
 

February 11, 2013 

TO:                 Deans of U.S. Dental Schools 
           Directors of Advanced Dental Education Programs 
             Directors of Allied Dental Education Programs 

ADEA Board of Directors 
            ADEA Legislative Advisory Committee 
  
FROM:  Rick Valachovic, D.M.D., M.P.H., ADEA Executive Director 

Yvonne Knight, J.D., ADEA Senior Vice President for Advocacy and 
Governmental Relations 
 

RE:           Centers for Medicare & Medicaid Services Issues Final Rule for “Sunshine Act”  
                                     
____________________________________________________________________________ 
  
On February 8, 2013, the Centers for Medicare & Medicaid Services (CMS), U.S. 
Department of Health and Human Services (HHS) released the final rule or regulation for the 
Physician Payment Sunshine Act (“Sunshine Act”). The rule implements the requirements for 
a national disclosure program set forth in Section 6002 of the Affordable Care Act (“ACA”). 
The final rule requires “applicable manufacturers” of drugs, devices, biologicals, or medical 
supplies covered by Medicare, Medicaid or the Children’s Health Insurance Program (CHIP) to 
report annually to the HHS Secretary payments or other transfers of value to “covered 
recipients,” including dentists. It also requires applicable manufacturers and group purchasing 
organizations (GPOs) to report annually certain physician ownership or investment interests. 
This rule is effective on April 9, 2013, and can be found at 42 CFR Parts 402 and 403. 
 
As background, with this final rule there are many changes from the proposed Sunshine Act rule 
published in December 2011. Acting on over 300 comments submitted in response to the 
proposed rule, with the final rule CMS closed perceived loopholes in the law by finalizing 
disclosure requirements for applicable manufacturers and clarifying how manufacturers should 
report and characterize payments or other transfers of value, including rules for research 
payments and indirect payments. The final rule incorporated recommendations from the 
Medicare Payment Advisory Commission (MedPAC) and Institute of Medicine (IOM). MedPAC 
voted in 2009 to recommend Congressional enactment of a new regulatory program, and IOM 
recommended implementing a national disclosure program for payments to health care 
providers and prescribers in the 2009 report titled, “Conflict of Interest in Medical Research, 
Education and Practice.”  
 
While collaboration among physicians, teaching hospitals and industry manufacturers 
contributes to the delivery of life-saving drugs, the purpose of the final rule is to establish 
transparency between them in order to prevent conflicts of interest that may influence research, 
education, and clinical decision-making in ways that compromise clinical integrity and patient 
care.  As a result, the final rule applies to the following “covered” health professionals, medical 
products and applicable manufacturers:  
 

http://housedocs.house.gov/energycommerce/ppacacon.pdf
https://s3.amazonaws.com/public-inspection.federalregister.gov/2013-02572.pdf
http://www.iom.edu/Reports/2009/Conflict-of-Interest-in-Medical-Research-Education-and-Practice.aspx
http://www.iom.edu/Reports/2009/Conflict-of-Interest-in-Medical-Research-Education-and-Practice.aspx
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(1) “Covered Recipients:” The final rule defines physician to include doctors of medicine 
and osteopathy, dentists, podiatrists, optometrists, and chiropractors, who are legally 
authorized to practice by the State in which they practice. Applicable manufacturers are 
required to disclose certain payments or other transfers of value made to the following 
recipients: 

 
• Physician, other than a physician who is an employee of an applicable 

manufacturer; or 
 

• Teaching Hospital- Any institution that received payments under section 
1886 (d)(5)(B) of the ACA. 

 
(2) “Covered Product:” The final rule applies to drugs, devices, biological or medical 

devices for which payment is available under Medicare, Medicaid, or CHIP; and that 
requires a prescription to be dispensed (in the case of a drug or biological) or premarket 
approval by or notification to the Food and Drug Administration (in the case of a device 
or a medical supply that is a device). In regards to payment, the rule includes products 
which are reimbursed separately or as part of a bundled payment.  
 

(3)  “Applicable Manufacturers:” The final rule defines “applicable manufacturers” as 
entities that are involved in “preparation” and “propagation” of the covered products. 
What constitutes an applicable manufacturer depends on whether the product being sold 
is within the definition of “covered product.”  

 
Graduate Medical Education (GME) Exception: Payments or other transfers of value to 
residents (including residents in medicine, osteopathy, dentistry, podiatry, optometry and 
chiropractic medicine) will not be required to be reported for purposes of this regulation. Due to 
the operational and data accuracy concerns regarding aggregation of payments or other 
transfers of value to residents, many of whom have neither an NPI nor a State professional 
license, the final rule does not require applicable manufacturers to comply with the final rule in 
this instance. 
 
Continuing Medical Education (CME) Exception: The final rule does not require applicable 
manufacturers to report payments to speakers at accredited CME events as long as the 
speakers were selected and directly paid by an entity other than the manufacturer.  CME has 
been an area of controversial debate during the rulemaking process because manufacturers 
regularly select speakers and provide information for their presentations. During the final rule-
making stages, the Obama Administration ruled that paying CME speakers constitutes an 
indirect payment that does not need to be reported. 
 
Furthermore, the final rule excludes entities such as hospitals, hospital-based pharmacies and 
laboratories that manufacture a covered product solely for use by or within the entity itself or by 
an entity’s own patients. 
 
Compliance: Applicable manufacturers and GPOs must begin to collect the required data on 
August 1, 2013, and report data to CMS by March 13, 2014. The HHS Secretary is required to 
publish applicable manufacturers' and GPOs' submitted payment and ownership information on 
a public web site. There will be no retroactive reporting requirements.  
 
As always, please check with your legal counsel or compliance officer to determine the 
impact of the Sunshine Act’s final rule on you or your institution. ADEA will keep everyone 
apprised as to updates on this issue. 


