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February 8, 2012 

 

Marilyn Tavenner, Acting Administrator  

Center for Medicare and Medicaid Services 

Department of Health and Human Services 

Attention: CMS-5060-P 

P.O. Box 8013 

Baltimore, MD 21244-8013 

 

RE. Comments on Proposed Rule: Medicare, Medicaid, Children’s Health Insurance 

Programs; Transparency Reports and Reporting of Physician  Ownership or Investment 

Interests 

 

Dear Acting Administrator Tavenner: 

 

On behalf of the American Academy of Pediatrics (AAP), a non-profit professional 

organization of 60,000 primary care pediatricians, pediatric medical subspecialists, and 

pediatric surgical specialists dedicated to the health, safety, and well-being of infants, 

children, adolescents, and young adults, we appreciate this opportunity to comment on 

the proposed rule implementing Section 6002 of the Affordable Care Act.  Section 6002, 

commonly referred to as the Physician Payments Sunshine Act (PPSA), creates new 

legal reporting requirements for a number of medical product manufacturers and other 

entitites regarding payments and other items made to physicians and teaching hospitals.   

 

The AAP is accredited by the Accreditation Council for Continuing Medical Education 

(ACCME) to provide continuing medical education (CME) for physicians.  Having 

received sequential Accreditation With Commendation decisions from the ACCME 

since 1981, the AAP abides by all ACCME requirements, including the ACCME 

Standards for Commercial Support (SCS), to develop and deliver certified CME for 

physicians.   

 

According to the ACCME SCS, accredited providers must ensure independence in their 

CME activities and that everyone in a position to control the content of the CME activity 

has disclosed all relevant financial relationships with any commercial interest.  

Furthermore, accredited providers must also identify and resolve all conflicts of interest 

prior to the educational activity’s delivery to learners. 

 

Significant firewalls and processes are in place to ensure accredited CME activities are 

independent.  The ACCME accreditation criteria and SCS, among other regulations, 

provide a solid framework under which accredited CME providers develop and deliver 

certified CME activities.  Direct payments from commercial interests to faculty are not 

allowed in accredited CME activities.  Furthermore, faculty members participating in 

accredited and commercially supported CME activities have a direct relationship with 

the CME provider and not with any applicable manufacturer, which may provide 

commercial support to the CME provider for the CME activity. 
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While the intent of the PPSA’s proposed rules toward greater transparency is commendable, 

there are provisions affecting medical specialty societies and other accredited CME providers 

that warrant attention and revision, as outlined below. 

 

II. A. Transparency Reports, (g)(4) Direct Compensation for Serving as a Faculty or as a 

Speaker for a Medical Education Program (FR 76:243:78750) 

 

The AAP agrees that the intent of the PPSA is to report “Direct compensation for serving as 

faculty or as a speaker for a medical education program.” However, the rule must be clarified to 

indicate that such direct payments are to speakers that are not part of a faculty relationship with 

an accredited CME provider offering a commercially supported activity, a relationship which is 

covered under the profession’s self-regulatory ACCME SCS, which govern all accredited CME. 

 

In this section, the proposed rule states:  “We propose that this category be interpreted broadly to 

encompass all instances in which applicable manufacturers pay physicians to serve as 

speakers…”   This appears to be consistent with the position of the Council of Medical Specialty 

Societies (CMSS), of which the AAP is a member.  The proposed rule describes situations in 

which companies pay physicians directly (i.e. speakers bureaus, etc.) and recognizes that this 

interpretation does not distinguish between accredited CME speaking engagements and other 

speaking engagements.  An important distinction must be made for commercially supported 

CME activities where the ACCME SCS requires that faculty relationships be with accredited 

CME providers and not be directly paid by companies which might be supporting the 

program/activity.  Faculty serving in accredited and certified CME activities are independently 

selected and compensated by accredited CME providers, with whom they have a direct 

relationship.  This is in contrast to faculty who serve in promotional educational programs 

offered and directly compensated by applicable manufacturers, which should be reportable under 

this Act.  

 

When faculty at accredited CME activities also have pre-existing disclosable relationships with 

companies, those relationships will already be reported by the company and would not need to be 

doubly reported in the unique situation of serving as faculty in a CME program, which would 

confuse rather than educate the public as to the relationships of physicians with industry. 

 

 

II. A. Transparency Reports, (h) Exclusions from Reporting - 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. (FR 76:243:78750) 

 

Serving in a faculty role in a commercially supported accredited CME activity does not 

constitute an indirect transfer of value to the faculty member from the supporting company.  

Reflecting the absolute firewall provided by adherence to the ACCME SCS, the faculty 

member’s direct relationship is with the accredited CME provider and not with any applicable 

manufacturers that may provide commercial support to the CME provider for the CME activity.  

Moreover, while the names of faculty can be readily available to companies (as published in 

CME activity brochures, on websites, etc.), the ACCME SCS require that the selection of faculty 
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be done without any input from supporting companies, effectively resulting in the CME provider 

making faculty decisions of which the supporting company is unaware. 

 

The unintended negative consequence of interpreting this section of the proposed rule to mean 

that CME faculty will be arbitrarily assigned a reportable relationship with a supporting 

company would be a strong disincentive to participate as faculty in commercially supported 

accredited CME activities, even if the accredited CME provider adheres strictly to the ACCME 

SCS.  The vitality of CME activities depends upon availability of quality expert faculty.  In 

effect, in order to remain unreported as a direct recipient of value, potential faculty members 

would have to decline participation in all commercially supported CME even that which 

complies with ACCME SCS.   

 

This issue is further addressed in the proposed rules on page 78751, (5) Indirect Payments 

Through a Third Party, where the key point is that the company is unaware of the identity of the 

covered recipient. Again, for accredited CME activities, supporting companies are effectively 

unaware of the identities of faculty under the required firewall fulfilled through adherence to the 

ACCME SCS in the selection of faculty by the accredited provider.   

 

While the proposed rules describe the likely impact of implementation on applicable 

manufacturers, the potential administrative impact of these proposed rules on third parties, such 

as medical specialty societies and other accredited CME providers, must also be recognized.   

 

Organizations, such as the AAP, may become responsible for reporting all payments and 

transfers of value to covered recipients, including those faculty who participate in commercially 

supported accredited CME activities, although those faculty members have a direct relationship 

with the CME provider and not with any applicable manufacturer that provides commercial 

support for the CME activity.  Implementing this requirement would place a significant 

administrative burden on the AAP and other accredited CME providers and would require 

substantial resources to implement and manage.  Thus, it is imperative that the potential 

regulatory impact on third parties be considered.   

 

We are most appreciative of this opportunity to comment on the proposed rule to implement the 

PPSA and your consideration of the Academy’s views.  Please do not hesitate to contact us if 

you have any questions or require additional information or clarification. 

 

Sincerely, 

 

 

 

 

Robert W. Block MD, FAAP 

President 

 

RWB/ds 


