
PHARMACEUTICAL & MEDICAL DEVICE 
MANUFACTURERS CODE OF CONDUCT 

Proposed Emergency 
Amendments to 105 CMR 970.000 

Public Health Council 
September 19, 2012 

Iyah Romm 
Bureau of Health Care Safety & Quality



Background
• Governor Patrick signed revisions to M.G.L. c.111N, the 

Pharmaceutical and Medical Device Manufacturer Code of 
Conduct (PCOC) into law as part of the FY13 budget. 

• M.G.L. c.111N now allows meals be offered at non-Continuing 
Medical Education (“CME”) presentations for HCP’s outside of 
the office or hospital setting. 

• The new exception applies only to presentations occurring in a 
“venue and manner conducive to informational 
communication.”

• “modest meals and refreshments” must be defined by DPH 
through regulation. 



Proposed Amendments
• A review and analysis of the legislative, regulatory and policy landscape was 

conducted.
• Revised regulations allow manufacturers to provide modest meals and 

refreshments to HCPs outside of hospital and office settings. 
• The revised regulations: 

• are consistent with nationally-recognized standards included in 
industry codes of conduct 

• PhRMA, AdvaMed, and the American Medical Association.
• promote educational and training opportunities
• implement the legislative intent to balance consumer protection, the 

legitimate interests of pharmaceutical and medical device manufacturers, 
and promoting the education of health professionals.

• include a definition of modest meals and refreshments that does not 
include a specific dollar limit, but rather is “similar to what a HCP might 
have purchased when dining at his or her own expense,” as judged by local 
standards.  

• We also propose that this regulation be filed on an emergency basis.



Merits of this approach

• Consistent with the industry codes and American Medical 
Association guidelines.

• Fulfills the legislative directive to DPH to define “modest meals and 
refreshments.”

• The proposal allows for transparency through federal disclosures 
published in a searchable database by the DPH allowing monitoring of 
manufacturer conduct. 

• Chapter 111N requires that the statutory and regulatory requirements 
governing interactions between pharmaceutical/ medical device 
companies and HCPs be “no less restrictive” than the trade association 
codes of conduct.



Proposed Definition of 
“Modest Meals”

• Modest Meals and Refreshments, 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.”



Anticipated Timeline
• The regulation is being presented for a vote to adopt the proposed 

emergency regulation. The regulation will be filed as an emergency 
regulation with the Secretary of the Commonwealth and the regulation 
becomes effective upon filing.  

• A public hearing will be held on October 19 at 10am, in the Public 
Health Council Room.  DPH will also be accepting written comment.  
All of the feedback will be considered to determine if additional 
changes to the regulations will be proposed.

• Regulation will be voted on by PHC at its November 14 meeting and 
filed with Secretary of the Commonwealth.  The final regulation will be 
effective upon publication on December 7, 2012.
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