February 17, 2012

Marilyn B. Tavenner

Acting Administrator

Chief Operating Officer

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

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

Dear Acting Administrator Tavenner:

On behalf of the undersigned organizations, we appreciate the opportunity to provide
comments in response to the proposed regulation published on December 19, 2011,
Medicare, Medicaid, Children’s Health Insurance Programs; Transparency Reports and
Reporting of Physician Ownership or Investment Interests (CMS-5060-P) (Proposed Rule).
We are pleased that the majority of the Proposed Rule comports with the Affordable Care
Act (ACA) statutory provisions and congressional intent; however, we are concerned that
Centers for Medicare and Medicaid Service (CMS) has exceeded its statutory authority with
regard to at least one significant provision and misconstrued Congress’ overall intent and
statutory requirements in other areas. While we support the underlying goal of enhancing
transparency, we believe the proposed rule, if implemented without significant modifications,
will result in the publication of misleading information and impose costly and burdensome
paperwork requirements on physicians while shedding very little light on actual physician-
industry interactions.

Background

The ACA mandates that beginning in 2012, manufacturers of specified drugs, medical
devices, and biologicals participating in U.S. federal health care programs must begin
tracking any transfers of value or payments of $10 or more (as indexed by Consumer Price
Index) to physicians and teaching hospitals." These reports must be submitted to the
Secretary of Health and Human Services on an annual basis. The majority of the information
contained in the reports will be available on a public, searchable website in 2013. In

! The statute and regulations exclude transfers of value less than $10, unless the aggregate amount

transferred to a physician by a manufacturer exceeds $100. As a result, manufacturers must track all transfers
(as physicians must as well to in order to challenge any inaccurate manufacturer reporting) in order to report
transfers of value that are less than $10, but cumulatively exceed $100.



addition, the ACA mandates that manufacturers and group purchasing organizations (GPOs)
must report ownership interests held by physicians and their close family members.

Implementation

We strongly support the proposal to delay reporting until a final rule has been issued
by CMS to ensure that physicians have adequate notice of final transparency report
requirements and to provide CMS and manufacturers/GPOs an adequate opportunity
to establish a reporting process that is consistent with the statute and congressional
intent. The proposed rule has generated many questions and there remains a great deal of
confusion. We urge CMS to provide physicians and physician organizations adequate time
to provide training and information about the final program prior to implementation.

CMS Is Required to Publish Accurate Transparency Reports

CMS has stated in the proposed rule that it does not believe that the federal government
should “be actively involved in arbitrating disputes between” physicians and
manufacturers/GPOs. CMS proposes (1) that manufacturers/GPOs voluntarily employ a pre-
submission review/dispute process for physicians; and (2) a post-CMS submission process
where physicians are provided aggregate reports by the agency, but must contact
manufacturers/GPOs to resolve disputes. CMS indicates that to the extent disputes remain
outstanding between a physician and manufacturer/GPO, the disputed information would be
flagged by CMS in the public Web site and the agency would consider using the physician’s
disputed aggregated total. At a minimum, we support the use of the aggregated total
specified by the physician.

Despite the foregoing, we are concerned that the proposed process does not provide an
adequate means for physicians to challenge reports. False, misleading, and inaccurate
information could be publicly posted on a government website while denying physicians
basic due process rights to challenge such information. It was reasonably expected that an
objective arbiter and a standard, expedited process would be utilized to address
disagreements concerning the contents of transparency reports. We urge CMS to
establish an independent process for resolving disputes between manufacturers/GPO and
physicians about reports. This dispute resolution process could be conducted by CMS itself
or by a separate entity. For example, CMS relies on accredited Independent Review
Organizations (IRO), Independent Review Entities (IRE), and Qualified Independent
Contractors (QIC) as part of the Medicare appeals procedures. These independent entities
are contracted by Medicare to re-determine previous, lower level, decisions.

Even where an independent arbiter is utilized, if a physician continues to dispute a
manufacturer’s report, CMS should flag the disputed information on the public Web
site and provide a comment section that allows a physician to include a rebuttal in
narrative form. In addition, CMS should utilize the aggregated total specified by the
physician. The consequences of a dispute between a manufacturer/GPO and a physician do
not have the same impact on the standing and reputation of each party. A few disputes
between a manufacturer and a handful of physicians are unlikely to ruin a



manufacturer/GPQO’s standing or even subject the manufacturer/GPO to civil money penalties
(CMP). In contrast, physicians may have their careers and professional reputations damaged
as a result of one disputed report, and physicians may incur significant expenses to resolve a

dispute with a manufacturer/GPO.

The proposed rule outlines a process where the government would purport to bear no
responsibility for ensuring the accuracy of publicly posted transparency reports (and that it is
merely a conduit of reporting provided by manufacturers). Yet, as outlined in the proposed
rule, there is little to no consequence for a manufacturer/GPO when they inaccurately report
on transfers of value or ownership, whereas the consequences to an individual physician are
potentially significant. In fact, manufacturers/GPOs have a strong incentive to report rapidly
(as opposed to accurately) because failure to timely submit a complete report will be evident
to the agency (and subject the manufacturer/GPO to CMPs). While CMS proposes to include
an evaluation of the nature and amount of information reported in error and the degree of
diligence exercised in correcting information reported in error when imposing a CMP, we are
concerned that what a manufacturer/GPO and CMS may consider minor (when weighed
against the totality of information reported) could actually have significant consequences for
individual physicians. Furthermore, while it is straight-forward to determine whether a
manufacturer missed a deadline, a dispute about the accuracy is likely to generate fewer
sanctions for the manufacturer/GPO.

CMS has proposed that manufacturers/GPOs establish a voluntary process that allows
physicians to review their applicable manufacturer/GPOs report prior to submission to CMS.
The technology exists that would impose a minimal burden on manufacturers/GPOs to
provide real-time as well as regular cumulative reports to physicians in multiple formats
(e.g., mail, electronically, or web-based). In order to meet the agency’s obligation to
ensure accurate reporting, manufacturers/GPOs should be required to establish a
standardized process and procedures that provide ongoing notifications to physicians of
all transfers of value/ownership interests with an opportunity to correct reports as well
as a cumulative report before the manufacturer/GPO transmits a report to CMS. If
CMS bears the sole responsibility for providing such reports to physicians within a 45-day
period, there will be an increased probability that false and misleading reports will be made
public. We also support the secure Web site portal proposed by CMS, but we believe it is
insufficient to ensure that reports are accurate and do not contain erroneous information that
could be damaging to individual physicians.

The ACA provides physicians with a statutory right to challenge all reports even after
publication. In the proposed rule, however, we believe this right would be diluted. We
oppose limiting a physician’s ability to challenge the accuracy of reports to the
“current” and prior reporting year within a compressed 45-day window each year.
There is no statutory support for this provision and it is inconsistent with the Congress’ intent
to ensure such reports are accurate. The ACA provides that before a report is made public,
physicians are to have 45 days to review and submit corrections, at a minimum. This does
not apply to corrections after the reports are made public.




Congress intended that disputes would not delay publication, but never provided that all
disputes were to be compressed into a 45-day once a year period. Given the prescriptive
nature of the statutory scheme, this would deny physicians substantive and procedural due
process rights. In light of the current state of technology, CMS and manufacturers/GPOs
have the capability to allow for real-time updates and modification of reports. Instead of
compressing the challenge period into a short period of time that could require significant
allocation of staff resources during this condensed period, it is reasonable to require
manufacturers and CMS to allow modification and correction of reports on an ongoing basis
as part of their normal workflow. In sum, the statute does not establish a maximum 45-
day window in which to challenge the accuracy of transparency reports and we do not
support CMS imposing such an arbitrary limitation on the due process rights of
physicians.

We strongly urge CMS to re-structure the process the agency has outlined. The
proposed rule opens the door to the real possibility that a large number of physicians could
become the victims of false, inaccurate, or misleading reporting and suffer significant
damages including investigation by government and private entities, potential disciplinary
actions, public censure, ridicule, and destruction of professional reputation and livelihood.
During congressional hearings, investigations, and legislative negotiations, the unambiguous
intent of Congress was to provide a mechanism to ensure that the actual interactions between
physicians and manufacturers were transparent. It was never contemplated that the
information in the transparency reports would be false, misleading, or materially inaccurate.

Congress Did Not Authorize CMS to Expand Reporting to Indirect Transfers (Not Otherwise
Specified in Statute)

When Congress passed ACA’s Sec. 6002, it expressed an unambiguous intent to strike prior
legislative language that would have required reporting on indirect transfers of value except
when manufacturers make a payment or other transfer of value to an entity or individual at
the request of or designated on behalf of a physician as specified in Section 6002(a)(1)(B).
Earlier versions of what eventually became ACA Sec. 6002, H.R. 5605, Physician Payments
Sunshine Act of 2008, and S. 2029, Physician Payments Sunshine Act of 2007, would have
explicitly required that manufacturers report a payment or other transfers of value made,
“directly, indirectly, or through an agent, subsidiary, or other third party.” This language was
not included in the ACA version of the Physician Payments Sunshine Act.

Sec. 6002 of the ACA provides for reporting on direct transfers except as outlined in Sec.
6002(a)(1)(B). This latter subsection was added in the ACA version of the Physician
Payments Sunshine Act in order to capture when reporting on indirect payments and transfers
would be required. As stated above, this would be where manufacturers are transferring
payment or value to a third party at the request of the physician or designated on behalf of the
physician. When Congress conferred the agency with the authority to add additional
reportable categories, it did not confer the agency with the authority to expand reporting to
indirect payments or transfers except in this carefully prescribed area.



Despite the foregoing, CMS’s interpretation of “payment or other transfer of value,” Sec.
6002(e)(10)(A), includes instances where the manufacturer learns of the identity of a
physician before, during, or after the manufacturer makes a payment or transfers value to a
third party or when made through an “agent.” CMS proposes to require reporting where a
manufacturer has actual knowledge of, or acts in deliberate ignorance or reckless disregard
of, the identity of a physician. This interpretation is inconsistent with congressional intent, is
unworkable, and could undermine the independence of certified CME and other activities
where manufacturers make grants, but are barred from any control over how funds are used.
This is amplified by the agency’s overbroad proposal to make attribution of value even where
there is little to no evidence that the physician receives any payment or value.

CMS proposes to expand the universe of detailed information manufacturers would demand
to have about physicians where the manufacturer is reasonably expected to learn that a
physician received a benefit from a transfer to a third party. This would add to the
complexity of the reporting requirement since the third parties would have to report in detail
back to all manufacturers the value attributed to each physician in their
organization/company/conference after the indirect transfer is made.

For example, certified Continuing Medical Education (CME) activity faculty would have to
be listed as receiving a payment from industry despite the fact that manufacturers are
explicitly prohibited from having any control over the content, speakers, or attendees. While
industry does not name the faculty, they could learn the identity of the faculty since this
information is typically public. Many conferences that physicians attend in order to earn
certified CME credit (either certified by the American Academy of Family Physicians, the
American Osteopathic Association or the AMA) also publish a list of the participants so the
manufacturer could "know™" or "should know" who potentially received an indirect transfer of
value after the transfer is made to the third party. However, the manufacturer cannot
accurately report how to make proper attribution of value unless the CME provider or
conference host provides a detailed attribution for all faculty and CME/conference attendees.
The consequence of such an approach would be the transfer of an exhaustive amount of
information to manufacturers about individual physicians participating in independent,
certified CME. Congress never intended that transparency reports would become a gold
mine of physician information for manufacturers.

All of the foregoing concerns were raised with congressional staff, and Congress elected to
strike reporting on indirect transfers or transfers through an “an agent, subsidiary, or other
third party.” At a minimum, CMS should replace the proposed standard with a
regulation that provides that in all instances where a manufacturer would not
necessarily know the identities of the specific recipients (who eventually receive a
benefit) and the transfer is not made at the request of a covered recipient or designated
on behalf of covered recipient, an indirect transfer is not reportable. Further, we
strongly oppose the effort to expand this provision to the agents of manufacturers since CMS
fails to define the term agent and, more importantly, Congress specifically considered
including agents, but rejected this approach as discussed fully above.



The Proposed Rule’s overbroad interpretation of the statutory language is inconsistent with
the Administration’s stated goal of reducing regulatory burdens on physicians. As discussed
more fully below, CMS has significantly understated the paperwork burden this imposes on
all physicians since the wide swath of indirect reporting dictates that physicians track any
activity that could conceivably have any indirect transfers of value (even where there isn’t
any transfer of value since most physicians will not know until they receive notice from a
manufacturer or CMS whether or not they received anything of value from a manufacturer
indirectly).

Congress Excluded Certified Continuing Medical Education (CME) from Reporting

We believe that CMS has exceeded its statutory authority to the extent it requires reporting
on certified CME since Congress excluded certified CME from transparency reporting
requirements. Though Congress contemplated including CME in transparency reports, it
ultimately rejected this option. The American Medical Association (AMA) requires that
accredited CME providers that certify CME activities for AMA PRA Category 1 Credit™
comply with the Standards for Commercial Support which include the Standards to Ensure
the Independence of CME (SCS), promulgated by the Accreditation Council for Continuing
Medical Education (ACCME), as well as the AMA’s Code of Medical Ethics. In addition, all
certified CME includes course content approved by the previously named certifying bodies.

Because certified CME is independent and manufacturers have no control or input into
the content, the speakers, or the attendees, it is not covered by ACA Sec. 6002. The law
includes a broad category of educational activities that are subject to reporting. These
include promotional activities that are defined by the Food and Drug Administration (FDA)
as education developed by or on behalf of a commercial entity and under the substantive
influence of that entity to provide information on the therapeutic use of a product or service.
Congress explicitly deleted reference to CME when the final version of the Physician
Payments Sunshine Act was signed into law as part of the ACA.

We urge CMS to exclude from reporting certified CME as this is a reasonable
interpretation of both congressional intent and the legislative history of this provision.
As discussed above, earlier versions of the Physicians Payments Sunshine Act, S. 2029 and
H.R. 5605, required reporting on a far larger universe of transfers/payments including all
indirect transfers/payments and for “participation in a medical conference, continuing
medical education, or other educational or informational program or seminar, provision of
materials related to such a conference or educational or informational program or seminar, or
remuneration for promoting or participating in such a conference or educational or
informational program or seminar.” Once Congress deleted CME and limited the universe of
indirect transfers/payments that are reportable, it made clear its intent that certified and
accredited CME were not to be included as part of the transparency reports.

CMS Is Required to Ensure Accurate Attribution and Not Estimates

The ACA mandates that manufacturers are required to specify and report the portion of the
transfer of value/payment made directly to a physician or an indirect transfer made at their



request or designated on the physician’s behalf. CMS’s proposal to estimate or impute
attribution even where there is no direct transfer or a qualifying indirect transfer is beyond its
statutory authority, violates basic principles of due process, and is inconsistent with
congressional intent. Congress did not direct CMS to develop reports that provide an
approximation of the value transferred by manufacturers to physicians nor did Congress
intend that transfers of value made by manufacturers to an organization or entity that employ
physicians would be attributed to a physician without regard to whether they received the
transfer, requested the transfer, or it was designated on their behalf. CMS has proposed that
where an organization receives a payment or transfer of value, it will be apportioned among
the physicians in the organization or institution. This, of course, could result in grossly
misleading reporting. Physicians employed by a large organization or institution could have
funding and transfers imputed to their report that they cannot reject, they do not receive
directly (or even indirectly but in the most attenuated sense), and for which they have no
knowledge so they are unable to effectively challenge it. We also strongly oppose CMS’s
proposal to attribute to a physician transfers of value or payment that are made to other
individuals where the physician personally did not request the transfer, it was not designated
on their behalf, and they did not receive it. CMS is required to direct manufacturers to
document and report only those payments and transfers made directly to physicians or
those specified indirect transfers/payments requested by the physician or designated on
their behalf.

Furthermore, we oppose efforts to attribute the total manufacturer payment/transfer of value
for research when in many cases only a very small percentage could reasonably be attributed
to a physician even were CMS to segregate these amounts into a separate reportable column
on the public website as suggested in the Proposed Rule.

Notice

All individuals and entities that are the subject of public reporting have a basic due process
right to notice of any report that implicates them as well as a right to correct false,
misleading, and inaccurate reports. Where a payment or transfer of value is made at the
request of a physician or designated as being made on behalf of the physician, the physician
should receive notice as well as the entity/individual receiving the payment/transfer of value.
Manufacturers will have the name and contact information for individuals/entities that
receive the payment/transfer of value. Transmitting this information to CMS so that the
agency is able to provide an aggregate report and an opportunity to review/correct the
reporting is not anymore burdensome than doing so for physicians.

Personal Relationship Exemption & Reporting on Family Ownership Interest

CMS has proposed a personal relationship exemption where there are transfers of
value/payment between individuals who have a personal relationship. We strongly support
this proposal and recommend that CMS structure these exemptions for personal relationships
to parallel those applicable to federal employees and those developed under the Lobbying
Disclosure Act as amended.



CMS has also proposed that a physician’s family member ownership interests should be
reported in aggregate without identification of individual family members. We support this
approach when manufacturers/GPOs transmit the reports to CMS. There are serious privacy
concerns when detailed information about family relationships and ownership interests are
introduced into the public arena (including the government) for no other reason than an
individual is a family member of a physician. We urge CMS to mandate that
manufacturers/GPOs report this information to the family member and the physician. There
is no other way that a physician (or the family member) is able to dispute the report when it
is false, misleading, or otherwise inaccurate.

Website Publication of Additional Helpful Information

We urge CMS to modify the language that it proposes to include as explanatory and
background information generally concerning the transparency reports. The general public is
inclined to conclude that these interactions constitute conflicts of interest or inappropriate
relationships. CMS appears to take the view that the publication of these interactions will
have the opposite impact since CMS proposes that it merely post on the Web site that the
information in the database does not indicate that the payments/transfers of value are
legitimate nor does it necessarily indicate a conflict of interest or any wrongdoing.” The
transparency reports and requirements do not establish ethical guidelines. We urge CMS to
state unequivocally that the transparency reports and the Web site do not establish ethical
guidelines that govern physician and industry interactions. We would urge CMS to include
links to sites that do provide ethical guidelines for physician and industry interactions.

Exclusion of Educational Materials that Benefit Patients

We strongly support the exclusion from reporting educational materials that directly benefit
patients. We urge CMS to adopt such an exclusion as well as offer clear guidance providing
that this exclusion would also apply to items that are not necessarily given to patients, but
includes educational materials that increase a physician’s medical knowledge.

Information Collection Requirement Burden on Physicians is Significant

CMS has provided a very limited estimate and analysis of the burden associated with the
information collection requirements for physicians of the Proposed Rule. While we strongly
believe this estimate would be alleviated by requiring manufacturers/GPOs to provide
ongoing updates and cumulative reports to physicians in their preferred mode, the current
Proposed Rule would require all physicians to maintain ongoing records of every activity that
they engage in so that they are able to ensure accurate reporting. This is not an overstatement
given the large universe of indirect reporting requirements contained in the Proposed Rule.
We believe that CMS has greatly underestimated the amount of time physicians would need
to review cumulative reports and to challenge them before they were posted given the
resources that physicians would likely need to dispute inaccurate, false, and misleading
reports. The 45-day review time proposed in the rule is far too short and would dictate that
all physicians maintain detailed reports of all professional activities. Realistically, we would



anticipate that the paperwork requirements of documenting all of a physician’s activities
could easily exceed 80 hours a year.

We disagree that this would impact only a subset of the universe of physicians. All
physicians would have to document their activities since they cannot know in advance when
an indirect transfer/payment becomes a reportable event. The foregoing is contrary to
congressional intent that physicians would not bear this paperwork burden. CMS would need
to revise this assessment and the underlying assumptions to the extent the Proposed Rule
remains unchanged. The overall paperwork burden for physicians would be substantially
diminished if manufacturers/GPOs were required to provide ongoing notification and a
cumulative report before submitting a report to CMS, proper attribution was required, and
only those indirect transfers/payments specified in statute were included.

We appreciate the opportunity to provide our comments and look forward to working with
you to ensure that the transparency reports contain meaningful and accurate information.

Sincerely,

American Medical Association
Aerospace Medical Association
American Academy of Dermatology Association
American Academy of Family Physicians
American Academy of Neurology
American Academy of Ophthalmology
American Academy of Physical Medicine and Rehabilitation
American Association of Clinical Endocrinologists
American Association of Clinical Urologists
American Association of Neurological Surgeons
American Association of Neuromuscular and Electrodiagnostic Medicine
American Association of Orthopaedic Surgeons
American College of Cardiology
American College of Chest Physicians
American College of Emergency Physicians
American College of Mohs Surgery
American College of Osteopathic Family Physicians
American College of Osteopathic
American College of Osteopathic Surgeons
American College of Phlebology
American College Radiology
American College of Surgeons
American Congress of Obstetricians and Gynecologists
American Gastroenterological Association
American Medical Group Association
American Osteopathic Academy of Orthopedics
American Osteopathic Association



American Society for Clinical Pathology
American Society for Gastrointestinal Endoscopy
American Society for Pediatric Nephrology
American Society for Radiation Oncology

American Society of Cataract and Refractive Surgery
American Society of Echocardiography
American Society of Hematology
American Society of Nuclear Cardiology
American Society of Plastic Surgeons
American Thoracic Society
American Urogynecologic Socity
American Urological Association
College of American Pathologists
Congress of Neurological Surgeons
Heart Rhythm Society
Joint Council of Allergy, Asthma and Immunology
Medical Group Management Association
Renal Physicians Association
Society for Cardiovascular Angiography and Interventions
Society for Vascular Surgery
Society of Gynecologic Oncology
The Endocrine Society
The Society of Thoracic Surgeons

Medical Association of the State of Alabama
Alaska State Medical Association
Arkansas Medical Society
California Medical Association
Connecticut State Medical Society
Medical Society of Delaware
Medical Society of the District of Columbia
Florida Medical Association Inc
Hawaii Medical Association
Idaho Medical Association
Illinois State Medical Society
lowa Medical Society
Kansas Medical Society
Kentucky Medical Association
Louisiana State Medical Society
Maine Medical Association
MedChi, The Maryland State Medical Society
Massachusetts Medical Society
Michigan State Medical Society
Minnesota Medical Association
Mississippi State Medical Association
Missouri State Medical Association
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Montana Medical Association
Nebraska Medical Association
Nevada State Medical Association
New Hampshire Medical Society
Medical Society of New Jersey
New Mexico Medical Society
Medical Society of the State of New York
North Carolina Medical Society
North Dakota Medical Association
Ohio State Medical Association
Oregon Medical Association
Pennsylvania Medical Society
Rhode Island Medical Society
South Dakota State Medical Association
Tennessee Medical Association
Texas Medical Association
Utah Medical Association
Vermont Medical Society
Medical Society of Virginia
West Virginia State Medical Association
Wyoming Medical Society
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