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Massachusetts Adopts Revisions to Health Care Practitioner
“Gift Ban” Law

Amendments permit pharmaceutical and medical device companies to pay reasonable
expenses for medical device training, and for modest meals and refreshments for educational
interactions.

On July 8, Massachusetts Governor Deval Patrick signed the commonwealth’s FY 2013 budget, which included
legislation that amended the Massachusetts Pharmaceutical and Medical Device Manufacturer Code of Conduct.
In essence, the amendments to the Code of Conduct struck down part of the so-called “Gift Ban” Law (Gift Ban),
codified at Mass. Gen. Laws Ch. 111N (2008). Before it was amended, the Gift Ban imposed certain restrictions
on the provision of meals, gifts, and other transfers of value by pharmaceutical and medical device manufacturers
to health care practitioners. The law also required drug and device manufacturers to annually report allowable
gifts and other transfers of value provided to health care practitioners. The implementation regulation issued by
the Massachusetts Department of Public Health (Department) is codified at 105 C.M.R. 970.000 (2009).

Changes to the Gift Ban
The amended Gift Ban now does the following:

o Permits the payment of reasonable expenses necessary for technical training on the use of medical devices.
This amendment will allow medical device manufacturers to provide essential training on new and innovative
medical devices without a written sales agreement in place between the device manufacturer and the health
care practitioner.

e Permits pharmaceutical and medical device companies to pay for “modest meals and refreshments” for health
care practitioners, in connection with non-CME educational presentations made for the purpose of educating
and informing health care practitioners about the benefits, risks, and appropriate uses of prescription drugs or
medical devices, disease states, or other scientific information, provided that the following requirements are
met:

— Such meals and refreshments “occur in a venue and manner conducive to informational communication.”

— Pharmaceutical or medical device manufacturers comply with the new quarterly reporting requirement
described below.

This significantly eases the Gift Ban's previous meal and refreshment provision restriction (i.e., only allowing
meals within a health care practitioner’s office or in a hospital setting), and now permits meals and
refreshments in other venues, such as restaurants.

e Requires pharmaceutical and medical device manufacturers to submit quarterly reports related to non-CME
educational presentations at which meals or refreshments are provided. Although the Department will be
issuing regulations for implementation, the amendment does specify that such reporting will require
companies to report, at a minimum, the following information:

— The location of the non-CME presentation.
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— A description of any products discussed at the non-CME presentation.

— The total amount expended for the non-CME presentation, including the amount expended per
participant—factoring in meals, refreshments, and other items of economic value provided.

The amendments include a provision to allow the Department to assess an administrative fee to pay for the
costs related to these new reporting requirements.

e Provides the Department with the discretion to determine the definition of “modest” as it relates to “modest
meals and refreshments.”

e Requires the Department to make publicly available and searchable on its website all data disclosed in annual
reports from drug and device companies within 90 days of receipt.

e Provides that pharmaceutical and medical device manufacturers will not be required to disclose under the
amended Massachusetts law information that is required to be disclosed to the federal government. The
Department will obtain this data directly from the Centers for Medicare and Medicaid Services (CMS).

These significant amendments to the Gift Ban help to eliminate redundancies that would have existed after the
implementation of federal transparency reporting requirements under Section 6002 of the Patient Protection and
Affordable Care Act, known broadly as the U.S. Sunshine Act. However, until CMS issues its final rule
implementing the U.S. Sunshine Act, companies will have to continue to report required data to the Department.
CMS issued its proposed transparency reporting rule in December 2011 and has since indicated that tracking
requirements will not be effective prior to January 2013.

These amendments to the Gift Ban do not impact the recent July 1 reporting deadline for pharmaceutical and
medical device companies. Undoubtedly, affected companies will look forward to conforming amendments to
regulation 105 C.M.R. 970.000 effectuating these changes. Given the nature of these amendments, the upcoming
registration renewal process is likely to remain unchanged

As part of the upcoming registration renewal process, which must be completed annually by August 31,
pharmaceutical and medical device manufacturers must complete a compliance filing, including the company’s
compliance officer contact information, a certification of compliance with 105 C.M.R. 970.000, and remittance of
an annual fee of $2,000 payable to the Commonwealth of Massachusetts. Information related to the online or
manual renewal process can be found at www.mass.gov.

Implications

While the amendments passed on July 8 did not specify an effective date, the Department is tasked with providing
guidance on the new quarterly reporting on non-CME presentations and any modest meals and refreshments or
other items of value provided to a health care practitioner at the educational presentations. This and other
significant changes will likely necessitate the amendment of regulation 105 C.M.R. 970.000. Until such action has
taken place, companies should continue to comply with the regulation currently in effect.

Morgan Lewis counsels the health industry on federal and state transparency requirements, including medical
device and pharmaceutical companies, hospitals, physicians, and other healthcare entities. We invite you to visit
our Transparency Compliance Resource Center for updates regarding health industry transparency compliance,
regulations, and industry codes of ethics. If you have questions, please contact our Transparency Compliance
team at TransparencyCompliance@Morganlewis.com.

Contacts

If you have any questions or would like more information on any of the issues discussed in this LawFlash, please
contact Kathleen McDermott (202.739.5458; kmcdermott@morganlewis.com) or any of the following members
of our Transparency Compliance team:
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Washington, D.C.

Michele L. Buenafe Jonathan A. Havens Rebecca L. Osowski
Associate Associate Dir. of Healthcare Compliance*
202.739.6326 202.739.5952 202.739.5009
mbuenafe@morganlewis.com jhavens@morganlewis.com rosowski@morganlewis.com

*Morgan Lewis’s Director of Healthcare Compliance is a nonattorney professional working to assist clients in developing and implementing
practical and sustainable global compliant business practices.

About Morgan, Lewis & Bockius Lip

With 24 offices across the United States, Europe, and Asia, Morgan Lewis provides comprehensive litigation,
transactional, labor and employment, regulatory, and intellectual property legal services to clients of all sizes—
from global Fortune 100 companies to just-conceived start-ups—across all major industries. Our international
team of attorneys, patent agents, employee benefits advisors, regulatory scientists, and other specialists—some
3,000 professionals total—serves clients from locations in Almaty, Beijing, Boston, Brussels, Chicago, Dallas,
Frankfurt, Harrisburg, Houston, Irvine, London, Los Angeles, Miami, Moscow, New York, Palo Alto, Paris,
Philadelphia, Pittsburgh, Princeton, San Francisco, Tokyo, Washington, D.C., and Wilmington. For more
information about Morgan Lewis or its practices, please visit us online at www.morganlewis.com.

This LawFlash is provided as a general informational service to clients and friends of Morgan, Lewis & Bockius LLP. It should not be construed
as, and does not constitute, legal advice on any specific matter, nor does this message create an attorney-client relationship. These materials
may be considered Attorney Advertising in some states. Please note that the prior results discussed in the material do not guarantee similar
outcomes. Links provided from outside sources are subject to expiration or change. © 2012 Morgan, Lewis & Bockius LLP. All Rights
Reserved.
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