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February 17, 2012

BY ELECTRONIC DELIVERY

Marilyn Tavenner

Acting Administrator

Centers for Medicare and Medicaid Services

Department of Health and Human Services

Room 445-G

Hubert H. Humphrey Building

200 Independence Avenue, S.W.

Washington, D.C. 20201

Re: CMS-5060-P (Medicare, Medicaid, Children’s Health Insurance

Programs; Transparency Reports and Reporting of Physician Ownership or

Investment Interests)

Dear Administrator Tavenner:

The Association of Community Cancer Centers (ACCC) appreciates this

opportunity to comment on the Centers for Medicare and Medicaid Services’

(CMS) proposed rule implementing Section 6002 of the Patient Protection and

Affordable Care Act (the “Proposed Rule”).1 ACCC represents more than 17,000

cancer care professionals from approximately 900 hospitals and more than 1,200

private practices nationwide. These include Cancer Program Members, Individual

Members, and members from 25 state oncology societies. It is estimated that 60

percent of cancer patients nationwide are treated by a member of ACCC.

ACCC appreciates CMS’s efforts to implement Section 6002, also known

as the Physician Payment Sunshine Act, in a manner that increases transparency

without discouraging beneficial collaboration among physicians, teaching

hospitals, and manufacturers. Clinical research is one area in which physicians,

hospitals, and industry often work together. Many of our members are involved in

clinical trials to improve the diagnosis and treatment of cancer, and we strongly

support increased participation in clinical research in all of our communities. We

1 76 Fed. Reg. 78742 (Dec. 19, 2011).
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believe that careful implementation of the Sunshine Act will be essential to promoting accurate

public understanding of these collaborations and encouraging continued research. We offer the

following comments to ensure that the final rule achieves these goals.

I. CMS Should Revise Its Proposed Approach to Reporting of Research Payments to

Adhere to the Statutory Requirements and Improve the Clarity of Published

Information

ACCC encourages CMS to reconsider its proposed approach to reporting of payments

related to research. CMS proposes to require applicable manufacturers to report the full amount

of any payment made pursuant to a written research agreement and research protocol under the

name(s) of the physician principal investigator(s) (PIs) conducting the research trial as well as

the name of the institution that receives the payment.2 If this proposal is implemented, it could

discourage research by imposing burdens on hospitals that are not covered by the statute and by

increasing public confusion about support for clinical research.

First, the proposal would result in reporting of payments to hospitals that are not covered

by the statute. The Sunshine Act requires applicable manufacturers to report information related

to any “payment or other transfer of value to a covered recipient (or to any entity or individual at

the request of or designated on behalf of a covered recipient).”3 “Covered recipients” are defined

as physicians and teaching hospitals. Payments to non-teaching hospitals are subject to the

statutory reporting obligation only if the payments are made at the request of or designated on

behalf of a covered recipient. The Proposed Rule expands the reporting obligation beyond the

statute’s requirements by requiring reporting of research payments to all hospitals – including

non-teaching hospitals – regardless of whether the hospital is a covered recipient under the

statute or was designated to receive the payments on behalf of a covered recipient. This

approach could significantly expand the number of hospitals that would be subject to the

reporting obligations and would require those institutions to commit resources to verifying and

explaining the published information. This is not required by the statute and should not be

included in the final rule.

Second, we are concerned that the proposed approach will confuse the public about the

amount of payments physicians and hospitals receive from manufacturers. By reporting the

entire payment received by an institution under the PI’s name, CMS would foster incorrect

assumptions that the physician actually received the full amount of those payments. If this

proposal is implemented, physicians who are concerned that their patients and the public will

misinterpret the published data may decline to serve as PIs. Hospitals and physicians also would

need to dedicate resources that could otherwise be devoted to patient care to explaining the

reports to patients and other members of the public to address any misunderstandings. ACCC

2 Id. at 78749, 78768 (Proposed 42 C.F.R. § 403.904(e)).
3 42 U.S.C. § 1320a-7h(a)(1)(A).
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supports the goal of increasing transparency regarding payments from manufacturers to

physicians and teaching hospitals, but we also believe that public disclosure should provide

accurate information to the public in a clear format that does not discourage beneficial

collaborations between physicians, hospitals, and industry.

ACCC recommends that CMS take a more straightforward approach to reporting research

payments that is consistent with the statute. First, a research-related payment to a covered

recipient should be reported only in the name of the covered recipient to whom the payment is

made. For example, when a payment is made to a teaching hospital under a clinical trial

agreement, the payment should be reported as to the teaching hospital but not as a payment to the

PI. Likewise, when a payment is made to a physician for investigator-sponsored research in his

or her own office, such a payment should be reported as to the physician. Second, a research-

related payment made to an entity that is not a covered recipient, such as a non-teaching hospital,

at the request of or designated on behalf of a covered recipient, should be reported under the

name of the covered recipient. For example, when a physician PI requests that a manufacturer

pay a non-teaching hospital for expenses related to an investigator-sponsored study, the

payments should be reported in the name of the PI under the statute’s third party payment rules.

Third, a research-related payment that is made to an entity that is not a covered recipient, such as

a non-teaching hospital, and is not made at the request of or designated on behalf of a covered

recipient, is not reportable under the statute and should not be reported under the final rule. This

approach complies with the statute’s requirements and will reduce burdens associated with

reporting of payments to entities that are not covered by the statute.

We also request that CMS take additional steps to ensure that the published reports can

be understood easily by the public. We support CMS’s proposal to publish research-related

payments attributed to individual physicians “separately” rather than aggregating those payments

with other payments reported for those physicians.4 Research-related payments should be

collected in a separate database and CMS should provide a unique reporting template for those

payments to help ensure that they are not incorrectly aggregated with other payments. We also

request that research-related payments be published in a different location from other payments,

such as a separate page of the public website or on a different website. If CMS elects to have

payments to institutions reported under the PI’s name, CMS should include prominent

explanations on the website and in each downloaded report that the individual physician may not

have actually received the full amount reported.

4 76 Fed. Reg. at 78749.
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II. CMS Should Extend the Review Period for Covered Recipients Prior to Publication of

the Data

CMS proposes to establish a 45-day review period in which covered recipients may

identify potential errors in the reported data and seek corrections.5 This proposal would adopt

the minimum time permitted by the statute.6 We believe that 45 days is not enough time for

physicians and teaching hospitals to identify potential errors in the data, contact each

manufacturer to seek a correction, and work with manufacturers to resolve the dispute. We

expect that this process will be especially challenging for all participants during the first

reporting cycle and more time will be needed to address disputes. ACCC requests that the

review period be extended beyond the statutory minimum of 45 days.

* * *

ACCC greatly appreciates this opportunity to comment on the Proposed Rule

implementing the Physician Payment Sunshine Act. We would be pleased to answer any

questions regarding these comments. Please contact Matthew Farber at 301-984-9496, ext. 221

if ACCC can be of any assistance as CMS continues implement this statute.

Sincerely,

Thomas Whittaker, MD, FACP

President

Association of Community Cancer Centers (ACCC)

5 Id. at 78755.
6 42 U.S.C. § 1320a-7h(c)(1)(C)(ix).


