
February 16, 2012

Marilyn B. Travenner

Acting Administrator and 

   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

Dear Acting Administrator Travenner:

On behalf of the American Society for Clinical Pathology (ASCP), I am writing to comment on the 

Notice of Proposed Rulemaking published in the Federal Register on December 19, 2011, 

Medicare, Medicaid, Children’s Health Insurance Programs; Transparency Reports and Reporting of 

Physician Ownership of Investment Interests (76 Federal Register 78742). 

As a patient-centric organization, ASCP strongly supports the Physician Payment Sunshine Act 

(PPSA) and is pleased that the majority of the Proposed Rule conforms to its statutory provisions 

and congressional intent.  That said, we have concerns about several provisions of the proposed 

rule, including at least one area where CMS has exceeded statutory intent and/or misconstrued 

congressional intent.  Many of our concerns have been addressed in letters received by the agency 

from the Council of Medical Specialty Societies and the American Medical Association (February 

17), both of which we cosigned.  Nonetheless, we feel compelled to submit the following comments 

to reiterate our views that the application of the rule’s reporting requirements to accredited 

continuing medical education (CME) providers operating in accordance with the Accreditation 

Council for Continuing Medical Education (ACCME) Standards for Commercial Support is 

inappropriate.

The ASCP is an ACCME-accredited (with commendation) 501(c)(3) nonprofit medical specialty 

society representing more than 100,000 members. Our members are board certified pathologists, 
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other physicians, clinical scientists, certified medical technologists and technicians, and educators. 

ASCP is one of our nation’s largest medical specialty societies and is the world’s largest organization 

representing the field of laboratory medicine and pathology. As the leading provider of continuing 

education for pathologists and medical laboratory personnel, ASCP enhances the quality of the 

profession through comprehensive educational programs, publications, and self-assessment 

materials.

Background

The PPSA (section 6002 of the Accountable Care Act (ACA)) requires that beginning in 2012, 

manufacturers of specified drugs, medical devices, and biologics, and medical devices participating in 

U.S. federal health care programs must begin tracking any transfers of value or payments of $10 or 

more to physicians and teaching hospitals.  These reports must be submitted annually to the 

Secretary of Health and Human Services.  The majority of the information contained in the reports 

will be available on a public, searchable website in 2013. 

Congress Did Not Authorize CMS to Expand Reporting to Indirect Transfers

When Congress passed the ACA, it clearly expressed its intent to exclude indirect transfers from the 

reporting requirements by striking prior legislative language that would have required reporting on 

indirect transfers of value (See Legislative History of Sec. 6002). Previous versions of the Physician 

Payments Sunshine Act (See H.R. 5605, Physician Payments Sunshine Act of 2008, and S. 2029, 

Physician Payments Sunshine Act of 2007), which was later incorporated into the ACA, would have 

explicitly required that manufacturers report a payment or other transfer of value made, “directly, 

indirectly, or through an agent, subsidiary, or other third party.”  This language was abandoned in 

the version of the legislation enacted by Congress. 

Sec. 6002 of the ACA provides for reporting on direct transfers, except as outlined in Section 

6002(a)(1)(B).  This latter subsection was added to capture when reporting on indirect payments and 

transfers would be required, specifically when manufacturers transfer payment or value to a third 

party at the request of the physician or designated on behalf of the physician.  When Congress 

provided the agency with the authority to add additional reportable categories, however, it did not 

provide the authority to expand reporting to indirect payments or transfers except in this carefully 

prescribed area.  

CMS’s interpretation of “payment or other transfer of value,” Sec. 6002(e)(10)(A), includes instances 

where the manufacturer learns of the identity of a physician before, during, or after the manufacturer 
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makes a payment or transfers value to a third party or when made through an “agent.”  CMS 

proposes to require reporting where a manufacturer has actual knowledge of, or acts in deliberate 

ignorance or reckless disregard of, the identity of a physician.  This interpretation is inconsistent with 

Congress’ intent, is unmanageable, and could undermine the independence of accredited CME and 

other activities where manufacturers make grants, but are barred from any control over how funds 

are used.  

CMS proposes to expand the universe of detailed information manufacturers would demand to have 

about physicians where the manufacturer is reasonably expected to learn that a physician received a 

benefit from a transfer to a third party.  This would add to the complexity of the reporting 

requirement since the third parties would have to report in detail back to all manufacturers the value 

attributed to each physician in their organization/company/conference after the indirect transfer is 

made.  

Under the proposed rule, accredited Continuing Medical Education (CME) program faculty—as 

well as conference attendees—would have to be listed as receiving a payment from a covered 

manufacturer despite the fact that manufacturers are explicitly prohibited from having any control 

over the content, speakers, or attendees.  While industry does not name faculty or attendees, they 

could learn the identity of these individuals since this information is frequently publicly available.  

Many conferences that physicians attend in order to earn CME credit also publish a list of the 

participants which would mean that the manufacturer could "know" or "should know" who 

potentially received an indirect transfer of value after the transfer is made to the third party.  The 

manufacturer, however, cannot accurately report how to make proper attribution of value unless the 

CME provider or conference host provides a detailed attribution for all faculty and CME and 

conference attendees.  The consequence of such an approach would require the transfer of an 

exhaustive amount of information to manufacturers about individual physicians participating in 

independent, accredited CME.  This interpretation of ACA strays beyond statutory authority and 

Congressional intent.

We note that the possibility of such a reporting requirement was raised with congressional 

staff, and consequently Congress acted to strike the reporting of indirect transfers or 

transfers through an “an agent, subsidiary, or other third party.”  We strongly oppose CMS’ 

proposal to expand this provision to the third-party agents of manufacturers (particular those 

providing (non-promotional) accredited CME) since CMS fails to define the term, “agent,” and, 

more importantly, Congress specifically considered including agents, but rejected this approach as 
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discussed fully above.  In its final rule, CMS should exempt from reporting requirements 

indirect payments made to “covered recipients” from accredited CME providers that 

received payments or value from an applicable manufacturer.  CME providers and any other 

organizations to which applicable manufacturers make payments or provide value to third parties are 

not “covered recipients.”

Congress Excluded Accredited CME from Reporting

The ACA’s statutory reporting requirements include a broad category of educational activities that 

are subject to reporting.  These include promotional activities that are defined by the Food and Drug 

Administration (FDA) as education developed by or on behalf of a commercial entity and under the 

substantive influence of that entity to provide information on the therapeutic use of a product or 

service.  However, Congress explicitly deleted any reference to CME when the final version of 

the Physician Payments Sunshine Act was signed into law as part of the ACA.  As a result, 

CMS has clearly exceeded its statutory authority and strayed beyond congressional intent with regard 

to the proposed rule’s reporting requirements pertaining to accredited CME .  

We note that as an AACME-accredited CME provider, ASCP is required to follow the ACCME Standards 

for Commercial Support (SCS), which includes the Standards to Ensure the Independence of CME. In addition, all 

AMA-certified CME includes content developed and implemented in compliance with the 

certification requirements of the AMA’s Physician Recognition Award (PRA) CME Credit System, 

or the accrediting policies of the American Academy of Family Physicians or American Osteopathic 

Association.  All accredited CME is independent—manufacturers have no control or input into the 

content, speakers, or attendees.  As a result, these CME offerings are not covered by Sec. 6002 of 

the ACA, nor should they be included in the final rule.  

We urge CMS to exclude from reporting requirements accredited CME as such an exclusion 

is consistent with both congressional intent and applicable legislative history.  As discussed 

above, earlier versions of the Physicians Payments Sunshine Act required reporting on a far larger 

universe of transfers and payments including all indirect transfers or payments and for “participation 

in a medical conference, continuing medical education, or other educational or informational 

program or seminar, provision of materials related to such a conference or educational or 

informational program or seminar, or remuneration for promoting or participating in such a 

conference or educational or informational program or seminar.”  [See HR 5605, Section 

1128G(a)(6)(E) and S 2029, Section 1128G(a)(6)(E)] Once Congress deleted CME and limited the 

universe of indirect transfers or payments that are reportable, it made clear its intent that accredited 
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CME was not to be included as part of the transparency reports.  Congress’ actions regarding CME 

makes clear that CMS should not interpret “education” or “grant” to include CME providers, as 

these entities are not “covered recipients.”

Impact on Accredited CME Providers

ASCP is concerned that the proposed rule could have a significant negative impact on CME 

providers.  Under the proposed rule, manufacturers supporting medical specialty conferences where 

accredited CME is provided would be required to publicly report information not just on faculty but 

on all attendees at the conference, regardless of whether they attended any events pertaining to the 

manufacturers business interests.  The proposed rule would create a disincentive for covered 

manufacturers to provide support to medical specialty societies serving as accredited CME 

providers.  The proposal could also discourage physicians who do not wish to be the subject of 

public reporting of their participation in sponsored accredited CME offerings from attending such 

CME evvents.  This would limit funding for accredited CME programs and increase costs to 

individual health care providers required to attend such events.  This could adversely impact quality 

medical practice.  

Moreover the proposed rule creates significant compliance requirements for accredited CME

providers, which would result in the need for increased staffing and would further add to the cost of 

providing CME.  We note that CMS did not calculate or estimate the economic impact of this aspect 

of the proposed rule.

Conclusion

Payments and other transfers of value from covered manufacturers to CME providers for education 

should not be reportable because these providers are not “covered recipients.”  Further, payments 

from accredited CME providers (not promotional programs) to faculty for CME programs should 

not be considered reportable as there are already in place effective measures to ensure transparency, 

independence, and accountability within the CME community. Similarly, reporting requirements 

should not extend to individuals attending accredited CME offering by entities that have received 

support from applicable manufacturers.

Given that CMS explicitly noted in its proposed rule that it has no empirical basis for estimating the 

frequency of such problems (inappropriate use), the likelihood that transparent reporting will reduce 

them, or the likely resulting effects on reducing the costs of medical care, ASCP believes that this 

aspect of the rule fails to justify its costs and burdens.
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ASCP appreciates the opportunity to declare its support for the proposed rule and to urge the 

agency to apply CLIA’s regulatory authority to the technical component of 88305.  If we can be of 

further assistance, please do not hesitate to contact me 

for Federal and State Affairs, at (202) 347

Sincerely,

C. Bruce Alexander, MD, FASCP

President, ASCP

Acting Administrator Marilyn Travenner

ASCP appreciates the opportunity to declare its support for the proposed rule and to urge the 

agency to apply CLIA’s regulatory authority to the technical component of 88305.  If we can be of 

further assistance, please do not hesitate to contact me or Matthew Schulze, ASCP’s Senior Manager 

for Federal and State Affairs, at (202) 347-4450.
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