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I.
PURPOSE:  To delineate policy and procedure that ensures the full application of prevailing federal and state regulations, licensure and accreditation requirements, other legal and ethical standards and scientific soundness to all research projects conducted on patients of the hospital.

II. POLICY:  The hospital, in its mission statement, espouses its desire to be a

“center for best practice, treatment, education and research for individuals with serious and persistent mental illness.”  All hospitals conducting experimentation and research involving human subjects must assure that only the highest ethical and scientific standards guide the methodology, choice of subjects, analysis of potential risks and benefits, insurance of fully informed consent, and appropriate dissemination of scientific findings evolving from such research.

It is the policy of Riverview Psychiatric Center to establish a hospital-wide Research Committee to oversee and approve all experimentation and research conducted within the hospital or its components.  Furthermore, it is the policy of RPRC that it will comply with all applicable standards and legal requirements when such experimentation involves human subjects/patients of the facility.  These requirements involve compliance with JCAHO Standard RI.2.180; with the Maine Rights of Recipients of Mental Health Services, and other applicable rules of the Department of Health and Human Services; with all regulations of the Office for Human Research Protections of the U.S. Department of Health and Human Services (found at 45 CFR 46); and with requirements of HIPPA.  Finally, it is the policy of the hospital that it will register a federal-wide assurance with the Office of Human Research Protections to certify that it will conduct human research in an ethical manner consistent with the 45 CFR 46, and that it will contract with the Trustees of Dartmouth College for the services of a federally-approved and mandated Institutional Review Board to supervise and monitor all human subject research.
III.     PROCEDURE: 
1.
Definitions and Abbreviations:

a) Experimentation and research means the use of any medical, behavioral, or environmental intervention involving practices not commonly accepted by the discipline involved, or the systematic accumulation and codification of data designed to develop or contribute to general knowledge.

b) Experimental drug use means the use of any Food and Drug Administration non approved drug.

c) Minimal risk means that the risk of harm anticipated in the proposed research or experimentation is not greater, considering probability and magnitude, than that ordinarily encountered in daily life or during the performance of routine physical or psychological examination or tasks.

d) Committee means the Hospital Research Committee.

e) IRB means the Dartmouth College Institutional Review Board, a federally approved and registered IRB.

f) Federal DHHS means the federal Department of Health and Human Services.

g) OHRP means the federal Office for Human Research Protections

h) Maine DHHS means the Maine Department of Health and Human Services

i) JCAHO means the Joint Commission for Accreditation of Healthcare Organizations.

j) HIPPA means the Health Insurance Portability and Privacy Act.

2. A hospital-wide Research Committee will be appointed by the Medical Director, subject to the approval of the Superintendent.  The Committee will be representative of all major clinical disciplines, hospital administration, the hospital Ethics Committee, and the Attorney General’s office.  The composition of the current Committee can be found in Appendix I.  It will review, approve or disapprove all research proposals or experimental protocols to be conducted within the hospital or its components.  It will review all research proposals to assess for scientific validity and soundness, and to ensure the project can be accomplished within the mission, vision, values and resources of the hospital.  The Research Committee will advise investigators and hospital administration about the ability of the project to be completed given current or needed resources, and to approve the study’s scientific methodology and adherence to applicable hospital, Maine DHHS and JCAHO regulations.  The Committee may create its own rules and regulations.

3. If the proposed research project involves human subjects, the investigator, following preapproval by the hospital Research Committee, must submit the project to the Dartmouth College IRB for review and approval.  The hospital Research Committee delegates to the IRB the right to approve, or reject, and continuously monitor all studies utilizing human subjects to ensure compliance with applicable federal (DHHS) requirements as elucidated in 45 CFR 46.

4. It is required that all investigators conducting a given study be knowledgeable about Research Committee as well as IRB rules and regulations, and to demonstrate all eductional requirements pertaining to the ethics of conducting human subject research.  Further information concerning Dartmouth IRB rules and regulations, deadlines and education requirements can be found in Appendix II.  Investigators at all times remain responsible for the ethical and professional conduct of the study and must report any serious adverse events or other significant departures from the study protocol to both the hospital Research Committee and the IRB.

5. The hospital assures compliance with OHRP/Federal DHHS regulations for protection of human research subjects through its relationship with the Dartmouth IRB and through its federal-wide assurance (as detailed in Appendix III).  The hospital hereby gives assurance that it will comply with current OHRP/Federal DHHS regulations for the protection of human research subjects as specified below:

a. Ethical Principles:  This hospital is guided by the ethical principles regarding all research involving humans as subjects as set forth in the report of the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research entitled Ethical Principles and Guidelines for the Protection of Human Subjects of Research ("Belmont Report").  In addition, the requirements set forth in Title 45, Part 46 of the Code of Federal Regulations (45 CFR 46) will be met for all research (including Federal DHHS funded research).

b. Hospital Policy:  Except for research in which the only involvement of human subjects is in one or more of the categories exempted or waived under 45 CFR 46. 101 (b) (15) or 46. 101 (e) of the Federal DHHS regulations, this policy is applicable to all research involving human subjects, and all other activities which even in part involve such research, if either:

i. the research is sponsored by this institution, or, the research is conducted by or under the direction of any employee or agent of this institution in connection with his/her institutional responsibilities, or

ii. the research is conducted by or under the direction of any employee or agent of this institution using any property or facility of this institution, or

iii. the research involves the use of this institution's non-public information to identify or contact human research subjects or prospective subjects.

c. The hospital acknowledges and accepts its responsibilities for protecting the rights and welfare of human subjects of research covered by this policy.

d. The hospital assures that before human subjects are involved in research covered by this policy, proper consideration is given to:

i. the risks to the subjects,

ii. the anticipated benefits to the subjects and others,

iii. the importance of the knowledge that may reasonably be expected to result, 

iv. the informed consent process to be employed which includes adequate information to help with decisions to participate or not participate, 

v. The extent to which personally identifiable private information will be held in private, and

vi. If a research related injury occurs, the investigator attempts to address any harmful consequences.

e.
The hospital acknowledges that it bears full responsibility for the performance of all research involving human subjects, covered by this policy.

f.
The hospital bears full responsibility for complying with federal, state or local laws as they may relate to research covered by this policy.

g.
The hospital encourages and promotes constructive communication among the research administrators, department heads, research investigators, clinical care staff, human subjects, and institutional officials as a means of maintaining a high level of awareness regarding the safeguarding of the rights and welfare of the subjects.

h.
The hospital exercises appropriate administrative overview carried out at least annually to insure that its practices and procedures designed for the protection of the rights and welfare of human subjects are being effectively applied.

i.
The hospital considers additional safeguards in research when the research involves prisoners, fetuses, pregnant women, children, individuals institutionalized as mentally disabled, other potentially vulnerable groups and human in vitro fertilization.

j.
The hospital provides each individual at the hospital conducting or reviewing human subject research (e. g.  research investigators, department heads, research administrators, research reviewers) with a copy of this statement of ethical principles and policy.

6. Protection:  Each patient has the right to refuse to participate in experimentation and research.  All participation in experimentation and research is voluntary with full written informed consent, except as provided in these Rules.  A patient's refusal to participate in a research project or an experimental activity is not a cause for denying the provision of indicated services to that patient.

7. Other General Procedures:
a. All experimentation and research involving human subjects commences only after review and approval by the hospital Research Committee and the IRB.

b. The Committee and IRB have the authority to approve, require modifications in, or disapprove, any proposed research or experimentation activities.

c. The hospital’s Advocate or the Office of Advocacy of the Maine Department of  Health and Human  Services is informed of any proposed experimentation or research involving more than minimal risk.

d. The Committee and IRB maintain adequate documentation of their activities.

e. The Committee and IRB provide written notification of its approval or disapproval of the proposed research or experimentation activity, or of any modifications required to secure research and experimentation approval of any activity in question.

f. If the Committee or IRB decides to disapprove a research or experimentation activity, it includes in its written notification, a statement of the reasons for its decision and gives the investigator an opportunity to respond in person or in writing.

g. Investigators and others directly involved in the research or experimentation both in obtaining the consent and in conducting research, adhere to the ethical and research standards of their respective professions concerning the conduct of research or experimentation and to the regulations for research involving human subject required by the Federal DHHS in effect at the time of the adoption of these rules.

h. Researchers report substantial changes or unanticipated problems immediately to the Chairperson of the Committee and to the Chairperson of the IRB. 

i. The Committee and IRB conduct continuing review of research covered by these regulations at intervals appropriate to the degree of risk, but not less than once a year, and has the authority to observe or have a third party observe the consent process and research.

j. The Committee and IRB have the authority to suspend or terminate approval of research that is not being conducted in accordance with the the Committee’s or IRB’s requirements, these rules, or that which has been associated with unexpected harm to subjects.  Any suspension or termination of approval includes a statement of the reasons for the IRB’s action and is reported promptly to the investigator, appropriate hospital officials, and the secretary of the Federal DHHS as required by federal regulations.

k. Upon completion of the research and/or experimentation procedures, the principal investigator attempts to remove any confusion, stress, physical discomfort, or other harmful consequences that may have been inadvertently produced as a result of the research or experimentation procedures.

8. Criteria for Approval:

   a.
Risks to subjects are minimized by using procedures which are consistent with sound research or experimentation design and which do not unnecessarily expose subjects to risk and, wherever appropriate, by using procedures already being performed on the subject for diagnostic or treatment purposes.

   b.
Risks to subjects are reasonable in relationship to anticipated benefits to subjects.  In evaluating risks and benefits, the Committee considers only those risks and benefits that may result from the research and experimentation, as distinguished from the risks and benefits of therapy these subjects would receive in not participating in the research, or possible long range benefits of applying knowledge gained in the research.

   c.
Selection of subjects is equitable, taking into account the purposes of the research and the setting in which the research is conducted.

d. Informed consent is sought and appropriately documented in accordance with these Rules.

e.
The research or experimentation plan makes adequate provisions for monitoring the data collected or the activities allowed to ensure the safety of the subjects.

f.
There are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.

g. Where some or all of the subjects are likely to be vulnerable to coercion or undue influence, appropriate additional safeguards are included in the project to protect the rights and welfare of these subjects.

h.
The study attempts to answer a scientifically valid question, utilizing accepted methodologies and within the resources of the hospital.

9. Exceptions to Informed Consent:  Research Involving the Need for Nondisclosure.

a. If the research or experimentation methodology requires that the purpose, nature, expected outcome and/or implications of the research not be disclosed to the participants before it begins, the researcher clearly and vigorously justifies to the Research Committee the need for nondisclosure.

b. The Committee may approve research or experimentation procedures which do not include, or which alter, some or all of the elements of informed consent set forth in these Rules, or waive the requirements to obtain informed consent provided the Committee finds and documents that:

i. the research involves no more than minimal risks to the subjects;

ii. the waiver of alteration will not adversely affect the rights and  welfare of the subjects;

iii. the research or experimentation could not practicably be carried out without the waiver or alteration; and,

iv. whenever appropriate, the subjects are provided with full disclosure or additional pertinent information after the research or experimentation project is completed.  


c.
Research Involving Archival Review, Statistical Compilation or Record Review. 

i. Research which is limited to archival review, statistical compilation or record review is carried out pursuant to Title 34, M. R. S. A. , SS1C.  Such research may be carried out without informed consent provided:

ii. all data involved in said research is not identifiable as to individual patient or services;

iii. the research plan is submitted to, and approved by, the Research Committee.

d. No experimentation or research involving more than minimal risks is conducted with persons unable to give informed consent, minors, or involuntary patients unless:

i. the experimentation or research poses a clearly expected benefit to the individual patient involved; and,

ii. the experimentation or research has been reviewed and approved by the IRB and the Committee.
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