
 
 
 
 
 
 
February 16, 2012 
 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS-5060-P 
P.O. Box 8013 
Baltimore, MD  21244-8013 
 
Re: CMS-5060-P; Medicare, Medicaid, Children’s Health Insurance Programs; 
Transparency Reports and Reporting of Physician Ownership or Investment Interests 
 
Dear Sir/Madam: 
 
The American Society of Health-System Pharmacists (ASHP) is pleased to submit 
comments pertaining to the Centers for Medicare and Medicaid Services’ (CMS’) 
proposed rule, implementing Section 6002 of the Affordable Care Act as published in 
the Federal Register on December 19, 2011.1 For almost 70 years, ASHP has helped 
pharmacists who practice in hospitals and health systems improve medication use and 
enhance patient safety. The Society's 35,000 members include pharmacists and 
pharmacy technicians who practice in inpatient, outpatient, home-care, and long-term-
care settings, as well as pharmacy students.  Pharmacists in hospitals and health 
systems are experts in medication use who serve on interdisciplinary patient-care 
teams.  They work with physicians, nurses, and other health-care professionals to 
ensure that medicines are used safely and effectively.  
 
ASHP agrees that collaboration between healthcare providers, hospitals, and 
manufacturers can result in life-saving drugs and devices, but that this collaboration 
should be transparent to avoid potential conflicts of interest. Section 6002 in the 
Affordable Care Act (The Act) requires drug and medical device industries to disclose 
payments or transfers of value to physicians or other covered recipients, and ASHP is 
fully supportive of these requirements. The Act lists the categories for the nature of 
payment or other transfer of value that “applicable manufacturers” must use to 
describe each payment they make to a “covered recipient” (physicians and teaching 
hospitals). 
 
However, we are concerned that CMS’ interpretation of The Act is inconsistent with 
Congressional intent that only direct payments (payments from manufacturer to 
physicians and teaching hospitals) be reported.  It was not the intent of Congress to 
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implement The Act in a manner that would potentially require additional and costly 
reporting from organizations such as providers of continuing education (CE), 
professional associations, patient advocacy groups, and other non-profit organizations.  
Under the proposed rule, these organizations may be responsible for reporting to 
manufacturers all payments and transfers of value they make to “covered recipients,” 
even though these payments are indirect (third party payments) and these groups do 
not fall within the definition of “covered recipient.”    
 
The Act excludes the reporting of payments or other transfers of value that an 
“applicable manufacturer” makes indirectly to a “covered recipient” through a third 
party when the “applicable manufacturer” is unaware of the identity of the “covered 
recipient.” There is no influence that an “applicable manufacturer” could leverage over 
the content of educational programming or outcomes of research since they were 
unaware and did not have a role in the selection of any faculty or investigators at the 
onset of the grant.  These payments should be excluded from reporting requirements 
when the “applicable manufacturer” is unaware of a “covered recipient’s” identity at 
the time they are awarding a grant because the grant was awarded based on the 
educational and practice needs and the scientific evidence contained in the proposal, 
rather than the faculty chosen. 
 
Additionally, the proposed rule requests input on whether, and what type of, education 
materials provided by “applicable manufacturers” to “covered recipients” should be 
considered “educational materials that directly benefit patients or are intended for 
patient use." We recommend CMS exclude materials that are accredited and certified 
for CE credit and any materials provided to supplement a certified educational activity. 
 
ASHP is an IRS 501(c)6 corporation, and the ASHP Foundation is an IRS 509(a)(3) 
supporting organization (it is treated as a 501(c)3 entity).  Both are separately 
incorporated Maryland corporations and are tax exempt entities providing non-
commercial educational programming. ASHP is accredited to provide CE for pharmacists 
and physicians through the Accreditation Council for Pharmacy Education (ACPE) and 
Accreditation Council for Continuing Medical Education (ACCME). Respected third 
parties, such as ASHP and its Foundation, have significant policies and procedures in 
place to ensure that such payment is for objective, evidence-based, scientific and 
educational activities that will benefit patients and health care professionals. Requiring 
that third parties such as ASHP and its supporting Foundation report “covered 
recipients” to manufacturers would make it difficult to fulfill their purposes.  It would 
also impose a significant administrative and costly burden that CMS has not taken into 
account. 
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The following two sections describe examples of programs and their circumstances 
currently conducted by both entities in which we believe CMS should clarify that 
reporting is not required.  
 
ASHP  
ASHP has a department, ASHP Advantage, which specializes in developing customized 
educational activities for an interdisciplinary audience of healthcare professionals 
designed to address identified practice gaps.  Many of the educational initiatives 
planned and conducted by ASHP Advantage are funded with educational grants from 
commercial supporters.  ASHP staff members stay apprised of key issues and trends 
shaping healthcare today and as such, identify educational needs that address 
contemporary professional practice gaps of various healthcare professionals.  ASHP 
utilizes the identified practice gaps and educational needs to develop educational 
activities targeted to improve the knowledge and competency of healthcare 
professionals and to improve patient outcomes.  
  
In addition to CE programming for pharmacists, ASHP also conducts continuing 
education activities for physicians, nurses, nurse practitioners, pharmacy technicians, 
dieticians, and other health care professionals. The content development for each 
activity is managed by a pharmacist and other professionals who are knowledgeable 
about the current issues in health care practice. 
 
We request that CMS confirm that the following are situations in which manufacturers 
would not be required to report payment or other transfer of value as ASHP is 
considered a third party and not a “covered recipient” as defined by the proposed rule.  
 

1. CE Programs Funded with Educational Grants – ASHP applies for and receives 
educational grants from commercial supporters to plan and implement 
continuing education activities for health care professionals including physicians, 
pharmacists, nurses, etc.  These educational grants are administered according 
to FDA’s Guidelines for Industry-Sponsored Scientific and Educational Activities, 
the ACCME Essential Areas and Standards for Commercial Support, and ACPE’s 
Accreditation Standards for Continuing Pharmacy Education and all applicable 
standards are strictly adhered to on a continuous basis.  In these grants, 
pharmacists, physicians and other health care professionals are recruited as 
content experts and faculty members and paid an honorarium for their 
contributions in developing educational content and conducting the educational 
activities.  The selection of the faculty for these activities is completely 
determined by ASHP as the third party that administers the grants. The 
commercial supporters have no say in who is considered or secured to fulfill 
these responsibilities.   
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2. Sponsorship for Awards Programs – ASHP seeks and receives sponsorship for 

administration of awards programs.  In these programs, awardees are typically 
honored at dinners or receptions held in their honor.  The sponsorship dollars 
are used to administer the awards programs and fund the dinners or receptions.  
The sponsoring organization (commercial entity) has no say in who receives the 
awards or who is invited to participate in the dinners or receptions held in the 
awardees honor.   

 
3. Sponsorship for Educational Activities and Resource Centers – ASHP seeks 

sponsorship for other educational activities (non-CE) and resource centers that 
will meet an identified practice need of our members such as antimicrobial 
stewardship, programs to identify patients at risk for venous thromboembolism, 
management of multiple-dose medications for discharge in hospitals, etc.  These 
are not accredited CE programs but are managed independently from the 
sponsor.  The sponsor is made aware of how these funds are used, but is not 
directly involved in decision making related to the activities.  Content experts, 
selected by ASHP, are paid a stipend for their assistance in developing these 
activities.   

 
ASHP Foundation 
The ASHP Foundation is an IRS 509(a)(3) supporting organization (it is treated as a 
501(c)3 entity) and incorporated in the state of Maryland separately from ASHP. The 
ASHP Foundation works to improve patient outcomes through the leadership and 
clinical skills of pharmacists - vital members of the health care team – who are 
accountable for safe and effective medication use. Commercial supporters of the 
Foundation have no control over educational programming content, faculty selection, 
award and research grant recipient selection, determination of invitees to dinners or 
receptions, or selection of expert panel members. 
 
The following programs are areas where we believe that the proposed rule, as currently 
drafted, could be inappropriately applied by manufacturers. As with the activities of 
ASHP discussed above, The Society requests that CMS confirm that the following are 
situations in which manufacturers would not be required to report payment or other 
transfer of value as the Foundation is considered a third party and not a “covered 
recipient” as defined by the proposed rule.  
 

1. Research Programs - provision of monetary grants to conduct research by 
academic units and hospitals/health-systems, which may include teaching 
hospitals.  The grant is awarded to an individual health professional, payment is 
made to the institution, and the funds have a clearly defined research purpose.  
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The commercial supporters have no say in who is considered or secured to 
conduct the research. 

 
2. Education Programs - provision of educational (leadership, clinical and research) 

opportunities for pharmacists.  These include webinars, web-based education, 
and in-person training.  The commercial supporters have no say in who is 
considered or secured to conduct these programs. 

 
3. Practice Tool and Education Program Development - use of experts to serve on 

panels that develop practice tools and education programs.  These panels 
frequently include nurses, pharmacists, and physicians.  These panelists may also 
receive additional payment for specific content development.  Honoraria are 
provided to individuals, unless otherwise directed, for their service.  The  
commercial supporters have no say in who is considered or secured to serve on 
these panels  

 
4. Awards Programs - hosting of receptions and dinners at ASHP meetings to 

recognize recipients of Foundation awards.  These receptions and dinners are 
attended predominantly by pharmacists, but may also be attended by nurses 
and physicians.   The commercial supporters have no say in who is considered or 
secured to receive these awards. 

 
5. Provision of Monetary Awards to Institutions - most often teaching hospitals, for 

some award programs (e.g., Award for Excellence).  Historically, the Foundation 
has provided monetary awards to individual recipients for some award 
programs.  The commercial supporters have no say in who is considered or 
selected for these awards. 

 
Conclusion 
Indirect payments made to “covered recipients” from non-profit professional health 
associations that receive commercial support from an “applicable manufacturer” should 
be exempt from reporting. Even though an “applicable manufacturer” may eventually 
become aware of the identity of a “covered recipient” the “applicable manufacturer” 
would not have control or influence on how or to whom these indirect payments would 
be made through a third party such as a professional association. 
 
Ultimately, payments made to CE providers for education should not be reported 
because CE providers, as a third party, are “not covered recipients.”  There are currently 
sufficient measures in place to ensure transparency, independence, and accountability 
within accredited CE programs.  
 



U.S. Department of Health and Human Services 
Centers for Medicare and Medicaid Services  
February 16, 2012 
Page 6 
 

CMS did not calculate the financial impact or regulatory burden this requirement would 
impose on independent third parties such as ASHP.  ASHP is concerned that under this 
interpretation, there will be a significant burden and cost on our staff resources in order 
to maintain oversight of when an “applicable manufacturer” becomes aware of a 
“covered recipient’s” identity, and then need to report that to the “applicable 
manufacturer.”   
 
The Society appreciates the opportunity to comment on the CMS’s Proposed Rule and 
strongly urges that CMS explicitly clarify that the above type situations would be exempt 
under the Proposed Rule.  Please contact me if you have any questions or wish to 
discuss our comments further.  I can be reached by telephone at 301-664-8806, or by e-
mail at ctopoleski@ashp.org. 
  
Sincerely, 
 

 
 
Christopher J. Topoleski 
Director, Federal Regulatory Affairs 
 
                                                 
1
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