Research IRB Policy

[image: image1.png]Mary Free Bed

Rehabilitation Hospital






Policy: Mary Free Bed Rehabilitation Hospital (MFBRH) is committed to creating an environment that fosters scholarly activity and academic inquiry.  
1. The primary role of the Research Institutional Review Board (IRB) is to provide initial and continual review and approval of all research conducted at MFBRH or under the direction of any employee, agent or member of the medical staff of MFBRH in connection with his or her institutional responsibilities, consistent with all federal regulations for research participation.  Research is defined for this purpose as the systematic information gathering using valid and reliable measurement techniques and methodology to answer a clinically or scientifically relevant question; this may embrace simple descriptive studies as well as prospective studies employing inferential statistics.  Protection of patient / participant rights and confidentiality during all research at MFBRH is an integral part of this primary role.
2. Secondary, ad hoc, functions of the IRB include the following: 

· To provide education, policy review and consultation on ethical issues related to patient care provided by MFBRH.
· To provide a non-judgmental forum in which to discuss ethical issues affecting patient care at Mary Free Bed.
· To provide a forum in which to review policies affecting patient care, including, but not limited to, policies on patient rights, advance directives and informed consent.
· To identify and address educational needs related to ethical issues affecting Mary Free Bed patients.

Membership and Structure
The IRB chair and vice chair are appointed by the Medical Director who reports to Management Council.  There will be at least 6 additional members of the IRB, who are appointed by Chair with approval from the Medical Director.  Committee membership will include:

· Chairperson
· Vice chairperson

· At least one physician with privileges at MFBRH

· At least one MFBRH allied health staff person

· At least one MFBRH administrative representative

· At least one community representative with knowledge about scientific methods and analyses

· At least one community representative with knowledge about research participant protection

The IRB shall include at least one non-scientist member, who can be either a MFBRH employee or a community representative.  The IRB also strives to achieve diversity in composition in terms of gender, ethnicity and culture, and professional background.
Procedures:

A. Standard Review

1. A written proposal must be submitted to the IRB in electronic format that includes a statement of the problem with succinct literature background, specific research hypotheses (when applicable), methodology and statistical analyses, and budget request (when applicable).  Proposals must be submitted to IRB (research.irb@maryfreebed.com). For any projects involving human participants, the Research IRB Application for Initial Review must be concurrently submitted.  MFB employees must submit documentation of written approval from their departmental manager/director to conduct the particular research project.  Non-MFB affiliated researchers must have an established liaison/sponsor within the appropriate MFB department.
2. The IRB meets monthly.  Proposals are due on the third Thursday of the month.  Action may be taken on a proposal only with a quorum (at least 50%) of committee members present, of which at least one person needs to be a non-scientist.  At least one of the researchers must be present at the meeting to provide a brief oral summary of the proposed project and to answer any questions that the IRB may have.  Researchers will receive written notification of approval with changes, approval or disapproval of the proposal within one week of the committee meeting.
3. Researchers may have access to assistance from the Research Office at Grand Rapids Medical Education Partners (GRMEP) for issues concerning research design or statistical analysis.  In order to obtain this assistance, the researcher must contact the IRB secretary.
B. Emergency review 

1. Conditions warranting emergency review may include:  

a. Research has been associated with unexpected serious harm to participants.
b. Research has been determined as not conducted in accordance with approved protocol.
c. Research approved by another institution involving a patient transferred to MFBRH, where denying the drug/intervention would cause harm to or decrease outcome for the patient.
d. The use of an investigational drug or biological product with a human participant in a life-threatening situation in which no standard acceptable treatment is available and in which there is not sufficient time to obtain full IRB approval.
2. The principal investigator or study sponsor at the Hospital must inform the IRB chair of protocol violations within 5 days of discovery.
3. Review of a previously approved protocol by a quorum of the IRB and the Medical Director of the Hospital will occur within 48 hours of notification to the IRB chair.
4. IRB has authority to suspend/terminate approval of research not being conducted in accordance with IRB requirements, or that has been associated with unexpected serious harm to participants.

5. An emergency meeting will also be convened in the event of an ethical issue of an urgent nature within the Hospital.
C. Review involving special circumstances or hazardous products.  The IRB may invite individuals with special competencies to assist in review of issues that require expertise beyond or in addition to that available on the IRB consistent with federal regulation.  These individuals may not vote.

D. Expedited review by IRB.  The IRB may waive full review of a protocol if the research meets the requirements for Expedited review consistent with federal regulation and with the Hospital’s Expedited Review Policy.
E. Continuing reviews.  

1. The principal investigator or study sponsor is responsible for requesting from the IRB any additions or addendums for the approved protocol, prior to implementation of such changes.
2. Approved projects involving ongoing research require periodic written progress reports which will be re-reviewed at intervals appropriate to the risk to participants involved in the research, but not less than once per year.  Projects involving invasive procedures, administration of study drug or otherwise requiring heightened vigilance by the IRB on behalf of the research participants may be required to report to the IRB more frequently.  The IRB will inform the researcher of the timeline for continuing reviews in the approval letter for the project.  

3. If it is anticipated that the project may extend beyond the originally approved time frame, it is the researcher’s responsibility to submit a written request for an extension, at least 30 days in advance of the approval expiration.  This request must indicate the reason for the extension and the additional time requested.
4. The researcher is required to promptly report any proposed changes to research activity, and may not initiate any changes in the research activity without IRB review and approval, except when necessary to eliminate apparent immediate hazards to participants.  Examples of changes in research activity may include:  recruitment strategy modifications, any change to the informed consent, deviations from the approved protocol or study completion.  The IRB will determine whether full committee review or expedited review is appropriate.
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