
 

February 17, 2012  

Marilyn Tavenner 
Acting Administrator 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attn: CMS–5060–P 
7500 Security Boulevard 
Baltimore, MD 21244 
 
Re:  [CMS-5060-P] Medicare, Medicaid, Children’s Health Insurance Programs; 

Transparency Reports and Reporting of Physician Ownership or 
Investment Interests  

 
Dear Acting Administrator Tavenner,  
 
I am contacting you on behalf of the more than 17,000 members of the American 
Academy of Dermatology Association (Academy) to share our comments on the 
proposed rule titled Transparency Reports and Reporting of Physician Ownership 
or Investment Interests as published in the Federal Register on December 19, 
2011. The Academy appreciates the opportunity to provide comments to the 
Centers of Medicare and Medicaid Services (CMS) and hopes that the agency will 
take our concerns into account prior to releasing the final rule.  
 
The Academy recognizes the importance of transparency with regard to 
relationships between manufacturers and physicians as well as between 
manufacturers and providers of continuing medical education (CME). At this time, 
we respectfully request that CMS consider modifying its requirements under the 
proposed rule to ensure such transparency in a manner which would minimize the 
costs and burdens on physicians and accredited CME providers.  
 
Accredited CME Providers 
 
As an accredited provider of Continuing Medical Education (CME), the Academy 
complies with all the accreditation criteria, policies and Standards for Commercial 
Support of CME of the Accreditation Council of Continuing Medical Education 
(ACCME). These criteria, policies and standards comprise the gold standard in 
ensuring the separation of education from promotion for accredited CME 
providers. Congress explicitly excluded accredited CME providers from inclusion in 
section 6002 of the Affordable Care Act of 2010 (ACA).  However, CMS has 
proposed to reach beyond the scope of this law and contrary to Congressional 
intent by proposing to require reporting on accredited CME.  The Academy urges 
CMS to rescind this proposed requirement and exclude accredited CME from 
the reporting requirements as this would result in  significant and additional 
administrative burdens on accredited CME providers and would add to the 
confusion about the difference between promotional education (content controlled 
by industry) and accredited CME (content controlled by the accredited CME 
provider).  
 
 
 



 
 
 
Indirect Transfers  
 
This proposed rule imposes too broad a requirement for the reporting of indirect 
payments or transfers of value from manufacturers to physicians and providers of 
continuing education.  CMS proposes to require manufacturers to report on a 
payment or transfer of value regardless of whether the covered recipient 
specifically requested the payment.  CMS proposes that this also extends to 
situations where the manufacturer makes a payment or transfers value to a third 
party or when made through an agent.  This interpretation would require reporting 
regardless of whether the manufacturer has actual knowledge of the physician.   
CMS’ proposal is inconsistent with Congressional intent of the law and requires an 
added complexity in the reporting structure for manufacturers and third parties. 
The Academy urges CMS to revise this provision and deem any transfer of 
value in which a manufacturer does not know the identity of the value 
recipients to be exempt from the reporting requirement.  
 
Pre-submission review  
 
The proposed rule provides a 45-day review period that will allow physicians and 
teaching hospitals the ability to review and correct any transfer of value 
submissions prior to being publically released. While we appreciate this step to 
assure accuracy, the Academy recommends that CMS consider including a 
provision that will allow physicians to review data prior to submission. The pre-
submission review will allow physicians to ensure accuracy in reporting and will 
reduce the number of disputes during the official review process. This ongoing 
review process will provide more time to resolve any discrepancies in the 
reporting. It is our hope that this process will ensure integrity and accuracy of all 
publically available data. For these reasons, the Academy respectfully 
requests that CMS require manufacturers to establish a standardized 
process to provide ongoing notifications to physicians of all transfers of 
value with an opportunity to correct reports prior to submission to CMS.   
 
Burden on the Physician  
 
It is our understanding that the burden of reporting is placed on the manufacturers. 
However, to assure accuracy, physicians will need to keep detailed records of all 
transfers of value. In a time when physicians face an increasing number of 
regulatory requirements, this administrative burden will put an added strain on 
physicians and their staff and detract from patient care. The current 45-day review 
period provides little time for a physician to review all transfers of value within the 
previous year. Instead, we encourage CMS and manufacturers to allow 
physicians to view any and all submissions prior to reporting on a continual 
basis (monthly or quarterly). This continual review will limit the number of 
transfers that a physician must record and subsequently review.  
 
Thank you for the opportunity to provide comments and we hope the agency will 
carefully consider our concerns as it finalizes these regulations. Please direct any 



questions to Leslie Stein Lloyd, Director of Regulatory and Payment Policy, at 
lsteinlloyd@aad.org or 202-842-3555.  
 
Sincerely,  

 
 
Ronald Moy, MD, FAAD 
President, American Academy of Dermatology Association 
 
CC:  Ron Henrichs, CEO and Executive Director 
 Barbara Greenan, Senior Director, Government Affairs  
 Leslie Stein Lloyd, Director, Regulatory and Payment Policy 

Debbie Gist, Director of Education 
 Amanda Grimm, Senior Specialist, Regulatory Policy  
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