
 

Marilyn Tavenner, Acting Administrator 
Centers for Medicare & Medicaid Services,  
Department of Health and Human Services,  
Attn: CMS-5060-P  
P.O. Box 8013,  
Baltimore, MD  21244-8013 
 
Re: Comments regarding CMS Proposed Rule [42 CFR parts 402 and 403, CMS-
5060-P, RIN 0938-AR33] entitled “Medicare, Medicaid, Children’s Health 
Insurance Programs; Transparency Reports and Reporting of Physician 
Ownership or Investment Interests” 
 
Dear Ms. Tavenner, 
 
The American College of Chest Physicians (ACCP) appreciates this opportunity to 
comment on the CMS Proposed Rule (“Proposed Rule”) regarding the reporting of 
physician payments and transfers of value made by applicable industry members.  
 
The ACCP is the trusted provider of scientific, evidence-based, and leading- edge 
cardiopulmonary, critical care and sleep medicine education for chest medicine health-
care providers. In this role, the ACCP serves as a continuing medical education (CME) 
provider, falling under the ‘third party’ term contemplated in the Proposed Rule. It is 
through the assistance of educational grants and other funds received from applicable 
manufacturers that the ACCP can afford to provide a sufficient quantity of evidence-
based educational programs to its members. The ACCP may utilize some of these 
funds to reimburse physician faculty who are selected by the ACCP without input from 
applicable manufacturers. We would like to clarify that the following comments do not 
pertain to the provision of “promotional education”, where educational programs are 
offered and direct relationships are formed between physicians and the applicable 
manufacturer for product development, marketing and promotion. Our use of the term 
“CME” does not include such promotional education. 
 
The ACCP supports the Physician Payments Sunshine Act (“PPSA” or the “Act”), as 
adopted by Congress in Section 6002 of the Patient Protection and Affordable Care Act 
of 2010. The ACCP applauds the CMS intent to improve patient care in the regulatory 
implementation of the PPSA. However, the ACCP has concern with the CMS 
interpretation of the PPSA that requires applicable manufacturers to report 
indirect payments and transfers of value when the manufacturer knows the 
identity of the covered recipient.1  
 
The ACCP feels strongly that the reporting requirement for third party payments or 
transfers of value, in situations where the manufacturer is aware of the identity of the 
covered recipient, is unwarranted in the case of medical professional societies’ 
provision of accredited and non-accredited education. Our reasons are as follows: 
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 Section 1128G(e)(2) of the PPSA clarifies that an "applicable manufacturer" of a covered drug, device, biological, or 
medical supply, is one that is "operating in the United States, or in a territory, possession, or commonwealth of the 
United States." Section 1128G(e)(6) of the Act defines "covered recipient" as:  (1) a physician, other than a physician 
who is an employee of an applicable manufacturer; or (2) a teaching hospital. The applicable regulatory section of 
concern to the ACCP is found in section II.A.1.h. (5) of the Proposed Rule discussing “Indirect Payments through a 
Third Party” read together with section II.A.1.g(5) discussing the nature of payment category entitled ‘other’. 



 

 

1. The requirement to report indirect third party payments where the identity of the covered recipient is known, 
as it applies to CME provision, is overly broad and beyond the legislative scope of the PPSA.  

2. Medical professional societies rigorously protect against financial conflicts of interest that may bias 
accredited and non-accredited education that they provide to physicians. 

3. In the case of third party payments to medical professional society CME providers, the regulatory 
requirement to report payments or transfers of value to physicians does not achieve benefits that outweigh 
the costs to the affected CME parties. 

 
The ACCP has provided rationale for each of these concerns in Appendix A of this letter. Given these 
concerns, the ACCP recommends the following:  

 
1. Third party payments through medical professional societies that are for accredited and non-accredited 

education should be exempt from reporting requirements under the Proposed Rule.  
2. If applicable manufacturers are unaware of the identity of the covered recipient at the time of the payment 

or transfer of value to the third party, such instances should be exempt from reporting requirements under 
the Proposed Rule. 

3. CMS should specify what is meant by the term ‘agent of the manufacturer’.  
4. Clarifications are required to ensure that the nature of payment categories of “education” and “grant” should 

not include indirect payments to physicians through third party CME providers. 
5. Exclusions should apply to the reporting of educational materials that are accredited and certified for CME 

credit and for any educational material that is provided to supplement a certified activity.  
6. CMS should clarify that the nature of payment category entitled ‘Direct Compensation for Serving as a 

Faculty or as a Speaker for Medical Education Program’ does not include indirect payments made to 
physicians through CME providers. 
 

ACCP also agrees with recommendations provided by the Council of Medical Specialty Societies, the 
American Medical Association and the Alliance for Continuing Education in the Health Care Professions in 
their comment letters regarding CMS-5060-P.  

 
The provision of independent, transparent, and scientifically evidence-based education goes to the very core of 
the mission of the ACCP and many other medical professional societies. It is because of our rigorous policing 
of conflicts of interest that physician members hold our College in high regard and continue to pursue 
membership in similar organizations. In the specific case of third party indirect payments or transfers of value 
through medical professional societies that are for accredited and non-accredited education, administrative 
costs would rise with no appreciative improvement to patient care. It is difficult to see how Congress would 
have intended such consequences upon entities that they did not choose to include as “covered recipients” 
under the PPSA. 

 
The American College of Chest Physicians thanks you for the opportunity to comment on the Proposed Rule 
accompanying the PPSA. Please feel free to contact us should you require any clarifications of our comments. 

 
 

Sincerely, 

 
Suhail Raoof, MBBS, FCCP 
President  

 
 
 



 

 

Appendix A- Overview of ACCP Concerns Regarding the Proposed Rule 
 

1.  Indirect payments and transfers of value to physicians, through medical professional societies, go 
beyond the scope of the PPSA and the relevant regulatory provisions are overly broad.  

 
• Congress specifically legislated that reports were to be made on all direct forms of payment 
 and transfer of value to physicians by applicable manufacturers.2  
• The Proposed Rule captures payments made to CME providers who, in turn, provide travel, 
 meals, and transportation reimbursement to faculty physicians.  Faculty physicians provide 
 expertise in the design of the educational curriculum and serve as educators at these 
 accredited and non-accredited programs.  
• It’s unclear if CME providers are required to report whether physician attendees received 
 anything of value.  
• CME providers will not fall under the exclusion where the applicable manufacturer is unaware 
 of the recipient. CMS proposes that ‘awareness’ is established by public awareness. In 
 practice, applicable manufacturers will always be aware of the recipient at some point: faculty 
 names are publicly disclosed in educational course material. As will be explained later in this 
 comment letter, it is CME providers that will bear the brunt of the work associated with 
 creating these regulatory reports submitted by applicable manufacturers. Thus, in effect, the 
 Proposed Rule turns third party CME providers into “covered recipients” under the rubric of 
 the Act. We do not believe that this was the original intent of legislators when they created 
 the PPSA.  
 

2. Medical societies strictly protect against conflicts of interest that will bias the provision of quality 
member education.  

 
(A) Medical professional societies strongly believe in the need for independence and transparency when 
delivering educational opportunities to their members.  

 
• One of the MedPAC’s concerns, which formed the basis of the PPSA, was that 

manufacturers would have influence over physician education and, therefore, skew the 
information that physicians receive.3 Indeed, this is a concern that the ACCP also takes very 
seriously in the provision of its physician education. Thus, ACCP develops and follows 
rigorous financial conflict of interest policies that prohibit improper relationships between 
physicians and industry members.  

 
(B) The provision of CME by medical professional societies eliminates direct faculty or attendee relationships 
with applicable manufacturers.  

 
• The ACCP provides accredited CME financed in part by applicable manufacturers. 

Accredited CME includes all activities certified for credit through the American Academy of 
Family Physicians (AAFP credit), the AMA (AMA Physician Recognition Award [PRA] credit, 
and the American Osteopathic Association (AOA credit). Accredited CME includes 
educational activities delivered by providers that meet the requirements and standards of a 
CME accrediting body. As a CME provider that is accredited by the Accreditation Council 
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 This background information is found in the Regulatory Impact Analysis section (V) of the Proposed Rule.  



 

 

for Continuing Medical Education (ACCME), the ACCP is one of many medical professional 
societies that must adhere to the ACCME Standards for Commercial Support: Standards to 
Ensure the Independence of CME (the “SCS”). The SCS Standards strictly prohibit any direct 
payments to physician faculty or attendees by applicable manufacturers. They also prohibit 
industry’s input into the educational curriculum or the selection of faculty or attendees in the 
first place.4 It is the CME provider that selects, directs, reviews, evaluates, and provides 
payment to the covered recipients, thereby eliminating any direct relationship between 
physician faculty and applicable manufacturers. 

• The ACCP also provides valuable non-accredited educational opportunities, to its physician 
and related clinicians, using the support of applicable manufacturers. Such educational 
opportunities are clearly identified to clinicians as non-accredited education. However, these 
other educational opportunities are not to be confused with the promotional education that is 
provided by applicable manufacturers.5 While they do require a medical-legal review process 
to ensure medical accuracy, the ACCP employs multiple layers of protection against financial 
conflicts of interest in these situations.  For example, the ACCP abides by its own internal 
honorarium, expense reimbursement, and industry commercial support guidelines regarding 
potential financial conflicts of interest. These policies ensure that standard reimbursements or 
payments are paid to all physician faculty and that industry may not have input into these 
amounts, or the content or design of an educational program.  

• The ACCP uses conflict of interest policies in determining physician leadership positions 
within their organizations. Thus, any decisions with regard to the content and design of 
medical education made by ACCP leadership, other than program faculty, come through 
individuals who are vetted through the ACCP.  

• ACCP and other medical professional societies follow the AMA Code of Medical Ethics, 
which include ethical opinions on gifts to physicians from industry and ethical issues in CME. 

• US Food and Drug Administration regulations, medical fraud and abuse laws, as well as 
industry ethical codes such as AdvaMed and PhRMA codes, further police these interactions.  

• It is important to note that applicable manufacturers have awarded these grants based on 
educational and practice gaps and not on the basis of faculty involved or attendees. 

• By abiding by these various internal policies and professional ethical guidelines, the ACCP is 
able to offer accredited and other non-accredited educational opportunities through a process 
that eliminates direct relationships between physician content developers, speakers, teachers 
or physician attendees, on the one hand and applicable manufacturers on the other.  

 
 

C) Reporting of payments to third party CME providers is redundant. 
 

• The ACCP’s physician members and the public are able to access society policies regarding 
standard honorariums, expense reimbursements, and related conflict of interest policies upon 
request.  

 
• Given the multiple layers of protection that medical professional societies generally use to 

prevent bias in the provision of their physician education, these procedural firewalls directly 
address MedPAC’s concern regarding improper industry influence.  
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 For further details certified and accredited CME, please refer to the document “Alliance for Continuing Education in the Health Care Professions, 
Comments on Proposed Rule File Code CMS-5060-P, RIN 0938-AR33”, sent to you separately. 
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 “Promotional” education is a term that is often used to describe industry-controlled education. This type of education involves direct relationships 
between faculty and commercial companies, which are also involved in content development. ACCP’s comments do not pertain to promotional 
education.  



 

 

4. In the case of third party payments to CME providers, the requirement to report payments and 
transfers of value to physicians does not achieve benefits that outweigh the costs to the affected CME 
parties.   

 
CMS states that the benefits outweigh the costs associated with reporting requirements in the preamble to the 
Proposed Rule. In the case of third party payments to medical professional society CME providers, we must 
respectfully disagree.  

 
• We note that CMS did not estimate the financial or regulatory burden that would be placed on 

CME providers as a result of manufacturers’ compliance with the proposed regulations. Although 
applicable manufacturers are legally responsible for these reports, in actual operation, the 
burden would fall to third party CME providers to assign and calculate all of the individualized 
payments for transportation, food, consulting, and other transfers of value that must be reported 
by the manufacturer. It is difficult for the applicable manufacturer to know the amounts of 
payments or transfers of value that are ultimately distributed by the third parties to physician 
faculty in the case of CME.6 CME providers would also be required to monitor the applicable 
manufacturers’ awareness of faculty involved in the educational programs.  
 

• The cost and burden to medical professional societies is significant. No additional protection 
against conflicts of interest is achieved, over and above their already strict policing of CME 
activities. 

 
o It is estimated that an additional full-time employee, or about 1600+ staff 

hours, would be required to keep track of all of these individualized payments 
and monitor industry awareness of physician faculty.  

o The ACCP and most medical specialty societies are nonprofit institutions that 
do not have the funds to spare for additional administrative purposes. These 
regulatory burdens would detract from our nonprofit education mission by 
diverting tax-exempt education dollars to administrative tasks. Furthermore, 
the cost of hiring additional administrative staff may be passed on to 
conference attendees in the form of higher registration costs. In turn, this will 
dissuade some physicians from attending these valuable learning forums, 
which does not benefit patient care.  

o Physicians may be reluctant to participate as faculty in these CME programs 
if, under the PPSA, payments for their services and expenses are publicly 
perceived as direct payments from manufacturers. Again, this does not 
benefit patient care. 

o There is a concern that industry will decrease the amount of commercial 
support for these vital continuing education programs, as a result of these 
difficult administrative reporting requirements.  
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 See the CMS discussion in the Proposed Rule at section II.A.1.g.(3) 


