IBC Review Requirements for the Generation of Transgenic Mice Using OHSU Transgenic Core Facility
Requirements:  NIH Guidelines for rDNA Molecules states that experiments involving the generation of transgenic rodents require IBC review, but that a registration document can be filed with the IBC at the time the experiment is initiated.  The registration document must include source of DNA, nature of inserted sequences, host & vector to be used, information about protein to be expressed from inserted DNA, & containment conditions to be implemented.
A. Transgenic Core & IBC Review Process:
1. The Director of the Transgenic core will complete an RDRQ with information concerning methods and facilities used for generation of transgenic mice.   
2. The IBC will review this partially completed RDRQ and the template form for PIs (see below), and if acceptable, grant an approval for the Core which will be renewed on an annual basis per regular IBC policy.
3. The separate Transgenic Rodent IBC Approval form will be used to obtain specific vector & insert information from PIs requesting new transgenic or knock-out animals.  
4. As outlined in the IBC revision policy, new gene inserts that are not toxic or oncogenic to vertebrates and new BSL-1 vectors do not require full committee review.  Therefore, each individual PI’s submission for a new transgenic animal can be approved administratively as a revision to the Transgenic Core approval (when new forms are received as described in B.1. below) as long as it meets the criteria for administrative review specified in the revision policy.  
5. Each individual PI submission will receive a separate approval date but will be tracked separately from the Transgenic Core main approval date. 
6. Transgenic Core annual renewals will be required and must include a list of all new rodents generated in the past year, so that requests can be matched to forms received by the IBC.
B. Process for PIs Requesting New Transgenic/Knock-out Animals from OHSU Core:
1. PI must complete and submit the “Transgenic Rodent IBC Approval Form” to the Transgenic Core and IBC with request for new animals.  
2. As described in A.4. above, if the submission qualifies for administrative review, and if the form is completed in full, an administrative approval will be issued by the IBC office.
3. Following approval, the IBC office will alert PI and Core of approval.  Core must have a checking mechanism in place to assure IBC form is completed and final approval obtained from the IBC before mice are released to investigator.
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