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Department Review of Protocols
Introduction: 

It is the policy of the IRB that a committee in each Department reviews all protocols prior to submission to the IRB.  The review must address the scientific merit, ethical issues, and the availability of Departmental resources to carry out the research.  Departmental review allows the Chair of the Department to be aware of Departmental research activities and provides information for allocation of Departmental resources.

Definitions:

Department is defined as one of the clinical or academic organizational units at UHCMC or in the Case School of Medicine, as well as selected Centers such as the Center for Global Health and the Ireland Cancer Center.  For the purpose of this policy the definition also includes Schools such as the Frances Payne Bolton School of Nursing, and the Case School of Dentistry.

Department Research Review Committee is composed of two or more faculty members of the clinical/academic Departments who are appointed to this function by the Chair of the Department.

Policy:

Investigators submitting new protocols and continuing reviews to the IRB must submit the protocols to their Department Research Review Committee for review and approval.  Review by the Department Research Review Committee applies to new protocols, protocols submitted for continuing review, and addenda with major study design changes or changes that alter the level of risk to subjects.  The IRB will not review or approve any protocol that has not been reviewed and approved by the principal investigator’s Department.

Protocols originating in the Case Schools of Nursing and Dentistry are reviewed by their Research Review Committees prior to submission to the IRB.  The Department of Medicine has delegated the departmental review responsibility for cancer related protocols to the Ireland Cancer Center review committee.
A) Functions and Organization of Department Research Review Committees

The functions of the Department Research Review Committee are to:

· Review the scientific merit of a protocol.

· Review the available resources (including qualified staff, appropriate population and adequate facilities) to carry out the proposed research within the Department.

· Review the proposed time to conduct and complete the research.

· Review ethical concerns related to the study risk especially as it relates to the discipline represented by the Department.  

· Review the protocol and consent form to ensure that the required elements are present before forwarding the protocol to the IRB for review.

· Review the continuing reviews of approved studies.

· Review amendments to approved protocols if the amendment adds significant risk to the subjects or significantly alters the study design or procedures.

· Serve as an educational resource for faculty and staff of the Department on human subject protections.

Each Department Research Review Committee will: 

· Ensure timely and prompt review of new and continuing review protocols submitted for review.

· Designate support staff that will receive and distribute protocols to other members of the Department Research Review Committee for review.

· Organize a timely and efficient review process for protocols submitted in their Department.

· Ensure timely submission of protocols to the IRB.

· The Department can circulate the protocols individually to the committee members to review, and do not need to have convened meetings.  

· Refer protocols to the UHC Ethics Committee for review and recommendations when either the Chair or committee members believe it is appropriate (IRB Policy, Ethics Consultations).

B) Appointment and Members of Department Research Review Committee

The Chair of the clinical/academic Department appoints members of a Department Research Review Committee from among the Department’s faculty.  A Department Review Committee must have a minimum of two faculty members.  If a Department has more than 50 faculty members (FTE equivalents), then the committee must consist of a minimum of five faculty members.

Members may be appointed to a Department Research Review Committee for any length of service considered appropriate by the Department.  The Office of Institutional Review will send a letter to each Department Chair each year requesting a list of the members of the Department Research Review Committee for the next academic year.  

All members of a Department review committee must be certified in Human Subjects Protection.  Members of a Department Research Review Committee must not participate in the review or vote on their own protocols.

C) Chair of Department Research Review Committee

The Chair of the Department will appoint a Chair of the Department Research Review Committee from among the members of the committee.  A Department Chair may be a member of the Department research review committee and may chair the committee.  The Chair of the Department Research Review Committee should have experience in clinical research and be familiar with Federal regulations governing human subject research and IRB policies and procedures.  The Chair also serves as a resource for the Department members who have questions about IRB issues.  The Chairs of the Department Research Review Committee of the Departments of Pediatrics, Obstetrics and Gynecology, and Medicine serve as members of the IRB.

D) Secondary Department Reviews

In addition to review by the Department Research Review Committee of the principal investigator, all protocols involving medical care or treatment of either inpatient or outpatient subjects under the primary care of a Department other than that of the principal investigator must have approval from the Department Research Review Committee of the Department responsible for the subjects’ care.  If the protocol does not involve medical care and presents minimal risk to subjects, additional review committee approval is not required, but the Department Chair must be informed and sign the Checklist.  

If a protocol has as a co-investigator a member of the faculty from a different Department, review by that Department is not required.

E) Research Subjects in Special Care Areas

Protocols involving subjects in special care areas, such as intensive care units, operating room, or dialysis, require the approval of the Director of that area, as well as the approval of the Department Chair.  At the discretion of the IRB or Chair of the IRB, a protocol can be referred for additional review to another Department or the Director of a clinical unit.

F) Additional Required Reviews

Additional reviews may be required depending on the nature of the study.  These are detailed in IRB Policy, Additional Required Reviews.

G) Signatures on Department Research Review Committee Approval Form

After the Department Research Review Committee has reviewed a protocol and is satisfied that all scientific, ethical, and Departmental requirements are met, the Chair of the Committee signs the Committee Approval Form and forwards the protocol to the Department Chair for signature.  The Chair can delegate this responsibility to a Vice-Chair.

The Chair or a member of the Department Research Review Committee who is the principal investigator or an investigator on a protocol may not review his or her own protocol.  

The Department Chair or designee may not sign protocols on which he/she is the principal investigator or a co-investigator.

New protocols must be reviewed by the Department Committee; however, Continuing Reviews, and Addendums only need to be reviewed by the Department Committee Chair.

The staff of the Center for Clinical Research will ensure that the review has taken place and the criteria for review by the Department Research Review Committee have been addressed prior to formal IRB review of the research.
References and/or Regulatory Citations:

Department Research Review Committee Approval Form for New Study

Department Research Review Committee Approval Form for Continuing Review

Department Research Review Committee Approval Form for Amendments

Related Policies:

IRB Policy, Additional Required Reviews
IRB Policy, Ethics Consultation
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