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SUBCOMMITTEE ON HUMAN STUDIES 

1.
PURPOSE:  

To publish policies regarding the use of human subjects in research and to establish the membership of the Human Studies Subcommittee (SHS) of the Research and Development Committee.

For the purpose of this memorandum, the SHS constitutes an IRB.  Therefore, IRB will be used to refer to the SHS.

2.
POLICY:  


a.  The provisions of this memorandum govern medical research, rehabilitation research, health services research and development as well as other research, including research funded from VA and non-VA sources or conducted without direct funding, in the VA Medical Center insofar as that research employs investigational drugs, materials, devices or procedures which directly or indirectly involve participants.


b.  Investigations using human participants must be conducted in conformity with a written, approved project which includes procedures to reduce risks to the participants where such risks are real and unavoidable.  Before the research begins, the project must be approved by the Research and Development Committee (R&D) and by the Institutional Review Board (IRB).


c.  No recommendation by the IRB either in its evaluation of  the research project or its investigation of purported violations or failure to comply, can be modified or reversed, other than by action of the IRB itself.  The R&D Committee retains the responsibility to review and concur with the recommendations of the IRB, but cannot alter or reject a disapproval (see 46.112) of the Subcommittee when the disapproval is made for ethical or legal reasons.
3.
RESPONSIBILITY:


a.  Medical Center
It is the responsibility of the Medical Center to establish an Institutional Review Board or to arrange for securing the services of an IRB from another VA facility, or to secure the services of an IRB established by an affiliated medical or dental school.  If the Medical Center chooses to use the services of an affiliated university IRB, VA interests will be adequately represented, usually by the inclusion of at least one VA employee with scientific expertise on the IRB.  It is the Medical Center’s responsibility to provide adequate space to support the IRB’s review and record keeping duties.  


b.  Institutional Review Board (IRB) 

It will be the responsibility of the IRB to review and have the authority to approve, require modification in, or disapprove all research projects including modifications to previously approved research projects involving the use of human participants for ethical appropriateness and compliance with relevant legal and regulatory requirements of the Department of Veterans Affairs, Department of Health and Human Services, and other Governmental agencies.  In order to approve research governed by this policy, the IRB will determine that all of the following requirements are satisfied:


1.  Minimization of risk.



2.  Reasonable risk/benefit ratio.



3.  Equitable selection of subjects.



4.  Securing informed consent.



5.  Documenting informed consent.



6.  Monitoring safety.



7.  Privacy and confidentiality.

8. Protection of vulnerable participants.

9. HIPPA authorization.



The IRB shall consider and recommend action in any instance in which it is alleged that a participant’s rights are violated or the participant’s safety is unduly jeopardized while enrolled in a research study at the facility.  A written report of the findings and recommendations will be sent directly to the Medical Center Director who will decide what actions are necessary.  


4.  
PROCEDURES:


a.  Membership:  The IRB shall consist of at least five members with varying backgrounds to promote complete and adequate review of research activities commonly conducted by the Medical Center.  Members shall be appointed by the Medical Center Director.  

Membership must include:

1.  A Chairperson who currently holds a VA appointment (with or without compensation).

2.  Associate Chief of Staff for Research and Development (ex-officio, non-voting).

3.  Administrative Officer for Research and Development (ex-officio, non-voting).

4.  At least one member of the R&D Committee.

5.  At least one member whose primary concern is in a scientific area.

6.  At least one member whose primary concern is in a non-scientific area.

7.   At least one non-VA member, not otherwise affiliated with the Medical Center and who is not part of the immediate family of a person affiliated with the Medical Center.  (Members may include clergy, attorneys, representatives of a legally recognized Veteran’s organization, or practicing physicians from the community).




The IRB may, in its discretion, invite individuals with competence

in special areas to assist in the review of issues that require expertise 



beyond or in addition to that available on the IRB.  These individuals may 



not vote with the IRB.

b.  
Functions and Operations:   

1.  The IRB will adopt and follow written procedures:

a. For conducting its’ initial and continuing review of research and for reporting its’ findings and actions to the investigator and the R&D Committee, and where pertinent, the sponsor.

b. For determining which projects require review more often than annually and which projects need verification from sources other than the investigators that no material changes have occurred since previous IRB review.

c. For ensuring prompt reporting to the IRB of proposed changes in a research activity, and for ensuring that such changes in approved research, during the period for which IRB approval has already been given, may not be initiated without IRB review and approval except when necessary to eliminate apparent immediate hazard to the subject.  

d. For ensuring prompt reporting by investigators to the IRB, appropriate Medical Center officials, and appropriate VA Headquarters officials for:

(1) Any unanticipated problems involving risks to human subjects or  others;

(2) Any instance of serious or continuing noncompliance with this policy or the requirements or determinations of the IRB; and



(3)  Suspension or termination of IRB approval.

2.  The IRB will conduct business only when a quorum is obtained with a majority of the members of the IRB present.  Regardless of the number of members physically present, a quorum shall include:


a.  At least one licensed physician  


b.  One non-physician scientist 

c.  One member whose primary activities are in a non-scientific field. 

3.  The IRB will ensure that any member having a conflict of interest, as determined by the IRB, relating to a particular research project, does not participate in the review of that project.  

4.  In a timely manner, the IRB will review and approve, approve with modifications, disapprove, suspend or withdraw approval of a research project for any reason that the IRB considers appropriate.  The Principal Investigator will be notified of the IRB’s recommendations in writing and will complete the required VA documentation.  The IRB may not approve a research project unless it has determined that risks to participant have been minimized to the greatest extent possible, consistent with the purpose of the project. 

 The IRB shall disapprove or withdraw approval of a research project, if the risks to any subject are not outweighed by the anticipated benefits and the importance of the knowledge to be gained, or in the event that one or more of the following have been determined:


a.  The process of informing prospective participants (or legally authorized representatives) and obtaining consent is inadequate;


b.  The research project is scientifically unsound;


c.  There is reason to believe that an investigational drug or device is ineffective; or


d.  It is otherwise unreasonable, unsafe, improper, or not in the best interest of the Medical Center to begin or to continue a research project in the manner that a device or drug is used.

5.  The IRB shall continue to review a research project that the IRB has approved until the research project is completed or terminated.  Such review shall be undertaken at intervals appropriate to the degree of risk, but not less than 365 days.


c.  
Meetings:  The IRB shall meet on a regular basis.  Additional meetings may be scheduled as deemed necessary by the Chairperson.

d.
Minutes:  Minutes of the meetings shall be approved by the Chairperson and the ACOS R&D, then submitted to the Research and Development Committee for review and approval.

5.
REFERENCES:
M-3, Part I, Chapter 9.  Requirements for the Protection of Human Subjects in    

 Research


Code of Federal Regulations, Part 50 & 56 – Institutional Review Board


Code of Federal Regulations, Title 45 – Part 46 – Protection of Human Subjects


Protecting Studies Volunteers in Research, A Manual for Investigative Sites by

 Cynthia McGuire Dunn, M.D. & Gary Chadwick, Pharm.D., MPH;

 CenterWatch, Inc., Boston, MA, 2002


Stratton VA Medical Center Standard Operating Procedures (10/99)

6.
RESCISSIONS:
VAMC Memorandum 151-44, Human Studies Subcommittee

7.
FOLLOW-UP RESPONSIBILITY:  Dr. Donald Pasquale, Associate Chief of Staff for Research and Development (518-626-5622).

8.
AUTOMATIC RESCISSION DATE:   March 28, 2006
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MARY-ELLEN PICHÉ, FACHE
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