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September 25, 2012 

Update: Massachusetts Amends 105 C.M.R. 970.000 “Gift 
Ban” Law 
Amendments allow for more relaxed rules regarding the provision of modest meals and 
refreshments for educational interactions, require new quarterly reporting, provide a sunset 
date on certain provisions in anticipation of federal reporting requirements, and establish a new 
mandated disclosure provision to instances of noncompliance. 
 

On September 19, 2012, the Massachusetts Department of Public Health (Department) released the amended 
implementing regulation 105 C.M.R. 970.000,1 which captures changes to the Massachusetts Pharmaceutical and 
Device Manufacturers Conduct, Massachusetts General Law Chapter 111N, that were approved as part of the FY 
2013 budget earlier this summer.2 The amended regulation 105 C.M.R. 970.000, commonly referred to as the 
“Gift Ban” law (Gift Ban), went into effect on September 19. It has several notable provisions, including one that 
mandates disclosure of instances of noncompliance with the regulation. While most of the provisions in the 
Department’s amended regulation do not differ from the amendments to Massachusetts General Law Chapter 
111N, the Department has included some additional amendments such as the sunset date and disclosure 
requirements.  

Amended Regulation 105 C.M.R. 970.000 
The amended Gift Ban now does the following: 

                                                 
 

1. View the amended regulation 105 C.M.R. 970.000 at http://www.mass.gov/eohhs/gov/laws-regs/dph/proposed-
regulations/pharmaceutical-and-medical-device-manufacturer-code.html.  

2. View our July 11, 2012, LawFlash, “Massachusetts Adopts Revisions to Health Care Practitioner ‘Gift Ban’ Law,” available at 
http://www.morganlewis.com/pubs/FDA_LF_MassAdoptsRevisionsToHCPGiftBanLaw_11july12, and our July 20, 2012, LawFlash, 
“Massachusetts Amends Anti-Kickback Law,” available at http://www.morganlewis.com/pubs/FDA_LF_MassAntiKickbackLaw_20july12. 
  

• Permits the payment of reasonable expenses necessary for technical training on the use of medical devices. 
This allows medical device manufacturers to provide essential training on new and innovative medical devices 
without a written sales agreement between the device manufacturer and the healthcare practitioner.  

• Permits pharmaceutical and medical device companies to pay for modest meals and refreshments for 
healthcare practitioners, in connection with non-CME educational presentations made for the purpose of 
educating and informing healthcare practitioners about the benefits, risks, and appropriate uses of 
prescription drugs or medical devices, disease states, or other scientific information provided that the 
following occur: 
− Such meals and refreshments occur in a venue and manner conducive to informational communication  
− Such educational presentations are not used to promote off-label uses of prescription drugs or medical 

devices  
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− Pharmaceutical or medical device manufacturers comply with the new quarterly reporting requirement 
described below 

This expands the current law significantly from only allowing meals within a healthcare practitioner’s office or 
a hospital setting to include other venues such as a restaurant.  

• Defines modest meals and refreshments as “food and/or drinks provided by or paid for by a pharmaceutical or 
medical device manufacturing company or agent to a health care practitioner that, as judged by local 
standards, are similar to what a health care practitioner might purchase when dining at his or her own 
expense.” 

• Requires pharmaceutical and medical device manufacturers to submit quarterly reports related to non-CME 
educational presentations at which meals or refreshments are provided. These quarterly reports are to include 
the following: 
− Location of the non-CME presentation 
− Description of any products discussed at the non-CME presentation 
− 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 
• Highlights that a company will be deemed to have met the quarterly non-CME meal reporting requirement if 

the company “makes all disclosures required under federal law” that are then provided by the Centers for 
Medicare and Medicaid Services (CMS) to the Department on an annual basis.  

• 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. 

• Provides a sunset date for required reporting to the Department. No reporting will be required subsequent to 
the reporting of payment activities for calendar year 2012, provided that the company makes all appropriate 
disclosures required under federal law.  

• Outlines that after the payment of the annual $2,000 registration fee due July 1, 2012, the Department will no 
longer require such payment. 

• Notably, establishes a new requirement that each pharmaceutical or medical device manufacturer “must 
report all incidents of noncompliance with 105 C.M.R. 970.000 to the Department and to the Office of the 
Attorney General in a format specified by the Department [emphasis added].” Companies that have not 
reported as required or knowingly have incomplete reports should assess the applicability of this provision, 
including whether it is has prospective or retroactive applicability from the effective date of the amendments. 

Implications 
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. CMS issued its proposed rule3 to implement 
requirements under the U.S. Sunshine Act in December 2011. As of yet, no final rule has been released. Until 
CMS issues the final rule, companies will continue to report required data to the Department. In a prepared 
statement delivered at a recent roundtable discussion held by the Special Committee on Aging, Senator Herb 
Kohl (D-WI) noted that “Secretary Sebelius and CMS tell us that the rule will be finalized by the end of [2012].”  

The Department issued a notice of public hearing on the amendments to 105 C.M.R. 970.000 to be held on 
October 19, 2012, at 10 a.m. in the Public Health Council Room, Second Floor, Department of Public Health 
located at 250 Washington Street, Boston, Massachusetts.  

 

                                                 
 
3. View the proposed rule at http://www.morganlewis.com/pubs/SunshineRegsDec2011.pdf.  
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Contacts 
Please visit our Transparency Compliance Resource Center at 
http://www.morganlewis.com/topics/transparencycompliance for relevant documents related to transparency. 

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: 

Washington, D.C. 

Rebecca L. Osowski   Michele L. Buenafe   Jonathan A. Havens    
Dir. of Healthcare Compliance*  Associate    Associate     
202.739.5009    202.739.6326     202.739.5952     
rosowski@morganlewis.com  mbuenafe@morganlewis.com  jhavens@morganlewis.com   
 
*Morgan Lewis’s Director of Healthcare Compliance is a non-attorney professional working to assist clients in 
developing and implementing practical and sustainable global compliant business practices.  

About Morgan, Lewis & Bockius LLP 
With 24 offices across the United States, Europe, and Asia, Morgan Lewis provides comprehensive litigation, 
corporate, transactional, regulatory, intellectual property, and labor and employment legal services to clients of all 
sizes—from globally established industry leaders to just-conceived start-ups. Our international team of lawyers, 
patent agents, benefits advisers, regulatory scientists, and other specialists—more than 1,600 legal 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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