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February 9, 2012       
 
 
Ms. Marilyn Tavenner         
Acting Administrator 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 

     Mail Stop C4-26-05 
7500 Security Blvd. 

     Baltimore, MD 21244-1850      
 

Attention:  CMS-5060-P 
 

 
Dear Ms. Tavenner: 
 
The American Association of Clinical Endocrinologists (AACE) is the largest association of clinical 
endocrinologists, representing over 6,500 endocrinologists in the United States and abroad.  The 
great majority of AACE members are certified in Endocrinology and Metabolism and concentrate 
on the treatment of patients with endocrine and metabolic disorders including diabetes, thyroid 
disorders, osteoporosis, growth hormone deficiency, cholesterol disorders, hypertension and 
obesity.  
 
AACE appreciates the opportunity to provide comments on the proposed rule to implement 
Section 6002 of the Affordable Care Act (ACA), requiring transparency reports and reporting of 
physician ownership or investment interests.  
 
Our primary concern is for the health and well-being of the patients we serve.  Given the volume 
of data that will be collected, reported and publicly disclosed, there is great potential for errors in 
reporting, and misinterpretation and misunderstanding of the reported information among patients.  
We are extremely concerned the ensuing confusion will impugn the inherent trust that we share 
with our patients and unnecessarily undermine the physician-patient relationship, with secondary 
adverse impact on the delivery of healthcare in this country.   
 
AACE urges CMS to adopt the following recommendations in the final rule promulgated for 
Section 6002 of the ACA to alleviate what we believe are significant adverse consequences that 
will result from provisions contained in the proposed rule: 
 
1. The public website should explain the nature of relationships between physician and industry; 

why they exist and affirm that these relationships have been overwhelmingly consistent with 
ethical standards and have resulted in tremendous benefits for patients, healthcare 
professionals and public health.  
 

2. The rule should be consistent and follow the statutory provisions and the intent of Congress.  
The definition of “covered recipient” does not include third parties, and, therefore, payments 
received by third parties from an applicable manufacturer(s) should be exempt from Section 
6002 reporting requirements.   
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3. CMS should recognize the current safeguards in place under the ACCME® Essential Areas, 
Their Elements and Standards for Commercial Support and not create new burdens that will 
complicate and compromise the ability of ACCME® accredited CME providers to sponsor 
high-quality objective CME.   
 

4. The proposed rule is very ambiguous with respect to defining what terms mean, e.g. an agent 
of the manufacturer, and providing specific guidance on the collection and reporting of data to 
ensure payments and transfers of value to covered recipients are accurately attributed.  We 
strongly urge CMS to more precisely define terms and provide specific guidance on issues 
related to the collection and reporting of data in the final rule. 
 

5. It will be equally important to monitor the impact of the new transparency reporting 
requirements to ensure they do not impede medical education, healthcare quality and the 
innovation that has become the hallmark of American medicine and has made American 
healthcare the envy of the world.  Indeed, CMS states in the proposed rule that it has “no 
empirical basis for estimating the frequency of such problems, the likelihood that transparent 
reporting will reduce them, or the likely resulting effects on reducing the costs of medical 
care.”   

 
 Importance of Collaborative Relationships Between Physicians and Industry 
 
AACE strongly affirms the belief that the collaborative and constructive working relationship among 
physicians and industry has been, and continues to be, vital to the advancement of science and 
medicine.  We believe a professional relationship between physicians and industry is an essential 
condition of safe, effective, and value-oriented health care, and any interaction between physicians 
and industry that does not directly benefit the needs of the patient, is inappropriate.  When held to 
this standard, relationships between physicians and industry are responsive to the needs of society, 
consistent with the ethical and moral obligations of both parties to their patients, and beneficial to 
mankind. 
 
Endocrinologists collaborate with industry in several capacities as part of the scope of our practice 
to provide the highest quality of care to our patients.  In the area of clinical research, 
endocrinologists serve as consultants to design clinical research protocols and analyze and 
publish study results, and serve as researchers who interface with patients in the conduct of 
clinical trials.  Endocrinologists implement new diagnostic technologies and prescribe improved 
treatment modalities, produced through research, that result in improved patient outcomes and 
quality of life.  As the specialists in our area of expertise, we provide objective, evidence-based 
continuing medical education (CME) programs to our peers in the care of patients with endocrine 
diseases and disorders.  These programs, often made possible through educational grants from 
industry, are provided in accordance with the Accreditation Council for Continuing Medical 
Education (ACCME®) Essential Areas, Their Elements and Standards for Commercial Support.  
 
AACE has reexamined the policies and procedures that have been in place since its inception to 
guide the conduct of the Association and its members’ relationships and cooperative interactions 
with industry.  These policies have been revised or updated, as appropriate, to reflect the changing 
practice and health care environment.  At the same time, AACE has strived to preserve the collegial 
and collaborative relationships, including those with industry that contribute to AACE’s ability to fulfill 
its mission to enhance its members’ ability to provide the highest quality of care.  AACE feels 
confident that these policies and procedures serve as sufficient safeguards for preserving the 
highest level of propriety in the Association’s and its members’ relationship with industry. 
 

2 
 



                                                    
 

Recommendation:  The public website should explain the nature of relationships between 
physician and industry; why they exist and affirm that these relationships have been 
overwhelmingly consistent with ethical standards and have resulted in tremendous benefits for 
patients, healthcare professionals and public health.  

 
Indirect Payments or Transfers of Value Through a Third Party 
 
Our remaining comments focus on the provisions of the proposed rule related to indirect 
payments or transfers of value through a third party, which we believe represent a direct assault 
on continuing medical education (CME).  The proposed rule fails to recognize how CME providers 
operate and the stringent regulations currently in place to ensure the objectivity of accredited 
CME programs, which we discuss below.  AACE is extremely disappointed that CMS chose to 
ignore our previous comments on this issue submitted in our letter of April 7th and by numerous 
other organizations in response to the solicitation early last year for initial input on the 
implementation of Section 6002 of the Affordable Care Act (ACA). 
   
CMS has chosen to adopt an overly broad and expansive interpretation of the statutory language 
and congressional intent with respect to this particular issue in the proposed rule.  If implemented 
in a final rule, these provisions will eliminate AACE’s ability to sponsor objective, high-quality, 
evidence-based educational and scientific activities that benefit our members and the patients 
they serve.  The enormous costs that will be incurred by manufacturers in complying with the 
proposed requirements will overwhelm the ability of manufacturers to provide educational support 
for CME.  Likewise, declining grant support and the increased administrative costs of collecting 
and reporting data to the manufacturer will make it cost-prohibitive for AACE to continue to 
sponsor accredited CME activities. 
 
Congress understood the implications of this issue and specifically exempted CME providers and 
other third parties from the law’s reporting requirements by clearly defining a covered recipient as 
a “physician or teaching hospital.”  Under the statute, reportable data are those payments or 
transfers of value between an applicable manufacturer and a covered recipient, and not payments 
made to third party CME providers that indirectly pay a covered recipient an honorarium and 
related expenses associated with their service as faculty in a CME activity.  Indeed, the 
congressional authors of the provisions in Section 6002 of the ACA worked with the physician 
community to ensure that medical associations and other providers of accredited CME programs 
were not subject to the data collection and reporting requirements. 
 
Recommendation:  The rule should be consistent and follow the statutory provisions and the 
intent of Congress.  The definition of “covered recipient” does not include third parties, and, 
therefore, payments received by third parties from an applicable manufacturer(s) should be 
exempt from Section 6002 reporting requirements.   
 
As mentioned previously, the proposed rule seems to totally disregard current regulatory 
initiatives that provide safeguards to ensure high-quality objective CME that is free from industry 
influence. 
 
AACE is accredited by the Accreditation Council for Continuing Medical Education (ACCME®) to 
provide AMA PRA Category 1 Credit(s) ™.  As an accredited provider, AACE must adhere to the 
ACCME® Essential Areas, Their Elements and the Standards for Commercial Support.  These 
specific requirements, set forth by the ACCME®, ensure that providers have systems and processes 
in place to ensure that all decisions made regarding an accredited activity are done free from the 
control or influence of commercial interests.  In order to maintain our accreditation status, AACE 
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undergoes the ACCME® reaccreditation process every four years.  This extensive evaluation 
process allows AACE to demonstrate how our practices, policies and procedures are in compliance 
with the ACCME®.  The ACCME® provides feedback, based on the information submitted during the 
reaccreditation process, and providers can be put on probation or accreditation can be suspended if 
they are found out of compliance with the ACCME® criteria.  
 
The proposed rule states that if an agent of the manufacturer is aware of the identity of the 
covered recipient receiving an indirect payment by a third party, the agent’s awareness will be 
attributed to the manufacturer.  CMS does not define what is meant by the term “agent”.  Without 
a clear definition of what constitutes an “agent,” or at what point “awareness” would no longer 
have an impact or influence on a covered recipient and not require reporting of the payment or 
transfer of value, this provision creates an enormous compliance hurdle for manufacturers and 
represents a very significant disincentive for manufacturers to continue to provide educational 
grants to AACE and other third party CME providers.  The only way to reasonably comply with this 
stringent standard would be if the manufacturer, or an agent of the manufacturer, has an 
awareness of the identity of a covered recipient receiving an indirect payment, such as a faculty 
honorarium, at the time the letter of agreement providing an educational grant from an applicable 
manufacturer to a third party CME provider is executed, which would be in violation of the 
ACCME® Standards for Commercial Support. 
 
CMS also proposes that an applicable manufacturer will be held responsible for being aware of 
the identity of a covered recipient that receives an indirect payment from a third party if the 
individual’s identity is publicly available.  By this standard, every honorarium and other transfer of 
value provided to covered recipients serving as faculty in an AACE-sponsored CME activity will be 
reportable because AACE lists program agenda and faculty for all CME programs on its public 
website for online registration purposes.   
 
Recommendation:  CMS should recognize the current safeguards in place under the ACCME® 
Essential Areas, Their Elements and Standards for Commercial Support and not create new 
burdens that will complicate and compromise the ability of ACCME® accredited CME providers to 
sponsor high-quality objective CME.  
 
An activity or program that is supported by more than one applicable manufacturer further 
complicates the issues of compliance and accurate reporting.  For example, the majority of the 
CME programs sponsored by AACE are supported by educational grants from more than one 
source.  How will applicable manufacturers determine and report their accurate portion of an 
indirect payment made by a third party to a covered recipient, particularly if the applicable 
manufacturers are providing different levels of educational grant support for the activity?   
 
Recommendation:  We strongly urge CMS to more precisely define terms and provide specific 
guidance on issues related to the collection and reporting of data in the final rule. 

 
Proposed Rule Impact 

Pharmaceutical industry support for CME has significantly declined in the past few years.  Since 
2007, commercial support for CME activities conducted by accredited providers has declined by 
$297 million or 31.4%, according to ACCME®.1  AACE in particular has experienced a more 
significant decline in commercial support for CME activities.  Commercial support for satellite 
symposia held during the AACE annual meeting has declined from $2.1 million in 2008 to $893,000 

                                                 
1 ACCME® 2010 Annual Report Data 
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in 2011, representing a 57% reduction in commercial support.  Expanding the reach of the 
transparency reporting provisions to include the collection and reporting of indirect payments made 
by a third party will only exacerbate these issues. 

Instead of maintaining fiscal commitments to CME for health care providers and physicians, 
industry is “lawyering up” in preparation for this vast new wave of regulation.  Every dollar diverted 
to compliance with regulations related to Section 6002 of the ACA is a dollar that won’t be used 
for CME.  In essence, third party professional organizations like AACE,  that organize and deliver 
valuable CME to our members and other health care professionals, will be crippled in the 
completion of this educational mission by an erosion of industry support and the implementation 
of reporting requirements that far exceed the original Congressional intent.     
 
AACE requests that you abandon the data collection and reporting requirements for indirect 
payments to a covered recipient by a third party, given the chilling effect it will have on medical 
education and the broader implications for patient care and the public health.  We believe that, as 
written, the proposed rule implements transparency reporting in a manner inconsistent with 
congressional intent and the goals of the healthcare reform law to improve the quality and cost-
effectiveness of care delivered in this country.   
 
AACE would be happy to work with CMS to address these concerns in the final rule.  Given the 
complexities and potential problems outlined in this letter and communicated by others affected by 
Section 6002 of the ACA, we request the opportunity to clarify and discuss these issues with CMS in 
a meeting with other medical societies, such as in an open town hall setting. 

 
On behalf of AACE, we thank you for recognizing the importance of this issue and providing a full 
60-day period for review of the proposed rule and submission of public comment.   

 
Sincerely,    

     
Yehuda Handelsman, MD, FACP, FACE   R. Mack Harrell, MD, FACP, FACE 
President        Chair, Task Force on Sunshine Act  
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