Marian University Institutional Animal Care & Use Committee

Policy Number 4:

Process of Protocol Submission and Review
Scope:
This policy applies to all activities (whether teaching and/or research) involving vertebrate animals on the campus of Marian University or under the direction of representatives of Marian University faculty, staff or students at locations elsewhere.
Policy Statement: 

This policy describes how members of the Marian University community 1) notify the IACUC of planned activities involving vertebrate animals, 2) seek approval for those activities and 3) the process by which the proposed protocol is reviewed by the IACUC. For federally funded projects, the Principle Investigator (PI) is required to ensure that the scope of the animal activities in listed grant(s) is covered under the proposed protocol for care and use of animals.
Procedure:
1. Individuals proposing activities involving vertebrate animals must complete and submit IACUC Form 1. Upon receipt, the IACUC Chair will review the information and, if necessary, consult with IACUC members or others to make an initial determination of whether the activities are 1) exempt from IACUC review (e.g., involving only invertebrate species or 2) requires regular review by the IACUC. Whenever possible, the initial determination will occur within ten business days of submission.
2. Upon notification that a regular IACUC review is required, the investigator(s) is/are expected to consult with the IACUC veterinarian in the development of any protocol that may cause more than momentary or slight pain or distress (i.e., USDA category D or E). Upon submission, the IACUC Chair will perform an administrative review and any questions raised during this review are resolved with the PI. The protocol is subsequently submitted to the IACUC members for review via either the Designated Member Review (DMR) or Full Committee Review (FCR). 
3. The IACUC may invite consultants, internal or external, to assist in its duties in the performance of protocol review. Such consultants cannot vote, but can provide their professional opinion.
4. In the event that the Attending Veterinarian has a conflict of interest, the Backup Veterinarian will review any proposed protocol, amendment or continuing review. If both the Attending Veterinarian and Backup Veterinarian have conflicts of interest, the IACUC will obtain consultation by a veterinarian with appropriate qualifications to review the proposed protocol, amendment, or continuing review.
a. Ad-hoc reviewers cannot vote on a protocol unless they are appointed to the IACUC by the Institutional Official.
5. Any member of the IACUC (standing, alternate or ex officio) can request for an outside scientific merit review.

6. The IACUC must coordinate the review and approval of protocols with the appropriate safety committee. To that end, PIs must include prior approval notification from the Institutional Biosafety Committee with proposed animal use protocols when appropriate. Other approvals from Institutional entities may be required.

7. By default, the IACUC uses the designated member review (DMR) process, but any IACUC member (standing, alternate or ex officio) has the option to call for a full committee review.
A quorum of the IACUC is required for full committee reviews of protocols, suspension of an activity, approval of exemptions to federal guidelines due to unusual circumstances, and to approve policies or guidelines. Convened IACUC protocol reviews can only be approved if a quorum is present and more than 50% of the quorum votes in favor. 

8. Designate Member Review (DMR) 

a. IACUC members are notified of all protocol submissions; notifications will include at least the PI name, title of the protocol, and the purpose of the proposed activities as stated within the protocol. The full protocol will be available to all members via the IACUC Canvas course. 

b. Individual IACUC members are provided with the option to either request a full committee review or allow the protocol to be reviewed by a DMR. Members must request full committee review within four business days; the IACUC may consider the lack of member replies within this prescribed time period as no requests for full review. If any member of the IACUC notifies the IACUC Chair of a request for full committee review (FCR), the protocol is then reviewed at the next IACUC meeting or a special meeting called within one month of submission for the review. If any member requests FCR, if appropriate, any questions or comments that had been submitted about the protocol will be forwarded to the PI to provide an opportunity for him/her to provide answers or clarification prior to the convened meeting. 
c. The IACUC Chair will designate at least one (1) member of the IACUC qualified to conduct the DMR. The assigned reviewer(s) shall review the proposed protocol and have the authority to approve, require modifications (to secure approval) or request FCR of assigned protocols. 

1. DMRs may ask questions of and/or seek additional information from the PI in order to adequately review the protocol. 

2. If a member does not request FCR of a protocol, that member may submit questions and/or comments for consideration by the DMR(s) during the review process.

3. The DMRs will review identical information relating to the protocol, including additional information provided by the PI and/or any modifications to the original protocol.

4. Approval of a protocol required unanimous approval by all DMRs. In the event that DMRs are unable to reach unanimous agreement, the protocol will be reviewed by FCR. 

d. If a member does not request FCR of a protocol, that member may submit questions and/or comments for consideration by the DMR(s) during the review process.

e. The Designated Member Reviewer(s) (DMRs): 
i. may request additional information from the PI prior to approval; 

ii. may require modifications in the protocol; 

iii. may refer the protocol for full committee review; 

iv. may approve the protocol on behalf of the IACUC. 

f. Following approval by DMR

i. The IACUC considers the date of approval as the date on which the final reviewer approved the protocol and all additional IACUC requirements (e.g., personnel training, biosafety clearance, etc.) have been met.

ii. Protocol approval is granted for a period up to three (3) years with instructions that any changes must be submitted, before the change is implemented, for review via the amendment process.

1. Full Committee Review (FCR)

a. If full committee review (FCR) of the protocol is requested, approval of those protocols may be granted only after completion of the review at a convened quorum of the IACUC and with the approval vote of the majority present. Either a special meeting is called to review the protocol or the protocol is placed on the agenda for review at the next regularly scheduled meeting. The committee may adopt any one of the following categories of action for the outcome of a FCR by a majority of voting members

i. Approval: A protocol will be approved only when the PI has satisfactorily addressed all significant points and potential concerns. Granting approval means that the PI has permission to conduct the project that was described, with the number of animals that was indicated in the protocol.
ii. Require Modifications: This action will be taken when the IACUC deems that specific aspects of the protocol may be problematic or vague, requiring further explanation, justification, documentation, or information. The revised protocol will be reviewed via FCR at a subsequent convened meeting of the IACUC with a quorum present (as detailed above). This process will repeated until the PI’s response satisfies the conditions previously set forth by the Committee. 
iii. Table: The IACUC may decide to defer action on, or table, a protocol until a later date. The reason for deferring action usually involves having insufficient information upon which to make a judgment about the protocol. A protocol may be deferred until the information needed by the committee is available. The review may continue at a regularly scheduled meeting or at a special meeting held via teleconferencing as per the “Guidance on Use of Telecommunications for IACUC Meetings under the PHS Policy on Humane Care and Use of Laboratory Animals” - Notice Number: NOT-OD-06-052.
iv. Withhold Approval/Disapproval: At a convened quorum of the IACUC, members may vote to disapprove a protocol application. To appeal a decision to disapprove, the PI must present the IACUC with additional, pertinent evidence or expert opinions. This presentation shall be made by the PI, in writing or in person, at a convened meeting of the IACUC where a quorum of the voting members is present. The intention to appeal must be announced no less than ten (10) calendar days prior to the IACUC meeting.
b. Following approval by Full Committee Review (FCR), the IACUC considers the date of approval the date that appears in the notification (e-mail) of approval to the principal investigator.

c. Protocol approval is granted for a period of up to three (3) years with instructions that any changes must be submitted, before the change is implemented, for review via the amendment process.

2. Notifications of Approval, Withhold approval, or Modifications required
a. The IACUC Chair shall notify investigators in writing, via e-mail, of its decision to approve, withhold approval of those activities related to the care and use of animals, or of modifications required to secure IACUC approval. 
b. The IACUC Chair will communicate the concerns submitted by the reviewers to the PI via email. The PI responds to the IACUC’s concerns in writing. The PI has the opportunity to revise the protocol per the recommendations of the IACUC or provide further justification or information on why the procedures should be performed as originally described. The IACUC members assigned to review the protocol (DMRs) will review the PI’s response to ensure that all of the IACUC’s concerns were adequately addressed. This procedure is in accordance with the DMR review process. 
c. Approval to conduct the activities described in the protocol will be withheld until the PI’s satisfies the conditions previously set forth by the IACUC. If all IACUC members assigned to the review reach a consensus to approve, then the protocol will be approved. In cases where consensus between the IACUC members cannot be obtained, an evaluation of the response and the decision to approve/withhold approval will be determined by a majority vote at the next IACUC meeting.
d. If necessary, the IACUC will ask the PI to attend the next meeting of the IACUC to discuss and try to resolve the concerns of the IACUC members.
e. Protocol approval is granted for a period of up to three (3) years with instructions that any changes must be submitted, before the change is implemented, for review via the amendment process. The new protocol must be on file and approved before the expiration date of the expiring protocol. The 3-year expiration date will not be reset unless the protocol is being submitted for de-novo review.
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