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February 17, 2012 

 

Centers for Medicare and Medicaid Services 

Department of Health and Human Services 

Attention: CMS-5060-P 

P.O. Box 8013 

Baltimore, MD 21244-0813 

 

Re: CMS-5060-P- Medicare, Medicaid, Children's Health Insurance Programs; Transparency 

Reports and Reporting of Physician Ownership or Investment Interests.  

 

Dear Ms. Tavenner: 

 

The Heart Rhythm Society (HRS) welcomes the opportunity to comment on the Medicare, 

Medicaid, Children's Health Insurance Programs; Transparency Reports and  

Reporting of Physician Ownership or Investment Interests proposed rule.  

 

HRS is the international leader in science, education and advocacy for cardiac arrhythmia 

professionals and patients, and the primary information resource on heart rhythm disorders.  

Founded in 1979, HRS is the preeminent professional group representing more than 5,400 

specialists in cardiac pacing and electrophysiology, consisting of physicians, scientists and their 

support personnel.  HRS’s members perform electrophysiology studies and curative catheter 

ablations to diagnose, treat and prevent cardiac arrhythmias.  Electrophysiologists also implant 

pacemakers, cardioverter defibrillators and cardiac resynchronization therapy devices in patients 

who are indicated for these life-saving devices. 

 

HRS asserts that while relationships between physicians and industry are an important 

component of advancing medical technologies and improving patient care, uniform procedures 

for transparent disclosure must be in place to minimize confusion and misrepresentation. It is 

imperative that there are procedures to ensure that accurate and timely information is available 

for consideration by the public and other stakeholders. HRS provides the following comments for 

the Agency’s consideration. 

 

Establish an Opt-out Option 

 

There is significant heterogeneity among physicians and their willingness to accept money (or 

any transfers of value) from manufacturers. The proposed rule does not support an environment 

in which physicians who do not accept financial rewards or gifts from manufacturers can interact 

with colleagues who are willing to accept rewards. For example, CMS proposes that when a 

manufacturer representative brings food and beverage to a multi-physician practice, the cost of 

the breakfast would be divided by the number of recipients in the practice regardless of his or her 

participation in the event.  HRS is concerned that a physician who chooses not to accept any 

transfer of value from industry and therefore does not attend or endorse the industry-
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“sponsored” event will be assigned a receipt even though he/she purposely did not attend or 

endorse the event.  

 

The proposed rule, as currently crafted, does not consider the rights of the physician in a group 

practice who does not have the ability to change how the practice as a whole manages its 

relationships with industry.  It does not provide a mechanism to account for and report on what 

may be a strongly held minority opinion in a group with diverse opinions and practices. To 

address this concern, HRS suggests the creation of an “opt-out” system. Similar to the “junk 

mail” and disclosure of prescribing practices opt-out options, a physician could log on to a 

website and inform the Agency that he or she has elected to “opt-out” from receiving financial 

rewards or gifts (or transfer of value) from manufacturers.  

 

Burden of the Appeal Process for Covered Recipients  

 

The law establishes a 45-day period during which physicians may review and appeal (if 

necessary) the submitted data before it becomes public.  While CMS notes in the proposed rule 

that it is “working on identifying a streamlined and automated process for reporting disputes 

and changes”, HRS suggests that the process established by the Agency to resolve disputes must 

be standardized (followed by all applicable manufacturers) to alleviate the burden of the appeals 

process for the covered recipient.  

 

Indirect Payment through a Third Party 

 

According to section (5) of the proposed rule, an applicable manufacturer is required to report a 

payment (or transfers of value) made indirectly to a covered recipient through a third party when 

the applicable manufacturer is “aware” of the identity of the covered recipient (or if the identity 

is in the public domain), even though the third party organization is not defined as a covered 

recipient in the law.   

 

Medical societies such as HRS routinely provide continuing medical education (CME) programs. 

Some of its programs receive medical industry support.   In one possible scenario, an applicable 

manufacturer that gives an educational grant to a medical society will be required to report the 

transfer of value to the faculty member even though the medical society paid for the faculty 

member’s educational event-related expenses.  This scenario would require that the expenses for 

each faculty member be separately reported back to the manufacturer. For programs with 

multiple sponsors and multiple faculty members, HRS suggests that it will be difficult to achieve 

accurate attribution.  

 

The Heart Rhythm Society is concerned that faculty members who are cautious about not 

accepting money from industry will refuse invitation to present at an educational event because 

money will be assigned to them when providing an educational service to the Society.  

The Accreditation Council for Continuing Medical Education’s (ACCME) requires that faculty is 

selected without any input from or contact with an applicable manufacturer supporting the 

continuing education (CE) programi.  This long-standing CE requirement is intended to help 

maintain the faculty objectivity, independent content selection, and to thereby ensure the 

integrity of the CE program. 
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HRS recommends that CMS exclude payments (or transfers of value) to a covered recipient 

though a third party when the third party is an accredited CE provider. The Society  asserts that 

CE requirements currently in place are sufficient to ensure transparency, independence, and 

accountability for accredited educational programs.  

 

Thank you for the opportunity to provide input to CMS on this important rulemaking process.  If 

questions arise, or if the Heart Rhythm Society may be of further assistance to you or your staff, 

please contact Laura Blum, Vice President, Health Policy at 202-464-3489 or lblum@hrsonline.org. 

 

Sincerely, 

 

 

 

 

Bruce L. Wilkoff, MD, FHRS, CCDS 

President, Heart Rhythm Society 

 

                                                        
i The Accreditation Council for Continuing Medical Education (ACCME®)’s mission is the identification, 

development, and promotion of standards for quality continuing medical education utilized by physicians 

in their maintenance of competence and incorporation of new knowledge to improve quality medical care 

for patients and their communities.   


