
 

February 17, 2012 
Centers for Medicare & Medicaid Services  
Department of Health & Human Services 
Attention: CMS-5060-P 
P.O. Box 8013 
Baltimore, MD 21244 -8013 
 
[Submitted online at: www.regulations.gov] 
 
Re: Docket No. CMS-5060-P.  Transparency Reports and Reporting of Physician 

Ownership or Investment Interests (Sunshine Act)  
 
 
Dear Sir/Madam:  
 
The American Pharmacists Association (APhA) appreciates the opportunity to comment on the 
Centers for Medicare & Medicaid Services (CMS) proposed rule, Medicare, Medicaid, 
Children’s Health Insurance Programs; Transparency reports and reporting of Physician 
Ownership or Investment Interests, published December 19, 2011 (76 FR 78742). APhA, 
founded in 1852 as the American Pharmaceutical Association, represents more than 62,000 
pharmacists, pharmaceutical scientists, student pharmacists, pharmacy technicians, and others 
interested in improving medication use and advancing patient care. APhA members provide care 
in all practice settings, including community pharmacies, hospitals, long-term care facilities, 
community health centers, managed care organizations, hospice settings and the uniformed 
services. Our comments reflect the views of pharmacists practicing across the spectrum of health 
and patient care settings. 
 
APhA appreciates the efforts of CMS to provide for transparency in the financial relationships 
among physicians, teaching hospitals, and industry manufacturers and to differentiate beneficial, 
legitimate relationships from those that create conflicts of interest or are otherwise improper. 
However, APhA is concerned that language in the proposed rule could have unintended and 
potentially harmful effects on accredited continuing education activities for all health care 
professionals. 
 
The proposed language causes several unintended consequences. Existing law, through the 
Affordable Care Act (P.L. 111-148), appropriately excludes indirect payments such as industry 
support for continuing education activities. APhA is concerned that the proposal’s attempt to 
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simplify the Act with a “catch-all” provision for indirect payments could result in serious adverse 
consequences for continuing education, and ultimately for patient care including: 
 

• A reluctance on the part of health care providers to serve as faculty or even participate in 
industry-supported continuing education, because the reporting requirements could result 
in an incorrect perception they are receiving some direct form of payment/benefit from 
industry support;  

 
• Burdensome requirements for continuing education providers—who already operate with 

limited resources—to determine the value of benefits that accrue to covered recipients 
attending continuing education programs; and 
 

• Decreased interest from commercial supporters to fund continuing education programs 
because of the difficulty associated with calculating, tracking, and reporting indirect 
benefits of their support on faculty and participants. 

 
Continuing education remains critical for all healthcare professionals including pharmacists to 
keep their education and training current. Pharmacists are one of the most accessible health care 
providers today. Each day they help patients and consumers with a variety of questions about 
medical conditions, prescription medications, self-care products, and general health. It is 
important that pharmacists stay up to date on the most current information about medications and 
medical research to ensure that they can support patients and consumers and improve patient 
care. To improve their level of knowledge for today’s robust pharmacy practice settings 
pharmacists use a variety of resources including continuing education, professional meetings, 
journals, and online resources. APhA is accredited by the Accreditation Council for Pharmacy 
Education (ACPE) as a provider of continuing pharmacy education. Each year, APhA offers 
more than 80 different programs of live, written, and Web-based continuing education activities 
that further pharmacists’ professional growth and inspire specific actions for improving patient 
care. Many of these continuing education activities would not be possible without some degree 
of commercial support, such as that provided by pharmaceutical manufacturers. 
 
We strongly encourage CMS to exclude accredited and certified continuing education activities 
from the proposed reporting requirements because considerable safeguards already exist to 
ensure transparency and equitable balance in these continuing education activities. For example, 
ACPE-accredited providers, such as APhA, must adhere to strict Standards for Commercial 
Support adapted from the Accreditation Council for Continuing Medical Education (ACCME).  
Through these standards, continuing education activities must be planned independent of 
commercial interest, and educational content must be presented with full disclosure of relevant 
financial relationships and commercial support. Additionally, appropriate topics and learning 
activities must be distinguished from topics and learning activities that are promotional or appear 
to be intended for the purpose of endorsing a specific commercial product or service. Failure to 
comply with these standards and practices results in substantial penalties that include loss of 
accreditation. With these safeguards already in place, there is no need to jeopardize continuing 
education programs or participation. 
 



This portion of the proposed rule is unnecessary because there is no bias or perceived conflict of 
interest when indirect payments take place. Accredited providers such as APhA independently 
select faculty members for continuing education activities and pay honoraria directly to faculty 
members. Commercial support for continuing education activities is provided in the form of 
grants to the accredited provider. Continuing education program faculty and attendees have 
relationships with the accredited provider, not with the company that provides financial support. 
It is usual practice for faculty members to be selected and paid after a program grant is awarded; 
thus, manufacturers typically become aware of potentially covered recipients only in retrospect. 
Given that reporting of indirect payments through a third party hinges on whether an applicable 
manufacturer is “unaware” of the identity of the covered recipient, the proposed rule threatens to 
cause  substantial confusion and ultimately harm the beneficial relationships it seeks to protect.  
Requiring reporting of payments associated with accredited and certified continuing education 
activities even has the potential to introduce an inaccurate and detrimental perception of 
impropriety. 
 
The proposed rule asks whether certain materials provided by applicable manufacturers to 
covered recipients to educate the covered recipients themselves, but which are not actually given 
to patients (for example, medical textbooks), should be interpreted as educational materials that 
“directly benefit patients.” APhA supports this approach and further encourages CMS to include 
the following types of materials in this exclusion: 
 

• Enduring material that is accredited and certified for continuing education credit. 
 

• Any educational material that is provided to supplement an accredited and certified 
activity. 

 
In conclusion, APhA appreciates this opportunity to provide comments on this important subject.  
We trust our feedback will help both improve the proposed rule and curtail unnecessary 
administrative burdens. If you have any questions or require additional information, please 
contact Marcie Bough, PharmD, Senior Director of Government Affairs, at (202) 429-7538 or 
mbough@aphanet.org; or Kristen Binaso, RPh, CCP, FASCP, Senior Director of Corporate 
Alliances, at (973) 881-7941 or kbinaso@aphanet.org.  
 
Sincerely, 

 
 
Thomas E. Menighan, BSPharm, MBA, ScD (Hon), FAPhA 
CEO and Executive Vice President 
 
TM/mb 
 
 
cc: Brian Gallagher, BSPharm, JD, Senior Vice President, Government Affairs 
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