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By Mr. Quinn of Boston, petition of Robert H. Quinn for legislation to regu-
late 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-Eight.

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
folloics:

1 Chapter 111 of the General Laws is hereby amended by add
2 ing the following sections : ■—■

3 Section 16. Preamble: Whereas clinical research and
4 study are essential to the advancement of knowledge in medi-
-5 cine and in all fields of scientific endeavor, and whereas
6 the general welfare, right to privacy and the opportunity to
7 give full and informed consent for clinical, behavioral and
8 social research procedures are basic and inherent rights of
9 all citizens of the Commonwealth, the following is hereby en-

-10 acted:
11 Section 76A. Definitions: “Hospital” Any institution
12 required to be licensed by the department of public health
13 under chapter one hundred and eleven, or by the department
14 of mental health under chapter one hundred twenty three and
15 the Bridgewater state hospital, in which research projects are
16 undertaken or carried on.
17 “Research Committee” A committee which includes rep-
-18 resentatives of the medical staff and administration of the
19 hospital, and at least three persons who are independent
20 of the hospital staff and administration, at least one of whom

C&e CommonUicaltij of apassadjusetts



> [Jan.HOUSE No. 1730.

21 shall be an attorney. The committee shall be appointed by
22 the superintendent or director of the hospital and shall have
23 legal authority as further provided in this act. A majority
24 of the committee members shall have no vested interest in
25 the research project under consideration. The institution may
26 utilize consultants as well as staff members in order to assure
27 a proper review of the contemplated research project; the
28 committee should possess the scientific competence to com-
-29 prehend and evaluate the scientific nature of the research
30 project and insofar as possible, should be multidisciplinary
31 in character in order to competently make the judgments con- 0
32 templated by this act. The committee shall keep written
33 records of all research projects presented to it for review
34 and of its proceedings with regard to such research projects.
35 The names of the committee members, their discipline, and
36 the relationship they bear to the hospital shall be reported
37 annually to and kept on file at the department of public health
38 and, in the case of any hospital treating patients under the
39 provisions of chapter one hundred twenty three, the depart-
-40 ment of mental health.
41 “Research Project” Any program of clinical, behavioral,
42 or social research or study, including but not limited to any
43 project which involves the filming or recording of patient ac-
-44 tivities for any purpose whatsoever.
45 “Principal Investigator” The person who bears the pri-
-46 mary responsibility for the conduct of the research project.
47 Patient’s Physician” The physician who bears the primary
48 responsibility for the care of the patient.
49 “Patient” Any person who is under in-patient or out-
-50 patient care at a hospital as above defined.
51 Section 768. Review Procedure: A statement describ-
-52 ing any contemplated research project involving patients in
53 a hospital, shall be presented by the principal investigator
54 to the research committee for review and approval prior to
55 the commencement of any such research project. No research |jj
56 project shall be commenced at any hospital unless the research
57 project shall have been presented to and approved in writing
58 by the research committee. In addition to preparing and pre-
-59 senting such a statement, the principal investigator must fully
60 inform the patient’s physician as to the nature of the research
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project and the manner in which the patients will be affected
by the research project.

61
62

The research committee shall consider the research project
with a view toward:

63
64

(a) the protection of the general rights and welfare of the
patients;

65
66

( b ) precautions taken to insure the patient’s right to pri-
vacy;

67
68

(c) the appropriateness of the methods used to secure the
full and informed consent of the patients to be involved in
the research project; and

69
70
71

( d ) appraising the risks and potential benefits of the re-
search project.

79rz
73

The consent of the patient’s physician for the involve-
ment of his patient in the research project is essential to
the protection of the general rights and welfare of the pa-
tients and must be secured prior to the approval of the re-
search committee. In addition, the research committee must
be assured that precautions have been taken to respect the
privacy of patients and to assure appropriate confidential-
ity of the research findings and the patient’s involvement in
the research project. Where the welfare of the patient re-
quires it, the patient’s physician or the research committee
may at any time order the withdrawal of any patient from
the research project and such withdrawal shall be immedi-
atelv effectuated.
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87 Full and informed consent must be obtained from each

patient participating in the research project whenever rea-
sonably possible. The principal investigator, as well as the
patient’s physician, shall examine the question of whether
or not the patient is competent to understand the nature
of the research project and to give his full and informed
consent. If the patient is unable to give his full and in-
formed consent, no research project shall be undertaken with
regard to such patient unless
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flfi (a) the research project involves agents or modalities

which are clearly intended to be therapeutic with regard to
the patient’s specific condition.

97
98
nn (h) the research project presents no foreseeable personal

risk to the patient.100
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101 If it is clear that either (a) or (h) is the case, consent
102 should be obtained by the principal investigator from the
103 patient consistent with the patient’s ability and the full and
104 informed consent must be obtained by the principal inves-
-105 tigator from the patient’s guardian, if any, or, where rea-
-106 sonably possible, from the patient’s next of kin. If the pa-
-107 tient is not under guardianship and full of informed con-
-108 sent cannot be reasonably obtained from the next of kin, the
109 committee shall be empowered to authorize the research
110 project with regard to such patient, provided that it does
111 so in writing and such authorization is accompanied by a
112 statement explaining the reasons the research is deemed to
113 involve agents or modalities which are clearly intended to be
114 therapeutic with regard to the patient’s specific condition,
115 or that the research project presents no foreseeable personal
116 risk to the patient. A research project which is justified only
117 on the basis that there is no foreseeable personal risk to the
118 patient, shall not be authorized by the committee if the pa-
-119 tient actively objects to inclusion in the research project.
120 Notice of the committee’s approval of the research project
121 shall be provided to the next of kin at least ten days prior
122 to the commencement of the research project. Upon receipt
123 of such notice, the next of kin may petition the probate court
124 for the appointment of a guardian. Upon receiving notice
125 that a petition for guardianship has been filed in the probate
126 court, the approval of the committee of the research with re-
-127 gard to such patient shall be suspended and full and informed
128 consent shall be sought from the guardian when appointed.
129 The committee shall take precautions to see that appropriate
130 measures have been and will be taken to assure confidential-
-131 ity and protection from misuse of research project findings
132 and results. Disclosure in any manner of research project
133 findings or results involving any patient who is not competent
134 to give his full and informed consent for such disclosure is
135 prohibited without the written permission of the committee.
136 The committee shall be kept informed as to the progress of
137 the research project and shall be immediately notified of any
138 adverse affect of the research project upon any patient. The
139 committee, as well as the patient’s physician, may order the
140 research project terminated at any time with regard to any
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141 patient. In approving any research project or authorizing
142 any research project with regard to a specific patient, the
143 research committee shall appraise the potential risks of the
144 research and its potential scientific benefit.








