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I. PURPOSE: To establish policies and procedures concerning using recipients of services of Community Mental Health for Central Michigan in research, experimentation, or clinical trials

II. APPLICATION: All Mental health services programs of Community Mental Health for Central Michigan and any contracted agencies.

III. REFERENCES: 

A. The Joint Commission Principles for Accreditation of Community Mental Health Services Programs.

B. Michigan Mental Health Code, 330.1919(1).

IV. DEFINITIONS:

A.
RESEARCH: Scholarly or scientific investigation or inquiry.


V. POLICY: Community Mental Health for Central Michigan shall support training, studies, and research as part of its overall responsibility with regard to the prevention of mental disorders and the care, treatment and support of individuals with mental or emotional disorders or disturbances or developmental disabilities.
VI. PROCEDURES:

Any and all research proposals involving recipients of service of Community Mental Health for Central Michigan or its contract agencies must be reviewed by the Executive Director, and transmitted to the Board of Directors for their approval. 
A. Approval process for research proposal:

1. Any person(s) wishing to explore the possibility of a research proposal using recipients of CMHCM services must first consult with the Executive Director

2. The Executive Director shall provide information required for the format for research proposals

3. The Executive Director shall forward research proposals to the CMHCM Performance Improving Committee (PIC) and the CMHCM Management Team so that they may review the details. These reviews shall include an evaluation of the need and justification for the study; the adequacy of the design, methodology, and information-gathering instruments; and the steps taken to protect the rights and welfare of the participants.

4. The PIC and Executive Committee Team shall submit written evaluation reports to the Executive Director and Board of Directors for final review.

5. The Executive Director may at his/her discretion, accept (in lieu of steps 3 and 4 cited above) an evaluation report done by an existing research review committee of an accredited university or college as long as it meets HHS and State standards for such a review.

6. The CMHCM administration and Board of Directors reserve the right to veto or reject any research proposal even if it has been recommended for approval by the aforementioned reviewing committees.

7. The local administrator of any contract agency and its board of directors reserve the right to veto or reject any research proposal involving recipients of services of their agency even if the proposal has been approved by the CMHCM Board of Directors.

8. The Executive Director shall report no less than annually to the Board on studies and research being conducted, in a form suitable for distribution to all providers of mental health services.

B. Providing information to potential research participants:

1. Before requesting their consent for participation, all recipients of CMHCM services will be provided with:

a. A description of the benefits to be expected.

b. A description of the potential discomforts and risks

c. A description of alternative services that might also prove advantageous to them

d. A full explanation of the procedures to be followed

e. Assurances of their right to refuse to participate in any research or educational activity without compromising their access to CMHCM services.

f. Assurances of their right to participate in care decisions at any time during the research educational activity.

2. Participants shall complete the “Consent for Research, Experimentation, or Clinical Trials” form. All consent forms shall:

a. Address all of the information specified in the previous section (section B.1.a-e)

b. Indicate the name of the person who supplied the prospective participant with the information and the date the form was signed.

c. Address the participant’s right to privacy, confidentiality, and safety.

3. All information given to each participant will be filed in his/her case file along with completed consent forms.

4. Upon completion of the research procedures, the principal investigator shall attempt to alleviate, to the extent possible, any confusion, misinformation, stress, physical discomfort, or other harmful consequences that may have arisen with respect to the participants as a result of the procedures.
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