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VA IACUC Policy #22-13
IACUC approval dates
Policy:  Approval by VMC, primary and secondary reviewers in agreement is needed to secure approval of a protocol.  If the protocol is approved at the IACUC meeting without any modifications needed, that will be the approval date listed on the protocol.
The IACUC status report clearly states that it is the PI’s responsibility to obtain approval from the VA R&D Committee, VA or UW Biosafety Committee, & the appropriate UW ACUC is needed before work can begin. 

Whether a protocol is reviewed by full committee review, or designated member review, the following approval process will occur:

Following the review of the protocol, investigators are notified of Committee action on their protocol. When substantive information is lacking from a protocol, the committee may have questions requiring a response from the investigator.  This requires designated member review (DMR) to subsequent full committee review (FCR).  A policy is in place and reviewed annually by the Committee to use DMR subsequent to FCR when modification is needed to secure approval.  However, any member of the IACUC may, at any time, request to see the revised protocol and/or request FCR of the protocol. 

When a protocol requires modifications to secure approval, the investigator is given a copy of the protocol’s comments form containing questions to answer or issues to address from all protocol reviewers. He/she is instructed to revise the protocol accordingly and also briefly note a response or the change made, after each comment on the comments form. The investigator then submits the revised ACORP and the comments form to the IACUC Coordinator, who forwards the documents to the VMC, primary and secondary reviewers who may release the protocol with full approval upon determining that the required modifications have been made and meet the Committee’s expectations. If the IACUC members reviewing the required modifications finds them unsatisfactory or incomplete, these are communicated to the IACUC Coordinator who returns the revised protocol and comments form to the applicant, who is given a specified period in which to respond to the remaining concerns.  No “contingent approval” or “approval pending” may be used in the process of approving a protocol.  Approval by two reviewers in agreement is needed to secure approval of a protocol.  

After IACUC approval is granted, a status report is then issued to the investigator.  The VA Research Safety Committee verifies that a current safety protocol or protocol update has been obtained.  Then the protocol is passed onto the VA Research and Development Committee (R&D) for further approval.  The affiliate institution (UW) is also notified of protocol actions if the study has housing or funding through their institution.  

Triennial approval must be granted prior to the expiration date of the protocol.  In the event that the PI has not received IACUC approval, any remaining animals on the expired protocol cannot be used for research. Approval must first be granted. Routine care and animal husbandry will continue, but research procedures are not allowed on expired protocols.  

For protocols or changes reviewed and approved between meetings via the designated member review process, approval date will be the date that the primary reviewer signs off on the protocol modifications.  
Notes written at A.O.’s request, 3/19/03, following AAALAC site visitor’s request to consider not using the IACUC meeting date as the date of IACUC approval.  This policy was reviewed again at the 9/08/2008 and 11/09/2009, 5/10/2010, 11/22/2010, 7/11/2011, 11/07/12, 1/09/13 IACUC meetings.
