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Protocol Approval:

All protocols approved by the IACUC will have an approved status for a maximum of three years.  According to PHS Policy, no extensions may be granted beyond the three year limit.  If a project is to continue beyond three years, a new protocol along with a Three Year Progress Report will have to be submitted and approved by the IACUC prior to the expiration of the first protocol.  The notification process is listed below.
The investigator should also be reminded that doing work on an expired protocol is a violation of NIH grants policy as well as PHS (animal welfare) Policy.  OLAW would view this as a serious violation of the PHS Policy and reportable to OLAW under the prompt reporting requirement.

Protocol Renewal:  Three Year Review Submittal Notification Process:

1. First Notice:  90 days prior to a protocol’s expiration, an email will be sent to the PI reminding them of the pending expiration of the protocol and asking for a response on if they plan to renew the protocol.

2. Second Notice:  If the PI has not responded to the IACUC within 30 days of the First Notice, a new email will be sent to the PI reminding them of the pending expiration of the protocol and asking for a response on if they plan to renew the protocol.

3. Third Notice:  If the PI has not responded to the IACUC within 30 days of the Second Notice, a final email will be sent to the PI, and their Department Head.  The IACUC will be notified at this time of the situation.

4. Expiration Notification:  If the PI has not responded to the IACUC’s communications of pending protocol expiration and has not submitted a new protocol by the IACUC meeting of the month of expiration, the PI, their Department Head, the Institutional Official, and the grant office at the Division of Sponsored Projects Administration (if applicable) will be sent notification that the protocol has expired.  All work on the protocol must stop by the expiration date and any animals remaining on that protocol must be either euthanized or transferred to a different approved protocol.

Annual Updates:

All protocols using animals in research are to be reviewed by the IACUC on an annual basis.  During the three year protocol approval window, the protocol is to be updated at the year 1 and year 2 anniversary of the protocol’s approval.  Protocols will be updated using an Annual Protocol Information Update Form.  The form must be received and reviewed by annual anniversary dates.  If the annual update form is not received by the annual anniversary date, the PI will not be allowed to order animals and the protocol will be put on administrative hold.  If the form is not received within 30 days after the anniversary date, the protocol will be terminated.  The notification process is listed below.
Annual Updates:

1. First Notice:  60 days prior to an annual update form is due an email, with a link to the Protocol Annual Update form will be sent to the PI reminding them that their annual update is due.

2. Second Notice:  If the PI has not responded to the IACUC within 30 days of the First Notice, a new email will be sent to the PI reminding them their annual update form is due and that if their Annual Update Form is not submitted, their protocol could be revoked.

3. Final Notice:  If the PI has not responded to the IACUC within 14 days of the deadline, a final email will be sent to the PI, and their Department Head stating that if an annual update is not received prior to the requested date, then their protocol would be suspended.  The IACUC will be notified at this time of the situation.
4. Protocol Termination Notification:  If the PI has not responded to the IACUC’s communications of pending protocol termination the PI, their Department Head, the Institutional Official, and the grant office at the Division of Sponsored Projects Administration (if applicable) will be sent notification that the protocol has been suspended.  Any animals remaining on that protocol must be either euthanized or transferred to a different protocol.
