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SOP: IRB Records Retention 

PURPOSE
This procedure establishes the process to retain IRB records.
REVISIONS FROM PREVIOUS VERSION
Throughout document, revised language directs readers to review NCH Administrative Policy III-4 Document Retention and Destruction Policy for the retention of IRB records. 
POLICY
Retention of records will follow NCH Administrative Policy III-4 Document Retention and Destruction Policy (Exhibit B, “Institutional Review Board (IRB) Records”). 
Records may be maintained in printed form or electronically.
Protocols in which there was no subject enrollment or no research was conducted are to be retained in the same manner as protocols where research was conducted.
All records for research conducted or funded by a Common Rule department or agency are to	be accessible for inspection and copying by authorized representatives of that agency at reasonable times and in a reasonable manner.
Records maintained that document compliance or non-compliance with Department of Defense (DOD) regulations shall be made accessible for inspection and copying by representatives of the DOD at reasonable times and in a reasonable manner as determined by the supporting DOD component.
All records for clinical investigation subject to FDA regulations are to be accessible for inspection and copying by authorized representatives of FDA at reasonable times and in a reasonable manner.
RESPONSIBILITIES
IRB staff members carry out these procedures.
PROCEDURE
Review NCH Administrative Policy III-4 Document Retention and Destruction Policy (Exhibit B, “Institutional Review Board (IRB) Records”) to determine if files are allowed and able to be destroyed. 
For Department of Defense (DOD) research when approved by the Department of Defense, retention must follow NCH Administrative Policy. The agency may require submitting records to the Department of Defense for archiving.
MATERIALS
None
REFERENCES
AAHRPP elements I.1.A, I-9, II.5.A, 11.5B
NCH Administrative Policy III-4 Document Retention and Destruction Policy (Exhibit B, “Institutional Review Board (IRB) Records”)
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