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Purpose
To expedite follow-up of patients enrolled in approved research projects at other recognized and approved institutions when follow-up is of minimum risk, as authorized by 45 CFR 46.110 and 21 CFR 56.110.  Expedited review may also be considered when researchers request minor changes in a previously approved project during the period for which approval had been authorized.
Requirements
1. Copy of research protocol with summary.
2. Copy of patient informed consent form (if not archival research) and upon admission, a signed copy.
3. Copies of research and approvals.
4. Summary of follow-up activities to occur at Mary Free Bed Rehabilitation Hospital.
5. Cover memo listing all personnel involved in study. 
Minimal Risk Procedures Allowed Under This Approval
1. Nursing assessments
2. Routine blood draws
3. Chart reviews
4. Archival database analyses or case studies with de-itentified information
5. Non-invasive diagnostic procedures of minimal risk, which may include studies such as EKG and CT       scans.
6. Verbal orders and chart documentation as allowed by the credentialing process. 
NOTE: Execept in cases of archival analysis, individuals performing the minimal risk procedures must have the appropriate privileges and be supervised by an approved physician.

NOTE:  Activities on this list should not be considered minimal risk simply because they are included on this list. Inclusion on this list only means the activity/protocol is eligible for review through the expedited review procedure when the specific circumstances of the proposed research protocol involve minimal risk to human subjects.

Approvals
Request must be approved by the chair and vice chair of the Mary Free Bed Rehabilitation Hospital Research IRB in accordance with 45 CFR 46.110.  All members of the Research IRB will be advised at the committee’s next meeting of all research proposals that have received expedited review.
Application
Application materials for expedited approval should be submitted in electronic format to the chair of the Research IRB, Dr. Krisanne Chapin (krisanne.chapin@maryfreebed.com). 
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