
February 17, 2012

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, SW
Washington, DC 20201
Posted Electronically

Re: Medicare, Medicaid, Children’s Health Insurance Programs; 
Transparency 
Reports and Reporting of Physician Ownership or Investment Interests,
Proposed Rule

CMS-5060-P
RIN 0938-AR33

Dear Acting Administrator Tavenner:

The American Urological Association (AUA), representing over 90 percent 
of the practicing urologists in the United States, welcomes the opportunity 
to submit comments on the proposed rule on Transparency Reports and 
Reporting of Physician Ownership or Investment Interests. The long-
standing mission of the AUA is to promote the highest standards of clinical 
urological care through education, research and formulation of health care 
policy. We appreciate your attention to the concerns of America’s 
urologists.

The AUA believes that collaboration among physicians and manufacturers 
of drugs, devices and biologics contributes to the development of new 
agents and improvements in the use of existing agents. Support from 
manufacturers facilitates physician and patient education and evidence-
based treatment. We also acknowledge that conflicts of interest can arise 
that may constrain decision-making and reduce public confidence in 
physicians and teaching hospitals. The AUA supports transparency and 
has developed and applies strict conflict of interest standards for 
governance and guideline committee members. We understand that the 
statute establishing transparency standards is quite prescriptive and CMS 
staff has made every effort to implement the statute appropriately. 
However, we have a number of concerns with the proposed regulation and 
are pleased to respond to some of the questions raised by CMS in the 
preamble to the proposed rule.
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Our letter will address the issues listed below:

 Ease of physician review of the payment and transfer of value 
information prior to CMS submission and publication

 Process for physicians to contest and obtain correction of erroneous 
data prior to and after publication

 Definition of educational items subject to exclusion
 Burden imposed on CME providers who make payments to faculty that 

may be funded indirectly from manufacturers
 CMS’ estimate of the financial burden imposed on physicians and CME 

providers

Physician review of payment and transfer of value information 
prior to CMS submission and publication

CMS is seeking comments on a way for applicable manufacturers and 
Group Purchase Organizations (GPOs) to make necessary corrections 
to data on transfers of value and investments prior to submission to 
CMS to reduce the need for changes during the statutory review and 
comment period. CMS discusses a voluntary option for applicable 
manufacturers to provide each covered recipient with information 
regarding the payments and other transfers of value that the 
manufacturer plans to submit to CMS for that covered recipient prior to 
submission. The AUA agrees with CMS that a pre-submission review 
process would assure covered recipients a user-friendly opportunity to 
review and comment on these data prior to submission to CMS. 
Standardization of the process will help ensure that covered recipients 
are not confronted with information for review and correction reported in 
multiple formats with different timeframes. We believe this process 
should be standardized and mandatory rather than voluntary.

The AUA supports the proposal that “applicable manufacturers break 
out the disparate aspects of lump sum payments that fall into multiple 
categories” as one element in a standardized process. This approach 
will be more transparent to users and physicians and will avoid 
reporting on combinations of categories that may differ among 
manufacturers. The AUA accordingly opposes the alternative proposal 
in which segregable payments or other transfers of value may be 
reported as lump sums. The AUA believes that organizing reports in 
this alternative fashion would reduce transparency and confuse users 
of the public website.
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Process to review, contest, and correct erroneous data prior to 
and after publication

The Sunshine Act provides for at least a 45-day review period for 
covered recipients to review the data submitted to CMS prior to 
publication. CMS is proposing a 45-day review period. The proposed 
rule does not specify whether the 45 days in question are business or 
calendar days. We recommend that business days be employed and
that CMS finalize a longer review period. CMS also states that it may 
be difficult for the agency to contact covered recipients and physician 
owners and investors since they don’t actively participate in the data 
submission process. We found this concern surprising since CMS is 
requiring applicable manufacturers and applicable group purchasing 
organizations (GPOs) to report the covered recipient’s name, business 
address, and National Provider Identifier (NPI). This appears to be 
sufficient information to permit CMS to contact covered recipients. We 
support having applicable manufacturers and GPOs obtain e-mail 
addresses from those covered recipients who would like to receive e-
mail notification. We also suggest that notice information would be 
more accessible to covered recipients if it is published in the Federal 
Register as opposed to a CMS website. 

We were also surprised to read in the proposed rule that CMS does not 
believe it should be “actively involved in arbitrating disputes between 
applicable manufacturers or GPOs and covered recipients or physician 
owners” regarding receipt, classification, or amount of payments or 
transfers of value. The AUA believes CMS should accept responsibility 
for assuring the accuracy of data it publishes in a public website. 
However, it is appropriate for the disputing parties to resolve their 
disagreement on their own, if possible. When the covered recipient and 
applicable manufacturer or GPO cannot reach agreement on a 
payment, transfer of value, or investment, we recommend that CMS 
accept the amount claimed by the covered recipient and not publish 
two disputed values. Publication of the applicable manufacturer’s 
submitted and disputed information along with the amount claimed by 
the covered recipient will be confusing for the users of the website and 
will publicize potentially erroneous data that could harm a physician’s 
reputation.

Definition of “educational items”

The Sunshine Act lists a number of types of transfers of value that are 
excluded from reporting. The proposed rule specifies an exclusion “for 
educational materials that directly benefit patients or are intended for 
patient use.” CMS appears to be interpreting this exclusion very narrowly 
by considering whether certain materials provided by applicable 
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manufacturers to covered recipients to educate themselves, but which are 
not actually given to patients, should be viewed as eligible for this 
exclusion. Examples include text books, pocket guideline books, and 
compendia of research abstracts. It is common for manufacturers to 
provide grants or other funding to physician societies to develop hand-out 
materials such as compendia of meeting abstracts or pocket guides. The 
manufacturers hand out these physician society developed materials to 
physicians who visit their booths at conferences. The AUA strongly 
believes that these educational materials “directly benefit patients” and 
should, accordingly, be subject to the exclusion. These (and similar 
materials) are used by physicians to increase their knowledge and stay 
current with scientific and medical developments which directly bear on 
patient treatment. Physician access to these materials translates to better, 
evidence-based care and knowledge-sharing with patients. Materials to be 
placed in physician offices to help educate patients, such as models and 
charts, should also fall under the exclusion. These materials are used to 
educate the patient at the point of care and to explain and demonstrate 
procedures and treatments. 

A final rule that does not exclude these materials from the reporting 
requirements will force manufacturers with booths at vendor fairs to record 
information about each physician who visits the booths and takes 
educational materials or promotional items. This recordkeeping, which will 
include NPIs, will be burdensome for manufacturers and CME providers
who frequently assist them. Furthermore, this burdensome reporting will 
be unnecessary. These types of materials, which educate physicians, 
have a direct benefit to patients, whose physicians are provided with tools 
to be current and deliver the best medical care possible.

Burden imposed on CME providers

The Sunshine Act reporting requirement excludes payments or other 
transfers of value that an applicable manufacturer makes indirectly 
through a third party when the applicable manufacturer is unaware of the 
identity of the covered recipient. If, however, the applicable manufacturer 
is aware of the covered recipient’s identity, the payment or transfer must 
be reported. In the proposed rule, CMS provides an example that 
indicates the applicable manufacturer would be considered to be aware of 
the identities of recipients of indirect payments when the identities are 
publicly available, such as in the case of hospital department chairs. Also, 
if an agent of the applicable manufacturer is aware of the identity of an 
indirect recipient, this awareness will be attributed to the manufacturer.
The AUA believes this broad language could bring CME providers under 
the purview of the proposed regulations. CME providers, such as the AUA, 
submit lists of speakers to manufacturers in seeking grant funding for 
educational sessions. Many conferences also publish a list of the 
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participants, so manufacturers could “know” or “should know” who 
potentially received an indirect transfer of value after the transfer is made 
to the third party. We would like clarification that under these 
circumstances, the indirect payments would not fall within the purview of 
the reporting requirements.  

Moreover, reporting in these circumstances is unnecessary. CME 
providers comply with standards of the Accreditation Council for 
Continuing Medical Education (ACCME). These standards do not prohibit 
sharing the names of faculty with manufacturers, but they do preclude 
commercial interests from dictating session content or speaker selection. 
CME providers, as third parties, are not “covered recipients” under the 
Sunshine Act. Yet, unless such indirect payments are excluded, CME 
providers are likely to be asked by manufacturers to provide more specific 
information regarding speakers. Manufacturers will be unable to report 
accurately which faculty member receive indirect support that originates
with the manufacturer unless the CME provider or physician association 
provides detailed attribution for all faculty. This provision would result in 
the transfer of detailed information to applicable manufacturers, which is 
both burdensome and contrary to the goals of the ACCME standards. 
Worse, the CME faculty members are likely to be unaware of the indirect 
transfers to the conference sponsors and unaware that such payments will 
be reported to CMS in compliance with this regulation.

CMS should not require applicable manufacturers to report indirect 
payments to CME faculty regardless of their knowledge of the identity of 
the indirect recipients. We ask CMS to clearly exclude indirect payments 
for CME from reporting. If CMS retains this provision, third party and 
indirect recipients should have the right to review and correct the data in 
the same manner as covered recipients

CMS estimate of the financial burden on physicians

CMS estimates that physicians will, on average, spend one hour 
annually reviewing the data provided by applicable manufacturers as 
required under the proposed regulations. CMS assumes a percentage 
of the review will be delegated to nurses and office assistants. CMS 
does not include an estimate of the burden of recordkeeping on
covered recipients because the statute does not require recordkeeping. 
The AUA feels that many physicians will keep records of transfers of 
value and ownership interests in GPOs. Some assumption about the 
time burden of this recordkeeping should be added to the impact 
estimate. In addition, CMS should develop an estimate of the impact of
the proposed rule on CME providers for record-keeping, additional 
reporting and report inspection and correction.
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Thank you for your consideration of our concerns and suggestions. We 
would be happy to elaborate on our comments or answer any questions you 
may have. Please feel free to contact Stephanie N. Stinchcomb, Senior 
Manager of Reimbursement and Regulation, 410-689-3786 or 
sstinchcomb@auanet.org if you would like to discuss any aspect of our 
comments.

Sincerely,

Steven M. Schlossberg, MD, MBA
Chair, AUA Health Policy Council
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