AM A james L. Madara, MD American Medical Association
Executive Vice President, T80 515 M. State Strest

AMERICAN MEDICASL : Chicago, lliinols 83654
ABSOCIATION -

AMA-S55w0rg

ipr 312448453000
i 3124644184

October 10, 2012

Marityn B. Tavenner

Acting Administrator

Centers for Medicare & Medicaid Services

.S, Department of Tcalth and 1luman Services
Hubert T, TTumphrey Building, Room 445-G
200 Independence Avenue, SW

Washingion, DC 20201

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

Dear Acting Administrator Tavenner:

The American Medical Asseciation (AMA) appreciated the opportunity to participate, along,
with the Centers for Medicare & Medicaid Scrvices (CMS), in the September 12, 2012
Roundtable on the Physician Payments Sunshine Act (Sunshine Act) hosted by the U.S.
Senate’s Special Committee on Aging. In light of the issucs raised, we arc submitting
follow-up comments to you on Sunshine Act implementation. Although the Roundtable
participants represented disparate stakeholder miterests, there appeared to be consensus on ¢
number of key issues, including the need 10 ensure an adequate period of time for
implementation prior to triggering the reporting requirement, limiting the scope of the
reporting requirement to transfers explicitly specified by statute, and ensuring that legitimate,
legal, and ethical transfers of value and other interactions between industry and physicians
are not framed as suspect, inappropriate, or fraudulent. All stakeholders agreed, including
the U.8. Scnators who introduced the Sunshine Aet, that the purpose of the law is to
promaote transparency, not to chili, er curb, otherwise appropriate interactions that
advauce the art and science of medicine.

As we have stated previously in discussions with CMS and in our formal written comments
on the proposed rule, we support the underlying goal of enhancing transparency. However,
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
intcractions. Below we have amplified on areas of concern in the proposed rule as well as
recommended moedifications to ensure that the final rule comports with the statute as well as
congressional intenf. We look forward to werking with CMS and other stakcholders in
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order to sfreamline the reguiatory burden, ensure accurate and fair reporting, and
allow adequate time to conduct outreach and education on the final rule to physicians.

Implementation of the Final Regulaiion

The AMA supports transparcncy and to that end, we have worked with Congress on the
Sunshine Act. As we noted during the Senate Roundtable, there were modifications made to
the Sunshine Act that reflected a considered decision to avoid a “boif the ocean™ approach to
transparency reporting as this would create more questions than answers, inerease dispuics,
and impose a substantial administrative burden.

Several key points that we made during the congressional debate and at the Scnate
Roundtable bear repeating here as CMS makes important decisions with regard to
implementation of the Sunshine Act. It is critically important that the final rule and resulting
mode of implementation do not create the impression that the transparency reporting
requirements establish ethical standards or reflect program integrity or fraud and abusc laws.

The AMA was founded with the purpose of establishing ethical standards for all physicians,
First developed in 1847, the AMA Code of Medical Ethics (AMA Code) undergoes continual
revision, guided by the AMA Counci! on Lthical and Judicial Affairs (CEJA). The epinions
contained in the AMA Code establish core standards of conduct for the medical profession
that address relevant issues in medical practice. The AMA Code constitutes the most
conyprehensive source of ethical guidance for physicians and serves as the primary
compendinm of medical professional ethical statements in the United States. While not all
transfers are subject to reporting under the Sunshine Act, the AMA provides ethical
guidance that covers all transfers——inciuding indirect ones.

The AMA has clear ethical guidelines that govern physician interaction with industry. In
brief. based on the AMA Principles of Medical Hthics (Principles) and the AMA Code.
physicians’ responsibility to their patients is paramount. This means that physicians must
not place their own financial interests above the weifare of their patieats and their
medical recommendations must not be inappropriately influenced by financial
considerations.’ The AMA, along with other stakeholders in the medicat profession,
continues to take appropriate measures to reduce the actual or perceived confiicts-of-interest
that might arise from industry transfers of value to physicians. in order to safeguard the
delivery of quality health care based on the best availabte science, thus eaming and
mainfaining the trust ot patients.

" In 2011, the AMA’s House of Delegates, a deliberative body comprised of representatives from state medical
associations and medical specialty societies, adopted an ethics policy on Financial Relationships with Industry
in Coatinuing Medical Education proposcd by CEFA. CEJA’s repor! on this matter identificd the core ethical
principles of transparency, independence, and accountability. ‘Fhe report’s recommendations provide practical
cthical guidance to maintain the independenee and integrity of continuing professional educution and promote
public {rust.
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The AMA believes that physician relationships with industry should be transparent,
meaning(ully independent, and focused on benefiis to patients. The AMA supporls
providing information that physicians and the public nced 1o make informed, critical
judgments about physician-industry relationships. In addition, the AMA supports practices
that cnsure that a physician’s clinical judgments arc objective and evidence based and that a
physician’s interactions with industry arc transparent,

The Sunshine Aci does not set ethical standards {or the medical profession nor does 1t codify
Lraud and abuse or program integrity laws. We urge CMS 10 take steps 1o make the
foregoing clear. While the transparency reporting undoubtedly could provide
information in some cases on transfers that violate professianal ethical codes or cven
federal and state fraud and abuse laws, the purpose of the Sunshine Act registry is not
to supplant the role of the prefession in regulating ethical conduct or te create new
fraud and abuse laws.

There is a danger in conflating thesc issues since it could lead to a public perception
that most, if not all, transparcncy reports are prima facice evidenee of unethical or
illegal behavier. This perception has the potential to chill beneficial collaboration and
information exchange between physicians and industry. Tor example, we would not want a
stigma associated with industry-physician collaborations that facilitate the clinical
application of knowledge we are rapidly gleaning about the human genome. New
technologies and discoveries such as molecular pathology diagnostics have the potential to
revolutionize the practice of medicine as we know it. Physician decisions are heavily
dependent on the quality of the scientific information available, provided to them, in part, by
industry and federal regulators. There remains a need for interactions between physicians
and industry to ensure the free flow of valid scientific information. When the information is
accurate and complete, physicians have the necessary tools to make the right treatment
decisions. 1f information is not properly provided by industry, or if physicians never receive
such information, necessary and appropriate medical care can be jeopardized.

For the above reasons, we urge vou to reesnsider tasking the Center for Program
Integrity with impicmentation of the final Sunshine Act regulation because it will canse
significant confutsion about the purpose of the trausparency reports and ercatce a strong
perception that anything confained in a transparency report presumptively raises
cthical, lrand, abuse, and pregram integrity coneerns. T'he sponsors of the Sunshine Act
madc clear during the Senate Roundtable that this was not their intent since the majority of
the interactions arc appropriate. Yet, CPPs implementation could create the pereeption 1hat
the reports raise program integrity concerns. Combaling this perception could be
exceedingly difficult and will unduly chill appropriate, legal, and ethical physician-industry
interactions that promote innovation and advances in clinical knowledge. While we
appreciate that CPl has experience with the imposition of civil money penaltics (which

manu facturers potentially would be subject 1o i they {uil to comply), we recommend
bifurcation of the responsibility whereby another component of the agency is
responsibie for the data collection, reporting, and appeals while CPI is referred
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compliance matters inclading enforcement. Further, we have additional concerns that
some transparency reports—we anticipaie a small number——could be used as evidence by CP1
in its program integrity rele and, yet, CP1 would control the corrections and other elements of
what would become evidence. This creates a strong perception of, if not an actual, conflict
ol interest where a component of an agency molds and gencerates the evidence that then js
used by the very same component of the agency to establish violations of agency policies or
fraud and abuse/program integrity laws. The foregoing is mitigated through checks and
balances and is not an uncommon practice and policy within the U.S. Departiment of Health
and Human Services.

Areas of Concern with the Propesed Rule

The following areas provide a summary of the AMA’s additional concerns and recommended
changes to the proposed rule.

CMS is Required to Publish Accurate Transparency Reports

CMS has proposed a process that would deny physicians substantive and procedural due
process rights. The proposed process is unlikely to ensure accurate reporting or a reasonable
opportunity to correct false, misleading, or inaccurate reports by severely limiling the ability
of physicians to review and challenge incorrect reports. The proposed rule does not require
manufacturers to provide physicians with the option of an ongoing opportunity to check
reports nor does it indicate that the agency or some other independent third party will
arbitrate disputes between physicians and manufacturers. In addition, the agency proposcs o
severely restrict the ability of physicians to challenge reports with a compressed 45 day
window.

l.imiting physician response to a 45-day window is inconsistent with Congress™ intent lo
cnsure such reports are accurate and is inconsistent with the fact that there is no similar
constraint on requesting correction once a report has heen made public. In light of the
current state of technology, industry has the capability to aliow for real-time updates and
modification of reports. All of the foregoing was born out during the Senate Roundtabie by
the comments offered by the Sunshine Act sponsors as well as the industry participants that
included representatives of pharmaceutical and medical device companies.

We strongly urge CMS Lo restructure the proeess that the agency has outlined and
require industry to provide physicians with ongoing access te reports, provide
physicians an opportunity to include commentary to any public disclosures of transfers,
and establish a neutral arbifer to resoive disputes. 'The proposed rule opens the door to
the real possibility that a farge 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 protessional reputation and livelihood.
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CMS is Not Authorized by Statute to Expand Reporting to Indivect Transfers (Noi Otherwise
Specified in Statute) Such as Certified CME

Although the statute limits reporting to direct payments/transfers of value to physicians (with
certain carefully specified exceptions), CMS has proposed expanding the category of
transfers subject to reporting to a broad class of indirect transfers. The statute requirces that
manufacturers report indirect payments and transfers of value made to third partics at the
request of the physician or as designated by the physicians, thereby closing a potential
loophole to avoid reporting that had characterized original Senate and House bills (8. 2029,
“Physician Payments Sunshine Act of 2007 and H.R. 5605, “Physician Payments Sunshine
Act of 20087). By opening the door to a far broader number of indircct transfers that are of
questionable relevance. the proposed regulation would obscure significant interactions
between industry and physicians and impose a signiticant paperwork hurden,

Equally concerning, CMS has proposed reporting standards that will include indirect
transfers that occur through certified CMHE*—this interpretation is not supported by statutory
language. The AMA agrees that other educational activitics, including those that are
characterized as CME (but which are not certitied), could be subjcct 1o reporting as there
could be direct transfers of value to individual physicians apd indusiry could control and/or
influence the content of the cducational materials, Certified CME is independent and
manufacturers have no control or input into the conient, the speakers, or the attendees. In
light of the foregoing, certificd CME is not covered by the Sunshine Act and CMS should
make this clear. Furthermore, there was broad agreement among the Senate Roundtable
participants that requiring reporting on indirect transfors including certitied CME would posc
a significant administrative challenge and were not the type of transters that most concern
paticnts.

CMS is Required to Ensure Accurate Atiribution and Is Not Allowed 1o Use Listimates

Whereas the Affordable Care Act {(ACA) provides for reporting of actual payments/transfers
of value to a covered physician, CMS has proposed attributing a payment/transler on the
basis of a physician’s employment, afliliation, or association with an entity or person that
received a direct payment/transfer even if the physician him or herself did not receive any
payment/transier, direct or indirect, Attribuiton even where there 1s no direct transter or
qualifying indirect transfer is beyond CMS” statutory authorily, violates basic principles of
duc process, and is inconsisient with congressional intent.

Congress id not imtend that transfers of value made by manufacturers to an organization or
entily that employ physicians be apportioned among physicians affiliated with the
organization without regard to whether individual physicians received the ransfer. requested

* Certified CME s defined as: 1. nonpromotional fearning activities certified for credit prior (o the activity by
an organization authorized by the credit system owner, or, 2. nonpromotional learning activities tor which lic
credit system owner direetly awards credit.
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the transier, or designated a third parly (o receive it on their behalf, Fo do so could result in
grossly misleading reporting. Physicians employed by a large organization or institution
could have payments/transters imputed to them that they had no knowledge of; no
opportunity to decline, did not receive directly (or even indirectly), and are unable to
challenge cifectively. CMS is required to direct manufacturers to document and report only
those payments and trunsfers made direcily to physicians or these specificd indirect
translers/payments requesied by the physician or designated on their behalf, We strongly
oppose CMS’ proposal for reporting of payments/transfers atiributed to individuoal physicians
solely on the basis of their affiliation with organizations or institulions that received
payments/transfers of value.

We appreciate the opportunity to provide our views to CMS stalf, and we look forward to
working with you and other stakeholders to promote the goal of transparency in a meaningful
manner. If you have any questions, please contact Carol Vargo, Assistant Director, Iederal
Affairs at 202-789-7492 or carol.vargo(@ama-assn.org.

Sincerely,

=

James L. Madara, MD


mailto:carol.vargo@ama-assn.org

February 17, 2012

Muarilyn B. Tavenner

Acting Administrator

Chiel 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 Reportiing of Physician Owaership or Investment Interests

Dear Acting Administrator Tavenner:

On behall of the undersigned organizalions, we appreciate the opporlunify 1o provide
comments in respoense to the proposed regulaiton published on December 19, 2011,
Medicare, Medicaid, Children’s Health Insurance Programs, Transparency Reports and
Reporting of Physician Owneyrship 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 sigmficant modifications,
will result in the publication of misleading information and impose costly and burdensome
paperwork requirements on physicians while shedding very little hight on actual physician-
irhusiry interactions.

Background

The ACA mandates that beginning 1 2012, manufacturers of specified drugs, medical
devices, and biologicals participating in 1J.5. 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
Sceretary of Health and Human Scrvices on an anmaal basis. The majority of the information
contained in the reports will be available on a public. scarchable website in 2013, In

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

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



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

Implementation

We strongly support the proposal to delay reporting wntil 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 oppertunity
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 lime
to provide traiming and information about the final program prior o 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 emiploy a pre-
submission review/dispute process for phystcians; and (2) a post-CMS submission process
where physicians are provided aggregate reports by the agency, but must contact
mamifacturers/GPOs o resolve disputes. CMS indicates that to the extent disputes reniain
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 foregeing, we are concemned 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 duc process rights to challenge such information. It was reasenably expected that an
objective arbiter and a standard, expedited process would be utilized to address
disagreemeitts concerning the contents of transparcency reports. We urge CMS to
establish an independent process for resolving disputes between manufacturers/GPO and
physicians about reports. This dispute resohition process could be conducted by CMS itself
or by a separatc entity. For cxampie, CMS relies on accredited Independent Review
Organizations (IROY, Independent Review Hntities (IRE), and Qualified Independent
Contractors (QIC) as part of the Medicare appeals procedures. These independent entities
are contracted by Medicare 1o re-determine previous, lower level, decisions.

Even where an independent arbiter is utilized, if a physician centinues te dispute a
manufacturer’s report, CMS should flag the disputed inlormation on the public Web
site and provide a comment section that aliows a physician to include a rebuttai in
narrative form. In addition, CMS should utilize the apgregated total specified by the
physician, The conscquences of a dispate between a manufacturer/GP() and a physictan do
not have the same impact on the standing and reputation of each party. A fow dispuies
between a manufacturer and 2 handful of physicians are unlikely to ruin a



manufacturer/GPO’s standing or even subject the manufacturer/GPO to civil money penalties
(CMP)}. In confrast, physicians may have their careers and professional reputations damaged
as a result of one disputed report, and physicians may incur significant expenses fo 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, thers 1s liftle 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
concemned 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 mamafactarer/GPO.

CMS has proposed that manufacturers/(GPOs establish a voluntary process that allows
physicians to review their applicable manutacturer/GPOs report prior to submission to CMS.
The technology exists that would impose a minimal burden on mamafacturers/GPOs to
provide real-time as well as regular cumulative reports to physicians in multiple formats
(e.2., mail, electronically, or web-based). In order to meet the agency’s oblipation to
ensure accurate reporting, manufacturers/GPOs should be required to establish a
standardized process and procedures that provide ongoing notifications te physicians of
all transfers of value/ownership interests with an sppertunity to correct reports as well
as a camulative repart before the manufacturer/GPO transmits a report to CMS, If
CMS bears the sole responsibility for providing such reports (o physicians within a 45-day
period, there will be an increased probability that false and misicading reports will be made
public. We also support the secure Web stic portal proposed by CMS, bul we believe it is
insuffieicnl Lo cnsure that reports are accurate and do not contain errongous information that
could be damaging to individual physicians.

The ACA provides physicians with a statutory right to challenge all reports cven alter
publication. In the proposed nale, however, we believe this righl would be diluted, 'We
oppose limiting a physician’s abilily to challenge the accuracy of reports to the
“current” and prior reporting year within 2 compressed 45-day window eusch year.
There is no statutory support for this provision and it 15 inconsistent with the Congress’ intent
to ensure such reports are accurate. The ACA provides that before a report 1s made public,
physteians are 10 have 45 days to review and submit corrections, af @ minimum, This does
not apply 1o corrections afier (he reports are made public.



Congress intended that disputes would not delay publication, but never provided that all
disputes were to be compressed into a 43-day once a year period. Given the prescriptive
naturc 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 reperts. 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
supporit CMS imposing sach 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 rute opens the door 10 the real possibility that a large nomber of physicians could
become the victims of false, maccurate, or misleading reporting and sulfer significant
damages including mvestigation by government and privaic cntitics, potential disciplinary
actions, public censure, ridicule, and destruction of professional reputation and livelihood.
During congressional hearings, investigations, and legislaGve negotiations, the unambigucus
intent of Congress was to provide a mechanism to ensure that the actual inferactions between
physicians and manufacturers were transparent. It was never contemplated that the
information in the transparency reports would be {alse, misleading, or materially inaccurate.

Congress Did Not Authorize CMS to Expand Reporting to Indirect Transfers (Not Otherwise
Specified 1n 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 eatity or individual at
the request of or designated on behalf of a physician as specified in Section 6002(a)(1)(B).
Liarlier versions of what eventually became ACA Sec. 6002, ILR. 5605, Physician Payments
Sunshine Act of 2008, and 8. 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 reguired. As stated above, this would be where manufacturers are transfernng
paynient 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
mdirect payments or transfers cxeept in this carcfully prescribed arca.



Despite the foregoing, CMS’s inferpretation of “payment or other transfer of value,” Sec.
6002(e)(10)(A), includes instances where the manufacturer leamns 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 CML 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 1s reasonahly expected to learn that a
physician received a benefit from a transter 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 madc.

For example, certificd Continuing Medical Hducation (CME} activity facully would have 1o
be listed as receiving a payment from industry despite the fact that manufacturers are
explicitly prohibited from having any control over the conteat, speakers, or altendees. While
industry does not name the faculty, they could lcarn the identity of the faculty since this
information is typically public. Many conferenccs that physicians atiend in order to carn
certified CME credit (elther certificd by the American Academy of Family Physicians, the
American Ostcopathic 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
conrference host provides a detailed attribution for all faculty and CME/conference attendcees.
The conscquence of such an approach would be the transfer of an cxhaustive amount of
information {o manufaclurers 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 forezeing concerns were ratsed with congressional stafl, und Conpress elected o
strike reporting on tndirect 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 masufacturer 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 4 covered recipient or designated
on behalf of covered recipient, an indirect transfer is not repertable. 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
mcluding 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 signiticantly 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 sinee most physicians will not know until they receive notice from a
manufacturer or CMS whether or not they reccived anything of valae from a manufacturer
indirectly).

Congress Excluded Certified Continuing Medical Education {CME) from Reporting

We believe that CMS bas exceeded its statutory authority to the extent it requires reporting
on certificd CME since Congress excluded certificd CME from transparcncy reporting
requirements. Though Congress contemplated including CME in {ransparcney reports, it
ultimately rejected this option. The American Medical Association (AMAY) requires that
accredited CME providers that certify CME activitics for AMA PRA Category 1 Credit™
comply with the Standards for Commercial Support which include the Standards o Ensure
the Independence of CME {SCS), promulgated by the Accreditation Council tfor Continuing
Medical Education (ACCME), as well as the AMA s Code of Medical Ethics. In addition, all
certified CMEI includes course conlenl approved by the previously named certitying 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. 6602, 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 subsiantive
influence of that entity to provide information on the therapeutic use of a preduct or service.
Congress explicitly deleted reference to CME when the {inal verston of the Physictan
Payments Sunshine Act was signed mto law as part of the ACA.

We arge 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, 8, 2029 und
H.R. 5605, required reporting on a far larger universe of transfers/payments including all
indirect transfers/payments and for “participation i a medical conference, coniinuing
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 s Required to Ensure Accurate Attribution and Not Estimates

The ACA mandates that manutacturers are required to specify and report the portion of the
transier of value/payment made dircelly to a physician or an indircet transier made at their



request or designated on the physician’s behalf. CMS’s proposal to estimate or impute
attributton even where there 1s no direct transfer or a qualitying indirect transfor 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
mtend that transfers of value made by manufacturers to an organization or enlity thal cmploy
physicians would be attributed to a physician without regard to whether they reccived 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 m the organization or institution. This, of course, could result in grossly
nusleading reporting. Physicians employed by a large organization or institution could have
funding and transfers imputed to their report that they cannot rejeet, they do not receive
directly {or even mdirectly but in the most attenuated sensc), 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 hehalf.

Furthermore, we oppose cfforts to attribulc the tolal manufacturer payment/transfer of value

for rescarch when in many cascs only a very small percentage could reasonably be atiributed
to a physician cven were CMS to scgregate (hese amounts info a separate reportable column

on the public website as sugpesicd in the Proposed Rule.

Notice

All individuals and entities thal 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 (o correct false,
mislcading, and inaccurale reporls. Where a payment or transfer of value s made at the
request of a physician or designated as being madc on behalf of the physician, the physician
should recetve 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 pavment/transter of value. Transmitiing this information to CMS so that the
agency s able to provide an aggregate report and an opportunity 1o review/correct the
reporting is not anymore burdensome than doing so for physicians.

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



CMS has also proposed that a physician’s fanuly member ownership mterests should be
reported in aggregate without identification of individual family members. We support this
approach when manufacturers/(iPOs transmit the reports to CMS. There are serious privacy
concerns when detailed information about family relationships and ownexship 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) 1s able to dispute the report when it
18 false, mislcading, or otherwise inaccurate.

Website Publicalion of Additional Helpful Information

We urge CMS to modify the language that it proposes to include as explanatory and
background information generally concerming the transparency reports. ‘The general public is
inclined to conclude that these inferactions constitute conflicts of interest or inappropriate
rclationships. CMS appears to take the view that the publicatior of thesc mteractions will
have the opposite impact since CMS proposes that it merely post on the Web site that the
inlormation in the databasc does not indicate that the payments/transfers of valuc arc
legitimate nor does it necessarily indicate a contlict of interest or any wrongdoing,”™ The
transparency reports and requirements do not establish cthical guidelines. We urge CMS 1o
slate unequivocaltly that the transparency reports and the Web site do not establish ethical
guidelines that govermn physician and industry interactions. We would urge CMS to include
links to sites that do provide ethical guidelines for physician and indusiry inicractions.

Exclusion of Lducational Matenals that Benefil Paticnts

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

Information Collection Requirement Burden on Physicians 1s 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
helieve this estimate would be alleviated by requiring manufacturers/GPOs to provide
ongoing updates and cumulative reports to physicians m their preferred mode, the current
Proposed Rule would require all physicians to mamzain ongomg 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 helieve 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
resowurees that physicians would hikely need to dispute maccurate, false, and misleading
reports. The 43-day review time proposed in the rule s far too short and would dictate that
all physicians maintain detailed reports of all professional activities. Realistically, we would



anticipalce that the paperwork requirements of documenting abl of a physician’s activitics
could easily exceed 80 hours a year.

We disagree that this would impacl only a subsel of the universe of physicians, All
physicians would have 1o document their activitics since they cannot know in advance when
an indircet transfer/payment becomes a reportable event. The foregoing is contrary to
congressional intent that physicians would not bear this paperwork burden. CMS would necd
to revisce this assessment and the underlying assumptions to the extent the Proposed Rule
remains unchanged. The overall paperwork burden for physicians would be substantiatly
diminished if manufacturers/GPOs were required 1o provide ongoing notification and a
cumulative report before submilling a report to CMS, proper attnbution was required, and
only thosc indirect transfers/payments speciticd in statute were incleded.

We appreciale the opportunity to provide our comments and look forward to working with
you 10 ensure that the transparency reports confain meaningful and accurate infonmation.

Sincerely,

Amenican Medical Association
Aerospace Medical Association
American Academy of Dermatology Association
American Academy of Family Physicians
Amerncan Academy of Neurology
American Academy of Ophthalmology
American Academy of Physical Medicine and Rehabilitation
American Association of Clinical Endocrinologists
American Assoctation of Clinical Urologists
American Association of Neurological Surgeons
American Association of Neuromuscular and Flectrodiagnostic 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
Amertcan College of Phicbology
American College Radiology
Amecrican College of Surgeons
American Congress of Obstetncians and Gynecologists
American Gastroenterological Association
Amcrican Medical Group Association
American Qsteopathic Academy of Orthopedics
American Osteopathic Association



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

American Society of Cataract and Refractive Surgery
American Society of Echocardiography
American Society of Hematology
Amerjean Society of Nuclear Cardiology
American Socicty of Plastic Surgcons
Amgcrican Thoracic Socicty
American Urogynecologic Socity
American Urological Associalion
College of American Pathologiss
Congress of Neurological Surgeons
Heari Rhythm Society
Joint Council of Allergy, Asthma and Immunology
Medical Group Management Association
Renal Physicians Association
Socicty for Cardiovascular Angiography and Intcrventions
Sccicty for Vascular Surgery
Society of Gynecologic Oncology
The Endocrine Socicty
The Society of Thoracic Surgeons

Medical Association of the Staie of Alabama
Alaska State Medical Association
Arkansay Medical Society
California Medical Association
Comnecticut State Medical Society
Medical Society of Delaware
Medical Society of the District of Cohunbia
Ionida Medical Association Inc
Hawait Medical Association
Idaho Medical Association
Illinois State Medical Society
Towa 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 Scciety
North Dakota Medical Association
Ohio Stlate Medical Association
Orcgon Mcdical Association
Pennsylvania Medical Socicty
Rhode Island Mcedical Socicty
South Dakota State Medical Associalion
Tennessee Medical Association
Texas Medical Association
Ulah Medical Assoctalian
Vermont Medical Society
Mecdical Socicty of Virginia
West Virginia State Medical Association
Wyoming Mcdical Socicty
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February 16, 2012

Marilyn Tavenner, Acting Administrator
Cernder for Medicare and Medicaid Services
Department of Health and Human Services
Atiention: CMS-5060-P

7.0. Box 8013

Baltimore, MD 21244-8013

Dear Acting Administrator Tavenner,

The undersigned represent the national organizations involved in Continuing Medical Education {CME} in the United States,
including Accreditation of CME Providers, granting of CME Credit for CME activities, and fulfiliment of the respensibility of
the Profession of Medicine to self-regulate in the arena of Continuing Medical Education. We are pleased to comment on
the proposed rule “Medicare, Medicaid, Children's Health Insurance Programs; Transparency Reports and Reporting of
Physician Ownership or Investment Interests”, 42 CFR Parts 102 and 403 [CMS-5060-P] RIN 0938-AR33.

The CME community in the United States is supportive of the Physician Payments Sunshine Act [PPSA}, as adopted by
Congress as Section 6002 of the Patient Protection and Affordable Care Act of 2010. indeed, during the crafting of the PPSA
we had the opportunity to describe to legisiative staff the complexities of relationships in Accredited and Certified CWVE
offered by CME Providers in the US, in contrast to promotional educational programs offered to physicians directly by
pharmaceutical and device manufacturers. For example, we were able to provide information on definitions and nuances of
relationships, such as the distinction between grants to providers of certified CME, who in turn select faculty, in contrast Lo
direct payments to physicians by companies for purposes related to drug development, marketing and promotion.

Language of the PPSA as adopted appropriately addressed a few specific issues, which appear in the proposed rule to need
clarification and modification, to aveid unintended consequences. These issues include:
1. Distinguishing between Accredited and Certified CME offered by CME providers, and promotional education
offered hy pharmaceutical and medical device manufacturers;
2. Recognizing the roles and relationships that faculty in Accredited and Certified CME programs have with CME
Providers and not with companies which may provide grants to CME Providers; and
3, Recagnizing thal attendees al or participants in Accredited and Certified CME programs have no relationships
with companies which may provide grants to CME Providers.

wWe will address our comments to the lwo sections of the proposed rule, including first:
e Page 78748, Column 1, bullet 13, Direct compensation for serving as faculty or as a speaker for a medical
education program, and
Page 78750, column 1, {4) Direct Compensation for Serving as a Faculty or as & Speaker for a Medical Education
Program;

¢ Inthe federal register, it states “We propose that this category be interpreted broadly to encompass all
instances where applicable manufacturers pay physicians to serve as speakers, not just those situations
nvolving 'medical education programs.”” It goes on to state “We realize that this interpretation does not
allow for differentiation between continuing medical education {CME) accredited speaking engagements,
and all other spezking engagements. We are considering, and welcome comments on, whether to limit
this category to CME-accredited speaking engagemants and report other speaking engagements in
another category, such as compensation for services other than consulting, or additional categary.”

And second:

=  Page 78750, Column 2, h. Exclusions, bullet 13, Transfers of value made indirectly to a covered recipient through a
third party in cases when the applicable manufacturer is unaware of the identity of the covered recipient, and
Page 78751, Column 2, {5} Indirect Payments Fhrough a Third Party;

2 Inthe federal register it states “However, any payment or other transfer of value provided to a covered
recipient through a third party, whether or not the third party is under comman ownership with an



applicable manufacturer or operating in the US, must be reported, if the applicable manufacturer is aware
of the covered recipient’s identity.”

First, let us provide some applicable background. For example, the Federal Register references accredited CME, but does
not reference extant firewalls in place in the Professional Self-regulation of relationships between CME Providers and
industry.

Accredited and Certitied CME:

“Accredited CME" refers to those activities in Continuing Medical Education that have been deemed 10 meet the
reguirements and standards of a CME accrediting body {ex., the Accreditation Council for Continuing Medical Education
{ACCME}; the America Osteopathic Association, the American Academy of Family Physicians). “Certified CME” refers to
those activities in Continuing Medical Education that carry CME credit offered by one of the three grantors of CME credit in
the US: the American Academy of Family Physicians (since 1948), the American Medical Association (since 1968), and the
American Osteopathic Association (since 1972

Professional Self-regulatory Firewalls in Accredited and Certified CME:

All organizations involved in Accredited and Certified GVE in the US have adopted and operate under the strict firewalls
which are promulgated, monitored and enforced through the “Standards for Commerciat Support {SCS): Standards to
Ensure the independence of CME Activities” of the Accreditation Councit for Continuing Medical Education {ACCME), to
which the entire profession of medicine adheres. The SCS {most recently revised in 2004} set standards for relationships
between Accredited and Certified CME Providers and the companies which may provide grants to CME Providers. Faculty of
certified Continuing Medical Education (CMF} programs are selected, directed, reviewed, evaluated and paid by the
Accredited CME providers, and have ng relationship with the manufacturers. Indeed, not only is this a requirement of 5C5,
but also of the “Code on interactions with Health Professionals” of the Pharmaceutical Research and Manufacturers of
America {PhRMA Code).

Faculty who have no relationships with companies supporting certified CME programs will not be pleased to be putin a
position of being assumed and reported to have a relationship with a manufacturer, by virtue of their accepting an
invitation to present at the CME program. indeed, many if not most speakers who have no relationships with
manufacturers will refuse to serve as faculty, in order to avoid being assumed and reported to have such refationships.

In the context of Accredited and Certified CME, direct payments to physicians (either in the role of faculty or attendees) by
caornpanies are prohibited, conpot occur, and therefore would be irrefevant when it comes to disclosure under the PESA.
Manufacturers will not be in a position to comply with this provision of the Act, as they have no relationships with CVE
faculty, either directly or indirectly.

Required Disclosure of Relatinnships Between Physicians and industry:

When a faculty member at a CME program has a relationship with a manufacturer, pre-dating and outside of the CME
program, such as serving on a corporate speakers’ bureau, stock ownership, ar ather relationship, those relationships must
be disclosed as part of the CME activity. Such relationships are repariable under PPACA Section 6002 and must be disclosed
under transparency reports. However, in the contexl of Accredited and Certified CME, a speaker’s participatian in the CME
activity does not gualily asg a reportable activity under Sec. 6002, as the manufacturers cannot have any role in speaker
sefection for the Accredited and certified CME activity. Furthermore, manulacturers cannot, and do not, under ali rules
governing faculty of CME programs, provide “direct campensation for serving as faculty or as o speaker for v continuing
medical education program.”

Company Relatignshios with Speakers in Promotional Education:

In the proposed rule, there may be confusion of the roles and relationships of faculty in Accredited and Cerdified CVE
programs as contrasted with the roles of speakers in promotional education offered directly by pharmaceutical and medical
device companies, as reflected on page 78748 of the proposed rule, column one, bullef thirteen, where one of the
categories listed for reporting (s “Direct compensation for serving as faculty or as a speaker for a medical education



program”, and which are instead overseen by the Food and Drug Administration (FOA}. This is the eritical distingtion we
successfully made with congressional staff during the period of crafting the PPSA.

We ggree with disclosure of relstionships between manulaciurers and speakers at a prormotional educational program
sponsored by the manufacturers, as these relationships should be transparent and are appropriately inciuded under other
categories, such as consulting fees, compensation for services other Lhan consulting, or honoraria. However, thaese speakers
should not described as “faculty or speakers in a CME program” since promotional educational programs, offered directly
by manufacturers, are not Accredited and Certified CME programs.

Abhsence of Relationships of Participants in Accredited and Certified CME Programs:

There could be unintended consequences_inherent in the communication of the names of physician participants to funding
companies. CMSS Member Organizations are concerned that publishing the names of participants who attend independent
CME events funded by commercial support, and identifying those participants as having a relationship with the funding
company, may discourage physicians from attending. Moreover, communication of such a list of names could be used by
funding companies for marketing purposes, which would secem Lo defeat the viimate intent of these bills, te control
expenditures in the Medicare and Medicaid programs.

Summary:

Direct compensation by an applicable manufacturer to a physician serving as a speaker in a2 promotional educational
program should be reporiable. Payments made by a CME Provider to faculty of Accredited and Certified CME activities are
not reportable under Sec. 6002 of the PPACA. Grants from applicable manufacturers to CME Providers are governed by the
ACCME Standards for Commercial Support, which prohibit direct payments from manufactiurers to faculty, and prohibit
manufacturers from having any influence on the CME pregram, including selection of faculty,

The proposed rule needs to be clarified and modified to avoid unintended consequences in Two areas that relate to

Accredited and Certified CME:

1. Page 78750, column 1, {4} Direct Compensation for Scrving as a Faculty or as a Speaker for a Medical Education
Program

The final rule needs to distinguish between direct compensation for serving as a speaker in a promaotionat
edueational program offered by an applicable manufacturer, which should be reportable under the Act; in contrast
to facuity serving as speakers in Accredited and Certified CME programs, in which the faculty are selected and poid
by the CME Provider and have no relationship with any applicable manufocturer which might be supporting the
CMIE activity through an educationaf grant ta the CME Provider.

2. Pape 78751, Column 2, (5) Indirect Payments Through a Third Party

The finaf rule needs to clorify that grants fram applicoble manufacturers to CME Providers for Accredited and
Certified CME activities do not constitute an indirect transfer of vialue, either to faculty independently sefected and
paid by the CME Provider, or to participants in the Accredited ond Certified CMLE activity, nor are there in such coses
poyments made al the request of or an behalf of the faculty.

Thank you for the opportunity to comment on the proposed rule to implement the Physician Payments Sunshine Act, of which we
are supportive. Should your have any questions, or should our comments require clarification, please do not hesitate to contact us.



Signers:
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Murray Kopelow, MD, MS{Comm)}, FRCPC

ACCME Chief Executive and Secretary

Accreditation Councit for Continuing Medical Education
{ACCME)
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Andrew T. Filak, ir., MD
President
Association for Hospital Medical Education {AHME)
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Martin 5. Levine, DO
President
American Osteopathic Association (ADA}
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Executive Vice President and CEQ
Council of Medical Specialiy Societies {CMSS)
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Humayun . Chaudhry, DO, FACP
President and Chiel Executive Officer
I'ederation of State Medical Boards {(FSMB)
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Gabrielle Kane, MB, £dD, FRCPC
President
Society for Academic Continuing Medical Education {SACME)

James L. Madara, MD
Executive Vice President, CEC
American Medical Association {AMA)

.Rofar.xr.i A Gdcrtz, MD
Chair, Board of Directors
American Academy of Family Physicians {(AAFP)

e

Bamon K. Marguis, MA, MS, FACME
President, Alliance for Continuing Education in the Health
Professions {ACEHP)




