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February 10, 2012

Centers for Medicare & Medicaid Services 

Department of Health and Human Services 

Attention:  CMS-5060-P
P.O. Box 8013, 

Baltimore, MD  21244-8013

To Madam/Sir:
The Society for Academic Continuing Medical Education (SACME) is an organization of CME professionals representing medical schools, teaching hospitals, and medical specialty societies. It promotes research, scholarship, evaluation and development of CME/CPD (continuing medical education/continuing professional development) that helps to enhance the performance of physicians and other healthcare professionals for purposes of improving individual and population health. SACME appreciates the opportunity to respond to the proposed CMS rules in support of the Physician Payment Sunshine Act (Section 6002 of the Affordable Care Act). We recognize the time it has taken to develop the proposed rules and believe that, with openness and collegiality in the discussion, we can come to a final set of guidelines acceptable to all parties. 
While we understand the spirit of the rules, we believe that more clarity is needed to ensure that this interpretation of the Physician Payment Sunshine Act does not go beyond the intent of the original Act. Movement from the original intent of PPSA would have a chilling effect on the lifelong learning process of physicians and thus be contrary to the best interest of the public. 

As the proposed Rules relate to Continuing Medical Education (CME), we believe that they do not take into account the processes that currently exist for independent, accredited and certified CME. We wholeheartedly agree with the need for solid firewalls between commercial interests and the content and faculty of accredited activities. To this end, the Accreditation Council for CME (ACCME) that currently accredits providers of independent and certified CME activities has created guidelines and strict regulations in the document titled ACCME Standards for Commercial Support: Standards to Ensure the Independence of CME Activities most recently updated in 2007.   These standards mandate clear separation between commercial interests and development, delivery and evaluation of any certified CME activity developed by an ACCME accredited provider. The steps of the required process include disclosure of all financial relationships between individuals who are in the position to control CME and commercial interests, conflict identification and resolution, as well as required transparency to the learners/public of the reported relationships in advance of the learning. These steps are critically important elements in development and delivery of every independent, accredited and certified CME activity. Furthermore, these  strict rules and ramifications have been clearly stated and disseminated for years and reinforced by a well thought out and strictly enforced process. 
As a reminder, there are several representatives of the Federal Government and the public who serve on the Board of Directors of the ACCME, a fact that further underscores the organization’s commitment to the public interest and transparency of independently developed, accredited and certified CME.  It is precisely this commitment to scientific integrity and independence from any commercial interest that is at the core of certified CME and thus requires and deserves to be recognized in the new CMS rules as a separate entity from the industry provided continuing medical education.   The inclusion of independent, accredited and certified CME with industry developed and presented instruction loses sight of the elemental difference between the two: independent, accredited and certified CME has as its primary goal the improvement of the health of patients and populations through the education of their healthcare providers while industry provided instruction is often designed to promote drug or device company business interests in addition to inform physicians about company products. 
Direct Compensation for Serving as a Faculty or as a Speaker for a Medical Education Program is listed in the CMS-5060-P rules document as one of the categories that applicable manufacturers must use to describe each payment of compensation. The formulation of this category as a “direct payment” seems to offer an exemption of independent, accredited and certified CME from this rule by sheer fact that such direct payments from applicable manufacturers to faculty don’t exist as they are strictly and clearly forbidden by the already mentioned ACCME Standards for Commercial Support. If this was truly the intent of the CMS rules, we strongly suggest devoting further clarification of that point by simply excluding independently developed, accredited and certified CME from this ruling.
In addition, please note that the CME community SACME represents consists primarily of medical schools, teaching hospitals, and medical specialty societies. Though these draft rules are intended to affect pharmaceutical and device companies, we fear that the impact of the proposed rules on independent, accredited and certified CME, then, would be to create a massive administrative burden on already understaffed CME offices and to create an undeserved yet perceived direct link between commercial interests and physician lifelong learning with no additional gain to transparency over that already provided for every independent, accredited and certified CME offering that exists. 
In summary, SACME strongly recommends CMS reconsider its proposed ruling and make edits and adjustments that reflect the differences and separation of independent, accredited and certified CME from industry developed and influenced instruction. The spirit of the PPSA and the CMS ruling should advance transparency to the public in the area where it currently does not exist. SACME asks that CMS establish policy consistent with the original intent of the PPSA that makes transparent direct payments from industry to healthcare providers and consider including the independent, accredited and certified CME as one of the categories that are exempt from these rules as it de facto is. 
Sincerely,
[Signature     Gabrielle Kane, MD] 

President, Society for Academic Continuing Medical Education
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