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1.  PURPOSE:  38 CFR 16, VHA Handbook 1200.05 and VHA Handbook 1200.01 (Research and Development (R&D) Committee) describe requirements related to continuing review of human research projects. The purpose of this SOP is to outline the parties responsible for conducting the continuing review of VA-approved human subjects research at NF/SGVHS. 


2.  BACKGROUND:  VA is committed to conducting its research mission according to the highest ethical standards with accountability to all involved stakeholders.   Continuing review and re-approval of a research project at least annually is required so long as the project continues to involve human subjects.  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.


3.  RESPONSIBILITIES
a. The NF/SGVHS investigator is responsible for ensuring continuing review and approval by the IRB and for providing documentation of such approvals to NF/SGVHS.
b. The NF/SGVHS investigator must ensure that  all required continuing review materials are submitted to UF IRB-01 or VA CIRB as applicable in sufficient time for the IRB to review and approve the research prior to the IRB expiration date.  For IRB-01, these documents include, but are not limited to, 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), a copy of the current HIPAA Authorization (combined with ICF or separate, as applicable) 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.  For VA CIRB, NF/SGVHS Investigators should consult with the overall study PI and/or VA CIRB for applicable procedures, requirements and timelines.
c. For non-exempt studies (expedited or full board), the investigator is responsible for providing the VA Research Service HRPP Office with the following documents:
· VA Coversheet
· IRB Continuing Review Packet;
· IRB Continuing Review approval letter;
· Stamped IRB-approved ICF and current HIPAA authorization, if applicable;
· Updated Abstract;
· Updated Addendum A, if applicable;
· VA Periodic Report of Human Subject Enrollment;
· VA Request for Continued Approval of Human Use; and
· Annual Safety Renewal, if applicable.
d. For exempt studies, the investigator is responsible for providing the VA Research Service HRPP Office with the following documents:
· VA Coversheet
· Updated Abstract;
· VA Periodic Report of Human Subject Enrollment;
· VA Request for Continued Approval of Human Use; and
· Annual Safety Renewal (if applicable).
e. UF IRB-01 and the VA CIRB are IRBs of record for NF/SG VHS whose activities are outlined in the applicable MOU with NF/SGVHS. The R&D Committee has charged the designated IRBs as sub-committees with the oversight of all research activities involving human subjects. This includes functioning as the Continuing Review Committees of record for NF/SGVHS. The continuing review will occur as outlined in VHA Handbook 1200.05 as well as the policies and procedures of the reviewing IRB.
f. The R&D Committee is responsible for annual review and approval of exempt protocols. The ACOS/R&D will notify the investigator, in writing, after review and approval by the R&D Committee and any applicable subcommittee.
g. The R&D Committee does not perform continuing review of non-exempt human research studies. Continuing review requires approval by relevant R&D Committee subcommittees such as the IRB and SRS (as applicable) and any non-research committees. The ACOS/R&D notifies investigators, in writing, that all applicable approvals have been obtained.  The R&D Committee is notified (via the R&D Committee agenda) that projects have requisite approvals for continuation.
h. 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.
 Expiration of IRB approval

1. When continuing review of a research project does not occur prior to the end of the approval period specified by the IRB, IRB approval expires automatically.  There is no provision for any grace period to extend the conduct of research beyond the expiration date of IRB approval. Therefore, continuing review and re-approval of research must occur on or before the date when IRB approval expires. If approval expires, the IRB notifies the PI of the expiration. Research Service monitors project expirations through review of the IRB database and/or receipt of IRB expiration letters.  If IRB approval expires, the investigator must:  
(a) Stop all research activities including, but not limited to, enrollment of new subjects; continuation of research interventions or interactions with currently participating subjects; and data analysis; and
(b) Immediately submit to the IRB Chair a list of research subjects who could be harmed by stopping study procedures. 
2. The IRB Chair, with appropriate consultation with the NF/SGVHS Chief of Staff, will determine if subjects on the list may continue participating in the research interventions or interactions. 
3. Once the study approval has expired, IRB re-review and re-approval must occur before the study can resume. The IRB cannot retrospectively grant approval to cover a period of lapsed IRB approval.
4. Expirations of IRB approval do not need to be reported to ORO or OHRP as a suspension or termination of IRB approval per VHA Handbook 1058.01 and OHRP Guidance, respectively. 

REFERENCES

38 CFR 16
VHA HANDBOOK 1200.05
VHA HANDBOOK 1200.01 	
VHA Handbook 1058.01
http://irb.ufl.edu/docs/irb01ppmanual.doc


FOLLOW-UP RESPONSIBILITY
This SOP will be reviewed annually and revised as needed by the ACOS of Research.
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