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By Mr. Bartley of Holyoke, petition of Neil L. Chayet for legislation to reg-

ulate research projects in state institutions and to protect the general welfare
and right of privacy of patients therein. Social Welfare.

In the Year One Thousand Nine Hundred and Sixty-Nine.

An Act to regulate research in institutions of the common-
wealth AND TO PROTECT THE GENERAL WELFARE AND RIGHT OF
PRIVACY OF PATIENTS THEREIN.

Be it enacted by the Senate and House of Representatives in
General Court assembled, and by the authority of the same, as
follows:

1 Chapter 113 of the General Laws is hereby amended by
2 adding after section 10 the following section:
3 Section 11. A research committee shall be established in
4 each hospital required to be licensed by the department of
5 public health under chapter one hundred and eleven or
6 operated by the department of mental health under chapter
7 one hundred and twenty-three or the Bridgewater state hos-
-8 pital, if research projects are undertaken or carried on in
9 such hospital.

10 Such research committee shall consist of knowledgeable
11 and discreet persons and shall include representatives of both
12 the medical and administrative staffs of the hospital, and at
13 least three persons who are independent of such staffs. The
14 research committe shall be appointed by the superintendent
15 or director of the hospital and shall have the powers herein-
-16 after provided. A majority of the committee members shall
17 have no vested interest in any research project under consid-
-18 eration. The committee shall keep written records of all
19 research projects presented to it and of its proceedings with
20 regard to such research projects. The name of each committee
21 member, his evaluation and the relationship he bears to the
22 hospital shall be reported annually, in the case of a hospital
23 licensed under chapter one hundred and eleven, to the
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21 department of public health, and in the case of a hospital
25 operated under chapter one hundred and twenty-three, or the
26 Bridgewater state hospital, to the department of mental
27 health.
28 Each patient participating in any research project or the
29 guardian of a patient who is incapable of understanding the
30 nature of the project and its probable effect on him, shall first
31 give his consent for such patient’s participation in any such
32 research project before it may be undertaken; provided,
33 however, that any such project shall first be certified by the
31 committee as one which would have a therapeutic and ben-
-35 eficial effect on said patient. No research projects shall be
36 authorized by the committee which will be of no therapeutic
37 or benefiical value to a patient, unless said patient is of sound
38 mind and voluntarily consents to such research project and
39 the burden of proof relative to the mental capacity of such a
10 patient shall be on the committee. The research committee
11 shall consider the research project in the light of the follow-
-42 ing considerations: (a) the protection of the general rights
13 and welfare of the patient, (b) precautions taken to insure
41 the patient’s right to privacy, (c) an appraisal of the risks
45 and potential benefit to the patient. The committee, or the
46 patient’s physician, may order any research project termi-
-47 nated at any time. The members of a research committee shall
48 not be individually liable in a civil suit for damages to a
49 patient or his representative for actions which they may law-
-50 fullv take in accordance with this section.
51 The commissioner of mental health and the commissioner
52 of public health shall have the power to promulgate any regu-
-53 lations which may be necessary to implement this section.


