were unsure. 
  

5‐7 Questions 5, 6, and 7: Commercially supported certified CME (e.g. supported through a pharmaceutical or 
medical device company educational grant) currently represents about two thirds of available CME. What 
impact to you think the elimination of all commercial funding might have on future CME offerings? 
(Please select one answer for each area in Questions 5, 6, and 7) 

 

5.  Improve Quality of CME  Hurt Quality of CME  Have No Impact on the 
Quality of CME 

Response Count 

  20.3% (77)  54.9% (208)  24.8% (94)  379 

 

Responses to Calls-for-Comment - Organizational Responses

October 2008;  Page 99 of 226



Page 4 of 15 

 

 

6.  Increase the Quantity 
of Available CME 

Decrease the Quantity 
of Available CME 

Have No Impact on the 
Quantity of Available 

CME 

Response Count 

  6.1% (23)  88.4% (335)  5.5% (21)  379 

 
         

7.     Accessibility in  Increase Access  Decrease Access  No Impact on 
Access 

Response Count 

Rural Areas  7.4% (28)  83.9% 318)  8.7% (33)  379 

Urban Areas  5.5% (21)  68.6% (260)  25.9% (98)  379 

Suburban Areas  6.3% (24)  77.3% (293)  16.4% (62)  379 

 
 
Questions five through seven dealt with the perceived impact that the elimination of commercial 
support would have on CME. On quality, over half felt that it would hurt the quality of CME, 20.3% felt it 
would improve the quality of CME, 24.8% felt it would have no impact. 
 
On the issue of quantity of available CME programs, 88.4% felt that the number of available programs 
would decrease, 6.1% felt it would increase and 5.5% felt it would have no impact. 
 
Looking at accessibility in various settings, more than two‐thirds of the physicians surveyed felt that it 
would decrease access in all settings with the biggest concern being in rural areas. This is not surprising 
given the role of large urban‐based universities and hospitals in providing CME activities in and around 
their centers. 
 
Perhaps the most interesting finding from this survey relates to question #8, which simply stated “Other 
Comments” and had a space for open‐ended comments. Of the 143 comments received, 116 (81%) 
voiced their support for continuing with commercial support of CME, 6 (4%) voiced their support for 
discontinuing commercial support of CME and 21 (15%) touch on other areas related to the survey. 
Those voicing support for continued commercial support were quite direct, at times voicing very strong 
feelings. The overwhelming voice of support for continuing support fell into four primary categories:  
 

Sample Comments 
 
Category 1 ‐ Physicians are discerning enough to manage bias if it occurs (37 comments)  

1. As a physician I recognize that bias will never be completely eliminated when commercial entities are 
providing information. However my scientific training and sense of professional skepticism are always on 
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alert; consequently I do not believe that I have been or will be unduly influenced when commercial sources 
of CME are used. 

2. I think most physicians are intelligent enough to detect and consider bias. 
3. What an insane proposal!  I've retired after 30+ years of practice.   I greatly benefited and learned from 

CME which was supported by a variety of commercial entities.  At NO time did I change any professional 
behavior because of such support.  To imply that I could be 'bought' with a pen, breakfast or lunch is 
maximally offensive.  It is simply political correctness run pathologically amok.  Thanks for the opportunity 
to comment on the silliness.  

4. Physicians are a fairly intelligent group, and are sophisticated enough to discern potential bias. We frankly 
don't need paternalism from ACCME nor the AMA.  Eliminating commercial sponsorship will only serve to 
concentrate information dissemination within the hands of academics and professional societies‐‐‐and, let 
us be frank: that's hardly a step up on the 'bias ladder'. Thanks, but I can fend for myself.  

5. As a licensed physician with both an undergraduate and medical degree and 6 years of post graduate 
training that I think I am smart enough. Leave things be.  No competent physician can be influenced 
unduly.  

 
Category 2 ‐ Concerned about the impact that the elimination of commercial support for CME would have on cost, 
availability and quality (43 comments) 

1. The biggest problem is finding affordable CME. I couldn't possibly afford the required 50 credits a year w/o 
industry support. I only get $1,000 a year for registration , hotels and travel. 

2. Commercial support is essential to be able to provide good quality and variety CME program. 
3. If educational grants are not available to pay speakers then it will be hard to find qualified speakers who 

will donate their time to give lectures. Large teaching institutions will carry on CME as a part of their 
mission. Intermediate and smaller hospitals will not be able to afford CME without support. 

4. Elimination is a poorly thought out, reflex type of solution. I call it the brain dead solution. More disclosure, 
oversight, etc. perhaps, but this banning movement is ridiculous and threatens large amount of extremely 
informative CME, and several learning opportunities (eg. simulators, hands on training) would disappear 
almost entirely.  

5. What plan does ACCME have for funding CME if there is no commercial funding?  
 

Category 3 – CME is Generally Fair and Objective (10 comments) 
1. In my experience there's minimal bias in CME programs sponsored by commercial interests  
2. Virtually every CME course commercially sponsored bends over backwards to be fair and objective.  
3. Pharma has in the past provided  ethical  continuing  education. I would challenge those seeking to 

eliminate or restrict even more industry sponsored CME to propose a cost‐effective alternative.  
4. Would hate to see CME go away and really feel it is rarely biased.  
5. Academic purist over‐estimate both bias in CME and their own importance in preventing it.  

 
Category 4 – Other Comments Favoring Commercial Support of CME (26 comments) 

1. CME is important today ‐ and commercially sponsored, non‐biased CME helps improve the quality of 
patient care.  

2. This effort is pandering to the politicians and to the worst instincts of the public 
3. It would be helpful if their critics would realize that drug and device companies are not only not evil but 

actually responsible for many of the health benefits we enjoy today. This process of demonization is short‐
sighted, counterproductive, and very unlikely to do anything to improve patient care. 

4. Physicians need to be fully educated, we really don't care who supports it, we just want to learn.  
5. Commercially supported certified CME is absolutely essential to general medical learning today. It not only 

should not be eliminated, instead it should be expanded and is extremely helpful to the general practice of 
medicine and quality of patient care.  
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There were 6 respondents, of the 143 physicians offering comments on question 8, who used it to 
express their desire to eliminate commercial support for CME. All six comments are listed below: 
 

1. Let's get commercial support out of CME. Commercial support did not occur during medical school, but has 
a heavy presence in CME. If commercial support is not engaged in medical school education why is it 
allowed in postgraduate and CME? 

2. Strongly favor elimination for the sake our professional image 
3. Pharma sponsored CME are high tech infomercials.  
4. a blatant conflict of interest that needs to be addressed proactively by professionals.  Industry supports 

CME to sell a product‐even if it's not the best for the patient, we must stand up for the patient, not our 
pocketbooks or stomachs...  

5. Physicians have become beggars, taking money and gifts wherever they can get them.  Academic 
physicians are particularly guilty of selling themselves, possibly because they wish to try to emulate private 
practice incomes.  

6. Commercial bias in "CME" is a stain on the integrity of the medical profession.  It has permeated 
throughout the profession like a plague.  I strongly urge ACCME to ban commercial support of CME, and 
help bring integrity back to the medical profession.  

 
While the 6 respondents who favored the elimination of commercial support for CME were equally as 
passionate, it is difficult to ignore the sheer numbers, with 116 favoring the continuation of commercial 
support for CME and only 6 favoring its elimination.  
 
Commercial Bias Question – Program Evaluations 
 
Current CME guidelines require that each program evaluation include a question to determine if 
participants perceive commercial bias. Steps are required should a provider determine perceived bias 
based on these evaluations. Medical Communications Media, Inc. employs two methods for this 
assessment as demonstrated from the recently completed CME/CE‐certified live and online programs 
listed below. 

  

Was the activity free of 
commercial bias?  

   
2007 - 2008 Commercial Bias Summaries  (All Professions) 

4-Strongly Agree…1-Strongly Disagree 

Year Type Program Name Responders Mean Score 

2007 Grand Rounds 
Malignant Gliomas, Hope Life:  Using 
Biology to Refine Treatment 662 4.0 

2007 Grand Rounds 

Comprehensive Management of Ovarian 
Cancer:  Current Treatment and 
Maximizing Quality of Life 554 4.0 

2008 Grand Rounds 
Advances in the Management of 
Myelodysplastic Syndromes 227 4.0 

2008 Grand Rounds 

Advances in the Management of 
Recurrent Ovarian Cancer:  A Case-
Based Approach 158 4.0 

2007 Audioconference 
ADHD Across the Lifespan:  Managed 
Care Strategies for Optimizing Patient 409 3.7 
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Care 

2007 Audioconference 
ASTHMA IN MANAGED CARE 
Improving Clinical Outcomes 425 3.7 

2007 Audioconference 

ASTHMA IN MANAGED CARE 
Optimizing Healthcare Resource 
Utilization 398 3.6 

2007 Audioconference 

The Management of Bipolar Disorder in 
Managed Care: Enhancing Function and 
Productivity 263 3.8 

2007 Audioconference 

The Management of Bipolar Disorder in 
Managed Care: Improving Adherence to 
Therapy 229 3.8 

2007 Audioconference 
Update on the Management of Chronic 
Constipation in Long-Term Care 1013 3.7 

2007 Audioconference 
Contemporary Management of Chronic 
Constipation in Long-Term Care 427 3.5 

2007 Audioconference 
Reducing Peptic Ulcer Complications in 
the Elderly 561 3.7 

2007 Audioconference 
Insomnia Management in Long-Term 
Care: Challenges and Opportunities 287 3.7 

2007 Audioconference 
Managing Insomnia in Primary Care: 
Practical Tools for the Busy Practitioner 286 3.7 

2008 Audioconference 
Optimizing the Continuum of Care in 
Elderly Residents With Anemia and CKD 354 4.0 

  TOTAL 6253 3.8 
 

  
Was the activity free of 

commercial bias?    
   Yes No 

2008 Online 
Management of Gliomas: A Case-Based 
Approach 52 4 

2008 Online 

Maximizing Metastatic Breast Cancer 
Treatment and Outcomes Through Cell-
Based Disease Monitoring and Anemia 
Management  26 2 

2008 Online 
The Neurosurgeon's Evolving Role in the 
Management of Malignant Gliomas 11 4 

2008 Online 

Balanced Pharmacotherapy: A New 
Strategy to Minimize Risk and Maximize 
Efficacy in Acute Coronary Syndrome 
(ACS) 105 2 

2008 Online 

Malignant Gliomas, Hope & Life: Using 
Biology to Refine Treatment: Podcast 
Program 1 11 1 

2008 Online 

Malignant Gliomas, Hope & Life: Using 
Biology to Refine Treatment: Podcast 
Program 2 9 0 
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2008 Online 

Malignant Gliomas, Hope & Life: Using 
Biology to Refine Treatment: Online 
Program 1 20 2 

2008 Online 

Comprehensive Management of Ovarian 
Cancer: Current Treatment and 
Maximizing Quality of Life 18 0 

2008 Online 
Malignant Gliomas, Hope & Life: A 
Forward-Looking Discussion 64 3 

2008 Online 

Malignant Gliomas, Hope & Life: Using 
Biology to Refine Treatment: Online 
Program 2 33 2 

2008 Online 
Malignant Gliomas, Hope & Life: A 
Forward-Looking Discussion 21 1 

2008 Online 

Malignant Gliomas, Hope & Life: Using 
Biology to Refine Treatment: Podcast 
Program 3 5 0 

2008 Online 

Malignant Gliomas, Hope & Life: Using 
Biology to Refine Treatment: Podcast 
Program 4 4 0 

2008 Online 

Controversies in Neuro-Oncology: A 
Conversation About Managing Primary & 
Metastatic Brain Tumors 8 2 

2008 Online 

Controversies in Neuro-Oncology:  A 
Case-Based Discussion on Managing 
Primary & Metastatic Brain Tumors 25 0 

2008 Online 
Rhinitis & Beyond: Managing Associated 
Comorbidities 21 0 

2008 Online 

Optimizing Chemotherapy Outcomes in 
Early & Advanced Breast Cancer: A 
Case-Based Discussion 15 2 

2008 Online 

Optimizing Chemotherapy Outcomes in 
Early & Advanced Breast Cancer: A 
Case-Based Monograph 14 0 

2008 Online 
Rhinitis & Beyond: Managing Associated 
Comorbidities 13 1 

2008 Online 
Rhinitis & Beyond: Managing Associated 
Comorbidities 55 0 

2008 Online 
Rhinitis & Beyond: Managing Associated 
Comorbidities 37 1 

2008 Online 
Management of Persistent, Recurrent, 
and Refractory Ovarian Cancer 17 0 

2008 Online 
Management of Persistent, Recurrent, 
and Refractory Ovarian Cancer 15 0 

2008 Online 
Optimizing the Continuum of Care in 
Elderly Residents With Anemia and CKD 11 0 

2008 Online 
Primary Malignant Gliomas: Current 
Practices & Future Directions 2 1 

   612 28 
  TOTAL PERCENTAGE 96% 4% 
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This represents only a random sampling of recently completed live programs and completions to‐date 
for online programs introduced in 2008. These are also from a single medical education and 
communication company. It does, however, suggest that today’s healthcare professionals perceive the 
CME/CE activities to be largely unbiased. It also points to the readily available data that could provide 
immediate insight regarding physicians’ attitudes on this subject.   
 
Recommendations: 
 
1. Gather from providers combined data on the commercial bias question for all programs that were 

completed between 1/1/08 through 6/30/08. Have providers separate data into groups based on 
funding source, with “commercially funded” being one of the groups. Assess the extent of reported 
commercial bias and the differences between the groups based on the source of that funding. 

2. Conduct scientifically designed research with physicians, including in‐depth interviews, to better 
understand their perceptions and attitudes on this subject  

3. Be certain to separate CME‐certified activities from non‐certified activities in all discussions of 
commercial bias in CME. 

 
INSURING FAIR‐BALANCE AND SCIENTIFIC RIGOR 
 
One of the troubling aspects of recent conversations on commercial bias is that it fails to recognize the 
strong leadership that the ACCME has provided which has resulted in a major evolution of CME over the 
past 15 years. To adequately insure that CME activities are free of commercial bias, the ACCME has 
understood that it is essential to build proper firewalls. This has, consequently, become a key 
underpinning in today’s CME guidelines. The changes that the ACCME and the OIG have initiated have 
been many and have been significant. They include: 
1. Regulatory 

o The establishment of Standards for Commercial Support in 1992 and revision of those 
standards in 2004. 

2. Structural  
o The separation of CME staffing from marketing staffing within the structure of 

pharmaceutical underwriters. This separation includes the separation of budgets and 
marketing’s control over those budgets. 

o The separation of staffing and financial structures within companies providing both CME‐
certified educational services and promotional services (advertising and promotion).  

3. Contractual  
o The requirement of a legally‐binding letter‐of‐agreement between the accredited provider 

and the commercial underwriter that clearly states the roles of the respective parties and 
the contractual agreement of both parties to comply with all current educational guidelines. 

4. Communication 
o The institution of guidelines that prohibit discussions related to faculty or content between 

the accredited provider (includes their agents) and a commercial underwriter. 
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o The institution of guidelines that prohibit requests by the accredited provider (including 
their agents) of the commercial underwriter for information. 

o The institution of guidelines that prohibit medical accuracy reviews by commercial 
underwriters. 

5. Disclosure 
o The establishment of comprehensive guidelines to determine and address potential 

conflicts‐of‐interest with faculty of CME‐certified activities 
 
6. Enforcement 

o An increase in the number of probations issued from about 1% in the past to about 10% of 
current providers seeking reaccreditation2 

o Increased scrutiny and compliance with requirements for accredited providers that receive a 
large percentage of commercial support, or present CME whose content may need further 
validation or CME providers that offer only jointly sponsored activities with non accredited 
organizations2 

 
Each of these steps was taken to prevent the risk of commercial bias. Providers and their agents have 
adjusted quickly to insure compliance. Grant request processes have become web‐driven and more 
automated. Access to the staffs of commercial underwriters has been restricted to CME professionals 
only and access to these individuals has become less frequent with discussions limited to financial issues 
regarding the grant extension and outcomes related information at the completion of the program. 
 
STRATEGIES FOR THE FUTURE 
 
Current strategies under discussion assume that significant commercial bias exists and that this bias 
requires a significant response beyond current and planned guidelines and practices. While evidence of 
significant commercial bias has not been established, the following strategies are currently under 
consideration by the ACCME: 

 
The Status Quo 
 
Alternative #1 – Continue with the Existing System  
As we all continue to strive for the highest possible quality, fair‐balance and scientific rigor in CME, it is a 
given that we will continue to evolve and that the ACCME will lead us in that process. As long as 
commercial bias exists in any form, the status quo will never be an acceptable option and further 
changes or refinements will be required. 
 
 
 

                                                            
2 ACCME: Accredited CME is Education That Matters to Patient Care; June 2008 
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A Complete System Overhaul 
 
Alternative #2 – Complete Elimination of Commercial Support 
While the elimination of commercial support for CME would certainly decrease the risk of commercial 
bias , should it be proven to exist to a significant degree, the implications of this change would be far 
reaching and potentially damaging to our efforts to provide quality CME to physicians and optimize care 
to their patients. While the following is not an exhaustive list of the potential implications, it does point 
out potential consequences worth considering. 
 
Limiting Resources 
1. Commercial funding represented 63% of CME funding in 20063. This estimated 1.2 billion dollar gap 

would need to be bridged by medical societies, medical universities, accredited hospitals and/or the 
physician audience, if we are to maintain our current level of CME support. 

2. The medical societies depend on commercial grants not only to fund their role in supporting their  
CME activities, but also to support education not funded by other sources (e.g.: practice 
management, regulatory updates) and other activities designed to support their physician 
constituency. Without this support there would likely be cut‐backs in society staffs and services. 
These cut‐backs would likely not be limited to CME services. It is not surprising that the Council of 
Medical Specialty Societies took an official position against this very same proposal in a letter 
addressed to the AMA Council on Ethical and Judicial Affairs dated June 5, 2008.4 

3. There are 849,542 US physicians according to the AMA5. If the costs of CME currently being provided 
by commercial support (estimated at $1,238,820,965 3) were passed on to and shared equally by 
these physicians, the cost per physician would be just over $1,400. 

4. A more likely scenario is a substantial reduction in national initiatives and the more expensive 
technology‐based educational platforms such as interactive web applications, web conferences and 
handheld applications. 

5. There are 325 medical education companies listed in the 2007/2008 PMD directory6.  Most medical 
education and communication companies have a full complement of highly trained staff including: 
medical directors, medical writers/editors, project managers, meeting managers, 
programmers/webmasters, designers and database managers. Assuming that the current  level of 
CME activities is maintained to meet the ongoing CME needs of the US physicians, these same 
responsibilities would need to be absorbed by medical societies, medical universities and accredited 
hospitals, most of which currently carry minimum staffs for this purpose. Would these individuals 
migrate to these organizations and how would their positions be funded? 

                                                            
3 Statement From the Accreditation Council for Continuing Medical education (ACCME) to the Institute of Medicine 
Committee on Conflict of Interest in Medical Research, Education and Practice; June 2008 
4 Letter from Council of Medical Specialty Societies to Mark Levine, MD, CEJA, American Medical Association, June 
5, 2008 
5 American Medical Association – Specialty by Type of Practice list; Medical Marketing Services website 
(www.mmslist.com); July 3, 2008 
6 Pharmaceutical Marketers Directory, 2007/2008, Haymarket Media, Publisher 
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6. A recent report from the ACCME indicated that there are 729 ACCME accredited providers of which 
425 (58%) received $100,000 or more in commercial support for their CME activities in 20063. What 
impact might it have on CME if a significant portion of these providers were no longer financially 
viable? 

 
Regionalization 
1. One possible outcome of the elimination of commercial support, as mentioned previously, is the 

movement away from large‐scale national programs and towards regional and local CME activities. 
Would such a movement result in a tendency to select faculty experts from a regional area, thereby 
limiting access to highly respected national experts, who are often involved in major national or 
international studies for major research‐driven organizations (e.g.: NIH, American Cancer Society or 
the Juvenile Diabetes Foundation)? 

2. Regionalization might also move many of the CME activities to major urban areas where most of the 
medical schools and major hospital systems are based.  Might this impact rural physicians and their 
access to CME activities? 

 
Restructuring the Needs Assessment Process 
1. Most major MECCs have in place medical directors and outcomes managers dedicated to complex 

process of collecting and analyzing needs assessment and outcomes data. The needs assessment 
process typically includes: literature reviews, conversations with key opinion leaders, surveys with 
samples of the intended audience and reviews of needs assessments data from medical societies 
and organizations representing specialty groups. Outcomes can include in‐person surveys, electronic 
surveys, or more detailed practice habit or attitudinal evaluations. Are medical societies, medical 
schools and accredited hospitals equipped with the staffing and expertise necessary to absorb these 
tasks for the 1.2 billion dollars in education that is currently commercially supported? Would these 
individuals from the MECCs migrate to these organizations and how would their positions be 
funded? 

2. Some of the major MECCs have developed large physician databases which they use for electronic 
communication with physicians during the needs assessment process. Will the process be impaired 
if MECCs which possess these resources redefine themselves by moving away from CME or closing 
their doors? 

3. Is there an advantage to having 300+ medical education companies simultaneously and 
independently researching physicians’ educational needs vs. a much smaller group? 

 
Promotional vs. CME Funding 
1. If commercial funding of CME is prohibited, it might be assumed that a large portion of these dollars 

would be moved into promotional activities and direct‐to‐consumer advertising. What might this do 
to the balance between promotion and education? 
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Alternative 3 – Needs Assessments by Organizations Free of Financial Relationships with Industry" (eg, 
US Government agencies); Content Developed by Bona Fide Organizations (i.e.: AMA, AHRQ, ABMS, 
and FSMB) 
 
1. Does the government currently have the staffing and expertise to support needs assessments for 

approximately two‐thirds of currently available CME?  
2. Is there currently a budget or plans for a budget to support that staffing? 
3. Are the bona fide organizations such as the AMA, AHRQ, ABMS and FSMB currently staffed to 

support approximately two‐thirds of the currently available CME? 
4. If not, where will the funding come from to hire these staff? 
5. Will these organizations be willing to forgo all commercial support (CME or otherwise) to insure that 

the risk of commercial bias does not simply transfer to these organizations? This would include 
significant research grants by industry to universities and advertising in journals of the named 
organizations. 

 
Recommendation 
 
Refinement and Evolution 
 
Alternative 4 – Increased Enforcement and Further Refinements  
 
This obvious alternative seems to have been missed among the alternatives currently under review. This 
alternative might include a number of changes listed below, many of which have already been identified 
and are in the process of being implemented by the ACCME: 
1. A comprehensive independent study to determine how much, if any, commercial bias exists in 

current certified CME activities and the causes for that bias. 
2. Collection and analysis of data from evaluations on perceived commercial bias from program 

participants. 
3. An expanded definition of “commercial interest” and increased scrutiny of organizational types and 

business models regarding eligibility for accreditation. 
4. An expanded and more comprehensive ACCME database of CME activities based on required 

reporting from providers, ACCME monitors and program participants. 
5. A specific action plan for specific CME‐certified programs that have reported program bias over a 

given threshold. 
6. Required violation reporting by accredited providers along with the intended resolution plan. The 

source of the violation could be an  underwriter, joint‐sponsor, faculty member or provider staff 
7. Significant increases in staffing at the ACCME for more frequent site visits and increased 

communication with providers. 
8. Surprise visits to accredited providers for spot checks on compliance. 
9. Tougher and timelier penalties for non‐compliance. 
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10. Continued dialog and collaboration with providers, non‐accredited MECCs, underwriters and other 
CME stakeholders to establish clear goals, refine processes and insure quality, fair‐balanced 
education.  

 
Potential ACCME‐Recommended Refinements 
 
Refinement 1 – Prohibit Freelance Writers from Writing Both for Promotional & CME Projects ‐ 
Commercial bias certainly needs to be addressed at this level. This specific recommendation would help 
reduce the risk of commercial bias, but it might also be considered a prevention of trade by this class of 
professionals. An alternative might be to restrict freelance writers from serving for promotional writing 
and medical writing (CME) for the same commercial concern . 
 
Refinement 2 – Prohibiting Potential Faculty Who Teach in Promotional Activities from Serving as a 
Faculty Members for CME Programs ‐ If we are to eliminate financial connections that faculty have that 
might increase the risk of bias, it would seem illogical to randomly select only one type of relationship 
(i.e.: involvement in promotional activities). There is no published evidence that demonstrates that 
involvement in promotional activities increases the risk of bias any more than serving as a consultant on 
an advisory board or receiving a research grant. To eliminate potential faculty with any financial ties to 
commercial supporters, on the other hand, would virtually eliminate all nationally and internationally 
recognized experts from involvement in CME activities.  
 
It is also important to consider that for each financial tie one of these experts possesses, there is 
typically a counter‐balancing financial tie to a competitive commercial concern, since experts tend do 
work for all of the companies with an interest in their area of expertise. If there is disproportionate 
support by one commercial concern, this is uncovered in the financial disclosure process. Credit 
providers then have remedies to address this issue including the option of disqualification. Bottom line, 
the current disclosure process was designed specifically to address this issue and is working, unless 
there is solid evidence to the contrary.    
 
Final Reflections 
 
Because the patient’s health is ultimately at stake, it is critically important that we do our homework on 
this matter and not respond impulsively to outside forces that may, or may not, completely understand 
the world of CME. This is true, no matter how passionate, influential or well‐intentioned these groups 
may be. 
  
Before we go any further down this path, it will be essential that we ask ourselves these questions: 

• What is the true extent of commercial bias in CME? 
• If it occurs in a significant way, what are the causes? 
• Are physicians able to discern and manage commercial bias when it does occur? 
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• If our purpose is to serve physicians and the patients they serve, have we fully engaged the 
physicians in our discussions about commercial bias in CME? 

• Have we fully considered the implications of the elimination of commercial support for CME on 
access, availability and quality of future CME programming? 

• Do we have a viable alternative plan in place should it be eliminated? 
• Is it well thought‐out and is it financially viable? 
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  ) 
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  ) 

 

COMMENTS OF THE NORTH AMERICAN ASSOCIATION OF MEDICAL 
EDUCATION AND COMMUNICATION COMPANIES, INC. 

 

EXECUTIVE SUMMARY 

The North American Association of Medical Education and Communication Companies, Inc. 

(“the Association”) strongly supports the enablement of quality continuing medical education 

(CME) in the United States.  We commend the Accreditation Council for Continuing Medical 

Education (ACCME) for providing all CME stakeholders with this forum for discussion and 

debate about issues central to the on-going viability of the CME enterprise and consequently to 

post-graduate education of licensed physicians and the resultant health and well-being of patients 

across the country.  At the same time, the Association is concerned that the ACCME’s proposals 

will work at cross-purposes with these laudable objectives.  For example, the ACCME’s 

proposal to categorically ban commercial support for CME is seriously flawed and, if adopted, 

may well cripple the ongoing viability of the CME enterprise.  The ACCME’s alternative “new 

paradigm” for commercial support is ambiguous and unworkable and, in any event, beyond the 

ACCME’s authority.  Proposals of this magnitude should be adopted, if at all, by bodies more 

representative of the entire stakeholder community.  Likewise, the ACCME’s proposed new 
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“independence” standards, including the categorical prohibition on (a) suggestion of topics, (b) 

provision of requests for proposals (RFPs), and (c) CME faculty members speaking at 

promotional meetings that are subject to regulation by the U.S. Food and Drug Administration 

(FDA), are equally unnecessary.  The ACCME’s Standards for Commercial Support: Standards 

to Ensure the Independence of CME Activities, as currently formulated, adequately address 

concerns about bias occasioned by commercial support.  If problems persist, they should be 

addressed through more aggressive monitoring and enforcement by the ACCME.  Moreover, the 

ACCME is a “state actor” subject to norms established under the U.S. Constitution.  Many of the 

procedural steps and substantive criteria embodied in the proposals violate these standards.   

For these reasons, and the others recounted here, we urge the ACCME to reconsider its proposals 

and to withdraw them.  In their stead, we propose that the ACCME create an operational 

framework that follows the practices of other well-respected regulatory and oversight bodies. 

The ACCME should also reach out to leading organizations in each provider group and work at 

grass-roots levels to engage in issues identification and consensus building around needed 

changes.  In this way, the ACCME can ultimately put forth guidance, together with any related 

regulatory changes, that is fair and addresses the needs of all stakeholders, while at the same time 

building a platform for growth and development fundamental to the effective maturation of the 

CME enterprise.  The Association is prepared to work closely and collaboratively with the 

ACCME in such an endeavor.   
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I. INTRODUCTION.   

The Association appreciates this opportunity to provide comments in response to the ACCME’s 

June 11, 2008 Policy Announcements and Calls-for-Comment1, and the ACCME’s August 6, 

2008 further Call-For-Comment2 on a proposed new policy regarding the independence of CME3 

from commercial influence (collectively, “the Package”).  The Association represents, advocates 

for, and educates medical education and communication companies (“MedEd companies”) in 

order to foster important learning, public policy, and commercial objectives.4  We support the 

enablement of quality CME in the United States and we share fully the ACCME’s objective to 

preserve the value of and to improve CME, even though we may disagree on how best to 

accomplish these goals.  The Association appreciates the discussion stimulated by the Package 

and commends the ACCME for providing a forum in which these issues can be meaningfully 

debated.  In itself, this is an important contribution to the public health.   

In addition to submitting these written comments, the Association requests an opportunity to 

make an oral presentation to the ACCME Board of Directors before any final action is taken by 

the Board on any element of the Package.  Such an oral presentation by the Association—and 

other stakeholders recognized to represent a majority of ACCME-accredited providers, and 

others—is particularly called for here given the multiplicity and complexity of the fact, public 

health policy, and related legal questions raised by the Package, the numerous stakeholders that 

are potentially affected by the ACCME’s proposals, and the far-ranging potential impact of the 

                                                 
1 Available at http://www.accme.org/index.cfm/fa/news.detail/news_id/c7b2d7ee-854d-4440-9b87-
265746af2495.cfm.          
2 Available at http://www.accme.org/index.cfm/fa/news.detail/News/.cfm/news_id/ac4a519e-a2d3-4cd7-80d8-
9695ce98179f.cfm.          
3 In these Comments, we generally use the term “CME” to refer to certified CME provided by an ACCME-
accredited provider.         
4 See By-Laws of the Association (Amended as of May 24, 2005), §1, available at 
http://www.naamecc.org/Portals/0/NAAMECC_Policy_Procedure.pdf (at 29).          
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Package, if adopted as proposed, on CME in the United States and, consequently, on the health 

and well-being of the American public.   

Moreover, and in addition to the points raised below, the Association reiterates the concerns it 

voiced in letters to the ACCME dated July 30, 20085 and August 12, 20086, respectively, as well 

as in verbal communications between the Association and ACCME leadership, about 

problematic aspects of the process employed by the ACCME in initiating and pursuing this 

rulemaking proceeding, particularly its lack of transparency.  The Association renews its call that 

the ACCME provide greater transparency to this process, including, particularly, disclosure of 

all comments received on the Package in their entirety and without summarization or extraction 

of the kind the ACCME has said it intends to employ in lieu of full disclosure.7  Surely, given the 

self-evident possibility that implementation of the Package may well have a serious  impact on 

the CME enterprise generally, and will disproportionately affect one ACCME provider 

category—MedEd companies—it does not seem like not too much to ask that we (and everyone 

else) know what is being said, by whom, and based on what evidence.  This elementary kind of 

fairness and transparency—“due process”, if you will—which is required in this rulemaking as a 

matter of law in any event because of the ACCME’s status as a “state actor”8,  at least provides 

                                                 
5 Available at http://www.naamecc.org/downloads/public_disclosure.pdf.  See also ACCME’s Undated [August 
6, 2008] Response Letter (to the Association’s July 30, 2008 Letter), available at  
http://www.naamecc.org/downloads/ACCME%20Response%20to%20NAAMECC%20July%2030.pdf.          
6 Available at 
http://www.naamecc.org/downloads/NAAMECC%20Response%20to%20ACCME%20August%206.pdf.            
7 See ACCME’s August 6, 2008 Response Letter.          
8 Despite the fact that the ACCME “does not accept” the view that it is the “functional equivalent of the 
government” and asserts that it is merely “a private organization established to conduct professional self regulation” 
(see id.), there are strong grounds on which to conclude that the ACCME is a “state actor” subject to constitutional 
norms.  See Section VI.  There is no incompatibility between the ACCME’s status as a private organization, on the 
one hand, and its status as a “state actor” for constitutional purposes in certain circumstances, on the other.  See e.g. 
Brentwood Acad. v. Tenn. Sec. Sch. Athletic Assoc., 531 U.S. 288, 295 (2001) (“[T]he deed of an ostensibly private 
organization or individual is to be treated sometimes as if a State had caused it to be performed.”);  US v. Stein, No. 
07-3042-cr, Slip Op. at 36, et seq.  (2nd Cir. Aug. 28, 2008) (KPMG, a private accounting firm, nevertheless a “state 
actor” in the circumstances presented).          
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an opportunity for the public, including the Association, to review, evaluate, and directly assess 

all of the evidence and arguments  being advanced in response to the Package.  Only this kind of 

“sunshine” can provide the degree of public confidence and legitimacy that the ACCME’s 

ultimate conclusion here, whatever it is, represents a valid and validly supported outcome or 

conversely, and somewhat ironically, is the product of preexisting bias and predetermined 

beliefs.   

II. THE ASSOCIATION STRONGLY SUPPORTS CME AND UNDERSTANDS AND 
APPRECIATES ITS IMPORTANCE TO THE PUBLIC HEALTH.   

We do not address here the importance and value of CME to the medical profession and the 

public at large, as there appears to be absolute agreement on all sides of the debate about this 

foundational premise.  The Association strongly supports the goal of promoting continuous 

improvement in physician competence and clinical knowledge through life long learning with the 

ultimate aim of helping patients obtain the best possible medical care.  MedEd companies 

understand the critical role that we and other CME providers play in this process.  The current 

controversy is not about whether to retain CME, which we all agree should and must be 

preserved, but about how best to optimize its value.  Accordingly, we do not address here the 

substantial body of evidence that establishes the value of life long learning for physicians and its 

profound consequent impact on the health and well-being of the American public.9  Rather, we 

address here aspects of the Package that, in our view, undercut that laudable objective without 

adequate justification.  As a result, and if adopted as proposed by the ACCME, the Package 

                                                 
9 See e.g. “CME As a Bridge to Quality: Leadership, Learning, and Change Within The ACCME® System”, at 2, 
available at  http://www.accme.org/dir_docs/doc_upload/e2843247-7cae-40fe-a0eb-
27a982b8fcc0_uploaddocument.pdf  (“IN THIS FRAMEWORK, ACCREDITED CME IS ONE OF OUR 
NATION’S STRATEGIC ASSETS FOR IMPROVING CARE.”) (“Bridge to Quality”).         

Responses to Calls-for-Comment - Organizational Responses

October 2008;  Page 127 of 226



 

 -6-  

would have a serious adverse impact on the public health, on the CME enterprise generally, and 

on the more than 80 generally small businesses that comprise the Association.   

III. THE PROPOSAL TO CATEGORICALLY BAN COMMERCIAL SUPPORT 
SHOULD NOT BE ADOPTED. 

The centerpiece of the Package is the ACCME’s proposal that commercial support for CME 

end.10  This proposed ban would apply even to CME whose content is free from commercial bias 

and which otherwise meets the laudable and widely accepted independence criteria established 

under the ACCME’s 2004 Standards for Commercial Support: Standards to Ensure the 

Independence of CME Activities.11  As an alternative to the complete elimination of commercial 

support for CME, the ACCME proposes a four-part test for determining when “commercial 

support of individual activities would be in the public interest and could continue to be 

allowed.”12  We address the proposed categorical ban on commercial support first as 

implementation of such a ban, as the ACCME itself acknowledges, may have the practical effect 

of deconstructing a system without identification of alternatives and “nothing would be worse” 

than that.13  In fact, the Standards for Commercial Support, which the Association strongly 

endorses, are working as intended to address any legitimate concerns about the independence of 

CME content, and the requisite absence of commercial bias in CME, and the ACCME has said 

so repeatedly.  If problems persist, the answer lies in additional monitoring and enforcement of 

the existing requirements by the ACCME and not in adding yet additional layers of regulatory 

prohibitions.   

                                                 
10 See “The ACCME Believes that Due Consideration be Given to the Elimination of Commercial Support of 
Continuing Medical Education Activities”, fn. 1 above at 6-7.           
11 Available at http://www.accme.org/dir_docs/doc_upload/68b2902a-fb73-44d1-8725-
80a1504e520c_uploaddocument.pdf  (“Standards for Commercial Support”).          
12 See fn. 10 above.          
13 Id.           
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A. There is No Empirical Evidence to Support the Proposed Categorical Ban. 

On several recent occasions, the ACCME has explicitly acknowledged the absence of any 

empirical evidence to support the proposition that commercial support, in and of itself, creates a 

high risk of commercial bias in CME.14  Most recently for example, in its letter regarding the 

Special Inquiry on so-called “high risk” providers, the ACCME stated that “[t]here is no 

evidence to support [the] belief” that commercial support unilaterally compromises the 

independence of CME, particularly because “we are not operating in an unregulated system” and 

because the current system, “based on the ACCME Standards for Commercial Support™”, has 

“an effective set of internal controls”.15 Accordingly, the ACCME itself has publicly and 

unequivocally concluded that the current system “ensure[s] learners and the public of the high 

quality, the independence and the scientific integrity of accredited continuing medical 

education.”16  As the Society for Academic Continuing Medical Education (SACME) stated in 

                                                 
14 See e.g. July 11, 2008 ACCME Letter (transmitting “Information from the Accreditation Council for 
Continuing Medical Education (ACCME) for the Special Committee on Aging of the United States Senate”, at 17), 
available at http://www.accme.org/dir_docs/doc_upload/6d4d0864-2f45-4185-975c-
cd8954feb966_uploaddocument.pdf  (“No data demonstrating commercial content bias is found in the medical 
education or regulatory literature.”) (“ACCME Senate Committee Submission”); see also June 11, 2008 “Statement 
from the Accreditation Council for Continuing Medical Education (ACCME) to the Institute of Medicine 
Committee on Conflict of Interest in Medical Research, Education and Practice”,  at 11, available at 
http://www.accme.org/dir_docs/doc_upload/151305e9-cb64-4bac-8539-fe010b640527_uploaddocument.pdf.  (“The 
ACCME does not have data from its own direct measurements or from measurements made by Providers on the 
prevalence or incidence of commercial bias in today’s CME.  No data demonstrating commercial content bias is 
found in the medical education or regulatory literature.”) (“ACCME IOM Submission”);  June 11, 2008 ACCME 
Funded Final Report by Ronald M. Cervero, Ph.D., and Jiang He, MPA, titled “The Relationship between 
Commercial Support and Bias in Continuing Medical Education Activities: A Review of the Literature” at 3, 
available at http://www.accme.org/dir_docs/doc_upload/aae6ecc3-ae64-40c0-99c6-
4c4c0c3b23ec_uploaddocument.pdf.  (“Although it has been speculated that commercial support produces bias in 
CME activities, there is no evidence to support or refute this assertion.”).      
15 See ACCME August 5, 2008 “Dear CME Colleagues” Letter, available at 
http://www.accme.org/dir_docs/doc_upload/d2bc4716-6e9a-41bb-a289-9b7fe4d7b1b5_uploaddocument.pdf.           
16 Id.          
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its comments on this rulemaking:  “We fully reject the premise that merely receiving a grant 

creates an inherent conflict as there is no evidence that this is true.”17    

Inasmuch as CME providers are required by the ACCME to use an evidence-based approach 

when developing CME content, it seems only reasonable for the ACCME itself to utilize a 

similar evidence-based approach when determining if sufficient evidence exists to demonstrate 

that commercial support for CME that otherwise meets all applicable indicia of independence in 

and of itself results in commercial bias that somehow undercuts the integrity of the ensuing 

CME.  There is no such evidence and the ACCME has repeatedly acknowledged as much.  The 

absence of any empirical evidence to support the proposed ban on commercial support would 

itself render any ensuing adoption of the proposal purely arbitrary and hence not sustainable 

either as a legal or policy matter.18   

In fact, any neutral review of the many ACCME pronouncements and policies, and extensive 

documentation, evaluations, audits, reports and the like required by the ACCME to substantiate 

the “independence” from commercial bias of CME19, including additional proposals on the 

subject that are included in the Package, reveal a profoundly robust system of ACCME 

monitoring and enforcement capable of ensuring the independence from commercial bias of 

CME.  In the absence of any evidence on which to conclude that commercial support in and of 

itself is per se biasing, there appears to be no factual predicate for the ACCME’s proposal to 

categorically ban commercial support.  In fact, the first principle of medicine is to “do no 

                                                 
17 See “SACME Response to ACCME Calls  for Comment” at  3 of attachment to SACME September 5, 2008 
Letter (emphasis supplied), available at http://www.accme.org/dir_docs/doc_upload/68b2902a-fb73-44d1-8725-
80a1504e520c_uploaddocument.pdf.          
18 See e.g. Motor Vehicle Mfrs. Ass’n v. State Farm Mut. Auto. Ins. Co., 463 U.S. 29, 43 (1983) (agency factual 
determination not based on evidence is arbitrary and capricious and therefore unlawful).  This is also a “due process” 
principle that is applicable to the ACCME as a legal matter in view of ACCME’s status as a “state actor”.            
19 See e.g. Items Listed in ACCME “Documents and Forms Library”, available at  
http://www.accme.org/index.cfm/fa/home.library/home.cfm.          
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harm”20.  The ACCME has already acknowledged the potentiality for harm that is likely to ensue 

from a categorical ban on commercial support given the absence of documented evidence of its 

inherently biasing characteristics, and particularly in the absence of any validated regime to take 

its place—in the ACCME’s own words, “nothing would be worse” than that.  SACME put it this 

way:  “[E]liminating all commercial support from CME programs poses a very real threat to the 

viability of CME within the current academic environment.” 

B. There Is No Stakeholder Consensus To Support The Proposed Categorical 
Ban. 

Moreover, the absence of a stakeholder consensus on the wisdom of categorically eliminating 

commercial support for CME likewise reveals the imprudence and impropriety of the ACCME 

unilaterally adopting such an outright ban at this time.  For example, the American Medical 

Association’s (AMA’s) Reference Committee on Constitution and Bylaws recently rejected a 

proposal from the AMA’s own Council for Ethical and Judicial Affairs proposing that the AMA 

adopt a resolution categorically banning all commercial support of CME.21  In fact, the Council 

of Medical Specialty Societies (CMSS), which is an ACCME-member organization22, voiced its 

own strong objections to CEJA’s proposal.23  CMSS identified a number of existing conflicts 

management tools that serve to ensure that the educational content of CME is “clearly and 

completely separate from commercial support”.24  These management tools include the 

ACCME’s  Standards for Commercial Support,  which the Package proposes to modify further 

                                                 
20 Primum non nocere (“First, do no harm.”), available at http://en.wikipedia.org/wiki/Primum_non_nocere.  
(“Since at least 1860, the phrase has been for physicians a hallowed expression of hope, intention, humility, and 
recognition that human acts with good intentions may have unwanted consequences.”)    
21 AMA 2008 Annual Meeting.    
22 See ACCME Board of Directors and Member Organizations, available at 
http://www.accme.org/index.cfm/fa/about.directors.cfm.    
23 See CMSS June 5, 2008 Letter to CEJA, available at 
http://www.cmss.org/index.cfm?p=readmore&itemID=1335&detail=News%20Items.    
24 Id.          
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in several respects; the pharmaceutical and device industries’ own guidelines on the subject that 

affirmatively require such separation25; enforcement action by the Office of the Inspector 

General of the Department of Health and Human Services, which “has put teeth into compliance 

by industry, as the penalties for non-compliance include very large fines and potential 

incarceration”26; Congressional oversight by the Senate Finance Committee27; and the U.S. Food 

and Drug Administration’s (FDA’s) standards for ensuring the independence of CME, which, 

while adopted by the agency primarily to address the use of CME as a subterfuge for “off-label” 

promotion, nevertheless establishes standards for ensuring the independence of CME from 

commercial influence.28  CMSS concluded that, collectively, these tools provide the requisite 

assurance of independence of CME from bias created by commercial support and that a 

categorical ban on commercial support is not warranted. 

C. There Are Unintended Negative Consequences From the Proposed 
Categorical Ban. 

Perhaps the predominant unintended consequence of the proposed categorical ban on 

commercial support is its likely effect in diminishing the quantity and quality of CME.  If that 

happens, then this would likely result in increased clinical mistakes and misjudgments that may 

well compromise patient care substantially.  Such a result would indeed be a sad and unfortunate 

byproduct of the proposed categorical ban on commercial support.  In fact, and as the Coalition 

                                                 
25 See Pharmaceutical Research and Manufacturers Association “Code on Interactions with Healthcare 
Professionals” (revised July 10, 2008), available at 
http://www.phrma.org/files/PhRMA%20Marketing%20Code%202008.pdf; Advanced Medical Technology 
Association, “Code of Ethics on Interactions with Healthcare Professionals”, available at 
http://www.advamed.org/NR/rdonlyres/D96644D9-7FA9-4DCC-B944-
F00A8351FE57/0/AdvaMedCodeofEthicswithFAQ.pdf.   
26 See also e.g. “OIG Compliance Program Guidance for Pharmaceutical Manufacturers”, 68 Fed. Reg. 23731 
(May 5, 2003) (“OIG Compliance Guidance”).   
27 See e.g. “Committee Staff Report to the Chairman and Ranking Member: Use of Educational Grants By 
Pharmaceutical Manufacturers”, S. Rept. 110-21, 110th Cong., 1st Sess. (April 2007), available at 
http://www.senate.gov/~finance/press/Bpress/2007press/prb042507a.pdf.   
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for Healthcare Communication (“the Coalition”) observes in its September 12, 2008 

Comments29: “Commercial funding accounts for a far greater portion of innovative CME activity 

that is focused on improvement in patient care . . . Commercial support often funds new designs 

for educational programs to address practice gaps and has been a driver in creating non-

traditional learning venues such as e-learning and other Internet-based activities.”  In fact, the 

ACCME’s Annual Report Data 200730 support this conclusion.  They show that MedEd 

companies, which rely to a greater extent on commercial support than other provider types, have 

funded and created the revolution on how CME is made available, accessed, and used by an 

overwhelming majority of clinicians in the United States and around the world.  MedEd 

companies have created innovative, interactive multimedia programs that are engaging, that 

clearly fill an educational need, and that support life long learning. 

In its submission to the AMA31, and harkening to the underlying rationale for the “do no harm” 

first principle of medicine, CMSS expressed profound concern about another “potential 

unintended consequence” of a categorical prohibition of commercial support for otherwise 

“independent” CME:   

“The elimination of commercial support for certified CME will significantly reduce the 

availability of certified CME, produced by accredited CME providers, such as medical specialty 

societies.  We expect the funds previously devoted to this support will be channeled by industry 

to promotional activities, including promotional educational activities for physicians . . . [T]hese 

activities [are] not governed by standards to separate promotional bias from education . . . [T]he 

                                                 
28 See “Guidance for Industry: Industry-Supported Scientific and Educational Activities”, 62 Fed. Reg. 64094 
(Dec. 3, 1997).     
29 At 8.      
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result of adoption and implementation of CEJA[‘s] recommendation . . . will likely be a 

rebalancing of education for physicians, with significantly less unbiased certified CME and 

significantly more biased promotional education.”  In its August 15, 2008 comments to the 

ACCME on the Package, CMSS reiterated the point in the following terms:  “If the goal is to 

eliminate product bias from the education of physicians, it will be critical to avoid an unintended 

consequence of stimulating significantly increased product biased education through the 

mechanism of promotional education.” 32   

The ACCME’s proposal to ban commercial support for CME does not analyze or even address 

any “unintended consequences” from its adoption.33  Indeed, it does not specifically address or 

even consider the straightforward proposition advanced by CMSS in its recent AMA submission 

and ACCME comments that such an outright ban would have the inevitable counterproductive 

effect of shifting industry support from independent CME to promotional activities that by their 

nature are not intended or required to be independent.  After all, they are promotional.  In fact, in 

its August 15, 2008 comments to the ACCME on the Package34, CMSS reiterated what it 

previously said to the AMA—“The Council of Medical Specialty Societies does not support the 

[ACCME] proposal that commercial support of continuing medical education end.”  The 

absence of a consensus on the subject among the ACCME’s own membership should be 

sufficient reason, in and of itself, for the ACCME not to adopt the proposed ban.  Moreover, 

CMSS’s views should be accorded especially significant weight not only because of its status as 

                                                 
30 Available at http://www.accme.org/index.cfm/fa/home.popular/popular_id/127a1c6f-462d-476b-a33a-
6b67e131ef1a.cfm.  If requested, we can provide the ACCME with a written explanation for how we derived this 
conclusion from the Annual Report Data 2007.      
31 At 7.      
32 Available at http://www.cmss.org/index.cfm?p=readmore&itemID=1341&detail=News%20Items, at 7.    
33 In its comments in this proceeding, SACME identified a number of unintended consequences from the proposed 
ban, including a decrease in the number and scope of CME activities and consequent reduction in the number of 
clinicians educated.   
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an ACCME member organization, but also because its constituent medical specialty societies, 

and hence CMSS itself, represent a substantial segment of non-commercial providers of CME in 

the United States. 

Further, there are additional collateral implications from the ACCME’s adoption of a ban on 

commercial support beyond those identified by CMSS that likewise deserve consideration.  If all 

conflicts in medical education must be eliminated rather than managed, is the same prophylactic 

standard to be applied to a variety of other interactions that society tolerates—indeed 

encourages—where the potential for bias exists yet is deemed to be managed through disclosure 

and other techniques?  For example, does it mean that any physician who receives industry 

funding for biomedical research should resign from all medical school faculty appointments lest 

the commercial relationship be deemed categorically to bias the content of her curriculum?  If so, 

how will this affect the quality of medical education going forward, as some of the best and 

brightest minds withdraw from teaching medical students?  Conversely, what does this do to the 

quality of biomedical innovation if all medical faculty terminate all paid relationships with 

industry instead of resigning their faculty appointments?     

Examples from contexts that relate directly to personal physical health and well-being and 

personal financial health and well-being are also relevant.  Under the Federal Food, Drug, and 

Cosmetic Act, the government permits advertising of prescription drugs to physicians subject to 

a variety of statutory and regulatory disclosure obligations intended to ensure that the 

communication is truthful, not misleading, fully substantiated and fairly balanced.  If commercial 

support is inherently biasing, then it might reasonably be argued that the law should be modified 

to categorically prohibit all-but-government-sponsored advertising for medical products.  

                                                 
34 At 3 (emphasis in original).    
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Likewise, under the Securities Laws, commercial financial instruments are permitted subject to 

detailed disclosure and filing requirements designed to ensure that the selling materials are 

truthful and not misleading.  If commercial support is inherently biasing, and could not be 

addressed through conflicts management tools, then it might be argued that the Securities Laws 

should be modified categorically to prohibit all-but-government-sponsored communications 

about financial instruments.  Other examples abound.  The point is simply that in a variety of 

conflicts contexts that are arguably analogous to, and at least equally as important as, the CME 

context, we as a society have concluded that conflicts management tools, not categorical 

prohibitions, are the better way of achieving socially desirable objectives.  If someone violates 

these conflicts management rules, we punish them.  But we do not simply discard conflicts 

management principles in favor of outright prohibitions simply because of the possibility that 

there will be rule-violators.  Otherwise, we would have a governmental and regulatory regime of 

total suppression, as opposed to one that favors the open, but regulated, exchange of information 

and ideas.  As former U.S. Supreme Court Justice Sandra Day O’Connor recently stated in 

discussing commercial free speech rights in Thompson v. W. States Med. Ctr.35:  “If the First 

Amendment means anything, it means that regulating speech must be a last—not first—resort.”   

D. Conflicts Management Tools Are More Appropriate Than Categorical 
Prohibitions,  And The ACCME Has Said So Itself. 

It is important to observe that the ACCME’s proposal to ban commercial support for CME 

represents a conclusion that potential conflicts cannot be managed and must be eliminated 

entirely that is at odds with other thoughtful recent recommendations from highly respected 

organizations in analogous contexts.  Indeed, it is directly at odds with FDA’s and NIH’s 

conclusions that management tools, such as disclosure, are better suited to address potential 

                                                 
35 535 U.S. 357, 373 (2002).   
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conflicts in clinical research rather than are outright prohibitions.36  In fact, several recent 

ACCME public presentations to the CME provider community endorse the proposition that 

conflicts of interest can and should be managed through conflicts management tools and should 

not be categorically prohibited. 37  What has changed, empirically, over the last few months that 

would justify such a dramatic shift in the ACCME’s position?  The ACCME’s overall credibility 

is seriously eroded when, unexpectedly and without any evidence in the interim to support the 

change, the ACCME reverses course 180 degrees  and announces that due consideration be given 

to banning commercial support altogether because, now, conflicts of interest can no longer be 

managed.  Such an abrupt change of position also compromises the ACCME’s credibility and 

effectiveness and suggests that it is acting in response to political pressures.  Reactions of this 

kind are viewed by many in the CME stakeholder community as a distraction from what the 

ACCME has tasked us to do—conducting CME that matters to doctors and hence matters to 

patient care.   

Moreover, for example, in February 2008, a Joint Advisory Committee of the American 

Association of Medical Colleges (AAMC) and the American Association of Universities (AAU) 

issued general guidelines on conflicts of interest that utilize conflicts management tools to 

address problems of bias without creating the total elimination of commercial support that the 

ACCME here proposes.  Likewise, in June 2008, the AAMC adopted a Task Force Report on 

medical education that does not seek a total ban on industry funding of CME and that looks to 

conflicts management tools, such as the ACCME’s preexisting standards on commercial support, 

                                                 
36 See 21 CFR Part 54 (FDA);  42 CFR Part 40 (NIH).   
37 See e.g.   ACCME IOM Submission at 12  (ACCME “manages” interactions between commercial supporters 
and CME providers) ; ACCME Presentation at the AMA National CME Task Force Conference, “Accredited 
Continuing Medical Education as a Strategic Asset: The value-added of CME from within the ACCME system” at 

(continued…) 
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as a way of ameliorating concerns about commercial bias.38  While the Macy Report39 admittedly 

recommended an end to commercial support for CME, the ACCME itself, together with two 

other accrediting organizations, took issue in very strong terms with virtually every aspect of that 

report, including, notably, the absence of an evidentiary basis for any of the Report’s conclusions 

and recommendations.40  Relatedly, the Institute of Medicine of the National Institutes of Health 

(NIH) is considering a broad array of questions concerning CME, including whether and to what 

extent commercial support for CME that is otherwise “independent” should continue to be 

permitted and the ACCME itself has likewise responded in that proceeding.41  It seems entirely 

appropriate and important for the ACCME and others to await the conclusion of that process 

before moving forward with proposals to eliminate commercial support that, while sounding 

high-minded, may have a serious adverse impact on the overall CME enterprise if adopted.   

E. The ACCME Lacks the Authority to Adopt a Categorical Ban. 

The involvement of so many other thoughtful organizations in the debate about conflicts of 

interest generally, and conflicts of interest in CME potentially created by commercial support per 

se, suggests yet an additional reason why the ACCME should not adopt the categorical 

prohibition it has proposed.  This has to do with the serious question that exists about whether 

the ACCME has, or should have, the authority unilaterally to pronounce National policy in this 

                                                 
printed page 10 of slide deck (October 2007) (describing management tools used by ACCME, including 
independence, transparency, and separation of promotion from CME).      
38 Available at http://www.aamc.org/research/coi/start.htm.  On the use of management tools to address conflicts 
of interest in lieu of outright prohibitions, see generally Bernadette M. Broccolo and Jennifer S. Geetter, “Today’s 
Conflict of Interest Compliance Challenge: How Do We Balance the Commitment to Integrity with the Demand for 
Innovation?”,  American Health Lawyers Association Journal of Health & Sciences Law, Vol. 1, No. 4 (July 2008) 
at 1 et seq.    
39 See “Continuing Education in the Health Professions, Proceedings of a Conference [Sponsored by the Josia 
Macy, Jr. Foundation in November 2007]”, published 2008, available at 
http://www.josiahmacyfoundation.org/documents/pub_ContEd_inHealthProf.pdf.   
40 See generally “Chief Executives of the ANCC [American Nurses Credentialing Center], ACPE [Accreditation 
Council for Pharmacy Education], and ACCME Respond to the Josia Macy, Jr. Foundation” (June 19, 2008), 
available at http://www.accme.org/index.cfm/fa/news.detail/news_id/5834283e-b17e-487f-8b4a-4e32cfdb5a67.cfm.   
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area.  We submit that the ACCME’s institutional mandate is only to provide a mechanism for 

monitoring and enforcement of criteria for accredited providers that develop valid CME, but was 

never intended to, and does not, encompass profound questions of National policy about whether 

and to what extent commercial support per se should be deemed to be a categorically 

disqualifying factor for CME.  In analogous contexts, and no matter what their own view of the 

policy justifications for the underlying proposals, courts will compare a regulatory agency’s 

actions against its underlying statutory mandate and will overturn them if found to exceed the 

scope of the agency’s authority.42  Analogous principles apply to so-called ultra vires acts of 

corporate Boards of Directors when they take action in excess of the underlying rights conferred 

in the corporation’s charter or by-laws.43  We believe that National policy on conflicts of interest 

with such profound ramifications should be undertaken, if at all, by a representative body able to 

determine a National consensus on the subject, and not by the ACCME.  Such a radical change is 

unquestionably beyond what anyone ever conceived to be the scope of the ACCME’s authority 

in this area.  Indeed, Congress is now considering legislation that would effectively codify the 

categorical disqualification of any recipient of commercial support from developing educational 

materials for physicians.44  Whatever one believes about the wisdom or constitutionality of this 

kind of prohibition, the fact remains that it is a matter far better suited for Congressional 

                                                 
41 See ACCME IOM Submission.   
42 See e.g. Assoc. Am. Physicians & Surgeons, Inc. v. FDA, 226 F. Supp. 204, 222 (D.D.C. 2002) (“This court 
does not pass judgment on the merits of the FDA’s regulatory scheme.  The Pediatric Rule may well be a better 
policy tool than the one enacted by Congress; it might reflect the most thoughtful, reasoned, balanced solution to a 
public health problem.  The issue here is not the Rule’s wisdom . . . The issue is the Rule’s statutory authority, and it 
is this that the court finds lacking.”)    
43 See e.g. §3.15, Illinois Business Corporation Act of 1983 (“Defense of Ultra Vires”), 805 ILCS 5/3.15.   
44 See S. 3396, 110th Cong., 2nd Sess., July 31, 2008, proposed “Independent Drug Education and Outreach Act 
of 2008”, available at http://www.thomas.gov/cgi-bin/query/D?c110:2:./temp/~c11013NgiD:: (proposing, among 
other things,  to add new §904(b)(2)(B) of the Social Security Act to provide for grants or contracts to “eligible 
entities” for “the development and production of educational materials” for healthcare providers, and requiring that 
in order to be so “eligible” an “entity shall . . . receive no support from any entity that manufactures products . . . or 
from any organization funded by such entities . . . ”) (Emphasis supplied).       
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determination by a representative National assembly than it is for determination by the ACCME 

in this rulemaking proceeding.   

In fact, CMSS makes an analogous point in its August 15, 2008 comments on the Package. 45   It 

proposes a “national solution” that would be developed under the aegis of the Conjoint 

Committee on Continuing Medical Education (CCCME), which is a multi-organizational 

committee consisting of key stakeholders across the continuum of medical education. Whatever 

the merits of this specific proposal by CMSS that CCCME, which includes only select 

representation from the CME stakeholder community and notably fails to include any 

representation of MedEd companies of the kind who are members of the Association, CMSS 

could equally well have framed its proposal as a fundamental lack of authority on the part of the 

ACCME to legislate unilaterally a categorical ban on commercial support of CME.  However 

framed, the primary point that CMSS is making is the same as ours—the ACCME lacks any 

underlying institutional mandate to pursue such a profound policy change on its own, and the 

ACCME’s suggestion that it may do so is not appropriate.   

F. The Proposed Categorical Ban Violates The First Amendment And Is 
Otherwise Problematic. 

Moreover, and in view of the ACCME’s status as a “state actor”46, a categorical prohibition on 

commercial support for CME that is otherwise independent and unbiased raises “free speech” 

concerns under the First Amendment to the U.S. Constitution.  These concerns are analogous to 

those dealing with discrimination against disfavored speakers based merely on their identity and 

without regard to whether the underlying speech is truthful and not misleading.47  The 

                                                 
45 At 3-4, 7.   
46 See Section VI. below.    
47 See e.g. First Nat’l Bank of Boston v. Belotti, 435 U.S. 765, 777 (1978)  (“The inherent worth of the speech in 
terms of its capacity for informing the public does not depend upon the identity of its source, whether corporate, 

(continued…) 

Responses to Calls-for-Comment - Organizational Responses

October 2008;  Page 140 of 226



 

 -19-  

categorical prohibition on commercial support for CME, in the absence of any evidence of actual 

commercial bias, further amounts to a kind of viewpoint discrimination that also raises serious 

First Amendment questions.48 In fact, the proposed ban on industry funding may even be less 

justifiable than discrimination based on a particular viewpoint or against particular speakers, 

such as commercial speakers, inasmuch as it represents a categorical prohibition on all 

commercial support no matter what the underlying content of the CME communication and no 

matter how independent and free from bias that content can be proved to me.  Hence, and even if 

not technically required to comply with the First Amendment as such, the principle of access to 

all voices in the marketplace of ideas, that animates First Amendment jurisprudence, should 

nevertheless quite clearly apply here as a matter of policy.   

Moreover, and ironically, the categorical exclusion of commercial funding for CME, even if it 

otherwise meets all applicable criteria on independence, amounts to the kind of blanket 

censorship that is at odd with the principle of academic freedom.  After all, the ACCME sees 

CME, as we all do, as a form of academic learning.  We can all agree that academic discourse of 

this kind should be open to all manner of ideas, even those that are currently out of favor 

politically and even those supported by commercial interests, assuming they are independent and 

                                                 
association, union or individual.”)  While we agree that the ACCME’s definition of “commercial interest” properly 
includes companies that produce, market, resell, or distribute health care goods or services consumed by or used on 
patients (see ACCME August 2007 “Policies and Definitions To Supplement 2004 Standards for Commercial 
Support” , available at http://www.accme.org/index.cfm/fa/Policy.policy/Policy_id/9456ae6f-61b5-4e80-a330-
7d85d5e68421.cfm), other entities not deemed by the ACCME to be “commercial interests”, such as for example, 
health insurance providers and others, may well introduce “bias” into CME comparable to or even more problematic 
than the “bias” that the ACCME is concerned about in the case of defined “commercial interests”.  If potential 
“bias” in CME is the concern, then the justification for such disparate treatment of different organizations is not 
readily apparent and may raise “equal protection” concerns that are beyond the scope of these Comments but that 
the ACCME as a “state actor” should nevertheless be sensitive to.   
48 See e.g. Rosenberger v. Rector & Visitors Univ. of Va., 515 U.S. 819, 829 (1995) (“When the government 
targets not subject matter, but particular views taken by speakers on a subject, the violation of the First Amendment 
is all the more blatant.”).   
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otherwise lack bias.49  It is also fair to observe that there is simply no need for the ACCME to 

promulgate categorical rules banning commercial support, as the marketplace itself will adapt to 

the changing environment and as organizations adopt policies and procedures that they believe 

are best suited to their own particularized needs.50 

IV. THE PROPOSED “NEW PARADIGM” IS A PARADIGM OF AMBIGUITY.  
COMMERCIAL SUPPORT SHOULD NOT BE CONDITIONED ON ADOPTION 
OF THE “NEW PARADIGM”. 

In lieu of banning commercial support altogether, the ACCME proposes as an alternative what it 

characterizes as a “new paradigm”.  This proposed “new paradigm” consists of demonstrating 

compliance with a four-part test for determining the acceptability of commercial support;  if all 

conditions are met, “then the commercial support of individual activities would be in the public 

interest and could continue to be allowed.”  But the contours of the new paradigm relate 

primarily to the criteria for determining the validity of CME content and do not relate directly to 

determining its independence from commercial support.  Accordingly, there is a threshold 

question that needs to be asked and answered about the nexus between the problem that the 

ACCME is purporting to address—independence from commercial support—and  the  solution it 

is proposing in the new paradigm.  The absence of a direct nexus between the problem and the 

solution is highlighted by the fact that, in addition to proposing a new paradigm governing CME 

content, the ACCME is separately proposing a variety of additional modifications to the 

independence criteria in its Standards for Commercial Support.51  Even assuming, arguendo, that 

                                                 
49 “Scientific and academic speech reside at the core of the First Amendment.”  Washington Legal Foundation v. 
Friedman, 13 F. Supp. 2d 51, 62 (D.D.C. 1998), appeal dismissed and judgment vacated in part by, Washington 
Legal Foundation v. Henney, 202 F. 2d 331 (D.C. Cir. 2000) (citation to U.S. Supreme Court authority omitted).       
50 See e.g. Stanford University School of Medicine, “A New Policy on the Use of Industry Support for Continuing 
Medical Education (CME)”, The Dean’s Newsletter (August 25, 2008), available at 
http://deansnewsletter.stanford.edu/#1.  The Association’s citation to this new policy at Stanford should not be 
understood or interpreted as our endorsement of it.    
51 See Section V below.   
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the proposal for a new paradigm in lieu of a total ban on commercial support is not entirely 

incompatible with the ACCME’s proposal to establish additional standards for determining 

independence, it nevertheless represents a kind of duplicative “piling on”, particularly given, as 

we demonstrate above, the absence of any empirical evidence to establish the bias inherent in 

commercial support for CME.   

As a further threshold matter, and as the Association observed in its July 30, 2008 letter, there is 

a fundamental lack of clarity about the substantive standards and procedural steps that would 

apply in assessing each of the proposed criteria in the new paradigm.  Nor has the ACCME been 

helpful in that regard as, in response to our request for greater clarity, the ACCME, in its August 

5, 2008 letter, asked the Association for additional details and examples of what we wish to have 

clarified.  As we said in our letter of August 12, 2008, the ACCME’s unwillingness or inability 

to provide additional detail absent more information from us places the burden of clarity on the 

wrong party and itself speaks volumes about the ambiguity of the proposal. 

Put differently, the ACCME is poised to adopt a new paradigm for commercial support for CME 

in response to comments on the Package, and perhaps to eliminate commercial support entirely, 

yet the ACCME’s notice fails to provide sufficient detail to allow for the submission of 

meaningful comments on the “new paradigm”.  This process is fundamentally unfair.  It departs 

from well-settled principles that apply to agencies that engage in comparable rulemaking.  In 

other words, a notice of proposed rulemaking must provide adequate “notice” of the terms of the 

proposed rule and how it will operate in practice in order, in turn, to provide affected parties and 

the public at large with a meaningful opportunity to comment on the proposal.52  Absent such 

                                                 
52 See e.g. Ethyl Corp. v. EPA, 541 F. 2d 1, 48 (D.C. Cir. 1976) (Under Administrative Procedure Act, notice of 
proposed rulemaking must be “sufficiently descriptive” so that “interested parties may offer informed criticism and 
comments” (emphasis supplied)).          
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specificity, the Association is effectively shooting at an unidentified target.  Whether these 

principles of administrative “due process” apply directly to the ACCME, which they do because 

the ACCME is a “state actor”53, or whether instead they are applicable only by analogy, the 

fundamental point is the same—we cannot be expected to provide meaningful comments absent 

the requisite level of specificity from the ACCME. 

A. The Requirement for Third Party Identification and Verification of 
Educational Needs  Is Ambiguous. 

For example, Part 1 of the “new paradigm” would condition commercial support on, among 

other things, identification and verification of educational needs by organizations, such as U.S. 

Government agencies, that do not receive commercial support and that are themselves free of 

financial relationships with industry. What criteria would be applied to the identification and 

verification of these educational needs?  How if at all would these criteria be the same as or 

different from the needs assessment criteria that apply under the ACCME’s current validation 

paradigm?  Why is the current paradigm inadequate to establish the validity of the educational 

needs, especially in light of the recent statement by the ACCME that it “ . . . believes that our 

system has an effective set of internal controls, based on the ACCME Standards for Commercial 

Support, that ensure learners and the public of the high quality, the independence and the 

scientific integrity of accredited continuing medical education.”54 What agencies of the U.S. 

Government would be involved?  Are there any such agencies that, in fact, are free of any 

financial relationships with industry by way of grants, contracts, and the like?  What are the 

standards and procedures for seeking identification and verification of educational needs by any 

such agency?  Will these be established by notice-and-comment rulemaking by the agency?  Will 

                                                 
53 See Section VI below.   
54 See ACCME August 5, 2008 “Dear CME Colleagues” Letter, fn. 15 above.   
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there be a case-by-case adjudication to identify and verify educational needs?  How would that 

process work?  What impact would either rulemaking or case-by-case identification and 

verification of educational needs have on the commercial support approval or grant process?  

Would commercial supporters remain willing to contribute to CME in this new paradigm of 

delay?  What does the ACCME propose to do about the serious economic impact that the 

resultant delay will unquestionably have on the commercial viability of the CME operations of 

medical education providers, including MedEd companies, academic medical centers, specialty 

medical societies, and others?  And perhaps most importantly, how will this delay impact the 

creation and delivery of CME addressing new models of care and medical innovation generally 

and what will be the impact of such a  delay on the public health?    

Moreover, and as CMSS observes in its August 15, 2008 comments on the Package55, the CME 

provider is in the best position to determine needs and in fact is responsible for designing the 

CME to meet those needs.  Accordingly, “[i]t does not seem logical to separate” the two, and 

“[d]ivorcing the CME provider . . . from needs assessment appears to be ‘throwing the baby out 

with the bathwater.’”56 

B. The Requirement for Third Party Corroboration of Practice Gaps Is 
Ambiguous. 

Likewise, Part 2 of the “new paradigm” would condition commercial support on corroboration of 

a professional practice gap of a particular group of learners by bona fide performance 

measurements (e.g. National Quality Forum) of the learners’ own practice.  It is not apparent 

why or how this corroboration relates in any way to the propriety in the first instance of 

commercial support for CME.  Nor is it apparent what are the universe of sources for 

                                                 
55 At 7.     
56 Id.     
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determining professional practice gaps and who determines their bona fides and on what basis.  

On what basis does the ACCME conclude that CME should be used exclusively to fill practice 

“gaps”?  How if at all can this be harmonized with the proposition that CME is about life long 

learning?  How can the proposed requirement for independent corroboration of practice gaps be 

reconciled with the American Medical Association’s (AMA’s) Physician Recognition Award 

(PRA) and Credit System that awards so-called PRA Category 1 credit for internet point-of-care 

or other physician CME “lookup” or self-directed study options?57  Assuming arguendo that 

CME is only about learning “gaps”, what role if any would the views of the highly motivated 

prospective physician learners have in determining the validity of a learning “gap”?  If a group of 

physician learners wants information on a particular topic is that, in itself, inadequate to establish 

a bona fide learning gap?  If so, why?  Will the ACCME adopt social utility criteria in assessing 

whether professional practice gaps have been adequately corroborated in order to justify 

commercial support?  For example, will a professional practice gap for dermatologists be 

deemed to have been adequately corroborated only if it relates to treatment, say, of diseases such 

as skin cancer, whereas, by contrast, and even if there is a need and desire on the part of 

dermatologists to learn about dermal fillers for cosmetic use, will that be deemed categorically 

inadequate to corroborate a gap as determined by bona fide performance measurements?  If so, 

why?    

Moreover, and as CMSS observes in its August 15, 2008 Comments on the Package58, 

“divorcing the CME provider” from identifying practice gaps amounts to “abrogating the CME 

provider from its educational responsibility”, which seems entirely inappropriate.  Likewise, and 

given the fact that many conditions do not yet have established practice standards as the data 

                                                 
57 See e.g.  2006 Revision at 11, available at http://www.ama-assn.org/ama1/pub/upload/mm/455/pra2006.pdf.          
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required to create them are still being developed, foreclosing commercial support for CME for 

such conditions “would arbitrarily eliminate CME for many conditions for which needs 

assessment demonstrates a need, which would ultimately have a negative impact on patient 

care.”59 

C. The Requirement For Third Party Establishment of CME Curricula Is 
Ambiguous.   

Part 3 of the “new paradigm” suffers from similar ambiguity.  It fails to articulate, for example, 

how the CME curricula are going to be established by the so-called bona fide organization or 

entity and whether and how that curriculum setting process will be open and transparent, or, like 

much of this ACCME proceeding, will be conducted out of the sunshine and behind closed 

doors.  Moreover, the design of educational curricula, as CMSS observes, is “part of the 

responsibility inherent in professionalism”, which should not be removed from the purview of 

CME providers.  While CMSS admittedly makes this point in the context of medical specialty 

societies serving as CME providers, the same principle is equally applicable to other provider 

types.  So long as the provider is “ACCME accredited”, it is neither logical nor appropriate to 

distinguish the “responsibilities inherent in professionalism” as between the differing categories.  

Again, to quote CMSS’s thoughtful comments in the broader context of all CME providers:  

“Divorcing [CME providers] from designing curricula for the education of its members appears 

to be a Solomonian solution of cutting a whole entity in half, resulting in non-viable educational 

programming.”  We agree.   

                                                 
58 At 6.     
59 Id.     
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D. The Proposed Requirement That CME Be Verified As Free From 
Commercial Bias, While Valid, Is Circular. 

This brings us to Part 4 of the “new paradigm” which, on examination, shows the apparent 

circularity of the ACCME’s reasoning here and why the absence of detail is fatal to the proposal.  

This criterion would permit commercial support if Parts 1 through 3 of the “new paradigm” had 

been satisfied, and “the CME is verified as free of commercial bias”.  Of course, the freedom 

from commercial bias criterion is part of the existing ACCME validation paradigm and is the 

sine qua non of “independent” CME.  But, presumably, under the new paradigm, the CME 

would not be verified as free of commercial bias, unless Parts 1 through 3 of the “new paradigm” 

had also been satisfied.  The ACCME has failed to explain or even to address the interplay 

between the respective elements of the “new paradigm” and whether and how the proposals in 

the August 6, 2008 further call-for-comment do or do not impact the “new paradigm” which, 

after all, was proposed in June and, apparently, without regard to the concepts in the August 6 

notice.  Like CMSS, we “do not believe the proposed extreme solution to the problem of the 

perception of commercial bias in commercially supported CME, as outlined in the proposed 

‘new paradigm’, is appropriate or necessary, as it removes the responsibilities of CME providers 

. . . from the design and implementation of CME which is free from commercial bias.” 

E. The Adoption Of A New Paradigm For CME Is Beyond The ACCME’s 
Authority. 

Several points deserve emphasis.  The kind of profound change represented by the “new 

paradigm”, whatever its specific contours and however it works in actual practice (which, as we 

demonstrate above, are not apparent in the proposal) again represents a fundamental shift in 

National policy on CME.  This kind of shift—“new paradigm”, in the ACCME’s own 

terminology—seems well beyond the scope of the ACCME’s underlying remit for all of the 

same reasons, and others, that establish why unilateral elimination of commercial support is 
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beyond the scope of the ACCME’s authority.   Indeed, one can speculate, with a high  degree of 

certainty, that the practical effect of conditioning commercial support on compliance with the 

“new paradigm” would be the elimination of commercial support altogether, which may well be 

its intended purpose.  But the point is simply that such an outcome should be accomplished, if at 

all, through a much more representative National consensus process than the seriously flawed 

rulemaking process initiated here by the ACCME.  Whatever the merits of the “new paradigm”, 

and they are few, these should be determined by institutions such as the U.S. Congress or, as 

proposed by CMSS by the CCCME.  Moreover, an examination of the ACCME’s own recent 

statements about the integrity and comprehensiveness of the current regime in establishing the 

independence of CME themselves belie the need for a “new paradigm” as an additional 

constraint on commercial support. 

*          *          * 

In sum, we believe, as did many SACME members60, that adoption of the “new paradigm” 

would be time consuming and burdensome and create needless additional bureaucracy and that it 

suffers—ironically—from the flaw that many of the third party validators that would be accorded 

special status themselves have their own biases and may not even know or understand the  CME 

needs of individual physician learners.  We believe that the current ACCME Standards for 

Commercial Support, if properly monitored and enforced by the ACCME, fully and completely 

preserve the independence of CME and that no demonstrable need exists for adoption of the 

“new paradigm” as a condition for commercial support of CME.   

                                                 
60 See SACME Comments at 4-5.        
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V. THE PROPOSED NEW INDEPENDENCE STANDARDS SHOULD NOT BE 
ADOPTED.   

The Package includes several proposals intended to eliminate “influence” by industry on CME 

on the theory, presumably, that any commercial “influence” necessarily erodes the 

“independence” of the ensuing CME.  For example, the ACCME proposes that commercial 

interests cannot communicate with accredited providers about any “sought-after topic” for 

commercially supported CME, including not only suggestions of CME topics about a particular 

“product line” but also suggestions about topics such as “therapeutic areas” or “patho-

physiology” of disease.  Likewise, the ACCME proposes that commercial interests may not 

communicate with CME providers about their “internal criteria for providing commercial 

support”, as this would be deemed to be the receipt of “guidance, either nuanced or direct, on the 

content of the activity or on who should deliver that content” and hence prohibited by the 

ACCME’s Standards for Commercial Support.  Relatedly, all parties are admonished by the 

ACCME “to pay close attention to what are known as ‘requests for proposals’ [RFPs] for CME 

activities as they may be a point for insertion of influence by industry.”    

Further, the ACCME, in its August 6, 2008 call-for-comment is proposing to establish what 

amounts to a categorical ban that would exclude any “thought leader” in any field of medicine or 

science, or any medical writer, or anyone else for that matter, from being paid to participate in 

the creation or presentation of promotional information on behalf of a commercial interest and, at 

the same time, creating or presenting information for CME on the same content, even if the CME 

content is otherwise independent and free of commercial bias.  In other words, thought leaders 

and others who wish to participate in the development and presentation of CME content will 

have to declare in advance whether they are on the “side” of promotion or on the “side” of 

education.  If they pick the promotional side of the line, then, under the ACCME’s proposal, they 
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would be categorically prohibited from crossing the line to the other side, apparently forever, at 

least with respect to particular content.   

These proposed new independence standards are not in the public interest and should not be 

adopted.   

A. The Proposed Prohibition on Suggestion of CME Topics and Provision of 
RFPs By Commercial Interests Should Not Be Adopted.   

It is revealing that ACCME cites no evidence to support the proposition that “influence” and 

“bias” are functionally equivalent concepts.  Why is it inappropriate for a commercial interest to 

“influence” the topics to be presented in a CME activity that it funds, so long as it does not 

“bias” the content, and particularly if there is valid and independently derived evidence of 

clinical practice gaps and identified need?  After all, if I am spending money to support 

something, then at a minimum I should at least be able to have a voice in what topics I am 

interested in funding without at the same time in any way trying to “control” what is said on the 

subject?  The ACCME’s proposal is like telling someone they can contribute to charity, but then 

prohibiting them from deciding which charity to contribute to because, by designating the 

“topic” of my beneficence, I am somehow controlling the disposition of the funds.  This makes 

little sense except as a kind of “absolute” vision of rectitude unencumbered by any concept of 

practical reality.  It would convert commercial support for CME into sort of a charitable 

undertaking where the donor cannot decide what charity it should fund, even though the donor 

demonstrably refrains from attempting in any way to influence how the designated charity 

spends the donated funds.  Further, directing commercial support into an anonymous fund of 

some kind to be awarded at the discretion of an oversight body such as the ACCME is simply not 

workable.  This is likely to have the consequence of limiting the amount of commercial support 

for CME with an unknown present and future effect on the viability of the entire CME 
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enterprise.  And equating a commercial interest’s suggestion of a topic or equating a CME 

provider’s knowledge of a commercial interest’s RFP standards, to control of the ensuing CME 

content by the commercial supporter is an unjustified leap by any measure.   

By way of analogy, if a professor teaches oncology at a medical school, adoption of an ACCME-

like approach would mean that she may assign a mandatory research paper to her students but is 

foreclosed from telling them what topics are permissible subjects because, if she does, this would 

effectively amount to controlling the content of the research paper.  Medical students would be 

left to guess whether a paper on breast cancer would count for course credit or whether only 

papers on lung cancer or some other form of the disease are acceptable.  This charade seems 

quite unnecessary.  So long as the professor does not control the content of the paper, the fact 

that she suggested the topic seems perfectly reasonable—indeed appropriate.  Suggestion of the 

topic by the professor in no way demonstrably biases the content of the communication.  

Likewise here, the entities who provide the funding should have every right to suggest a topic, 

but without controlling the content.  Otherwise, CME providers are left to scour a company’s 

web site or the literature generally to divine what topics a company is and is not likely to fund, 

which seems like a large waste of everyone’s time.  Just because I tell you what is of interest to 

me does not mean that the content of my ensuing communication is necessarily biased.  Where is 

the social science evidence to support that proposition?  Certainly the new mandatory clinical 

trial posting regime under the Food and Drug Administration Amendments Act of 2007 and the 

greater transparency that commercial interests are now routinely providing about their areas of 

research interest will give CME providers more clues about what CME programs a company 

might be interested in funding.  But why should everyone be spending their time on guesswork?  

Responses to Calls-for-Comment - Organizational Responses

October 2008;  Page 152 of 226



 

 -31-  

Rather, they should be spending their time on developing high quality CME activities that have 

the kind of rigor the ACCME, the Association, and most others in the CME enterprise seek.   

Likewise, the use of RFPs, in and of itself, seems entirely appropriate and unproblematic.  In 

fact, government agencies, such as the National Institutes of Health, routinely use RFPs to 

inform interested parties that funds are available to support education or research, to provide 

context about why the funds are available, and to explain how applications should be submitted 

and what information is required to be included.  This use of an RFP-type process saves time and 

resources that are better spent on the development of the underlying CME content.   

If the concern about suggestion of topics and about the use of RFPs is that they are points at 

which to insinuate commercial bias in the ensuing CME content, that concern is amply addressed 

by the current Standards for Commercial Support.  If violations of these standards are taking 

place, then enhanced monitoring and enforcement by the ACCME is in order.  Violators should 

be caught and punished.  However, additional regulatory prohibitions that would foreclose 

suggestion of CME topics by commercial interests or the use of RFPs are unnecessary and 

potentially counterproductive.  As SACME put it in its comments, “[A] lack of a transparent 

approach would likely lead to hidden agendas, a waste of time and resources and unnecessary 

increase in the cost associated with accredited CME to cover the inefficiencies created by such a 

policy.”61  We agree. 

B. The Proposed Categorical Ban On CME Faculty Speaking at Promotional 
Meetings On The Same Content Should Not Be Adopted. 

The ACCME’s proposal to categorically ban CME faculty from speaking at promotional 

meetings on the same content would effectively require thought leaders and any other CME 

faculty members to “take sides” on CME content.  They would effectively be required to declare 
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in advance whether they are on the side of promotion or on the side of education, apparently 

forever, at least with respect to the same and closely related content.  This “crossover” 

prohibition would apply even if the CME faculty members promotional presentation is truthful, 

not misleading, fully substantiated, fairly balanced, and “on label”, as required by FDA.  It 

would presumably mean that a thought leader who makes such a promotional presentation could 

not thereafter teach at a CME activity about emerging data and innovative models of care on the 

same general content area.  This seems like a profoundly misguided policy.   

Oddly, in proposing a categorical crossover ban, the ACCME does not explain or even address 

why the ACCME’s Standards for Commercial Support are inadequate to address and resolve any 

conflicts of interest that might be created by these dual roles.  In fact, Standard 6 currently 

requires disclosure to learners of potential conflicts of interest created by relevant financial 

relationships.  And Standard 2 defines relevant financial relationships to include a financial 

relationship in “any” amount during the preceding 12 months.  Coupled with the overarching 

requirement that CME be independent and free from commercial bias, such a disclosure regime 

appears to be adequate in itself to address the problem the ACCME seeks to remedy and the 

ACCME does not explain why it isn’t.   

Moreover, the proposed crossover prohibition applicable to CME faculty appears to be just an 

indirect way of categorically prohibiting commercial support for CME even if the CME is 

otherwise independent and free from commercial bias.  The proposition that one should not be 

able to accomplish indirectly what one may not accomplish directly, which is a relevant 

constitutional principle for example under the First Amendment62, seems applicable in this 

                                                 
61 At 2.        
62 See e.g. Grosjean v. Am. Press Co., 297 U.S. 233, 250 (indirect regulation of speech through taxation of 
newspapers unconstitutional).        
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context as well.  All of the reasons discussed above why a categorical ban on commercial 

support for CME should not be adopted are equally applicable to the proposed CME faculty 

crossover ban.  A policy with such profound National implications seems quite clearly beyond 

the purview of the ACCME and should be considered and adopted as National policy, if at all, as 

in the case of a proposed ban on commercial support for CME, by a more representative body.   

Moreover, the “authority” cited by the ACCME fails to support the proposed crossover ban.  

First, the ACCME says that the ban is supported because a group of state attorneys general 

“won” a judgment against a major pharmaceutical company imposing a comparable prohibition.  

But this use by the ACCME of the term “won” suggests that a neutral third party, such as a 

judge, evaluated the evidence and arguments on all sides of the matter and concluded that a 

crossover prohibition should be ordered.  In fact, the crossover prohibition in that case, which 

nevertheless applies only for a limited duration for any particular CME faculty member,  is part 

of a government coerced settlement agreement, and was not “won” by the state attorneys general 

in a fully litigated proceeding.  Indeed, as anyone involved in this kind of litigation knows, 

“fencing in” provisions like this are sometimes imposed as part of a settlement in a particular 

case based on the specific underlying facts of the matter and cannot and should not be interpreted 

as necessarily establishing policy in other, unrelated contexts.63 

Moreover, the ACCME’s citation to the June 2008 AAMC Task Force Report as support for the 

proposed crossover ban is incomplete and somewhat misleading.  It is true of course, as the 

ACCME says, that the Task Force recommended that academic medical centers (AMCs) 

“strongly discourage” participation by faculty members as speakers at promotional events.  At 

the same time, however, the Task Force specifically acknowledged that AMCs may “choose” to 
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allow participation of faculty members in “industry sponsored, FDA regulated programs”.64  If 

they “choose” the latter, then the Task Force suggested that AMCs “require full transparency and 

disclosure by their personnel to the centers and when participating in such programs” and 

“require that payments to academic personnel be only at fair market value.”65  In other words, 

and contrary to the impression created by the ACCME in the proposal, the AAMC Task Force 

did not recommend a categorical crossover prohibition of the kind the ACCME is proposing.  

Indeed, the Task Force acknowledged that this matter is best left to institutional “choice” and 

that if the choice is to permit such participation, then conflicts management tools, such as 

transparency and disclosure, are adequate to address the matter.   

The ACCME’s proposed categorical crossover ban has the potential to seriously impair and 

weaken the quantity and quality of CME in the United States.  It may well deter significant 

numbers of physicians, including some who are the most interested and qualified to participate as 

CME faculty, from engaging in promotional relationships with commercial interests, or, 

alternatively from participating in CME altogether.66  Either result seems unfortunate, as it may 

well remove some of the most qualified individuals, including key “thought leaders”, from 

participation in one or another of these important activities.67  

                                                 
63 The ACCME’s proposed importation into its own criteria of standards mandated in a government coerced 
settlement agreement itself belies the ACCME’s assertion that it is not a “state actor”.   
64 See AAMC Task Force Report, available at
 https://services.aamc.org/Publications/showfile.cfm?file=version114.pdf&prd_id=232&prv_id=281&pdf_id=11
4 at 20.    
65 Id.  (Emphasis supplied).    
66 See “White Paper: Merck Settles Vioxx® Litigation with State Attorneys General: an Analysis”, McDermott, 
Will & Emery (May 29, 2008), at 5, available at 
http://www.mwe.com/index.cfm/fuseaction/publications.nldetail/object_id/25354abe-4d4d-4f08-846c-
55f05f96f1af.cfm.      
67 Id.      
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C. The Proposed Categorical Prohibition On Medical Writer Crossover Is 
Duplicative and Unnecessary. 

The ACCME’s proposed new independence standards, as applied to CME crossover by medical 

writers who work on promotional programs in connection with the same content, is duplicative 

and unnecessary for yet an additional reason beyond those articulated above in connection with 

crossover by CME faculty (e.g. disclosure and use of other conflicts management tools).  This 

has to do with the ACCME’s extant August 2009 deadline that already requires significant 

institutional firewalls between agencies that create promotional programs and accredited 

providers who produce CME activities.  In itself, this will likely have the effect that the ACCME 

is seeking to achieve by the proposed CME crossover prohibition.  It is unfortunate that the 

ACCME does not address or even identify the overlap between the forthcoming separation of 

functions requirements and the proposed crossover prohibition as applied to medical writers (and 

other staff and freelancers that work on content).   

In fact, most commercial interests who provide CME grant funding already require that the 

provider not be working in both promotion and CME, and will refuse to provide CME grants to 

entities involved in promotional programming.  Data from the most recent (2007) survey of 

MedEd companies68 demonstrates that this provider sector is moving swiftly into a certified 

education-only model from the mixed promotional/certified CME model that was prevalent 

before the issuance of the OIG Compliance Guidance in 2003.  A great deal has changed in the 

CME environment since then, and MedEd companies and other stakeholders have continued to 

adapt as rules and regulations, including the ACCME's own Standards for Commercial Support, 

new accreditation criteria, and recent policy revisions, have evolved.  MedEd companies have 
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changed their internal organizational structure through separation of the unit involved in CME 

and through the erection of stringent internal firewalls.  The data demonstrate for example that all 

MedEd companies who deliver certified CME have firewalls that separate education from 

promotion and that substantial progress is being to ensure the adequacy of these firewalls 

through an array of controls (e.g. separate project teams; separate communications systems; 

separate office space; etc.).69  None of the organizations who responded to the survey reported 

sharing staff that controls content (e.g. writers, medical directors) between the education 

company that produces certified CME and the affiliate that produces promotional activities.     

VI. THE ACCME IS A “STATE ACTOR” SUBJECT TO CONSTITUTIONAL 
NORMS. 

There are strong grounds to conclude that the ACCME is a “state actor” and hence subject to 

constraints, such as due process and First Amendment free speech requirements imposed by the 

U.S. Constitution.  We demonstrate above how a number of the ACCME’s proposals violate 

these constitutional norms.  The ACCME should carefully analyze the “state actor” issue and 

how it affects the current rulemaking, as ACCME may well be called upon to do so later in any 

event, particularly given the highly charged current atmosphere.  In the attached State Actor 

Appendix, we provide some thoughts for consideration by the ACCME on this exceptionally 

important question.   

VII. CONCLUSION. 

The ACCME has a fiduciary responsibility not only to all segments of the provider community, 

but also, and most importantly, to physicians and to the American people to consider well the 

                                                 
68 See Peterson ED, Overstreet KM, Parochka JN, Lemon MR. “Medical Education and Communication 
Companies Involved in CME: An Updated Profile.” Journal of Continuing Education in the Health Professions (In 
Press).      
69 Id.      
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impact of its proposals, particularly  the unintended consequences from their adoption that are 

likely to seriously and adversely affect the overall CME enterprise and consequently the public 

health.  The first principle of medicine is to "do no harm".   As we demonstrate above, 

promulgation of the Package as proposed by the ACCME is not in the public interest and may 

well do serious harm to post-graduate education of physicians in the United States.   

Respectfully submitted, 

         
Michael R.  Lemon, MBA, CCMEP   Stephen M.  Lewis, MA, CCMEP 
President      President-Elect 

     
Richard F.  Tischler, Jr., PhD, FACME  Sandra T.  Weaver, MS 
Treasurer      Secretary 

 
Karen M.  Overstreet, EdD, RPh, FACME, CCMEP   
Past-President     
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The ACCME Is a “State Actor” Subject to Constitutional Norms 

There are strong grounds to conclude that the ACCME is a “state actor” and hence subject to 

constraints, such as due process and commercial free speech, imposed by the U.S. Constitution.  

In our main comments, the Association demonstrates how a number of the proposals in the 

Package and the process employed in this proceeding violate these constitutional norms.  Here 

we address some of the reasons why we believe that in the context of this rulemaking the 

ACCME is a “state actor”.   

Most state medical regulatory authorities either directly or indirectly incorporate ACCME 

accreditation requirements into their CME regimes.  The AMA’s PRA program, with its 

“Category 1” credit system,  has been adopted by forty-three states and the District of Columbia 

as either the sole CME credit acceptable under state rules or as a significant feature of the 

mandatory CME regime.70   For example, California requires an M.D.  to secure 100 CME 

credits during a given four-year period, with all 100 of these consisting of AMA PRA Category 1 

credits, and the state licensing board has the statutory authority to deem any courses that meet 

certain content standards and receive accreditation from either the ACCME or the California 

Medical Association to satisfy state CME requirements.71  Similarly, Florida, while requiring a 

varying number of CME credits for each license renewal based on a multiple-year cycle, 

mandates that the credits come either from AMA PRA Category 1 courses or from certain other 

sources, and the licensing board advises doctors that Category 1 providers “are either accredited 

                                                 
70 A current table summarizing state requirements is available at http://www.aad.org 
/education/relicensure/_doc/StateLicensureRequirementsRevised.pdf.   
71 Cal. Bus. & Prof. Code § 2190.1(e).  See also e.g. “The California Medical Board, Continuing Medical 
Education, Option Available to You”, available at  
http://www.mbc.ca.gov/licensee/continuing_education_options.html.   
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by the [ACCME] or intra-state by the Florida Medical Association.”72  Likewise, Illinois requires 

150 CME credits over a three-year cycle with at least 40 percent of the credits coming from 

Category 1 courses, and the licensing board notes that the ACCME is the organization 

responsible for accrediting CME providers.73   

There are other indicia of substantial entwinement between the ACCME and state medical 

licensing boards.  For example, the Federation of State Medical Boards74 is a member 

organization of the ACCME and has a seat on its Board of Directors.75  “The FSMB is working 

to assure the pertinence of accreditation of CME as a trusted source on behalf of its member 

boards that require CME and utilize ACCME.”76 (Emphasis supplied).  In fact, the ACCME 

itself, in its Bridge to Quality, quite convincingly makes the “state action” case by  

demonstrating that CME is an essential requirement for maintenance of licensure and recounting, 

chapter and verse, the “pervasive entwinement”77 among the ACCME, the FSMB, and  

individual state medical boards.   

While it is true the states do not necessarily adopt the ACCME’s standards directly, many 

indirectly require ACCME-accredited coursework by mandating that physicians take courses 

under a CME regime that uses ACCME accreditation as a baseline.  In this respect, therefore, the 

ACCME is serving as a surrogate for the state medical licensing boards in developing, 

                                                 
72 Fla. Dep’t of Health, Continuing Medical Education (CME), available at http://www.doh.state.fl.us 
/mqa/medical/me_ceu.html (information updated for reporting period ending Jan. 31, 2008).          
73 Ill. State Medical Soc’y, Medical Licensure & Relicensure in Illinois, available at http://www.isms.org 
/physicians/licensure/licensure_a.html.          
74 The FSMB, although not in and of itself a government entity, represents the 70 medical licensing boards of the 
U.S. and its territories, and its mission is to improve the quality, safety, and integrity of health care through 
developing and promoting high standards for physician licensure and practice.  See “About FSMB”,  available at 
http://www.fsmb.org/aboutFSMB.html.          
75 See ACCME Board of Directors, available at http://www.accme.org/index.cfm/fa/about.directors.cfm.          
76 See 2008 Annual FSMB Meeting, Agenda Item 13A, Tab 2 (at page 6 of 6), available at 
http://www.fsmb.org/pdf/annualmeeting_2008/hod_agenda/item_13a_tab_i_accme.pdf.          
77 See Brentwood Acad.  at fn. 8 above.          
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implementing, and policing its CME accreditation standards.  This surrogacy, as well as other 

areas of pervasive entwinement among the ACCME, the FSMB, and the state medical licensing 

boards demonstrates that there are strong arguments for characterizing the ACCME as “state 

actor” subject to the same constitutional principles that would be applicable to the Government 

itself were it regulating CME directly.  As the Coalition puts it in the comments it is filing in this 

rulemaking:  “[T]he process, procedures and substance of the ACCME system of accreditation is 

inextricably tied to the official, governmental process of professional certification.”78  And 

whether or not the ACCME is itself a “state actor”, there are substantial arguments that a state 

medical licensing board, by incorporating by reference ACCME standards (and the process used 

to develop those standards), which would be unconstitutional if adopted by a Government body 

itself, likewise is subject to a constitutional challenge as a consequence of the ACCME’s actions 

here.  In other words, to the extent that a state medical licensing board indirectly incorporate the 

ACCME’s standards, which have been adopted using constitutionally flawed procedures, there is 

a compelling argument that they are subject to challenge as a result.  This possibility is 

something to which the ACCME should likewise be attentive. 

There is no clear single formula for determining whether and when a private or semi-private 

association, such as the ACCME, is nevertheless a “state actor” for constitutional purposes.  The 

Supreme Court itself has noted that it is an “impossible task” to “fashion and apply a precise 

formula” to this question.79 “What is fairly attributable [to the State] is a matter of judgment, and 

the criteria lack rigid simplicity.”80  As a general matter, however, the Supreme Court has noted 

                                                 
78 September 12, 2008 Comments at 2.          
79 Burton v. Wilmington Parking Auth., 365 U.S. 722 (1961).          
80 Brentwood Acad. at 531 U.S. at 295.          
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a number of factors that may be relevant in any given case in deciding whether state action is 

present:     

• Did the activity result from the state’s exercise of “coercive power”? 

• Did the state provide “significant encouragement, either overt or covert”? 

• Did the private actor operate as a “willful participant in joint activity with the 
State or its agents”? 

• Is the nominally private actor controlled by an agency of the state, or is it 
exercising a public function delegated to it by the state? 

• Is the private actor “entwined with governmental policies,” or is the government 
“entwined in its management or control”?81 

Private actors will be held to constitutional standards if “there is a sufficiently close nexus 

between the State and the challenged action of the regulated entity”82  The determination of 

whether there is a “sufficiently close nexus” looks, among other things, to the standards listed 

above, and whether the state provided “a mantle of authority that enhanced the power of the 

harm-causing individual actor.”83  Notably, the Supreme Court has suggested that a state agency, 

by “embracing” rules promulgated by an association, may well transform those rules into state 

rules such that the association itself, i.e. the ACCME in this case, becomes a “state actor.”  Given 

the pervasive degree of entwinement between the state medical licensing boards, the FSMB, and 

the ACCME, among others, and given the extent to which the ACCME’s rules have been 

“embraced” by a panoply of government actors, including not only by state medical licensing 

boards but, as also, as the Coalition observes in its comments84, by FDA and even by state 

legislatures in contexts that do not relate directly to medical licensing but relate to regulation of 

                                                 
81 Id. at 531 U.S. at 296.          
82 Id.           
83 NCAA v. Tarkanian, 488 U.S. 179, 192 (1988).          
84 Id. at 194.      
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industry behavior85, there is an unquestionably tight “embrace” between what the ACCME does 

and how it does it, and what the state does and how it does it.   

For these reasons, and others not recounted here, the Association believes that strong grounds 

exist for concluding that the ACCME is a “state actor” subject to constitutional norms.  Equally 

as important, state medical licensing boards, who unquestionably are state actors, may well also 

be liable for breaches of constitutional norms occasioned by the ACCME’s actions in this 

rulemaking.   

                                                 
85 See e.g. §14 of Massachusetts S. 2863, adding Chapter 111N, and requiring, in new §2(3), that the State 
Department of Health adopt a marketing code of conduct for pharmaceutical and medical device companies that 
would prohibit, among other things, industry “sponsorship or payment” for CME “that does not meet the 
Accreditation Council for Continuing Medical Education Standards for Commercial Support.”  Available at 
http://advamed.org/NR/rdonlyres/AEAF3DC5-356E-49DF-BD69-5CA048624AB1/0/ma2863.pdf (beginning at line 
791).   To the extent that the process employed by the ACCME in this rulemaking and the substantive standards that 
emerge are constitutionally flawed but are ultimately incorporated into the ACCME’s Standards for Commercial 
Support nevertheless, these flaws may well be imputed to the State in the context of legislation like this.  The 
ACCME should be sensitive to this possibility.         
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Comments on ACCME Re: Proposal to Ban Commercial Support 
of CME (HRG Publication #1842) 

September 12, 2008 

Accreditation Council for Continuing Medical Education 
515 N. State Street, Suite 1801 
Chicago, IL 60654   

To whom it may concern: 

We would like to thank the Accreditation Council for Continuing Medical Education (ACCME) for the opportunity to comment on its Proposed Policy 
to Support Independence in Accredited CME (Continuing Medical Education).  In particular, we would like to comment on the proposal that “the 
commercial support of continuing medical education end.”[i]   We strongly support such a proposal because the consequences of the corrupting 
influence of commercial support on CME are so significant.  An outright ban, rather than a compromise that will allow deviations from the 
objectivity of CME, is therefore justified.  Inevitably, in the absence of a ban, there will be conflicts between the educational mission of CME and 
the financial objectives of commercial companies; no set of voluntary half-measures can assure that the educational objectives will take 
precedence. 

In considering this proposal, it is important to recall that CME was born out of the desire to ensure that physicians remained abreast of advances 
in medical science.  This was and remains the primary purpose of CME.  However, in the 1970’s, shortly after states began adopting CME 
requirements as a condition for medical licensure, commercial interests (primarily pharmaceutical companies) seized upon physicians’ desire to 
keep the cost of CME as low as possible and inserted themselves into the CME process.[ii]   By assuming the role of financier, commercial 
interests were able to influence the substance of CME and, presumably, increase the sales of their products. With 48% of all funding for CME 
(excluding advertising and exhibit income) now provided by commercial interests,[iii]it has become difficult for many to even imagine CME without 
commercial support. 

Yet CME’s reliance on commercial support was neither inevitable, nor is it irreversible.  Indeed, to a limited extent, it is currently being reversed.  
With increasing scrutiny from both the public[iv],[v],[vi] and the medical profession,[vii],[viii],[ix] a trend toward developing CME that is free 
from commercial support is gaining momentum.[x],[xi]     Six academic medical centers (Stanford University, University of California at Davis, 
University of Colorado, University of Kansas at Kansas City, University of Pittsburgh, University of Massachusetts) have banned direct commercial 
support of CME,    but allow companies to contribute to a central pool that supports CME.[xii],[xiii]   Memorial Sloan Kettering Cancer Center bans 
any commercial support for CME.[xiv]   On the sponsor end, citing growing concern over conflict of interest, Pfizer, the world’s largest 
pharmaceutical company, announced this year that it would no longer directly support CME offered by medical education and communication 
companies (MECCs);[xv] Zimmer, a major manufacturer of orthopedic medical devices, announced it would use only independent, third parties to 
support CME.[xvi]   With support from the settlement of a lawsuit for off-label promotion of Neurontin, the Attorney General Consumer and 
Prescriber Education Grant Program funded the development of an online CME curriculum specifically addressing pharmaceutical company 
marketing practices.[xvii]  

By some measures, CME’s dependence on commercial support is actually decreasing.  Despite a quadrupling of commercial support for CME over 
the past ten years, in 2007 the percentage of CME income provided by commercial interests actually decreased to close to 2002 levels 
(47%).[xviii] 

Moreover, there is significant evidence that commercial support affects the integrity of CME.  Perhaps the most profound effect of sponsorship is 
that it influences the choice of topics to be addressed – typically those for which a commercially available product (usually a drug) 
exists.[xix],[xx]This skews CME away from topics of great public health significance, but which lack a patent-protected therapy.  Compared to 
conferences with no direct commercial support, commercially supported CME symposia present a narrower range of topics and tend to focus on 
medical conditions for which there are new therapeutic products.19  It also ensures that dietary and behavioral interventions receive short shrift.  

In our own research, we were able to demonstrate that commercial booths at an annual professional association meeting, a major source of CME 
for the attendees, frequently violated the professional association’s own codes of conduct.  In brief, unprompted discussions with research 
assistants, drug company representatives at 4 of 24 booths (17%) engaged in illegal off-label promotion of drugs.[xxi]  

Finally, commercial support has been associated with the primary objective pursued by sponsors: increases in prescribing.  Following three 
different commercially supported CME lectures about antihypertensive drugs, the rate of new prescriptions increased after two lectures and 
decreased after one. In each case, the sponsor’s share of prescriptions in that class of drugs rose.[xxii]  

One relatively new development in CME merits particular mention.  MECCs are for-profit firms that organize CME conferences and lectures, often 
on behalf of commercial sponsors.  These companies have grown enormously in the last ten years18,[xxiii] and over seventy percent of their 2007 
income originated from commercial sources.3   MECCs are thus not objective providers of educational information, but rather marketing firms with 
an obvious interest in promoting sales of their sponsors’ products.9,24 

In principle, several approaches to controlling conflicts of interest in CME could be envisioned: legal restrictions, disclosure, and policy 
restrictions.[xxiv]  The most far-reaching (and the one we favor), legal restrictions would ban commercial support of CME.   The advantage of 
legal restrictions is that they are straightforward and very effective, eliminating the conflict of interest entirely.24 However, the trend in the CME 
field has instead been toward not rocking the income boat, relying primarily on enhanced disclosure policies with voluntary policy restrictions for 
the most egregious forms of conflict.  But, in effect, disclosure transfers to the consumer of the CME activity the responsibility for interpreting the 
often complex conflict of interest.24   Policy restrictions attempt to establish specific (typically unenforceable) firewalls while still maintaining a 
role for commercial support.  However, just as only partially blocking a river flowing downhill will cause the water to carve a new path, policy 
restrictions simply lead to more creative methods of influencing physicians, as demonstrated by the explosive growth of MECCs.7,18,23 

Eliminating commercial support of CME could have the downside of losing the single largest funding source of CME.   However, since CME would 
continue to be a requirement for physicians to maintain their state licensure (and thus board certification), the demand for CME would be 
essentially unabated.  Commercial support has shielded physicians from the true cost of CME.  Shifting the burden of funding toward physicians 
(not exactly a group occupying the lower rungs of the earning ladder) would attenuate the effect of lost revenue.  
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It is also worth noting that CME is not exactly an enterprise operating at the margins of profitability.  Whereas in 1998 CME in the U.S. was 
operating at a 5% profit margin, only 10 years later (2007) the profit margin had skyrocketed to 23%.18  This leaves plenty of profit that could 
be recycled to offset the loss of commercial support.  Indeed, an ACCME policy eliminating commercial support of CME is well within reach.  

Eliminating commercial support and with it the conflicts of interest that are currently rife would improve the quality of CME and reaffirm the 
primary mission of CME - promoting life-long learning and enhancing physician competence.    It might also serve as an impetus to move away 
from expensive, lecture-dominated destination meetings and toward cheaper, more content-intensive forms of CME, such as mail-in and online 
courses.  For these reasons, we support ending commercial support of CME. 

Sincerely, 

Jonas Hines 
Research Associate 

Peter Lurie, MD, MPH 
Deputy Director 
Health Research Group at Public Citizen 
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September 5, 2008 
 
Accreditation Council for Continuing Medical Education 
515 N. State Street, Suite 1801 
Chicago, IL 60654   
 
 
Dear Dr. Kopelow, 
 
The Society for Academic Continuing Medical Education (SACME) is pleased to have 
an opportunity to respond to recent ACCME Calls for Comment on proposed policies.  
In preparation of the comments, the SACME leadership surveyed our members on the 
points for each of the proposals.  As with any member organization, there was not a 
unanimous viewpoint, but rather varied opinions based on each organization’s 
situation and circumstances as accredited providers.  Based on the survey results, we 
attempted to glean the most salient points to include in the SACME responses. 
 
As part of this commentary, we are concerned that two such important issues, 
interactions with commercial supporters and elimination of commercial support, were 
not presented as separate issues but embedded in a larger document that contained 
policy and procedural changes for ACCME accredited providers.  Presentation in this 
manner obscures the importance and urgency of these issues.  We are much more 
satisfied with the third Call for Comment (Additional Features of Independence in 
Accredited Continuing Medical Education) which was released separately. 
 
Attached you will find the responses from SACME to each of the Calls for Comments: 
• Limiting Interactions between Accredited Providers and Commercial Interests 

over Commercial Support with Industry 
• Elimination of Commercial Support of Continuing Medical Education Activities 
• Additional Features of Independence in Accredited Continuing Medical 

Education 
 
SACME would welcome the opportunity to work with the ACCME as policies are 
developed, refined and implemented.  We would also welcome any opportunities to 
further modify and refine the accreditation system and processes to the benefit of both 
the ACCME and accredited providers and in keeping with the goal of improving 
patient care.  Please feel free to contact me should further information be desired. 
 
Sincerely, 

 
Melinda Steele, M.Ed., CCMEP 
President, Society for Academic Continuing Medical Education 
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SACME Response to ACCME Call for Comment on Limiting Interactions 
between Accredited Providers and Commercial Interests over Commercial 
Support with Industry 
 
On June 11th of this year, the Accreditation Council for CME (ACCME) released several 
announcements and two documents with a call for comment period for each.  The Society for 
Academic CME (SACME) has surveyed its membership and wishes to file this comment related 
to the document entitled, “Limiting Interactions between Accredited Providers and Commercial 
Interests over Commercial Support with Industry” also known as Call for Comment 1. 
 
Much attention has been drawn to CME and its independence from undue commercial interest. 
SACME strongly supports the concept that CME must be evidence-based, supported by 
education science principles and free of commercial bias.  Degree granting institutions of higher 
education have significant experience with seeking and obtaining commercial support while 
avoiding undue commercial interest through decades of research and education support.  The 
academic centers have also made mistakes in the past and thus have significant experience to 
draw upon.  Thus the academic accredited CME providers are perfectly positioned to provide 
comment on this topic. 
 
The call for comment begins by stating that the manner of interaction between potential 
commercial supporters or their agents and some accredited providers may need to be altered.  
SACME’s position is that if there are concerns about particular accredited providers then those 
specific providers should be addressed and sweeping changes to the system may not be 
necessary.   
 
SACME is supportive of the utilization of performance improvement science to help improve the 
CME system.  The science of performance improvement is based upon several simple principles 
that occur as discrete steps sometimes referred to as the Plan-Do-Study-Act (PDSA) approach. 
SACME encourages the ACCME to utilize this evidence-based scientific approach for 
improvement and thus recommends that further changes to the Standards for Commercial 
Support await evidence of a gap and evidence of efficacious steps for improvement.  
 
The call for comment suggests that; 
"Accredited providers must not receive communications from commercial interests 
announcing or prescribing any specific content that would be a preferred, or sought-after, 
topic for commercially supported CME (therapeutic area, product-line, patho-physiology) 
as such communication would be considered “direct guidance” on the content of the 
activity and would result in non-compliance with Standard 1…." 
 
In a recent survey of SACME members, greater than 60% either agree or strongly agree with this 
statement, approximately 30% disagree or strongly disagree and 10% are neutral.  Several 
respondents commented that the general intent of this statement already exists in the SCS as a 
commercial supporter cannot provide direction for content.  Thus, they support the regulation not 
because its needed, but because they believe the principle already exists.    
 
Those that were concerned by the statement were concerned for several reasons.  These include: 
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1) The statement starts by saying that accredited providers must not receive 
communication.  In this internet age, avoiding communication may be impossible and 
being held responsible for receiving what may be unsolicited communication might 
be simply beyond the provider’s control.   

2) It is not clear how one would monitor for receipt of a communication.  
3) All grant related calls for proposals include information regarding funding domains 

and there is no evidence that this information causes undue commercial influence in 
any domain including research and/or education.  SACME would agree that a grant 
that requires a focus on a specific product must be avoided.   

4) How would the circumstance be handled when the FDA mandates training for a 
specific device or procedure?  

 
The call for comment then suggests that “Receiving communication from commercial 
interests regarding a commercial interest’s internal criteria for providing commercial 
support would also be considered the receipt of “guidance, either nuanced or direct, on the 
content of the activity or on who should deliver the content.” 
 
The respondents for this question were essentially split with a slight preponderance disagreeing.  
The survey results showed that 45% either disagreed or strongly disagreed, 39% agreed or 
strongly agreed and a significant fraction (16%) was neutral.  The survey then asked if the 
respondents felt it was important to have information regarding internal criteria.  An 
overwhelming majority (>71%) responded that indeed knowing internal criteria are important.  
 
Our membership is concerned that a lack of a transparent approach would likely lead to hidden 
agendas, a waste of time and resources and an unnecessary increase in the cost associated with 
accredited CME to cover the inefficiencies created but such a policy.  This could then also 
translate into fewer CME certified opportunities.  It is important to note that more than half of 
the respondents believed that having knowledge of the internal criteria did not cause bias.  In 
addition more than half did not believe that having internal criteria from a commercial interest 
was any different than having internal criteria from a foundation or the government.  
 
In conclusion, SACME is highly supportive an iterative performance improvement approach 
designed to improve the CME system.  SACME suggests that such an approach might include a 
transparent process for all grants, no matter the source.  The transparent process should require 
that all relevant aspects of a grant be made publicly available.  Communication to clarify any of 
these publicly reported criteria should be permitted.  SACME would be happy to work with the 
ACCME on these critically important and pertinent issues.  
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SACME Response to ACCME Call for Comment on the Elimination of 
Commercial Support of Continuing Medical Education Activities  
 
On June 11, 2008, the Accreditation Council for CME (ACCME) released several 
announcements and two documents with a call for comment on items that have the potential for 
seriously impacting academic CME.  The following is SACME’s response to the call for 
“Elimination of Commercial Support of Continuing Medical Education Activities” and is based 
on the responses of 86 SACME members who comprise 40% of SACME voting members.  
 
Over the last several years, considerable national debate has focused on the role of commercial 
support in all aspects of medical education, with a special emphasis on its role in continuing 
medical education for physicians.  The underlying assumption of this debate is that CME 
supported by industry is inherently biased regardless of safeguards put into place by the 
ACCME, its accredited providers, and industry.  We fully reject the premise that merely 
receiving a grant creates an inherent conflict as there is no evidence that this is true.  We do 
acknowledge that there have been abuses within the system, but also believe that the entire CME 
community should not bear the burden of those abuses.   
 
The reality of academic CME is that only a handful of academic institutions do not take 
commercial support for their CME activities.  Most institutions provide minimal or no funding to 
CME programs and require these programs to be self-supporting. Therefore, eliminating all 
commercial support from CME programs poses a very real threat to the viability of CME within 
the current academic environment. 
 
Since the call for Comment on Elimination of Commercial Support of CME Activities contained 
several different elements, we asked SACME membership to respond to each element. 
 
Commercial  support of continuing medical education should end 
 
Overwhelmingly, SACME members who responded to the survey disagreed with the ACCME 
proposal to eliminate commercial support in continuing medical education.  Less than 20% were 
in agreement with this proposal, and fewer than 10% indicated a neutral position.   
When asked about the impact to their CME programs, 77% of the respondents indicated that 
ending commercial support for CME would have a significant negative impact on their overall 
CME program.  These impacts include:   
 

• a decrease in the number and scope of CME activities 
• fewer external speakers used for RSS’s 
• reduction in the number of clinicians educated 
• less CME research  
• reduction in staff, or 
• complete elimination of the CME program itself.  

 
As one respondent noted, “opportunities to pursue the development of innovative educational 
and QI applications and rigorous assessment of the resultant outcomes would be severely 
curtailed.” 
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Elimination of commercial support is a complex issue.  Even those respondents who agreed that 
commercial support should be eliminated felt there would be negative impact to their CME such 
as a reduction in external programs or an increase in registration fees.    
 
Within the call for comments, ACCME proposed the following three scenarios: 

• continuation of the status quo with commercial support,  
• complete elimination of commercial support, and  
• a new paradigm for CME support.   

Less than 10% supported eliminating commercial support entirely, with approximately 30% 
retaining the status quo, and 60% in favor of a new funding paradigm for CME.    
 
Of those who responded that a new paradigm was needed, there was no consensus on any single 
model.  Examples of two suggested paradigms follow. 
 

• A simple arrangement that allows commercial support to CME programs, but prohibits 
them from being designated for specific activities.  For example, five commercial 
companies each contribute $10,000 to a hospital's (or medical school's) CME program.  

• CME credits should be awarded by accredited degree granting centers of higher 
education.  This would consolidate the accredited provider process to monitoring and 
management of < 200 providers nationwide.  

Given the lack of consensus of those surveyed, any future CME funding paradigm must be well 
thought out and not put forth as a reaction to pressure from the external environment.   The CME 
system could/should be improved but only if a systematic approach is taken that is responsive to 
the educational needs of our healthcare provider community and not those who would seek to 
vilify it. 
 
The ACCME proposed a four-part paradigm for funding CME that would permit commercial 
support only if all of the following conditions were met:  

A. When educational needs are identified and verified by organizations that do not receive 
commercial support and are free to financial relationships with industry (e.g., US 
Government agencies), and 

B. If the CME addresses a professional practice gap of a particular group or learners that is 
corroborated by bona fide performance measures (e.g., National Quality Forum) of the 
learners’ practice, and 

C. When the CME content is from a continuing education curriculum specified by a bona 
fide organization, or entity (e.g., AMA, AHRQ, ABMS, FSMB), and 

D. When the CME is verified as free of commercial bias. 

Fifty-eight percent of respondents did not believe all components of this model were necessary 
compared to 22% who did.  Twenty-percent indicated they were uncertain about the paradigm 
presented by the ACCME.    
 
Those who did not support the ACCME proposed paradigm indicated that 

• would create more bureaucracy,  
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• the needs of national organizations differ from those at the provider-level,  
• bona fide organizations have their own bias and may not know or understand what the 

individual healthcare provider needs,  
• the model would be time consuming and burdensome, and  
• the model suggests lack of provider competence in what the needs of its learners are. 

Finally, one comment from a respondent who was uncertain about the ACCME proposed 
paradigm noted that even some bona fide organizations may, in fact, be biased.  As noted in a 
recent article, even the NIH review and grant award process is subject to reader bias. (V.E. 
Johnson, Proc.Natl Acad.Sci.USA doi:10.1073/pnas.0804538105;2008) 
 
Potential Consequences of Adopting the ACCME 4-Part Paradigm  
 
When asked about what the consequences of adopting such a paradigm, there was a wide-range 
of responses ranging from negative to positive.  

• increased bureaucracy and documentation 
• limited the range of CME activities  
• less innovative CME 
• diminished value of local audience needs 
• decreased number of activities 
• decrease in the number of CME providers 
• less commercial bias 
• improved CME programs 

SACME members who responded to the survey believe that CME providers are in the best 
position to identify their learner needs and organizations that receive commercial support do 
manage that support and possible conflicts of interest within the guidelines of the current 
ACCME Standards for Commercial Support.  
 
Many of those surveyed questioned what a “bona fide” organization actually is and whether or 
not those organizations are truly free of bias.   The reality is that even “mature” review systems 
such as those in place at the FDA, the NIH, JAMA and NEJM have missed commercial bias.    
 
In summary, we believe: 

• The total elimination of commercial support is unnecessary and unjustified.  

• The CME system should be improved through an evidence-based approach as a 
component of a well thought through strategic plan.  

• Elimination of commercial support will likely produce significant unintended 
consequences that have not yet been assessed or analyzed.  

• The commercial component of today’s healthcare system supports institutions, 
organizations, research and education.  Financial support for education should not be 
eliminated but managed by appropriate constraints consistent with the medical 
professionalism.   
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SACME Response to ACCME Call for Comment on Additional Features of 
Independence in Accredited Continuing Medical Education 
 
The Society for Academic Continuing Medical Education welcomes the opportunity from 
ACCME to comment on its proposed policy to further define the independence of accredited 
continuing medical education.  In the continued scrutiny of the CME enterprise we believe it is 
important to establish mechanisms to further define and ensure the separation of promotion from 
education and to ensure the independence of accredited CME from commercial interests.  As 
such, SACME supports this proposed policy and agrees with the stipulation that those who are 
involved with the creation and presentation of content for commercial entities should not also be 
involved in the control of content of accredited CME.  The inherent biases that exist in the 
involvement in promotional content present conflicts of interest that are not resolvable for 
accredited CME.  We believe this policy will assist to clarify the issues of accredited CME vs. 
promotion for those who are currently examining CME for bias and conflict of interest. 
 
We wonder, though, if the policy might benefit from clarification in a few areas.  First, the policy 
does not specify any time reference for elimination of such conflicts.  Is it intended to be that if 
one has ever produced or presented content of a promotional nature that one is thus banned 
forever from involvement in accredited CME?  Or is the intention similar to other conflicts of 
interest that such a ban would only refer to relationships or promotional involvement in the past 
12 months, allowing one to “cleanse” themselves of such relationships and move back into 
involvement in accredited CME only after a 12 month period?   
 
Secondly, we believe that the policy when read in isolation and without the ACCME 
commentary might be strengthened by the addition of non-limiting examples.  For instance, at 
the end of the current statement the addition of “e.g. participation on planning committees, 
development of content or presentation of content” might add further clarity and meaning when 
one reads or quotes the policy without benefit of the commentary. 
 
Thirdly, the definition of “promotional” can have many and varied interpretations.  The current 
definition is unclear and we recommend that the ACCME work with the academic community 
(SACME and AAMC) to define and clarify what the term “promotional” means in the context of 
this proposed policy. 
 
Additionally, some comments received from our members question how a provider can verify 
whether or not a person has been “paid” to develop or present promotional content.  Self report is 
often less that accurate and without some means of credible verification, this seems to be a 
critical portion of the policy that providers may not have the means to determine accurately.  
Would a provider be held accountable if a person did not disclose such information and it is later 
reported in some manner, for instance on a pharmaceutical web site listing such payments? 
 
We applaud ACCME’s efforts to further define and ensure the independence of accredited CME 
in this particular area.  SACME supports the spirit of the policy as stated:  “Persons paid to 
create, or present, promotional materials on behalf of commercial interests cannot control the 
content of accredited continuing medical education on that same content.”  We recommend that 
the policy be further refined with the addition of time frame, non-limiting examples, definition of 
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the term “promotional,” and verification methods for persons who have been paid for 
promotional content development or presentation as described above. 
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Washington Legal Foundation
2009 Massachusetts Ave., NW

Washington, DC  20036
(202) 588-0302

September 12, 2008

Submitted Electronically:
https://accme.wufoo.com/forms/call-for-comment-1 and call-for-comment-2

ACCME
515 N. State Street, Suite 1801
Chicago, IL  60654

Re: June 11, 2008 Calls for Comments on “Limiting the Interactions Between
Accredited Providers and Commercial Interests Over Commercial Support” and
“The ACCME Believes that Due Consideration be Given to the Elimination of
Commercial Support of Continuing Medical Education Activities”

Dear ACCME Members:

The Washington Legal Foundation (WLF) appreciates the opportunity to comment on

the ACCME’s June 11, 2008 proposal to define appropriate interactions between Accredited

Providers of CME and commercial entities that provide them with support, as well as on

ACCME’s  “new paradigm” for commercial support of CME activities.  WLF is not

commenting on ACCME’s August 8, 2008 proposal regarding “Additional Features of

Independence” in accredited CME; WLF does not have sufficient expertise regarding the

promotional activities of medical professionals to provide useful comments in that area.

WLF is quite dismayed by the June 8 proposals.  Both entail wholesale revisions

regarding the manner in which CME is provided in this country.  One would think that anyone

proposing such major revisions would set forth substantial evidence providing justification for

the changes.  Yet, the ACCME provides virtually no such evidence and only minimal
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explanations for its rationales.  Basic notions of due process require the ACCME to give a

better account of its intent and why its proposed changes are justified.  Moreover, because the

proposed changes, if adopted, are likely to have massive changes on the industry, fairness

requires that those affected be provided a greater opportunity to respond and to suggest

alternatives.  Finally, WLF believes that the proposed ban on interactions between CME

providers and commercial interests raise serious First Amendment concerns.  WLF strongly

urges the ACCME to re-examine its commitment to constitutionally problematical speech

regulation.

I. Interests of WLF

WLF is a public interest law and policy center with members and supporters in all 50

states.  It devotes a substantial portion of its resources to defending the rights of individuals

and businesses to go about their affairs without undue interference from government

regulators.  Among WLF’s members are doctors and medical patients who wish to receive

information about uses of FDA-approved drugs and medical devices, as well as medical

patients who wish their doctors to receive such information.

WLF has for many years been actively involved in efforts to decrease FDA restrictions

on the flow of truthful information about FDA-approved products.  For example, WLF

successfully challenged FDA restrictions on commercial speech by pharmaceutical

manufacturers.  Washington Legal Found. v. Friedman, 13 F. Supp. 2d 51 (D.D.C. 1998)

[“WLF I”], injunction modified, 56 F. Supp. 2d 81 (D.D.C. 1999) [“WLF II”], appeal dism’d,
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1  That portion of the district court’s injunction was later vacated by the D.C. Circuit as
moot, after FDA provided assurances to the appeals court that had absolutely no intention of
restricting manufacturer speech with respect to CME, and that its existing guidance documents
on manufacturer support of CME were intended to be advisory only. 

202 F.3d 331 (D.C. Cir. 2000) [“WLF III”].  The district court’s ruling included a holding that

FDA violated the First Amendment when it attempted to restrict manufacturer support of CME

activities at which the manufacturer’s products were discussed.  WLF I, 13 F. Supp. 2d at 73. 

The court enjoined FDA from “prohibit[ing], restrict[ing], sanction[ing], or otherwise

seek[ing] to limit any pharmaceutical company or medical device manufacturer or any other

person . . . from suggesting content or speakers to an independent program provider in

connection with a continuing medical education seminar program or other symposium . . .”  Id.

at 73-74.1  On January 29, 2003, WLF filed comments with the ACCME regarding

constitutionally objectionable features of proposed revisions to the ACCME Standards for

Commercial Support of CME activities.

WLF agrees with the United States Supreme Court that it is “[t]he premise of our

system that there is no such thing as too much speech – that the people are not foolish but

intelligent, and will separate the wheat from the chaff.”  Austin v. Michigan State Chamber of

Commerce, 494 U.S. 652, 695 (1990) (Scalia, J., dissenting).  Accordingly, provided that a

CME provider maintains its independence, WLF believes that there is no justification for

suppressing truthful speech by commercial interests to that provider.

WLF also believes that CME providers are doing a commendable job of supplying
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doctors with valuable medical information.  In the absence of evidence that there are serious

problems with the industry’s integrity – and the ACCME has supplied none – WLF does not

believe that there is any justification for a major paradigm shift that could significantly impair

the industry’s ability to continue to provide first-rate information.

II. ACCME Concern Over Commercial Support Is of Quite Recent Origin

The ACCME’s proposals are a continuation of a heightened concern over commercial

support of CME, a concern that is of quite recent origin.  Indeed, until at least 2003, there was

widespread satisfaction with the ACCME standards governing such support.  Those prior

standards, adopted in March 1992, sought to prevent any bias in CME presentations by, among

other things:  (1) preventing the manufacturer from “control[ling] the planning, content or

execution of the activity”; (2) barring a company from conditioning the provision of financial

support on “acceptance . . . of advice or services concerning speakers, invitees or other

educational matters, including content”; (3) requiring that any commercial support “be

acknowledged in print announcement and brochures” without making any reference to specific

products; and (4) requiring all speakers to disclose “the existence of any significant financial

relationship or other relationship” they may have had with the manufacturer of a product to be

discussed.  While evidence of occasional violations of those standards have surfaced, WLF is

unaware of any evidence that a significant number of CME providers did not comply fully

with the standards.

In the early 1990s, FDA proposed adoption of its own standards for manufacturer
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2  Indeed, in its appeal to the U.S. Court of Appeals for the District of Columbia Circuit,
FDA explicitly denied that it had any policy whatsoever on manufacturer support of CME. 
FDA told the appeals court that it viewed its CME Guidance (see 62 Fed. Reg. 64093-64100
(Dec. 3, 1997)) as a mere “safe harbor”; i.e., manufacturers who complied with the Guidance
could rest assured that they would not be targeted for enforcement action, but failure to adhere
to the Guidance could not by itself form the basis for enforcement action.  Solely on the basis
of FDA’s assurance that it would never invoke the CME Guidance in an enforcement action,
the appeals court dismissed FDA’s appeal and vacated as moot the district court injunction
with respect to the CME Guidance.  WLF III, 202 F.3d at 335-337.     

support of CME, and also brought enforcement actions against several manufacturers whose

support of CME was viewed as constituting promotion of an unapproved new use of an FDA-

approved product.  These FDA activities were widely criticized and led directly to the WLF

lawsuit cited above.  After the district court’s 1998 decision in WLF I, FDA backed off of its

efforts to regulate CME.2  Rather, FDA let it be known that it was satisfied with the ACCME's

regulation of CME; i.e., so long as a CME activity was accredited by the ACCME, FDA was

unlikely to closely examine the activity to determine whether a manufacturer may have

engaged in improper promotion of one of its products.

In January 2003, an ACCME task force proposed significant revisions to the ACCME

commercial support standards, calling for the exclusion from CME activities of anyone who

was (due to financial arrangements) potentially biased in favor of a particular manufacturer’s

products; full disclosures of those biases was no longer deemed sufficient.  The January 2003

proposal was similar to the latest proposal in one very significant respect:  the task force made

no effort to explain why its proposed major revisions were necessary.  After opposition to the

proposal was expressed by WLF and others, some of the more draconian features of the
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3  Some government officials are wary of manufacturer support of CME for precisely
that same reason.  They realize that increased product sales may well translate into increased

proposal were modified before the current ACCME Standards for Commercial Support were

adopted in 2004.

The ACCME’s June 2008 proposal once again threatens major changes in the way that

the industry operates.  But once again, the ACCME provides virtually no evidence suggesting

that there is a need for such major changes.  WLF respectfully suggests that the latest proposal

is based on a naive misunderstanding of how CME operates and a misguided faith that reliance

on supposed alternative sources of funding would lead to superior educational results.

III. Commercial Interests Supply CME Funding Because They Believe it is in
Their Financial Interest to Do So

Underlying much of what the ACCME has written regarding commercial support of

CME is its apparent belief that such support is appropriate only if provided solely for

charitable reasons.  It apparently believes that if, in fact, commercial entities provide such

support out of self-interest, then any CME provider that accepts such support is irreparably

tainted and the integrity of its CME activity is compromised.

WLF wishes to state the obvious:  no medical product manufacturer subsidizes CME

based on a philanthropic desire to subsidize the education of underpaid physicians.  Instead,

they provide support because they believe that doing so will result in increased dissemination

of information about their products, and that the increased information dissemination will

result in increased sales of their products.3  Accordingly, if the ACCME succeeds in preventing
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government expenditures for Medicare and Medicaid.  Such officials often focus almost
exclusively on the bottom line, with very little heed to whether increased product sales will
lead to improved health care.   

manufacturers from having any opportunities to suggest topics and content for CME,

manufacturers will quickly lose much of their interest in providing financial support.  WLF

sees much to be gained and little potential harm if manufacturers continue to use their financial

leverage to gain some voice in CME programs, so long as the accredited providers continue to

exercise ultimate control over program content.  Some at the ACCME seem to believe that loss

of that funding stream would be a net plus for CME; for reasons set forth below, WLF

respectfully submits that the results would be disastrous.

IV. The ACCME Should Continue Its Focus on Independence

Standard 1.1 of the ACCME Standards for Commercial Support provides as follows:

A CME provider must ensure that the following decision were made free of the control
of a commercial interest:

(a) Identification of CME needs;
(b) Determination of educational objectives;
(c) Selection and presentation of content;
(d) Selection of all persons and organizations that will be in a

position to control the content of the CME;
(e) Selection of educational methods; and 
(f) Evaluation of the activity.

WLF fully supports Standard 1.1.  We believe it is important that a manufacturer not be

permitted to turn a CME activity into a one-sided promotion of its product by providing

funding for the activity in return for control over how the activity is conducted.  The whole
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point of the ACCME accreditation process is to ensure that it is accredited CME providers who

makes the final determinations regarding how CME activities are to be conducted.  Evidence

that an accredited provider is abdicating its responsibility to exercise such control is grounds

for revoking that accreditation.

The ACCME now proposes taking the position that an accredited provider is not

maintaining independence if it either:  (1) receives communications from commercial interests

announcing or prescribing any specific content that would be a preferred, or sought-after, topic

for commercially supported CME; or (2) receives communications from commercial interests

regarding a commercial interest’s internal criteria for providing commercial support.  That

position is not even a plausible interpretation of Standard 1, which focuses on independence

not communication.  For the ACCME to state otherwise suggests a bad-faith attempt to

disguise the drastic nature of the revision being proposed.  Clearly, if evidence indicates that a

manufacturer regularly gives a provider “suggestions” regarding preferred content and if in

each instance the provider adopts those suggestions without further deliberation, that would be

strong evidence that the manufacturer is not operating independently.  But there are any

number of internal controls that a provider can install to maintain independence, and thereby

ensure that no manufacturer suggestions regarding CME content are adopted without first

conducting an independent confirmation that the content both meets a perceived educational

need and is medically sound.  The concept of independent verification is sufficiently

established within the medical profession to put the lie to the ACCME’s contention that a
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4  Nor, for that matter, are they likely to prescribe drugs in the manner suggested by the
biased presentation.  

provider can never exercise independence if it receives both funding and suggested content

from a commercial entity.

Thus, what the ACCME’s position really comes down to is a preference that

manufacturers provide no input whatsoever in formulating CME content.  Precisely why one

would have such a preference is difficult to understand, particularly when one considers that a

manufacturer's employees and consultants are likely to be among those most knowledgeable

regarding the latest medical advances in the fields in which the manufacturer operates.  They

are also likely to be aware of the topics regarding which doctors are most likely to desire

additional information.  If manufacturers are not permitted to suggest content, CME programs

are less likely to cover as wide a range of cutting edge issues.

Moreover, there already exist self-correcting mechanisms that deter providers from

offering biased programs that serve a particular manufacturer's interests but that offer little

helpful information to doctors.  In particular, doctors are all highly educated professionals who

are likely to be able to detect a biased presentation that cannot be trusted.  Once a provider

develops a reputation for offering biased and untrustworthy CME activities, doctors will be

very reluctant to attend that providers events in the future.4  Similarly, if a provider accepts on

faith a manufacturer’s suggestion and offers a course for which there is little demand within

the medical profession, the provider is unlikely to attract many attendees.  Accordingly,
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providers have a strong financial self-interest in maintaining their independence so as to

continue to attract attendees.

IV. Adverse Effects on Health Care

WLF approaches this topic with the old adage, “if it ain't broken, don’t fix it.”  There is

little to suggest that there are any serious bias problems today in the provision of CME. 

Moreover, the proliferation of programs means that CME activities cover a multitude of topics. 

The only sure result of the adoption of the ACCME proposals is a decrease in that variety.

The ACCME’s proposed “new paradigm” makes plain, however, that the ACCME is

intent on doing away with all commercial support for CME activity.  By insisting that four

stringent and ill-defined conditions be met before it will concede that commercial support is

ever in the public interest and could continue to be allowed, the ACCME is attempting to stack

the deck to require adoption the outcome it quite evidently prefers:  the elimination of all

commercial support.

WLF suggests that that outcome would be disastrous for health care.  Nearly 50% of all

CME is provided through commercial support.  If that support is ended, there is no readily

apparent source of alternative financing.  One of the ACCME's suggested alternatives --

“industry donated, pooled funds” cannot be taken seriously.  Manufacturers have no incentive

to donate to a pooled CME fund when they have no assurance that the funds will be used to

conduct programs that have any relevance to the products they produce.

Nor is there any reason to believe that the government would be an alternative source

Responses to Calls-for-Comment - Organizational Responses

October 2008;  Page 219 of 226



ACCME
September 12, 2008
Page 11

of funds of that magnitude.  Moreover, there is every reason to believe that funding coming

from a single source (i.e., the government) would result in content far less diverse than

currently exists.  Furthermore, the government has its own biases that it no doubt would bring

into play.  Governments have an interest in reducing health care expenditures in order to help

balance their budgets.  Such reduced expenditures, if evidenced-based, may in some cases be

good for society as a whole, but it can often be bad for individual patients who are denied

treatment based on cost-benefit determinations.

WLF points to the model of continuing legal education (CLE) as one that the medical

profession ought not emulate.  There are no industry groups with a strong interest in

influencing the content of CLE, and thus with an interest in providing subsidies.  The result is

that most CLE is of very low quality, and lawyers attend when forced to by state licensing

requirements -- not because they believe that the courses offer them any meaningful

educational benefits.  WLF submits that if the ACCME deprives CME of a significant portion

of its funding by prohibiting commercial support, the quality of CME will fall to that of CLE. 

Such a loss in quality and quantity of CME would be a tragic loss to the quality of health care

in this country.

V. First Amendment Considerations

WLF only briefly touches on its First Amendment concerns about the restrictions that

the ACCME proposes be imposed on manufacturer speech.  A number of other commentators

have provided strong arguments regarding why the ACCME would be deemed a "state actor"
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if its speech restrictions were challenged in court.  If the ACCME were deemed a state actor,

its restrictions would surely be struck down on First Amendment grounds.

As the U.S. District Court for the District of Columbia made clear in WLF I, the types

of content-based speech regulations contemplated by the ACCME proposals could not

withstand First Amendment scrutiny.  As the Supreme Court has held in numerous First

Amendment cases, “if the Government could achieve its interests in a manner that does not

restrict speech, the Government must do so.”  Thompson v. Western States Medical Center, 122

S. Ct. 1497, 1506 (2002).  Because the current "independence" system has worked well to

prevent CME attendees from being misled by potentially biased speakers, the First

Amendment precludes the government -- or a government-affiliated organization -- from

attempting to preclude all speech that is funded by commercial interests.

Responses to Calls-for-Comment - Organizational Responses

October 2008;  Page 221 of 226



ACCME
September 12, 2008
Page 13

CONCLUSION

The Washington Legal Foundation respectfully requests that the ACCME withdraw its

proposals, unless and until it provides a substantial basis for concluding that the current

"independence" system is not working to ensure that doctors receive unbiased presentations at

CME activities.

Respectfully submitted,

   /s/ Daniel J. Popeo
Daniel J. Popeo

   /s/ Richard A. Samp
Richard A. Samp
Washington Legal Foundation
2009 Massachusetts Ave., NW
Washington, DC 20036     
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From: Betty Daly [bdaly@aace.com] 
Sent: Friday, September 05, 2008 2:39 PM 
To: Dr. Murray Kopelow 
Cc: acebot@aace.com; Board of Directors 
Subject: ACCME Proposal to Increase Restrictions for CME Activities 
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September 5, 2008 
  
Murray Kopelow, MD, MS (Comm), FRCPC 
Chief Executive Officer 
Accreditation Council for Continuing Medical Education  
515 North State Street, Suite 1801 
Chicago, IL 60654 
  
Dear Dr. Kopelow: 
  
The American College of Endocrinology (ACE), a 501(c)3 charitable and scientific organization, is devoted to the 
promotion of art and science of clinical endocrinology.  It activities include a broad scope of continuing medical 
education programs related to all endocrine disorders.   
  
ACE wishes to submit the following comments regarding the ACCME proposal to increase the restrictions for 
participants in continuing medical education (CME) activities:   
  

1. ACE agrees strongly that scientific and accredited CME events should be free of commercial interest and 
influence.  However, ACE does not agree with ACCME’s proposal to prohibit individuals paid to create or 
present promotion material on behalf of commercial interest from controlling the content to accredited 
CME on the same content.  This proposal would exclude many academic scholars, including those who are 
widely recognized for their experience and expertise.  Arbitrarily excluding these individuals would 
seriously limit choices for quality speakers and the conveyance of scientific knowledge.  

  
2. ACE feels that as long as CME providers continue to be diligent in their compliance with existing ACCME 

requirements in identifying and resolving conflicts of interest and disclosing financial relationships to the 
audience, there should not be any need for the proposal currently being considered.  

  
3. ACE concurs with the concerns outlined in the comments submitted to you by the American Association of 

Clinical Endocrinologists that implementing this proposal will have a significant, detrimental impact on 
physician education:  

  
The more knowledgeable and capable educators would be excluded,  

  
Many clinical researchers with the most current and extensive knowledge in their subject area, 
would no longer be able to participate in CME activities,  

  
Moreover, ACE would reiterate the important point presented by the American Association of 
Clinical Endocrinologists that the presumptions that physicians are incapable of distinguishing the 
promotional and educational information, and that they cannot give feedback regarding clearly 
promotional versus educational content are unsubstantiated and that such assertions impugn, 
unjustifiably, the intellectual integrity of physicians.  

American College of Endocrinology 
  

245 Riverside Avenue • Suite 200 • Jacksonville, Florida 32202 
Phone: (904) 353-7878 • Fax: (904) 353-8185 • http://www.aace.com 
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ACE strongly recommends that ACCME not adopt this proposal. 
  
Thank you for your consideration of these comments. 
  
Sincerely, 
  
  
  
Hossein Gharib, MD, MACP, MACE 
President 
  
HG/bd  
cc:        ACE Board of Trustees 
            American Association of Clinical Endocrinologists 
  

F/Comm/CME/ACCME/KopelowLtrReACCMERestrictions

  
  
  
  
Via Betty H. Daly 
Executive Assistant to the CEO 
American Association of Clinical Endocrinologists 
245 Riverside Avenue, Suite 200 
Jacksonville, FL 32202 
Phone: 904-353-7878 Ext. 143 
Fax: 904-353-6755 
E-mail:  bdaly@aace.com 
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RECEIVE'

SEP 15 2008

September 10, 2008

MlUTay Kopelow, MD, MS(Comm), FRCPC
Chief Executive
Accreditation Council for Continuing Medical Education
SIS N. State Street, Suite 1801
Chicago, IL 606S4

Dear Dr. Kopelow:

•American Society of
Health-System Pharmacists"

7272 Wisconsin Avenue
Bethesda, Maryland 20814

301-657-3000
Fax: 301-664-8877

www.ashp.org

The American Society of Health-System Pharmacists (ASHP) is pleased to submit
written comments on the Policy Announcement and Calls-for-Comment, issued in June
and August 2008.

Elimination of Commercial Support of Continuing Medical Education Activities

As an ACCME-accredited provider, ASHP is opposed to the ACCME's proposal to
eliminate commercial support of continuing medical education activities and to the
proposed new paradigm for commercial support of CME activities. CME plays a vital
role in the timely dissemination of new research and science to physician learners, and
funding from a variety of sources, including commercial support, helps ensure the
availability of quality and timely CME. We strongly believe that the reduction in the
quality and availability of CME opportunities that would likely result from the
elimination of commercial support could have a negative impact on the provision of
patient care in the United States. We have the same concerns about the proposed new
paradigm for commercial support of CME activities, which is so restrictive as to severely
curtail or eliminate support from industries whose science and technology expertise is
closely linked to clinical practice.

There is no doubt that the potential, both real and perceived, exists for commercial bias to
influence the content of continuing medical education activities. However, this potential
exists regardless of whether commercial support is used to fund the activity or not. We
do not believe that sufficient evidence exists to confmn there is a higher degree of
commercial bias in CME activities funded by commercial support as compared to those
where no commercial support is obtained, and therefore do not believe that eliminating
commercial support will achieve the goal of preventing commercial bias in CME. We
would encourage ACCME to collaborate with the CME community to research the
prevalence, causes, and potential solutions to the presence of commercial bias in CME
activities so that future policy changes may be based on sound evidence and will achieve
their intended goals. And similarly to explore ways by which scientific and clinical
evidence from commercial laboratories can be brought into CME activities

TOGETHER WE MAKE A GREAT TEAM
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ASHP believes it is appropriate to assign accredited providers with the responsibility of
preventing bias in their CME activities, as ACCME has done with the revision of the
Standards for Commercial Support and further with the revised accreditation standards.
Subsequent to the release of the revised Standards for Commercial Support, providers
and commercial interests have examined and revised their processes to further reduce the
opportunity for introduction of commercial bias in CME. Measures implemented by
FDA, OIG, and other organizations further help to prevent commercial bias in CME
activities.

Limiting Interactions between Accredited Providers and Commercial Interests

ASHP supports ACCME's efforts to prevent the introduction of commercial bias in CME
activities, and agrees that interactions between providers and commercial interests
regarding commercial support should be minimal. However, we strongly encourage
ACCME not to prohibit providers from obtaining information from commercial interests
regarding general subject matter and venues in which the commercial interest may
consider funding CME activities. Such a prohibitive policy would again make the
process for providers to obtain commercial support very difficult as previously noted.
We encourage a more reasonable approach involving general guidance to providers on
what type of interactions between provider and commercial supporters are appropriate.

Elimination of Persons Paid to Create or Present Promotional Materials from CME

This proposed policy would disqualify an individual who has presented promotional
materials on behalf of a commercial interest from serving as a faculty member, planner,
or author for a CME activity, even if the provider limited that individual's control of the
content to an area, such as pathophysiology, where the possibility of introduction of
commercial bias might be minimal. We believe this policy would result in the
elimination of many qualified individuals from participation in the planning of CME
activities. ASHP encourages ACCME to instead provide further guidance and direction
to providers on its expectations regarding resolution of conflicts of interest. ACCME
may also wish to recommend that providers develop their own definitions of irresolvable
conflicts of interest, which would specify the conditions under which the provider would
disqualify a prospective faculty member or planner.

ASHP urges ACCME to revisit these proposed policies, taking into consideration
comments from other stakeholders as well as the potential impact of these changes on the
CME community. Thank you for the opportunity to provide comments on these very
important and timely issues.

Sincerely,

Henri R. Mm,a-§se~r~:P ., Sc.D.
Executive Vice Presiden"t and Chief Executive Officer
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