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VA WESTERN NEW YORK HEALTHCARE SYSTEM


USE OF VA CENTRAL IRB
1. Introduction:  The purpose of this VAWNYHS SOP is to document the process for VAWNYHS review of human subject protocols being reviewed by the VA Central IRB mechanism. As of September 30, 2010, all new ORD-funded multisite research projects must be submitted to the VA Central IRB for review.
2. Background:  A Memorandum of Understanding (MOU) is in place between the VAWNYHS and VHA Central Office Institutional Review Board (VA Central IRB) for the initial and continuing review, as well as review of amendments, monitoring, report and other relevant requirements for select multi-site research projects involving human subjects.

Per the agreement, both institutions will adhere to 38 CFR 16 and 17, 45 CFR 46 Subpart A, and 21 CFR 30 and 56 as well as other pertinent VA and Federal requirements applicable to human subject research.

The VA Central IRB was added to the VAWNYHS Federal Wide Assurance (FWA) with the Office for Human Research Protections (OHRP) as an IRB of record for the VAWNYHS facility.

The VAWNYHS Medical Center Director has appointed a VA Central IRB Liaison who is the designated point of contact between VAWNYHS and the VA Central IRB.

3. Procedures:  The VAWNYHS investigator is asked whether he/she would be interested in participating in a VA Central IRB study. If the investigator agrees, the following procedures apply.
a) Principal Investigator submits an application package for review by the VA Central IRB via the VAWNYHS Research Office. 
Note: The VAWNYHS will not submit a local site application for a specific project to the VA Central IRB if another IRB of record for VAWNYHS has already disapproved that VA facility’s participation in the project. 
b) Once the PI application, along with any other materials is reviewed at the VA Central IRB, the local investigator is sent notification requiring that they attend to stipulations addressed during the review. This process includes making sure the local site consent form, as well as other submission documents address local site criteria. The VAWNYHS has 30 calendar days to address initial review considerations. This response will be sent to the VA Central IRB by the VAWNYHS Central IRB Liaison for further review.

c) Once the VAWNYHS investigator receives official approval from the VA Central IRB, VAWNYHS has 10 calendar days to determine whether it wishes to be a local site for the study. This determination is made by review of the IRB submission by the ACOS/R&D and an IRB representative. 
Note: The VAWNYHS IRB cannot review a project that has been disapproved by the VA Central IRB.
d) If the ACOS/R&D and/or the IRB representative have any concerns about the study, or would like changes made to any study documents, the local site liaison will notify the VAWNYHS investigator along with the VA Central IRB study specific coordinator.

e) After the ACOS and IRB representative review the submission and it is determined that the VAWNYHS will not be a local site, the VAWNYHS investigator and the VA Central IRB are notified accordingly.

f) After the ACOS/R&D and the IRB representative review the submission and it is determined that they VAWNYHS will be a local site, the study materials, along with a copy of the VA Central IRB minutes at which the study was approved, will be forwarded to the R&D Committee for review at the next regularly scheduled meeting. These materials include: the Request for Proposal, the study abstract, and the study budget. The respective IRB representative will provide the R&D Committee with the overview of the study.

g) Once the R&D Committee approves the study, the official notification of approval will be sent by the local site liaison to the VAWNYHS investigator as well as to the VA Central IRB study specific coordinator. Note: the study cannot start until the investigator has received notification from the ACOS/R&D that the project has been approved by the R&D Committee, VA Central IRB, and any other relevant committees, subcommittees, or other entities. 
h) Continuing review of the study will be administered by the VA Central IRB. However, the VAWNYHS investigator will forward the continuing review approval to the VAWNYHS R&D Committee for concurrence.

i) Local oversight to ensure compliance with all federal and VA regulations will include 100% informed consent audits annually and at minimum an investigator/regulatory audit triennially. These audits will be completed by the VAWNYHS Research Compliance Officer (RCO). Audit findings will be forwarded to both the VA Central IRB and to the R&D Committee. All reporting of serious non-compliance or continuing non-compliance will be done as specified in VHA Handbook 1058.01.

i. VA Central IRB and VAWNYHS RCO will have access to the research subjects’ clinical records and/or case files for oversight or monitoring activity.

j) It is the investigator’s responsibility to report all complaints, unanticipated problems involving risk to subjects or others related to the research, serious adverse events, suspension and/or termination of research, research impropriety, misconduct or restriction of any research team member to the VA Central IRB. (Refer to VA Central IRB SOPs #114, 118, and 126)
k) The VAWNYHS will notify the VA Central IRB immediately of potential research impropriety, misconduct, suspension, debarment, or restriction of any local research team member associated with a VA Central IRB approved project.

l) VAWNYHS will maintain documentation that all required training, credentialing and privileging is up to date for the investigator and research staff of a VA Central IRB approved project.

4. Facility Director Responsibilities:

The facility Director for a VA facility using the VA Central IRB as an IRB of record is responsible for:

a. Signing and adhering to the MOU between VHA Central Office and the local VA facility delineating the respective roles and responsibilities of each organization.

b. Delegating authority to an individual from the local VA facility to:

(1) Comment and Respond to VA Central IRB Review. In this instance, it is to:

(a) Provide comments or suggestions to VA Central IRB, in response to VA Central IRB’s initial review considerations; and

(b) Respond to VA Central IRB’s approval of the study on behalf of the VA facility as to whether the VA facility chooses to participate or declines to participate in the study.

(2) Serve as Liaison. In this instance, it is to serve as the liaison between the facility and both LSI and VA Central IRB
5. Investigator Responsibilities:
a) Reporting problems per #10 above. 

b) The investigator will not independently modify any VA Central IRB approved study except where necessary to eliminate apparent immediate hazards to subjects. The investigator must notify the VA Central IRB within 5 working days if such an action is taken.

c) VA Central IRB will not review emergency use of test articles. All cases of emergency use of drugs or devices are reviewed according to VAWNYHS SOP.

d) Comply with all state, local or VAWNYHS requirements related to the protection of human subjects.

e) Report all additions and deletions of the research team to the VA Central IRB.
f) Coordinate all VAWNYHS Subcommittee approvals, eg., radiation, safety, IACUC, etc. Copies of subcommittee approvals must be submitted to the VA Central IRB.

g) Comply with all Central IRB SOP’s as applicable. VA Central IRB SOP’s are located at http://www.research.va.gov/vacentralirb/default.cfm. 
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