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Ministry Office
14528 South Outer forty

St. Louis, MO  63141
314-579-6100

February 10, 2012

Marilyn Tavenner
Administrator
Centers for Medicare & Medicaid Services
Department of Health & Human Services
Room 445-G
Hubert H. Humphrey Building
200 Independence Avenue, S.W.
Washington, DC 20201

CMS-5060-P
Medicare, Medicaid, Children’s Health Insurance Programs; Transparency Reports and 
Reporting of Physician Ownership or Investment Interests
Also, commonly referred to as the Physician Payment Sunshine Act, Section 6002.

Dear Ms.Tavenner: 

Mercy is pleased to provide the following comments in response to the above proposed rule 
published by the Centers for Medicare and Medicaid Services in the Federal Register, Vol. 76, 
No. 243 on Monday, December 19, 2011.

Mercy is a Catholic, not-for-profit, health ministry which, through its affiliated organizations, 
operates 31 owned and managed hospitals that include acute, CAHs, and Rural facilities with 
more than 4,600 beds, three heart hospitals, a rehabilitation hospital, more than 200 outpatient 
care facilities, physician practices, home health programs, skilled nursing facilities and long-term 
care facilities. The communities served are both urban and rural in a 7 state area that includes 
Arkansas, Kansas, Louisiana, Mississippi, Missouri, Oklahoma and Texas.

SUMMARY: This proposed rule would require 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 Secretary certain payments or transfers of 
value provided to physicians or teaching hospitals (‘‘covered recipients’’). In addition, 
applicable manufacturers and applicable group purchasing organizations (GPOs) are required to 
report annually certain physician ownership or investment interests. The Secretary is required to 
publish applicable manufacturers’ and applicable GPOs’ submitted payment and ownership 
information on a public website.
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Mercy requests CMS to include information that clearly specifies the transparency registry does 
not govern ethical conduct. There is a lot of confusion in the healthcare industry about the 
transparency registry. Also, we would request CMS to include information that clarifies there are 
many scenarios under which transfers of value are appropriate and helpful to patients and those 
that are not. Ethical codes of conduct, such as the AMA’s Code of Medical Ethics, should be 
referenced generally and links provided to the various Codes of Conduct. Mercy also requests
any comments or clarifications submitted by physicians related to transfers of value or ownership 
interest(s) they received/owned and which is the subject of a public report.

II. Provisions of the Proposed Regulations
CMS: Finally, we also seek input on specific challenges that applicable manufacturers and 
applicable GPOs may face when setting up the necessary data collection and reporting systems.

While Mercy can understand the value can be obtained from the information CMS proposes to 
require under CMS-5060 we are concerned about the considerable costs and measures that must 
be taken to comply with the proposed requirements. Given the many scenarios that will prompt 
reporting under this proposed rule, a significant amount of data must be compiled and
transmitted to CMS.  This will require many providers/facilities to increase staffing to 
accommodate the maintenance and transmission of the required data.  Mercy is concerned CMS 
has not yet presented a standardized/mandatory electronic form or program that should be used 
by all manufacturers and providers.  Standardization of the form/program will eliminate 
confusion and enable compliance by all parties involved. We believe the current reporting 
requirements are exhaustive, and go beyond the statutorily identified transfers. This has the 
potential to create significant confusion and burden. We respectfully request CMS to develop the 
infrastructure and then assess whether additional expansion is warranted based upon analyzing 
appropriate data.

1. Reports on Payments and Other Transfers of Value under Section 1128G (a) (1) of the 
Act
b. Covered Recipients
CMS: The term ‘‘teaching hospital’’ is not explicitly defined in section 1128G of the Act or 
elsewhere in the Act. One possible way to define the term ‘‘teaching hospital’’ is by linking it to 
Medicare graduate medical education (GME). We believe this is an appropriate way to identify 
teaching hospitals because GME payments are provided to support the training of medical 
residents, and hospitals that receive such payments are easily identifiable. Therefore, we propose 
to define a teaching hospital as any institution that received payments under section 
1886(d)(5)(B) of the Act (IPPS Indirect Medical Education (IME)), section 1886(h) of the Act 
(direct GME), or section 1886(s) of the Act (psychiatric hospitals IME) during the most recent 
year for which such information is available. While we recognize that this definition may not 
capture hospitals with accredited resident programs that do not receive IME or GME payments, 
we are unable to include these hospitals since we cannot readily identify them based on Medicare 
payment data. We seek comment on this proposed definition. 

Mercy fully supports and agrees with CMS on their proposed definition of a teaching hospital.
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c. Identification of Covered Recipients
CMS: With respect to teaching hospitals, we propose to publish a list of hospital covered 
recipients (that is, those hospitals that received Medicare direct or indirect GME) on the CMS 
Web site once per year. We believe publication of this list is necessary because it may not be 
immediately apparent to applicable manufacturers whether a particular hospital meets our 
proposed definition of a teaching hospital, and there is no currently published database that 
includes this information. The list for the reporting year would include the most recent data 
available. We propose that the list of teaching hospital covered recipients should include the 
name and address of each teaching hospital. We seek comments on this proposal.

Mercy is in full agreement with the above proposal, as this should help to eliminate any 
confusion as to which teaching hospitals are required to report data under this proposed rule.

d. Payments or Other Transfers of Value
CMS: In addition, there may be other situations when a covered recipient may request that a 
payment or other transfer of value be transferred by the applicable manufacturer to another 
individual or entity instead of being provided directly to himself/herself or the hospital itself. 
As required in section 1128G(a)(1)(A) of the Act, these payments should be reported under the 
name of the covered recipient since they are made at the request of, or designated on behalf of, a 
covered recipient.

While Mercy can understand CMS’ point of view, Mercy respectfully disagrees with 
CMS’statement.  The covered recipient did not directly benefit from the payment or transfer of 
value, as the covered recipient requested the payment or transfer of value be made to another 
entity, charity, etc. We do not agree reporting should be required in instances such as these by 
the covered recipient and feel the reporting should be required of the entity, charity, etc that 
actually received the benefit of the “payment or transfer of value”.

5. Associated Covered Drug, Device, Biological, or Medical Supply
CMS: However, in cases when a payment or other transfer of value is reasonably associated with 
a specific drug, device, biological, or medical supply, the name of the specific product must be 
reported. For example, if a sales representative takes a physician to dinner to explain the benefits 
of the applicable manufacturer’s new product, the name of the product must be included since it 
was associated with the dinner. Finally, if an applicable manufacturer is not reporting the name 
of the drug, device, biological, or medical supply as appropriate, then the applicable 
manufacturer may be subject to penalties under section 1128G(b) of the Act.

Mercy agrees the name of the specific drug, device, biological or medical supply should be 
reported.  Mercy also agrees failure of the manufacturer to report the specific name of the drug, 
device, biological or medical supply would be subject to penalties, as the name should be readily 
available from the reporting party or parties.
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4. Direct Compensation for Serving as a Faculty or as a Speaker for a Medical Education 
Program
CMS: We are considering, and welcome comments on, whether to limit this category to CME-
accredited speaking engagements and report other speaking engagements in another category, 
such as compensation for services other than consulting, or additional category.

Mercy agrees this category should be limited to CME-accredited speaking engagements.  This 
would help to eliminate confusion regarding the type of engagements that should be reported in 
this specific category.

B. Report Submission and Correction
CMS: Alternatively, we are considering requiring that all applicable manufacturers and 
applicable GPOs register with CMS, regardless of whether they have information to report. 
If an applicable manufacturer or applicable GPO had no payments or transfers of value and/or 
ownership or investment interests to report, the chief executive officer, chief financial officer or 
chief compliance officer would be required to submit an attestation that, to the best of his or her 
knowledge and belief, there were no reportable payments or transfers of value and/or ownership 
or investment interests during the previous calendar year. However, we are seeking input on 
whether requiring registration for all entities and an attestation from entities with no reportable 
information would be more burdensome than beneficial. We seek comment on both the benefits 
and burdens of this consideration and intend to finalize the agency’s position on this in the final 
rule based on comments received.

Mercy believes requiring all applicable manufacturers & GPOs to register with CMS, regardless 
of whether they have information to report will be overly burdensome.  This will create more 
work for all parties involved, including CMS. It is our recommendation only those manufacturers 
& GPOs who have information to report should be required to register with CMS. We 
respectfully request CMS to establish a mandatory electronic form and program that all reporting 
entities must use and issue a template of the mandatory electronic form as part of the final 
rulemaking.

4. 45-Day Review Period for Applicable Manufacturers, Applicable GPOs, and Covered 
Recipients
CMS: Section 1128G(c)(1)(C)(ix) of the Act requires that the Secretary allow applicable 
manufacturers, applicable GPOs, covered recipients, and physician owners or investors the 
opportunity to review the data submitted for a period of at least 45-days prior to the data being  
made available to the public. We propose that these notifications would be provided annually to 
announce the covered recipient and physician owner and investor review and correction period, 
and would include the specific instructions for performing this review. We propose that covered 
recipients, and physician owners or investors may request from CMS the contact information for 
a specific applicable manufacturer or applicable GPO, in the event of a potential dispute over the 
reported data. However, it would be the responsibility of the covered recipient, or physician 
owner or investor to contact and try to resolve the dispute with the applicable manufacturer or 
applicable GPO. We propose that at least one of any entity involved (applicable manufacturer, 
applicable GPO, covered recipient, or physician owner or investor) must report to CMS that a 
payment or other transfer of value, or ownership or investment interest is disputed and the results 
of that dispute at the end of the 45-day review period. 
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We propose that applicable manufacturers, applicable GPOs, covered recipient, or physician 
owners or investors alert CMS as soon as possible regarding any errors or omissions, but these 
changes may not be made until the data is refreshed for the following reporting year.

Mercy feels strongly that physicians should be given a standardized, mandated process they can 
follow to dispute inaccurate reporting of payments or transfers of value. Physicians should also 
be provided with a mechanism to attach a ‘statement’ or ‘attestation’ to the report which they are 
disputing; as CMS states in this proposed rule the errors may stay on the report for 1 year. 

We also recommend CMS use all existing physician communication vehicles to notify 
physicians of their right to review and correct their consolidated report and provide guidance on 
the process to challenge inaccurate, false, or misleading reported transfers of value or 
categorizations of form. We would request CMS to partner with organized medicine to annually 
distribute notices through state medical associations and national medical specialty societies. 

Additionally, Mercy recommends CMS establish an expedited method to adjudicate disputes 
where physicians and reporting entities are allowed to challenge the accuracy of reports. As 
discussed above, we request CMS to provide physicians with the opportunity to include 
information or explanations in their public reports, including information on disputed items.

Finally, CMS estimates the average cost for implementation will be approximately $170,000 
annually for most companies, which may be a low estimate.  The financial burden of this 
proposed rule will be a heavy weight on the already constrained healthcare facilities.

We are grateful for the opportunity to provide comment and fully support CMS on the above 
proposed changes in the Transparency Reports and Reporting of Physician Ownership or 
Investment Interests regulations. If you have any questions or wish to discuss further, please 
contact me at Randall.combs@mercy.net or 314-628-3607.

Sincerely,

Randall Combs,
Senior Vice President/CFO
Mercy Health 

cc: Ron Trulove
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