
 

   

 

February 17, 2012 
 
Marilyn B. Tavenner  
Acting Administrator  
Chief Operating Officer  
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Room 445-G, Hubert H. Humphrey Building 
200 Independence Avenue, SW 
Washington, DC 20201 
 
RE:  CMS-5060-P; Proposed Rule - Medicare, Medicaid, Children’s Health Insurance Programs; 
Transparency Reports and Reporting of Physician Ownership or Investment Interests 
 
Dear Acting Administrator Tavenner: 
 
The Association of Black Cardiologists (ABC) appreciates the opportunity to provide comments to the 
Centers for Medicare and Medicaid Services (CMS) on the disclosure and transparency provisions of the 
proposed rule on Medicare, Medicaid, Children’s Health Insurance Programs; Transparency Reports and 
Reporting of Physician Ownership or Investment Interests.  The Association of Black Cardiologists is a 
nonprofit organization with an international membership of 2,500 health professionals, community 
health advocates, and others dedicated to eliminating disparities in cardiovascular care for all people of 
color, through education, research and advocacy.     
 
ABC supports the intent of the Physician Payment Sunshine Act as enacted into law.  The goal of 
enhancing the transparency of financial relationships between industry and the medical community is 
appropriate and worthwhile.  However, the information that is disclosed must be relevant, placed in the 
proper context, and organized in a way that is understandable to the general public.   We are very 
concerned that the provisions of this proposed rule do not accomplish this objective. 
 
First, ABC is concerned that the proposed rule goes far beyond congressional intent and the statute that 
authorizes the Physician Payment Sunshine Act.  As proposed, the rule would impose substantial and 
sweeping reporting and record-keeping requirements across a community of stakeholders not intended 
by Congress, including medical professional societies that offer Continuing Medical Education (CME) 
programs to members. ABC believes that the proposed rule has the potential to interfere with legitimate 
relationships between industry and professional associations, and could have the unintended 
consequence of severing legitimate relationships between manufacturers and individual members of a 
medical professional society.  Further, we are concerned that the rule has inadequate safeguards to 
prevent the dissemination of misleading or false information regarding payments from manufacturers to 
individual physicians, and there is no adequate process in the rule to allow physicians to correct 



 

   

potential misinformation.  We also believe that CMS has not taken into account the complexity of 
complying with the proposed rule’s provisions and therefore has not given adequate thought to the 
administrative burden that would be placed on physicians and third parties.  
 
Our comments will specifically focus on indirect payments, the reporting process and the need for 
safeguards to allow physicians adequate time to correct erroneous information, and the substantial 
regulatory burden that would be placed on covered parties. 
 
 
Indirect Payments 
 
ABC is very concerned about provisions of the proposed rule that would make the Sunshine Act 
disclosure requirements broadly applicable to payments made to covered recipients through third 
parties.  
  

Federal Register page 78750, Column 2, h. Exclusions, bullet 13, “Transfers of Value Made 
Indirectly to a Covered Recipient through a Third Party in Cases when the Applicable 
Manufacturer is Unaware of the Identity of the Covered Recipient”, and page 78751, Column 
2, (5) “Indirect Payments Through a Third Party”; 

 
“However, any payment or other transfer of value provided to a covered recipient through a 
third party, whether or not the third party is under common ownership with an applicable 
manufacturer or operating in the US, must be reported, if the applicable manufacturer is aware 
of the covered recipient’s identity.” 

 
The Sunshine Act specifically defines the term “payment or other transfer of value” to exclude:  
a transfer of anything of value that is made indirectly to a covered recipient through a third party in 
connection with an activity or service in the case where the applicable manufacturer is unaware of the 
identity of the covered recipient. 
 
In addition, the Sunshine Act specifically makes the disclosure requirements applicable to payments 
made to third parties only to the extent that such payments are made “at the request of or designated 
on behalf of a covered recipient [i.e., a physician or teaching hospital].” This language deliberately 
restricts the scope of the reporting requirements imposed on covered manufacturers, and the 
implementing regulations should make it clear that, with the certain specific and narrow exceptions, 
payments made to third parties, such as professional associations, are not subject to reporting 
requirements.   
 
It is important to note that this proposed rule does not follow congressional intent. Congress debated 
the scope of this legislation as it defined “covered organizations” and reportable categories.  In the final 
analysis, Congress considered and rejected requiring the disclosure of payments made to professional 
organizations.  
 
ABC agrees with the comments of the American Medical Association (AMA), in that at a minimum, CMS 
should replace the proposed standard on reporting of indirect transfers or transfers through “an agent, 
subsidiary, or other third party.” ABC urges CMS to clarify that a manufacturer is obligated to report only 
if the manufacturer has (1) actual knowledge of the identity of the recipient at the time the 
manufacturer makes the payment to the third party and (2) the ability to direct (or otherwise control) 



 

   

the payment to the covered recipient.  If CMS does not support this approach, we suggest that the final 
regulations include a “safe harbor” for payments made to professional medical associations.  
  
Overall, we believe that CMS has not given due consideration to how the proposed expansion of 
information reporting would affect third parties, and to how the reporting could actually serve to 
facilitate manufacturer relationships with individual physicians.  Under the proposed rule, a significant 
reporting requirement would be placed on medical professional associations and other third parties in 
reporting in detail to all manufacturers the value attributed to each physician in their organization or 
conference, after the indirect transfer is made.  The information required is sweeping in scope, and 
would require medical professional associations to report a wealth of information about CME faculty 
members and attendees to manufacturers.  Not only would this be a substantial burden of additional 
record-keeping for the associations, it would have the unintended consequence of providing 
manufacturers with the names and contact information for individual physician members, thus 
facilitating the ability of manufacturers to have greater access to association members. 
 
 
Reporting Process and Need for Due Process 
 
ABC supports the comments of the AMA regarding the need for manufacturers to submit their reports 
to physicians prior to submitting the reports to CMS.  Under the authorizing legislation, individuals and 
entities have the right to be provided with notice of any report that impacts them as well as the right to 
correct false, misleading and inaccurate reports, even after publication.  It would be beneficial for CMS 
to establish a standardized process through which manufacturers are required to share data with 
physicians before reporting information to the public database. 
 
In addition, ABC believes that there is no adequate mechanism in the proposed rule for physicians and 
others to dispute information.   CMS must recognize that when information becomes public, it becomes 
a distinct challenge to correct misinformation and even more burdensome to try and correct the 
misperceptions of the public that arise due to false information.  Given the potential harm that comes 
from the reporting of erroneous information to a public database, CMS must do all that it can to develop 
an appeals process for physicians and other entities covered in reports. Simply flagging the disputed 
aggregated total specified by physician is not enough. CMS should establish a process for resolving 
report disputes between manufacturers and physicians, and could include a section in the physician 
record that allows physician comments to be entered to rebut disputed information. ABC believes that 
at least 90 days should be allowed for physicians to challenge and correct information reported about 
them by manufacturers. 
 
 
Regulatory Burden  
 
We believe that CMS has grossly underestimated the regulatory burden associated with this proposed 
rulemaking.  Physicians and professional medical associations will need to spend a substantial amount of 
time to document, apportion and record estimated assignments of value.  Physicians and professional 
medical associations will be required to record each and every activity to ensure accurate records under 
those portions of the rule that address indirect reporting requirements, which we reiterate are beyond 
the scope of the statute.  Physicians would have to maintain detailed records on every activity since they 
cannot know when an indirect transfer or payment would become a reportable event.  We concur with 
the AMA’s estimate of at least 80 hours a year for physician record-keeping, and for a small medical 



 

   

professional association, we believe that one Full Time Equivalent (FTE) position would be required to 
ensure compliance. 
 
Thank you for your consideration of these comments.  If you have questions or require additional 

information, please contact Andre Williams at AWilliams@abcardio.org 
 
Sincerely, 
 

 
Marcus L. Williams, MD 
President 
Association of Black Cardiologists 
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