North Florida/South Georgia Veterans Health System (NF/SGVHS)
Standard Operating Procedures for

Research Continuing Review Process 
PURPOSE
The Veterans Health Administration VHA HANDBOOK 1200.01 for Research and Development (R&D) Committee establishes the procedures and other requirements for handling the continuing review of research projects.   The purpose of this SOP is to outline the parties responsible for conducting the continuing review. 
BACKGROUND  
VA is committed to conducting its research mission according to the highest ethical standards with accountability to all involved stakeholders. The continuing review of research projects ensures that research performed at NF/SG VHS is conducted according to all VA and federal regulations, as well as HRPP. Projects that are exempt from IRB review must be reviewed by the R&D Committee prior to initiation and then they must be included in its annual review of research projects.
RESPONSIBILITIES
(1) The investigator is responsible to provide all required documentation to the UF IRB-01 allowing sufficient time for review process prior to expiration date (suggested 2 meetings in advance of the expiration date).   These documents include typed answers to the Continuing Review/Study Closure Report, the most recent version of the complete protocol, a completed Cumulative Adverse Event and Unanticipated Problems reporting table, a clean copy of the currently approved informed consent (if new subject enrollment continues), and the last signed copy of the informed consent.  If available and applicable, DSMB reports, Audit Reports, publications or meeting proceedings, and/or any other new findings/publications that relate to the risk/benefit ratio of the study should be submitted.  
(2) The investigator is responsible to provide all IRB documentation including the approval letter and approved ICF, along with the VA forms: Periodic Report of Human Subject Enrollment and the Request for Continued Approval of Human Use, to the Research Services Compliance Core.
(3) UF IRB-01 is the IRB of record for NF/SG VHS whose activities are outlined in the MOU between these institutions.  The R&D Committee has charged the UF IRB-01 as a sub-committee with the oversight of all research activities involving the use of human subjects.  This includes functioning as the Continuing Review Committee of record for NF/SG VHS.  The continuing review will occur as outlined in VHA Handbook 1200.05 as well as the policies and procedures of UF IRB-01.  
(4) The continuing review of exempt projects by the R&D Committee will be completed by the Research Service Compliance Core and forwarded to the R&D Committee for the annual review of research projects.
(5) The R&D Committee has charged the Oversight Committee for Clinical Research (OCCR) with oversight of the continuing review process for Quality Improvement purposes.  This oversight will allow for assessment of VA-specific issues in regard to the research performed at NF/SG VHS.
(6) The ACOS-R will notify the investigator of approval after continuing review by the R&D Committee and sub-committees.
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