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The Physician Payment
Sunshine Act: An Update

What physicians and industry should know about the final rule.

BY ALLISON WEBER SHUREN, MSN, JD

n February 1, 2013, under tremendous pres-

sure from Congress, the Centers for Medicare

and Medicaid Services (CMS) issued its final

rule regarding the implementation of the
Physician Payment Sunshine Act, a portion of the 2010
Affordable Care Act that mandates disclosure of pay-
ments from industry to health care providers. The final
rule establishes new dates for manufacturers’ and other
entities’ initial collection of data and their submission to
CMS; it also provides definitions for and clarification of
several key aspects of the reporting scheme.

In connection with the proposed rule, CMS received
and responded to a total of 337 public comments, ranging
from, “Scrap this legislation,” which obviously CMS does
not have the ability to do, to, “It doesn’t go far enough, and
we should have even more transparency on relationships
between industry and health care providers.” Any rule with
that many responders is like making a sausage because
it requires an administration to attempt to balance all of
those comments and various stakeholders.

This article describes several features of this complex legis-
lation in an effort to elucidate the effect it will have on phy-
sicians, their practices, and their relationships with industry.

DATA COLLECTION AND REPORTING
Ultimately, the Sunshine Act will require manufacturers
and applicable group purchasing organizations (GPOs)
to begin collecting the required data on August 1, 2013.
The first report will be due to CMS by March 31, 2014,
and the first time the data will be posted to the public
website will be September of next year. In addition, there
must be aggregate reports, which go by company and will
be submitted to Congress as well as to the states.
Under the Sunshine Act, applicable manufacturers
are required to report direct and indirect payments and
other transfers of value provided to covered recipients or
in accordance with the recipients’ direction. At 1 point, |
had been hearing some physicians suggest that, if you set
up a limited liability company (LLC) and ask the manu-
facturers to pay the fees you receive from them into the
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LLC, those payments would be protected. However, those
payments are not protected—they would have to be
reported, as would the name of the LLC.

The Sunshine Act also requires manufacturers and
applicable GPOs to report ownership and investment
interests. The legislation does not just concern compen-
sation but extends to ownership and investment for
physicians as well as their immediate family members.
In addition, the term immediate family members goes
pretty deep—further than just spouse and children—to
include grandparents, father-in-law, daughter-in-law,
grandparent’s spouse, etc.

COVERED RECIPIENTS

The “covered recipients” referred to in the Sunshine
Act include MDs, DOs, and ODs. Physicians who are
bona fide employees of a manufacturer are excluded,
and the Internal Revenue Service test is used to deter-
mine that. Therefore, companies cannot use an employ-
ment agreement rather than an independent contractor
agreement and call someone an employee to try to get
around the reporting requirements. Teaching hospitals
are covered recipients as well.

COVERED ENTITIES

The Sunshine Act applies to manufacturers that oper-
ate in the United States and are engaged in the pro-
duction, sale, or distribution of a covered drug, device,
biologic, or medical supply. By definition, a covered drug
is a product that is paid for by Medicare, Medicaid, or
the Children’s Health Insurance Program and requires a
prescription or premarket approval or 510(k) clearance
from the US Food and Drug Administration. Over-the-
counter drugs and devices that do not require any kind
of premarket approval are exempted.

Entities under common ownership with the developer
that provides some assistance are covered as well. So, if
the manufacturer has a subsidiary that is a manufacturer
or a subsidiary that does sales and marketing, as long
as they have a common parent and are working together



toward promotion of the product, they would both be cap-
tured by the rule.

REPORTED TRANSFERS OF VALUE

CMS defines a payment as any transaction that has a dis-
cernable value made at the request of or on the behalf of a
covered recipient (a physician). This includes payments to
a group practice, so if you decide that a payment for con-
sulting work with a company is going to be paid to your
group rather than to an individual physician, that payment
must still be reported but is done so at the level of the
physician who actually received it. There were a number
of comments from physician organizations that expressed
angst over a group being named the recipient of a pay-
ment because other physicians in the group may not want
to be on a report. Therefore, CMS agreed that the payment
would only be in the name of the direct recipient.

Indirect payments are those made through third par-
ties, when a manufacturer or GPO causes a third party
to provide the value to the physician. For example, an
unrestricted educational grant goes to a third party, but
there is a mutual understanding between the company
and the third party that the money will go to Dr. Jones;
that transfer of value would be captured under the
indirect payment requirements. For ownership or invest-
ment, stock and stock options get reported, only once
the stock options have been exercised; prior to that, they
are just considered compensation. Partnerships, LLC
membership, loans, bonds, and anything direct or indi-
rect through debt or equity are other types of ownership
interests that must be reported as well.

There are exceptions to the ownership reporting require-
ments. Ownership and investment in a public traded secu-

STAY INFORMED!

This year, global technology company MMIS Inc.
reported the results of its third annual survey of doc-
tors and their knowledge of the Physician Payment
Sunshine Act. The company found that, of the
1000-plus physicians surveyed, more than half of
respondents admitted they did not know that the
law requires pharmaceutical and medical device com-
panies to report on expenditures annually or that the
information will be available in a publicly searchable
database. According to MMIS, this year’s survey results
reflect a 5% increase in unfamiliarity with the law’s
provisions by doctors in all types of care locations,
from teaching hospitals to private practices.

Visit www.retinatoday.com or www.newretinadoc.com
to access additional articles on the Physician Payment
Sunshine Act and learn more about how the legislation
relates to you and your practice.
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rity or mutual fund does not need to be reported. Also
exempted are interests that arise from a retirement plan
that you may acquire having been a physician employee
of a covered entity, stock options and convertible securi-
ties received as compensation until they have been exer-
cised, unsecured loans, and interests truly unknown to a
manufacturer or GPO. For the purpose of the Sunshine
Act, the definition of the word know is the same as for the
False Claims Act, so it covers not just actual knowledge; it
also means reckless disregard of the truth. Therefore, you
cannot say, “l did not know,” when, for all intents and pur-
poses, anyone could have assumed that company would
have known about that ownership interest.

The relevant forms of payment include basically any
cash or cash equivalent, items of services, stocks, divi-
dends, profits, or other returns on investment. The vari-
ous types of payment that are received must be reported
in categories. Within each category, there are special-
ized rules, even down to how food and beverages are
reported.

The actual reporting that will be provided to CMS
includes the name of the physician, his or her business
address, his or her National Provider Identifier, his or her
Medicare number, the medical license number from at
least one state in which he or she practices, and his or
her specialty. The specialty will be listed as however the
physician is categorized for Medicare purposes. The form
of the payment, the category, the amount, the date of
the transfer, and the product that it relates to are also
listed. The identity of any third party involved in a trans-
action will also be reported.

There are special reporting rules regarding financial rela-
tionships around research and continuing medical educa-
tion. These regulations are highly detailed and complex,
but if you are a researcher or an investigator for a compa-
ny, it is imperative that you take time to understand these
research rules. Companies and GPOs face civil monetary
penalties for failure to report accurately or completely.

EXCLUSIONS FROM REPORTING

There are a few exclusions from reporting, including
payments of less than $10, unless, over a year, the aggre-
gate in that particular category totals $100. So, if you bring
someone 12 $9 lunches, ultimately, all of those payments
must be reported. Indirect payments for a physician
whose identity is unknown as well as product samples or
vouchers that are for patient benefit only will not have to
be reported. Patient education materials that are truly and
directly beneficial to patients and are not promotional in
nature are excluded as well. For trial equipment and dis-
posable supplies, if a piece of capital equipment is placed

(Continued on page 32)
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(Continued from page 27)

in a physician’s office or in an ambulatory surgery center
to be tested, that trial equipment and sufficient dispos-
ables can be kept for up to 90 days without the value
having to be reported. If the machine stays for day 91, the
value of having that capital equipment and those dispos-
ables for days 91 and beyond must be reported. For items
and services under contractual warranty, the value of that
warranty is not required to be reported. Actual discounts
and rebates are also exempt from reporting,

PUBLIC DATABASE

There will be a 45-day period of review before the
reported data are published on the public website. This
period was requested by physicians and was not in the
initial proposed rule. Once the manufacturer submits
its information and the government develops the data-
base, physicians will have the ability to register onto the
website and review what has been reported by the vari-
ous manufacturers and GPOs. If the physician disagrees
with what has been reported, then that dispute must
be resolved with the manufacturer within 15 days. So, in
total, you have 45 days to review and 15 days to resolve
any potential disputes. If the dispute cannot be resolved,
the information will still be posted in the database, but
it will be notated that there was a dispute between the
manufacturer and the health care professional.

The website will be searchable and fully download-
able. It will contain information regarding relationships
between manufacturers and physicians and the positive
aspects of these collaborations. There were also a lot of
requests that researchers be able to have access to addi-
tional information that will not be on the public website,
and that is still under negotiation.

CONCLUSION

Covered recipients should be aware the some aspects
of their dealings with industry will be reported and publi-
cized. Manufacturers and GPOs will report on a range of
compensation items, including consulting fees, gifts, hono-
raria, travel and lodging, education, royalties, grants, etc.
There will be a 45-day review period and 15-day period to
resolve disputes, and covered recipients can register with
CMS to receive information for review. Both health care
and industry professionals should familiarize themselves
with the provisions of this legislation and its potential
effect on their relationships. ®

Allison Weber Shuren, MSN, JD, is a partner
at Arnold & Porter LLP in Washington, DC. Ms.
Shuren may be reached via tel: +1 202 942 6525;
or at allison.shuren@aporter.com.




