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NOTICE OF COMMENT PERIOD EXTENSION


Notice is hereby given that the Department of Mental Health is extending the Comment Period for proposed regulations under the authority of M.G.L. c. 19, s. 1 and 18 and M.G.L. c. 123, s. 1, 2 and pursuant to M.G.L. c. 30A and M.G.L. c. 35.  The Department of Mental Health is amending the below regulation(s): 

104 CMR 31.00 Research Authorization and Monitoring
This regulation establishes standards and procedures with respect to  the approval of human subject research by the DMH Institutional Review Board.  The proposed amendments eliminate the recitation of  numerous federal requirements applicable to the operation of the DMH Institutional Review Board (IRB) and the standards research must meet in order to be approved by the IRB.  It has been changed to reference applicable laws and regulations and require compliance with them.  This change ensures that when federal requirements change, DMH will not have to revise its regulations to incorporate the text of specific changes. Other changes in procedures and standards permit the IRB to conduct expedited reviews of research proposals  and require ongoing assessments of a data subject's capacity to provide informed consent to participate in the research. Definitions have also been updated to mirror defined terms in applicable federal law.

104 CMR 32.00 Investigation and Reporting Responsibilities
This regulation is improved to clarify standards and procedures for reporting, investigating and resolving complaints by restructuring in order to more logically follow the complaint process.  It includes several new defined terms, and it also clarifies who may access investigation documents to ensure against improper disclosure of informatin that is protected by privacy laws or exempt from disclosure as a public record pursuant to G.L. c. 66, §10.  

METHOD OF COMMENT:  Written comments may mailed to the Office of the General Counsel, Department of Mental Health, 25 Staniford Street, Boston, MA  02114; or submitted to e-mail address: DMH-regulations@state.ma.us  NO LATER THAN SEPTEMBER 16, 2016.  Comment Period ends at 5:00 P.M. on September 16, 2016. 

INFORMATION: Copies of the proposed regulations may be obtained from the Department of Mental Health Legal Office, 25 Staniford Street, Boston, MA  02114, and may also be found on the Department’s Internet site at http://www.mass.gov/eohhs/gov/laws-regs/dmh.

By Order of the Department of Mental Health
Joan Mikula, Commissioner
August 18, 2016
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