
February 17, 2012
US House of Representatives
Washington, DC 20515

Subject: Comments Regarding Physician Payments Sunshine Act (PPSA) 

AGENCY: Centers for Medicare & Medicaid Services (CMS), HHS. 

REFERENCE: File code CMS-5060-P; RIN 0938-AR33 
Proposed Rule: Medicare, Medicaid, Children's Health Insurance Programs; 
Transparency Reports and Reporting of Physician Ownership or Investment 
Interests 
Federal Register Vol. 76, No. 243, Dec. 19, 2011, pages 78742-78773; FR Doc 
No: 2011-32244

Dear Patrick Tiberi:

I am writing to you to provide feedback on the proposed language contained in 
PPSA.  I am employed by a Medical Education Company, CME Outfitters, LLC, 
in Rockville, Maryland as a Financial Assistant.   CME Outfitters is accredited by 
the Accreditation Council for Continuing Medical Education (ACCME) to provide 
continuing medical education to physicians and a certified women owned small 
business.  I have worked in the field of Continuing Medical Education for 2 years.  

My name and contact information is:

Karen Watters
4295 Clark Shaw Rd
Powell, Ohio 43065
e-mail: kwatters@cmeoutfitters.com

This PPSA rule originated from the Affordable Care Act of 2010, which included 
provisions from the Physician Payments Sunshine Act to provide transparency 
regarding industry payments to physicians. 

As originally drafted, the Affordable Care Act excluded indirect payments (such 
as educational grants to accredited CME providers) to covered recipients, which 
in our opinion is appropriate because manufacturers have no influence on the 
faculty selection, payments, or content of the activity. However, an attempt in the 
proposed rule to simplify the Act with a “catch all” provision for indirect payments, 
educational grants have be re-categorized as direct payments which will result in 
serious unintended consequences for CME, and ultimately for patient care. 
This provision would require reporting of payments or transfers of value to 
physicians that exceed $10 per activity or $100 per year. To meet the federal 



requirements, commercial supporters may require CME providers to report the 
data on “transfers of value” to faculty and participants where the identity of the 
recipient can be ascertained, such as a published faculty or attendee lists. 

This inclusion of educational grants to CME providers does not recognize the 
difference between certified medical education and promotion by manufacturers. 
The proposed rule does not recognize the ACCME’s Standards of Commercial 
Support or the safeguards, firewalls, and transparency protections already 
required for certified CME. It also does not recognize the important aspects of 
independent CME that differentiate CME from promotional activities.

Certified CME activities, as well as the educational materials that supplement 
and support the activities, result in improved patient care and health outcomes. 
Assigning, calculating, tracking and reporting a value to individual faculty 
members and/or participants of certified CME would divert precious resources 
from education to administration. Moreover, the reporting of payments to faculty 
as direct payment from commercial supporters is inaccurate and could result in 
a perception of impropriety, risking the reputations of those who participate as 
faculty in CME who’s intent is to teach and improve patient care and health 
outcomes. This proposed rule could result in the perception that physicians are 
acting as an agent to the manufacturer similar to a promotional speakers’ 
relationship. It is easily conceivable that the consequence of such requirements 
would be fewer participants, fewer faculty and fewer commercial supporters. I am
also concerned that some academic medical centers may take steps to prohibit 
their faculty from participating in commercially supported CME activities to avoid 
any perceptions of inappropriate relationships.

CME Outfitters is a small, women owned business that prides itself on 
compliance to the ACCME Standards for Commercial Support and for the 
development of education that can impact patient lives. The enactment of this 
language could have a significant impact on the viability of company, and 
ultimately my employment.

There is a difference between certified CME and promotional activities. I 
respectfully ask that you oppose this language and recommend that the final rule 
include exclusions for certified CME activities.  Thank you for taking the time 
to read my letter.

Sincerely,

Karen Watters
CME Outfitters
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