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n February 1, 2013, the Centers for Medicare and
0 Medicaid Services (CMS) published the long-

awaited final regulations for the Physician Pay-
ment Sunshine Act (Act or Sunshine Act). The Sun-
shine Act implements a provision of the Affordable
Care Act that requires (1) certain manufacturers to re-
port payments and transfers of value to physicians and
teaching hospitals, and (2) certain manufacturers and
group purchasing organizations (GPOs) to report own-
ership or investment interests of physicians and their
immediate family members.

In turn, the government will make this information
publicly available with the stated intention that the
transparency will shed light on inappropriate relation-
ships and prevent unnecessary health care costs due to
conflicts of interest. The Sunshine Act is strictly a dis-
closure law and, therefore, does not prohibit payments
or ban investment interests.

Under the Sunshine Act, applicable manufacturers
and GPOs must begin to collect data on August 1, 2013
and electronically submit reports to CMS by March 31,
2014. CMS will publish aggregated data on a public
website by September 30, 2014 and will make that data
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available for download. CMS will not grant reporting
extensions and has indicated that late reporting will be
deemed a failure to report.

Given the fast-approaching deadlines and the signifi-
cant penalties imposed by the Act for non-compliance,
entities should move swiftly to determine their compli-
ance obligations and implement internal systems to
capture and synthesize reportable information.

WHO NEEDS TO REPORT?

Two types of entities are required to report under the
Sunshine Act: applicable manufacturers and applicable
GPOs.

Applicable Manufacturers

Manufacturers subject to the Act include any entity
that operates in the United States (or in any United
States territory, possession, or commonwealth) and (1)
is engaged in the production, preparation, propagation,
compounding, or conversion of at least one covered
product or (2) is under common ownership and provid-
ing assistance or support to such a manufacturer with
respect to a covered product.!

A covered product is a drug, device, biological, or
medical supply that is reimbursable under Medicare,
Medicaid, or Children’s Health Insurance Program
(whether separately or as part of a bundled payment)
and that requires a prescription (if a drug or biological)
or premarket approval by or notification to the Food

142 C.F.R. § 403.902 (2013).
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and Drug Administration (for a device or a medical sup-
ply that is a device).?

Manufacturers are deemed to operate in the United
States if they have a physical location or conduct activi-
ties (including selling a product) within the country, ei-
ther directly or through an authorized agent.® Entities
are deemed to be under common ownership when the
same individual(s) or entity(ies) directly or indirectly
own 5% or more of the total ownership of both entities.*
Those entities are providing assistance or support if
they conduct necessary or integral services with respect
to the production, preparation, propagation, com-
pounding, conversion, marketing, promotion, sale or
distribution of a covered product.”

In the final regulations, CMS clarified that the follow-
ing entities are subject to the Sunshine Act:

®m Foreign manufacturers that sell covered products
in the United States.

m Distributors and wholesalers that hold title to a
covered drug, device, biological, or medical sup-

ply.

® Manufacturers that hold FDA approval, licensure,
or clearance for a covered product, even if they do
not actually manufacture it.

m Entities that manufacture a covered product under
a written agreement with the holder of the FDA
approval, license, or clearance of the covered
product (but such entities may be entitled to report
only payments or interests related to the covered
product).®
In contrast, hospitals, hospital-based pharmacies,
and laboratories that manufacture a covered product
solely for their use or use of their patients do not have
to comply with reporting requirements.” Similarly,
pharmacies that meet certain conditions specified in the
regulations are exempt from the Sunshine Act.®

Applicable Group Purchasing Organizations

An applicable GPO is an entity that operates in the
United States and purchases, arranges for, or negoti-
ates the purchase of a covered drug, device, biological,
or medical supply for a group of individuals or entities,
but not solely for use by the entity itself.?

The Sunshine Act captures entities that purchase
covered products for resale or distribution, including
not only traditional GPOs but physician-owned distribu-

21d.

31d.

41d.

542 CF.R. § 403.904(b) (2).

642 C.F.R. § 403.904(b) (4).

742 C.F.R. § 403.902.

8 Transparency Reports and Reporting of Physician Owner-
ship or Investment Interests,78 Fed. Reg. 9,458, 9,461 (Feb. 8,
2013) (to be codified at 42 C.F.R. pts. 402 & 403).

942 C.F.R. § 403.902.

tors that otherwise fall within the definition of appli-
cable GPO.!°

WHAT NEEDS TO BE REPORTED?

Payments or Other Transfers of Value

Most manufacturers subject to the Sunshine Act must
report all payments or other transfers of value exceed-
ing $10 to covered recipients, even if those payments
are unrelated to covered products.'! But applicable
manufacturers that derive less than 10% of their total
gross income from covered products during the preced-
ing year are only required to report payments and other
transfers of value related to the covered products.!?

Covered recipients are physicians (unless bona fide
employees of manufacturers) and teaching hospitals.
Physicians are doctors of medicine and osteopathy,
dentists, podiatrists, optometrists, and chiropractors,
who are legally authorized to practice in a state
(whether or not actively engaged in practice).'?

Teaching hospitals are institutions that receive direct
Medicare graduate medical education payments, indi-
rect medical education (IME) payments, or psychiatric
hospital IME payments during the last calendar year.
CMS will annually publish a list of applicable teaching
hospitals that received education payments at least 90
days before the reporting year.'*

Payments to residents, non-physician prescribers
(such as nurse practitioners), and non-healthcare de-
partments of universities affiliated with teaching hospi-
tals (unless an indirect payment is made with the teach-
ing hospital as the known recipient) do not have to be
reported.'®

The Sunshine Act excludes 14 types of payments or
other transfers of value from reporting requirements,
including the $10 threshold for payments or other
transfers of value (unless the total annual value of such
payments exceeds $100 annually).'®

In addition, manufacturers are not required to report
indirect payments or other transfers of value if they are
unaware of the identities of the recipients and do not
act in deliberate ignorance or reckless disregard of
those identities. But manufacturers must report indirect
payments if they become aware that the payments were
made to covered recipients (whose identities are
known) anytime during the reporting year up through
the second quarter of the following year.'”

Other statutory exclusions from reporting require-
ments include, but are not limited to, product samples,
educational materials for patients, short-term device
loans, discounts (including rebates), in-kind items for

1078 Fed. Reg. at 9,493.
1149 C.F.R. § 403.904(a).

12 49 C.F.R. § 403.904(b)(1).
13 1d.

1478 Fed. Reg. at 9,470.
1578 Fed. Reg. at 9,467-68.
16 42 C.F.R. § 403.904(i).
1778 Fed. Reg. at 9,490-91.

website).

To request permission to reuse or share this document, please contact permissions@bna.com. In your request, be sure to include the following in-
formation: (1) your name, company, mailing address, email and telephone number; (2) name of the document and/or a link to the document PDF; (3)
reason for request (what you want to do with the document); and (4) the approximate number of copies to be made or URL address (if posting to a

3-20-13

COPYRIGHT © 2013 BY THE BUREAU OF NATIONAL AFFAIRS, INC. MELR

ISSN 1935-7230



charity care, dividends in publicly traded securities or
mutual funds, and payments or transfers of value that
are solely in the context of personal, non-business rela-
tionships.'®

For each reportable payment or transfer of value,
manufacturers must report (1) the covered recipient’s
identifying information (name, business address, and, if
a physician, specialty, National Provider Identifier, and
state professional license number), (2) amount of pay-
ment, (3) date, (4) form of payment (cash, in-kind
items, stock or dividends), (5) nature of payment, and
(6) related covered product (if applicable).!?

Manufacturers must report the nature of payment us-
ing one of the categories specified in the Act, which in-
clude consulting fee, compensation for other services,
honoraria, gift, entertainment, food and beverage,
travel and lodging, education, research, charitable con-
triblzxgion, royalty, speaking fee, grant, or space rental
fee.

Ownership and Investment Interests

Both applicable manufacturers and applicable GPOs
must report any ownership or investment interests of
physicians and their immediate family members. Those
interests include stock, stock options, partnership
shares, limited liability company memberships, loans,
bonds, and other financial interests.?! Interests in pub-
licly traded securities or mutual funds, interests arising
from retirement plans, stock options received as com-
pensation (until exercised), or unsecured loans subordi-
nated to credit facilities do not have to be reported.>?

In addition, manufacturers and GPOs do not have to
report investment interests held by physicians and their
immediate family members of which they are unaware
provided they do not act in deliberate ignorance or
reckless disregard of that information.??

If physician owners and investors are known or can
be easily ascertained, manufacturers and GPOs must
report for each interest: (1) the physician’s identifying
information (name, business address, specialty, Na-
tional Provider Identifier and state professional license
number), (2) the dollar amount, and (3) value and terms
of the interest.>* Manufacturers and GPOs are not re-
quired to report the name or relationship of immediate
family members holding ownership or investment inter-
ests, but may instead aggregate interests of multiple
family members.?® GPOs also must annually report pay-
ments or other transfers of value to physician owners
and investors.?®

HOW AND WHEN TO REPORT?

Manufacturers and GPOs must electronically submit
reports containing the required data by March 31, 2014
and by the 90th day of each subsequent calendar year.?”

The chief executive officer, chief financial officer,
chief compliance officer, or another comparable officer

18 42 C.F.R. § 403.904().

19 42 C.F.R. § 403.904(C).

20 42 C.F.R. § 403.904(e) (2).
2142 C.F.R. § 403.906.

2278 Fed. Reg. at 9,494.
2378 Fed. Reg. at 9,495.

24 42 C.F.R. § 403.906(b).
2578 Fed. Reg. at 9,494.

26 42 C.F.R. § 403.906(b) (6).
2742 C.F.R. § 403.908(a).

must attest that the reported information is timely, ac-
curate, and complete to the best of his or her ability.?®
Manufacturers and GPOs also may but are not required
to submit an assumptions document to describe any
methodologies or assumptions used when reporting
their data.?® The assumptions document will not be
public, but could be accessed by other divisions of the
Department of Health and Human Services (HHS), the
Office of the Inspector General (OIG), and the Depart-
ment of Justice during an audit or investigation.*°

WHAT OCCURS DURING THE REVIEW
PROCESS?

Once reports are electronically submitted, manufac-
turers, GPOs, covered recipients, and physician owners
and investors will have at least 45 days to review, dis-
pute, and correct reported information before it is
posted online.*! CMS will notify physicians and teach-
ing hospitals using email listserves, online posting (on
both the CMS website and Federal Register), and di-
rectly if they have previously registered with CMS.32
The 45-day review period will begin on the date speci-
fied in the online notification.??

Covered recipients and physician owners and inves-
tors can sign into a secure website to review data that
has been submitted about them for the current and the
previous reporting years. If a reviewer disagrees with
any reported information, he or she can initiate a dis-
pute, which is sent to the applicable manufacturer or
GPO for resolution. The manufacturer or GPO is re-
sponsible for resolving the dispute.®** CMS will not be
actively involved in mediating dispute resolutions, but
plans to monitor whether manufacturers and GPOs
have an abnormally high number of disputes or a high
rate of unresolved disputes.?®

CMS will publish aggregated data on a publicly avail-
able website by September 30, 2014, and within 90 days
of the last day for data submission after the first year.*®
To correct data before publication, manufacturers and
GPOs must notify CMS of resolved disputes and
changes to the reported information no later than 15
days after the end of the 45-day review period.?” Dis-
putes not resolved by that date may still be resolved, but
any changes to the data will not be made until the next
time that the data is refreshed (which occurs at least an-
nually). Until corrected, the data will be marked “dis-
puted” and will show only the information provided by
the manufacturer or GPO.?®

WHAT ARE THE CONSEQUENCES OF

FAILING TO REPORT?

HHS, OIG, and CMS may audit, evaluate, and inspect
manufacturers and GPOs to determine if they have
complied with the Sunshine Act’s reporting require-
ments.

28 42 C.F.R. § 403.908(e).

29 42 C.F.R. § 403.908(f).
3078 Fed. Reg. at 9,482.
3142 C.F.R. § 403.908(g).
3278 Fed. Reg. at 9,499.

33 42 C.F.R. § 403.908(g) (2).
34 42 C.F.R. § 403.908(2)(3).
3578 Fed. Reg. at 9,501.

36 78 Fed. Reg. at 9,503.

37 42 C.F.R. § 403.908(2)(4).
38 78 Fed. Reg. at 9,502.
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To facilitate such audits and inspections, manufactur-
ers and GPOs must maintain all records and documents
for at least 5 years from the date that the payment or
other transfer of value or the ownership or investment
interest is posted online.*® Manufacturers and GPOs
that violate reporting requirements will be subject to
civil monetary penalties (CMPs), capped for each entity
at $150,000 for failure to report and $1,000,000 for
knowing failure to report.

Factors that may be considered in determining the
amount of CMPs include: (1) the length of time that the
entity failed to report, including the time that the appli-
cable manufacturer or GPO knew of the payment or in-
terest, (2) the amount of the unreported payment(s), (3)
the level of culpability, (4) the nature and amount of in-
formation reported in error, and (5) the degree of dili-
gence exercised in correcting erroneous information.*°

While the Sunshine Act does not prohibit any pay-
ments, companies need to be aware that reported or un-
reported payments could serve as circumstantial evi-
dence of illegal conduct. For example, payments by a
pharmaceutical company to physicians to induce them
to prescribe certain drugs could subject a company to
criminal liability under the federal Anti-Kickback Stat-
ute. Similarly, a company’s failure to report payments
made to physicians could be viewed by the government
as concealment of an illegal relationship. Applicable
manufacturers should assume that the government will
be reviewing Sunshine Act disclosures, and failures to
report, for potential violations of other laws.

NOTEWORTHY CLARIFICATIONS OF THE
FINAL RULE

The final regulations clarified several provisions of
the Act, including those pertaining to continuing medi-
cal education, research, consolidated reporting, and
preemption of state law.

Physician Payments for Continuing Medical
Education

In the proposed rule, CMS interpreted the nature of
payment category for “direct compensation for serving
as a faculty or as a speaker for a medical education pro-
gram” broadly to include all instances in which manu-
facturers pay physicians to serve as speakers (whether
or not they are speaking at continuing medical educa-
tion programs).*! In the final regulations, however,
CMS created two categories for speaker fees: one for
accredited or certified continuing education programs
and another for unaccredited or wuncertified pro-
grams.*? CMS also clarified that a manufacturer does
not need to report an indirect payment to a speaker at
an accredited or certified continuing education pro-
gram when (a) the program meets requirements and
standards of accrediting and certifying bodies, (b) the
manufacturer does not select the covered recipient as
the speaker or provide the third party vendor with a list
of individuals who should be considered as speakers,
and (c) the manufacturer does not directly pay the cov-
ered recipient speaker.*3

3949 C.F.R. § 403.912.

40 42 C.F.R. § 403.908(d).
4178 Fed. Reg. at 9,479.
249 CF.R. § 403.904(¢) (2).
43 42 C.F.R. § 403.904(g).

Physician Payments for Research

The Sunshine Act treats payments by manufacturers
for research purposes differently than other types of
payments. The Act defines research as ““a systematic in-
vestigation designed to develop or contribute to gener-
alizable knowledge relating broadly to public health,”
which “encompasses basic and applied research and
product development.”** In the proposed regulations,
CMS limited the research category to research activities
conducted pursuant to both a written agreement and a
research protocol. Backing off from this requirement in
the final regulations, CMS determined that research
only needs to be subject to a written agreement or a re-
search protocol.*®

Each research payment must be reported as a single
interaction in a separate template. For each payment,
manufacturers must provide (1) the name of the entity
or individual receiving the payment, (2) the total
amount of the payment, (3) the name of the study, (4)
the name of the related covered product (if applicable),
and (5) the principal investigator. In addition, manufac-
turers may report the context of the research and the
ClinicalTrials.gov identifier.*®

Payments or other transfers of value conducted un-
der a research agreement and/or research protocol also
may be eligible for delayed publication for up to four
years.*” In particular, a delay will be granted for pay-
ments made in connection with (1) research on or clini-
cal investigations of new covered products or (2) re-
search on new applications of existing covered products
provided the research does not meet the definition of
clinical investigation, which includes phases I through
IV of clinical research for drugs and biological and ap-
proved trials for devices.*® Although the research pay-
ments will be kept confidential, manufacturers must re-
port the payments each year and indicate that they are
eligible for delayed publication to prevent publication in
that reporting year.*®

Consolidated Reporting

Manufacturers under common ownership may but
are not required to file a consolidated report for all of
the entities. If multiple entities submit a consolidated
report, the report must identify each manufacturer cov-
ered by the report. Moreover, the consolidated report
must specify on an individual payment level the entity
that made each payment or other transfer of value. The
Act instructs no single payment or other transfer of
value should be reported by more than one entity in the
report.®®

The manufacturer submitting the consolidated report
must attest on behalf of itself and all other entities in
the report.®! That manufacturer will be subject to the
maximum amount of penalties ($150,000 for failure to
report and $1,000,000 for knowing failure to report) for
each entity included in the consolidated report.>?

4142 C.F.R. § 403.902.

45 42 C.F.R. § 403.910(b).
46 42 C.F.R. § 403.904(f).
4742 C.F.R. § 403.910(a).
48 78 Fed. Reg. at 9,505.
49 42 C.F.R. § 403.910(c).
5042 C.F.R. § 403.908(d).
51 42 C.F.R. § 403.908(e).
5278 Feg. Reg. at 9,507.
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Preemption of State and Local Laws

The Sunshine Act preempts any state or local laws
that require applicable manufacturers to report the
same type of information concerning payments or other
transfers of value to physicians and teaching hospi-
tals.?® But because of the delay in implementation, CMS
encourages manufacturers to continue to comply with
those laws until the Sunshine Act takes effect.”* More-
over, even after implementation, the Act does not pro-
hibit reporting that is required for public health or
health oversight purposes.®®

CMS notes that most preemption determinations will
be done on a case-by-case basis. In the final regulations,
however, CMS clarified that state and local authorities
may mandate reporting of (1) payments or other trans-
fers of value that do not have to be reported to CMS
(such as the statutory exclusions other than the $10
minimum threshold) and (2) payments or other trans-
fers of value to non-covered recipients or by non-
applicable manufacturers.®®

CONCLUSION

In advance of the date for starting data collection
(August 1, 2013), manufacturers and GPOs need to de-
termine whether they are covered under the Act and, if
so, develop a system of tracking reportable data. Some
immediate action items for manufacturers and GPOs to
review with their counsel include:

® Determine whether the company is subject to the Act
based on its physical location or activities in the
United States.

B Determine if its manufactured products include any
covered drugs, devices, biologicals, or medical sup-
plies.

m If subject to the Act, analyze financial data to deter-
mine whether gross revenue from covered products

53 42 C.F.R. § 403.914(a).
5478 Fed. Reg. at 9.508.
55 42 C.F.R. § 403.914(b).
56 78 Fed. Reg. 9,509 .

in the preceding year is less than 10% of the compa-
ny’s total gross revenue. If so, only payments related
to the covered products will be reportable. If not, all
payments to covered recipients will need to be
tracked and reported.

® Ascertain whether companies are commonly owned
for purposes of the Act. If so, management needs to
determine whether to file a separate or a consoli-
dated report.

m Review existing payments to covered recipients to
determine whether, for legal or policy reasons, some
payments should be discontinued prior to August 1,
2013, to avoid governmental or public scrutiny.

m Review research agreements and protocols to deter-
mine what research payments may be eligible for de-
layed publication under the Act.

B Set up a system in advance of August 1, 2013, that
will identify which employees will be responsible for
tracking and reporting payments and other transfers
of value and what steps will be taken to insure the ac-
curacy of the information.

B Confirm that the company has the necessary infor-
mation to permit reporting of payments to physicians
(including specialties, National Provider Numbers,
and state professional licenses).

m Obtain the list of teaching hospitals subject to the
Act, which will be published annually, so that pay-
ments and other transfers of value to those hospitals
can be tracked.

® Determine whether the company will submit an as-
sumptions document to describe any methodologies
or assumptions used for reporting data, including the
classification of payments or other transfers of value.

®m Review available records to determine if there are
any reportable ownership or investment interests by
physicians or their family members.

Due to heightened scrutiny that will be given physi-
cian compensation arrangements under the Sunshine
Act, applicable manufacturers and GPOs should also
implement comprehensive audits and reviews to ensure
compliance with the Stark Law, the False Claims Act,
the Anti-Kickback Statute, and other applicable federal
and state laws.
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Attorneys, Industry Groups React to Sunshine Final Rule

Reacting to the final rule, some health care attorneys warned that it would be burdensome to implement,
and questioned whether the public would find the information useful.

Kirk Nahra, an attorney with Wiley Rein in Washington, told BNA that the final rule will create significant
burdens for various components of the health care industry.

“At the end of the day, there is a real question as to whether the positive value of this transparency (par-
ticularly given all of the other fraud-related restrictions on the kinds of payments involved here) is worth the
additional burdens and potential risks for certain kinds of activities (e.g., research) that may benefit the
health care system and patients overall,” Nahra said.

Nahra also said it was uncertain whether patients would find the transparency information useful “or
whether most patients will know or care about the information.” He also said there was a concern that the
information would be used primarily by lawyers seeking to challenge relationships between physicians and
drug and device manufacturers.

“Unfortunately, the final rule’s burdens on industry creates a structure where the cost appears to

far outweigh the potential benefit.”
—Kirx OGrosky, ARNOLD & PORTER

Kirk Ogrosky, an attorney with Arnold & Porter in Washington, and former deputy chief of the Fraud Sec-
tion in the Department of Justice’s Criminal Division, also told BNA that the burdens imposed by the final
rule may exceed the benefits. “Unfortunately, the final rule’s burdens on industry creates a structure where
the cost appears to far outweigh the potential benefit,” Ogrosky said.

Ogrosky said he was concerned that patients would not be fully capable of utilizing the transparency in-
formation in a productive manner and that the information might discourage patients from getting necessary
treatments.

Kathleen McDermott, an attorney with Morgan, Lewis & Bockius LLP in Washington, acknowledged that
there would be implementation challenges for both the health care industry and CMS, but said that overall
the final rule would benefit the public. “These regulations will not cause patient harm,” McDermott said.
“Transparency generally is a benefit to the public and patients.”

“There is always a question on whether the granularity of these disclosures really advances meaningful
disclosure,” McDermott said. ‘“Patients do not care about pizza and bagels and buffets any more than pros-
ecutors do.”

Laurence Freedman, an attorney with Patton Boggs LLP in Washington, told BNA that the final rule was
helpful in clarifying some of the transparency requirements facing the health care industry.

For example, he said that moving the implementation date to August 2013 ‘“helps give industry time to re-
view the rule, train compliance officers and their sales team, and prepare for data collection and reporting
requirements.”

However, he said he was concerned about the lack of clarity surrounding reporting payments to teaching
hospitals, noting that the final rule includes no list of teaching hospitals and no way for a manufacturer to
determine if a client is part of a complex teaching hospital. “If this is not clarified,” he said, “this could have
a detriment to research and patient care.”

Christopher White, general counsel and Advanced Medical Technology Association (AdvaMed) senior ex-
ecutive vice president, said the group was pleased CMS provided adequate time for companies to put in place
the business systems necessary to ensure compliant reporting.

“Medical device companies are unique in that they must rely on physician experience and feedback to de-
velop better treatments for patients,” White said.

“Disclosure should be limited to information that is helpful to patients in their decision-making process,
should be available in a meaningful and easily-understood format that provides the appropriate context for
patient education, must not be unnecessarily burdensome, should not compromise proprietary information,
and should preserve arrangements with physicians beneficial to patients and continued medical innovation,”
he added.

By JamMES SwanN AND NaTHANIEL WEIXEL
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