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MEMORANDUM

To:
Monica Bharel, MD, MPH, Commissioner

Members of the Public Health 
Council
From:
Jan Sullivan, Acting Director

Bureau of Environmental Health

Date:
October 20, 2016
RE:
Informational Briefing on Proposed Regulatory Amendments to 105 CMR 127.000: Licensing of Mammography Facilities 
______________________________________________________________________

INTRODUCTION 
The purpose of this memorandum is to provide an overview of proposed amendments to Department of Public Health (DPH) regulations at 105 CMR 127.000: Licensing of Mammography Facilities. These amendments update and clarify regulations that set forth standards for the maintenance and operation of mammography facilities.
BACKGROUND 
M.G.L. c. 111, § 5Q, charges DPH’s Bureau of Environmental Health/Radiation Control Program (BEH/RCP) with regulating the licensure of mammography facilities within the Commonwealth. 105 CMR 127.000, promulgated under this authority, has not been updated since 1994. The proposed draft amendments encompass current practices in mammography, are updated to reflect advances in mammography technology, and incorporate language from regulations promulgated by the Massachusetts Board of Registration in Medicine (BORIM) and the U.S. Food and Drug Administration (FDA). 
PROPOSED REGULATORY AMENDMENTS
Significant proposed changes include:

· Updates and new terms in 127.005: Definitions to reflect current terminology and clarify existing provisions. 
· Updates to 127.011:   Requirements of the Responsible Physician, to reference required compliance with applicable regulations issued by the Board of Registration in Medicine.

· The inclusion of FDA requirements in 127.012:   Requirements of the Mammography Radiologic Technologist and 127.013: Requirements of the Medical Physicist.

· Inclusion of a requirement that facilities provide written notification to a patient if an interpreting physician determines that the patient has dense breast tissue, as required by Chapter 150 of the Acts of 2014 (codified in M.G.L. c. 111, § 5Q).
CONCLUSION

The proposed amendments clarify existing provisions and update the regulations to be consistent with current practice standards and reflect current technology, while including appropriate references to regulations promulgated by BORIM and the FDA. 
After an initial presentation to the Public Health Council, a public hearing and comment period will be held. Any comments received will be reviewed and presented to the Public Health Council at a subsequent meeting. If approval for the proposed amendments is granted, DPH/BEH will proceed with amending these regulations.
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