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Dear Ms. Tavenner, 
 
On behalf of the National Medical Association (NMA) I write in response to the proposed Medicare, 
Medicaid, Children’s Health Insurance Programs: Transparency Reports and Reporting of Physician 
Ownership or Investment Interests as published on December 19, 2011 in the Federal Register.  

 
The NMA supports the transparency goals of Section 6002 of the Affordable Care Act, and values the role 
transparency can play in helping the public and policymakers to better understand the complex and 
varied relationships that exist between the medical industry and health care professionals.   However, 
after careful review, the NMA advocates that (1) direct compensation disclosure requirements are not 
applicable in the context of accredited or certified CME; (2) for the exclusion of indirect payments in the 
final rule; (3) for the exclusion of educational material associated with accredited and certified for 
Continuing Medical Education (CME); (4) reported information is accurate and (5) reporting requirements 
do not disrupt clinical research.  Accordingly, the NMA offers the following recommendations to improve 
the final regulation. 
 
Direct Compensation for Serving as a Faculty or as a Speaker for a Medical Education Program 
The NMA appreciates CMS efforts to mitigate the occurrence of conflicts of interests which can arise 
when physicians, and other health care professionals, serve as speakers for educational programs.  
Medical research continuously results in new treatments, guidelines, diagnostic and surgical procedures, 
and medications; as a result communication between physicians and pharmaceutical and device 
companies is necessary to the promulgation of medical advancements throughout the healthcare system. 
When this communication occurs, transparency regarding finical relationships is an important element in 
reducing the risk of financial incentives from interfering with medical judgment and patient care.  
Accordingly, the disclosure of relationships with medical industry is -- and must be -- an essential element 
of all medical education.  
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However, it is also important to differentiate between accredited or certified continuing medical education 
(CME) and all other medical educational activities.   Direct payments by industry to physician faculty or 
participants are prohibited in accredited or certified CME.  Therefore, direct compensation disclosure 
requirements are not applicable in the context of accredited or certified CME. 
 
Indirect Payment Through a Third Party 
Direct interaction with industry is not the only way physicians stay abreast of the latest medical research.  
Physicians participate in a process of continuous professional development and life long learning that 
consists of a variety of modalities for obtaining information, which includes professional meetings, 
scholarly journals, and accredited or certified CME.  The inclusion of indirect payments in the proposed 
rule could result in serious consequences for accredited or certified CME. 
 
Section 6002 of the Affordable Care Act originally excluded indirect payments, such as industry support 
for continuing medical education (CME).   The NMA is concerned that the proposed rule’s reliance on the 
standard of “whether an applicable manufacturer is ‘unaware’ of the identity of the covered recipient” does 
not acknowledge the vital distinction between accredited and certified CME and promotional education.   
Promotional activities are controlled by pharmaceutical and device manufacturers and may include both 
educational and marketing information. Accredited and certified CME are based on documented 
educational needs and are completely controlled by the accredited CME provider.   In accordance with 
the Accreditation Council for Continuing Medical Education (ACCME) Standards for Commercial Support 
(SCS), the selection of educational content, faculty, program evaluation, and disbursements of expenses 
(including payments to faculty) is solely at the discretion of the CME provider.  Industry is forbidden from 
influencing the design or implementation of an accredited and certified CME activity in any way.    
 
Accordingly, the NMA advocates for the exclusion of indirect payments in the final rule.  Left unchanged 
the proposed rule would likely result in  (1) reluctance of physicians to serve as faculty – or participants – 
in industry supported CME because the reporting requirements may result in the potential for the 
misperception that these individuals are receiving some direct benefit from industry support; (2) the 
addition of significant administrative burdens for non-profit professional organizations, like NMA, who 
already operate with limited resources and would be required to determine the value of benefits that 
accrue to covered recipients attending CME programs; and (3) a reluctance of industry supporters to 
continue to provide grants to fund educational activities due to the additional expense and difficulty in 
calculating, tracking, and reporting the indirect benefit of their support on faculty and physician 
participants.  
 
As the largest and oldest (established in 1895) national organization representing African American 
physicians in the United States, the National Medical Association is committed to: preventing the 
diseases, disabilities, and adverse health conditions that disproportionately impact persons of African 
descent and underserved populations; supporting efforts to improve the quality and availability of health 
care to underserved populations; and increasing the representation, preservation, and contributions of 
persons of African descent in medicine. Some of these efforts are supported by the medical industry.  If 
funds from industry contributed to the NMA are to be considered reportable indirect payments, then 
interest from industry support would likely decrease.  Decrease in industry support and /or the additional 
cost associated with administrative burdens to meet the reporting requirements may threaten the ability of 
the NMA to continue to provide important initiatives, such as: 

• Project IMPACT (Increase Minority Participation and Awareness of Clinical Trials) -- Project 
IMPACT is a coordinated effort to raise awareness and educate minority physicians and 
consumers about research, and to develop physicians as effective clinical investigators and 
facilitators of research in minority communities.  Over 5,000 health professionals have 
participated in Project IMPACT programs over the last few years.  

• Medical Student and Resident Research Symposiums – each year the NMA provides 
opportunities to minority medical students and residents to give research presentations at NMA 
conferences, before a member physician audience, in hopes of fostering their medical training 
and career development. Commercial support is utilized to offset logistical expenses and 
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recruitment of senior faculty. NMA – not the funding entity – makes all selections of residents and 
faculty. 

• Accredited and certified CME – the NMA provides over 600 hours of accredited and certified CME 
activities to its members annually.  A portion of NMA CME activities utilize industry support in the 
form of educational grants.  All NMA CME activity strictly follows the ACCME Standards of 
Commercial Support.  Industry is not allowed to influence the design or implementation of CME 
activity in any way.  

 
The NMA membership is composed of predominately African American physicians practicing across all 
medical specialties.  A significant percentage of the NMA membership are in private practice and serve 
primarily minority, disadvantage, and/or underserved patient populations.  The NMA makes every effort to 
provide the best possible value to it membership for participation in NMA activities and occasionally relies 
on industry support to ensure the highest quality programs designed to improve patient care without 
passing on additional cost to its membership.  Again, industry is never allowed to influence the design or 
implementation of these activities in any way. 
 
In the final rule NMA urges CMS to specify that only direct transfers of value to physicians are reportable 
events, thus creating a clear distinction between reportable and non-reportable transfers of value.  This 
would avoid the possible ambiguity and likely variations in what constitutes “unaware” on the part of 
medical manufacturers.       
 
Exclusion of Educational Material 
The proposed rule request comments on whether educational materials provided by applicable 
manufacturers to covered recipients should be interpreted as educational materials that “directly benefit 
patients.”  The NMA recommends that all enduring material that is accredited and certified for CME, or 
educational material that is provided to supplement a certified activity be included in the exclusion.  
 
Need to Ensure Accuracy of Reported Information 
The NMA does not believe that a 45-day review period allows sufficient opportunity for physicians 
(covered recipients) to verify the accuracy of reported data.  Recognizing the need to ensure minimal 
disruption of physician time spent on patient care (particularly for small private practices with heavy 
patient loads) the NMA advocates for a review period of at least 60-days prior to the data being made 
available to the public.  
 
Additionally, it is the NMA’s opinion that the proposed rule fails to adequately address the need for robust, 
easily verified measures to ensure accuracy of data posted online.  NMA urges CMS to establish a 
uniform, national data verification and conflict resolution process which does not cause physicians to 
incur legal fees to defend themselves from erroneous reporting by medical manufacturers.   Inaccurate 
information made publically available could be misleading and have serious implications for a physician’s 
credibility with patients or potentially credentialing for hospital privileges and insurance carriers.  Any data 
made publically available should be in a format that could be easily accessed and comprehended by the 
general public with clear, detailed explanation of the composition of the reporting categories. 
 
NMA supports CMS in its desire to “ensure that the review process is as smooth as possible” and 
encourages CMS to work with physician organizations as it develops further details.  
 
Research 
The NMA urges CMS to ensure that any reporting requirements do not disrupt clinical research or deter 
physicians’ willingness to conduct medical research.   Clinical research is a critical component for 
ensuring the safety and effectiveness of medical advancements.   The NMA is committed to increasing 
minority participation in clinical research and calls on CMS to ensure that the final rule does not create 
additional barriers for physicians serving disadvantage populations from participating in clinical research.  
Overly burdensome reporting requirements may cause many small practices to reconsider their possible 
participation in biomedical research or clinical trials.  
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The NMA believes that the proposed rule needs further clarification, and recommends that the scope of 
research be very broad to include clinical research, which should also include behavioral and preventative 
research.   
 
Additionally, the NMA believes that direct and indirect research must be clearly differentiated; and 
recommends the exclusion of approved clinical research subject to “human subjects IRB review” as this 
type of clinical research already requires disclosure of financial ties to manufacturers.    
 
 
Summary 
The NMA strongly requests your consideration of these recommendations for inclusion into the final rule.  
The NMA advocates that (1) direct compensation disclosure requirements are not applicable in the 
context of accredited or certified CME; (2) for the exclusion of indirect payments in the final rule; (3) for 
the exclusion of educational material associated with accredited and certified for Continuing Medical 
Education (CME); (4) reported information is accurate and (5) reporting requirements do not disrupt 
clinical research. 
 
NMA believes that these recommendations will improve the proposed rule by removing inefficiencies and 
avoiding the unintended consequences that could threaten industry supported accredited and certified 
CME.  Most importantly these recommendations will help to protect accredited and certified CME 
activities which are designed to result, in our shared goal, of improved patient care and health outcomes.  
 
We are available for questions and or clarifications.  Please contact Byron Sogie-Thomas, Health Policy 
and Government Relations Director, at 202 -347-1895 ext. 232 or bsogie-thomas@nmanet.org.  
 
 
Sincerely, 
 

 
 
Cedric M. Bright, MD, FACP 
President 
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