


SECTION 2: INSTITUTIONAL ROLES AND RESPONSIBILITIES
FOR ANIMAL WELFARE

2.1 ACUP Components
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10. Ensures that training, instruction, and the qualifications of personnel are reviewed with
sufficient frequency to fulfill the research facility's responsibilities.

11. Ensures the University has an attending veterinarian who provides adequate veterinary
care to its animals in compliance with the AWA.

12. Ensures that the University maintains the required records for the specified time periods.

Note: JU does not currently participate in or conduct Public Health Service-supported
projects involving live vertebrate animals, or projects involving warm-blooded animals. If, in
the future, JU expands its animal models beyond the current scope of birds, reptiles,
amphibians, fish, and invertebrates for research or teaching purposes, this Animal Use Policy
will require revision, and JU will be required to register an Assurance with the U.S. Office for
Laboratory Animal Welfare.

b) Attending Veterinarian (AV)

Definition: The Attending Veterinarian (appointed by the 10 as the University Veterinarian with
direct or delegated program authority and responsibility for activities involving animals at the
institution as defined under the AWA and PHS policy) serves on the IACUC and shall have
appropriate training or experience in laboratory animal medicine and science and have direct or
delegated program responsibilities for activities involving animals at the institution. This
individual should have graduated from an accredited veterinary school, have a certificate issued
by the American Veterinary Medical Association's Education Commission for Foreign Veterinary
Graduates, or have received the equivalent formal education as deemed appropriate by the
Animal and Plant Health Inspection Service (APHIS) administrator, and must be licensed by the
FL State Board of Veterinary Medicine. (PHS Policy (IV,A,3,b,1) and AWAR (2.31,b,3,i).

Responsibilities of the Attending Veterinarian:

13. Provide veterinary consultation on the recognition and palliation of pain.
14. Direct the animal care and use program.

15. Provide medical care.

16. Conduct aseptic surgery and post-operative care.

17. Provide oversight on multiple major survival surgery resulting from a veterinary condition in
an animal that also had experimental surgery.

18. Advise the IACUC on new procedures or procedures with the potential to cause pain and
distress that cannot be reliably controlled.

19. Ensure that veterinary care is available to mitigate the illnesses, lesions, or behavioral
abnormalities associated with animal restraint.

20. Serve as Designated Reviewer for Observational Studies.

21. Serve as a resource for IACUC members, Pls, and students on issues related to animal
welfare.

Final ORSP 11/21/17



22. Assist with training and education of IACUC members, Pls, students, etc. as needed.

23. Provide expertise on matters of animal health and welfare, including, but not limited to: use
of proper anesthesia and analgesia in laboratory animals in the relief of pain and distress,
discussion of the possible complications related to procedures used or a disease model
proposed, provide a review of the plans for appropriate and timely medical intervention.

24. Conduct initial review of protocols for completeness prior to submission to the full
committee.

25. Serve as a member of the IACUC.

c) Institutional Animal Care and Use Committee

The Institutional Animal Care and Use Committee (IACUC) reviews all projects involving
animals to ensure that they are justified by their benefits and minimize any animal pain or
suffering that might occur. This includes all animals used in research and instruction/teaching.

2.2 Administrative Units Supporting the ACUP

Reporting to the Associate Provost for Academic Affairs, the Office of Research and Sponsored
Programs (ORSP) provides the administrative oversight and support for all animal research, teaching,
and testing conducted at Jacksonville University. In cooperation with academic leadership and the
IACUC, the ORSP has responsibility for the development of overall research policies and operating
procedures for the ACUP.

IACUC Administrator - The Administrator is a non-faculty member that provides administrative
support and guidance to the Committee; the position functions as a non-voting, non-member of the
IACUC. Reporting to the Director of Research and Sponsored Programs, the Administrator serves as
the liaison between Principal Investigators (Pls) and the IACUC. Primary responsibilities include but
are not limited to screening protocols for completeness, scheduling review meetings, developing
agendas, recording all actions in committee meetings for inclusion in the official minutes, and issuing
determination letters to Pls.

2.3 Principal Investigator Expectations and Responsibilities

Investigators who utilize animals in their research or teaching are explicitly responsible for:

a) Obtaining IACUC approval prior to conducting any animal use activities
b) Adhering to the protocol as approved by the IACUC
¢) Ensu5(m)17(i)ng7ls
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SECTION 3: IACUC FUNCTION AND MEMBERSHIP

3.1 IACUC Functions

Federal regulations mandate that the Chief Executive Officer of Jacksonville University appoint an
Institutional Animal Care and Use Committee (IACUC) to provide guidance and oversee the Animal
Care and Use Program (ACUP) and to maintain compliance with applicable laws, regulations, and
policies. The IACUC is responsible for the following oversight functions:

a) Review, at least once every 6 months, the research facility's program, using AWAR, USDA

Regulations/Guide and the AG Guide as basis for evaluation.
b) Inspect, at least once every 6 months, all of the animal facilities, including animal study
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6. Participate in six month facility inspection and program reviews.
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serves learners at academic institutions, government agencies and commercial organizations in order
to meet research regulatory requirements.

SECTION 4: IACUC REVIEW PROCESS

4.1 Protocol Submission

All individuals proposing to use live vertebrate animals in their training, teaching or research at
Jacksonville University must submit a complete application to the Institutional Animal Use and Care
Committee (IACUC) for review and approval. Federal regulations and Jacksonville University
Policy require that an investigator must receive a letter of approval of their application from the
Institutional Animal Care and Use Committee before the investigator may begin the proposed
activity involving the use of live vertebrate animals for research, teaching, or testing.The form and
procedure for submitting an application appear below. However, before the IACUC will review an
application, those individuals whose studies involve live vertebrate animals must complete JU’s
IACUC training in its entirety.

Applicants are strongly encouraged to learn about the guidelines IACUC follows to evaluate
applications by reading the National Research Council’s publication Guide for the Care and Use of
Laboratory Animals (8th ed., 2011; hereafter, referred to as the Guide).

The IACUC Protocol Review Application form is available on the ORSP website under
Compliance. Because the forms are updated periodically, Pl's are advised to download new blank
forms as needed directly from the ORSP website. All materials should be submitted electronically
as Microsoft Office documents to the Office of Research and Sponsored Programs at
JUIACUC@ju.edu by the announced deadline. Applications received after the announced deadline
will be reviewed in the next review cycle.

Upon receipt of an application, the ORSP will conduct an administrative review and return the
package to the applicant if it is incomplete.

If the application is complete and clear upon first submission or upon re-submission, the ORSP will
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IACUC Submission and Review Cycle
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PURPOSE OF STUDY

A. Faculty Research — A Jacksonville University faculty member conducts research that utilizes vertebrate
animals. This may be a lab or field study (see below) and may be observational or
manipulative (see below). Students working with faculty will be covered under the
faculty member’s proposal.

B. Student Research
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Applications which have successfully passed Administrative Review are prepared for IACUC
Member Review. The IACUC may conduct their reviews via email so long as all members have
adequate access to proposals.

4.3 IACUC Review

The Jacksonville University IACUC uses both the Full Committee and the Designated Member
Review methods for review of Animal Care and Use Protocols.

Protocols
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overseeing the facility involved. Both the primary and veterinary reviewers may request
additional reviewers be assigned by the IACUC Office staff for specific expertise or assistance.

The IACUC members review the protocol and may request clarifications, additional information,
protocol changes, modifications, etc. from the investigator. After the reviewers have completed
their review, the protocol is returned to the investigator by the IACUC Office staff for their
responses and changes. If no IACUC member requests Full Committee Review during the
period of IACUC review, the review is completed by a primary and veterinary reviewer as a
Designated Member Review. Complex protocols may be exchanged between the reviewers and
the investigator several times for changes and clarifications prior to approval by the Designated
Reviewers.

Any Designated Reviewer can call for a Full Committee review of any protocol submitted for
Designated Review at any time during the review process. Once requested, the protocol must be
approved by Full Committee review which occurs during the regular convened meeting of the
IACUC.

Any approval decision by the Designated Reviewers must be a consensus decision. If the
Designated Reviewers cannot reach a consensus decision, the protocol is sent for Full
Committee Review.

b) Full Committee Review (FCR) Process:

Protocol submissions are initially routed to a primary reviewer and a veterinary reviewer by the
IACUC Office staff. The primary reviewer is assigned by the IACUC Office staff while the
veterinary reviewer is assigned to the veterinarian directly overseeing the facility involved. The
full committee (which includes the primary and veterinary reviewers) has five days to review,
comment on, make suggestions, or ask for additional information or clarifications online.

The IACUC Office staff then routes the protocol back to the investigator with all comments for
consideration, responses, and changes listed. While there is no time limitation for the
investigator to respond and resubmit the protocol, reminders are sent by the IACUC Office staff
periodically. After responding to the written concerns, the investigator resubmits the protocol to
the IACUC Office staff.

The protocol is then rerouted to the primary and veterinary reviewers for additional review and
to ensure the investigator has responded to the questions, requested changes, clarifications, etc.
If questions or concerns remain, the primary or veterinary reviewers may return the protocol to
the investigator for additional responses, information, clarification, etc. Complex protocols may
be exchanged between the reviewers and the investigator several times before the protocol is
considered ready for Full Committee Review and it is placed on the meeting agenda.

At the IACUC meeting the primary reviewer presents a synopsis of the protocol along with any
comments and concerns that have not been resolved as of the meeting date. The IACUC
discusses the protocol and related issues during the meeting. All protocol discussions are
considered potentially confidential and are considered in an executive session. The final
recommendations of the IACUC are voted upon in open session.
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4.4 Criteria for Review of Protocols

The IACUC is responsible for overseeing and evaluating all aspects of animal care and use, and is
charged with reviewing proposals that involve animals to ensure that the criteria established in
OLAW and the AWA are implemented. IACUC-approved animal use protocols represent a ‘contract’
between the Principal Investigator (PI), the IACUC, and the federal government. The IACUC is
considered the representative of the federal government within an institution, thus all applicable laws
are binding and maintained through the IACUC. In its review of proposals, the Committee’s
primary goal is to facilitate compliance with applicable laws, regulations and policies consistent with
the performance of appropriate and productive scientific endeavors.

Table A (below) lists each review criterion of the PHS Policy and AWAs along with the applicable

US Government Principles. If the IACUC does not have the scientific and technical expertise to
evaluate all aspects of a proposal, it may bring in outside expert consultants to provide information.
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4.5 Actions of the IACUC: (For New Animal Use Protocols and 3 year de novo Protocol reviews)

a) Approval

When the IACUC has determined that all review criteria, based on OLAW and AWA,

Final ORSP 11/21/17



A proposed study that does not fully comply with the Guide and with the Animal Welfare Act,
and that cannot be modified to meet compliance without substantially changing its integrity,
will not be approved. A designated (individual) reviewer may not deny approval; this action
may only be taken using the full committee method of review. The IACUC may, by a majority
vote, withhold approval for a protocol. In these cases the investigator is notified in writing of
the IACUC’s decision and the reasons for such a decision. The investigator is provided the
opportunity to respond to the IACUC’s decision either in person or in writing. The IACUC may
reconsider its decision following the investigator’s response. As indicated in Section I, a higher

institutional authority may not administratively overrule an IACUC decision to withhold
I'n
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Significant protocol amendments are reviewed by the Designated Member Review method.
Amendments are completed by the investigator within the original protocol format with changes
clearly delineated by changes in text color to the reviewer. After submission to the IACUC Office
staff, the amendment request is available to all IACUC members for review and comment. If no
IACUC member requests Full Committee Review during the period of IACUC review, the review is
completed by an IACUC member and a veterinarian as a Designated Member Review.

a) Examples of major amendments requiring IACUC review and approval include the

following:
1. Change in purpose or specific aim of study
2. Change of principal investigator and/or personnel involved in animal procedures
3. Change of species
4. 10% or more increase in animal numbers over the number approved on the initial protocol

© o No v

and any subsequent committee reviewed amendments

Changes in methodology (i.e. traps and equipment used)

Changes in duration, frequency, or number of procedures performed on an animal.
Change in methods of euthanasia;

Addition of a survival surgery

Change in degree of invasiveness of a procedure or discomfort in an animal

10 Unanticipated marked increase in clinical signs or proportion of animal deaths

Review of significant changes may be conducted using either the full committee review or the
designated member review method described above.

b) Examples of specific significant changes that may be approved administratively after
consultation with an IACUC authorized veterinarian* (Attending Veterinarian or
designated alternate) include the following:

1.
2.

e

Change in anesthesia, analgesia, sedation or experimental substance
Change in euthanasia to any method approved in the AVMA Guidelines for the Euthanasia
of Animals

Change to the duration, frequency, type or number of procedures performed on an animal
Addition of a strain or change of sex of the same species

<10% increase in animal number approved on the initial protocol and any subsequent
committee reviewed amendments

Addition of sample collection times (if not exceeding standard limits)

Additional non-invasive sampling (if not exceeding standard limits)

Reducing or eliminating previously approved water or feed restrictions
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c) Minor amendments are processed through the ORSP staff as administrative changes.
Minor amendments include the following:

Correction of typographical or grammatical errors

Changes to contact information or training updates of the PI or study personnel
Addition or deletion of study personnel

Decrease in the number of animals used

Addition or deletion of animal usage location

Changing the title of a protocol

Sk~ whE

4.8 Recordkeeping and Reporting

Minutes of the IACUC meetings will reflect meeting attendance, activities of the Committee, and
Committee deliberations.

Although members may arrive late or leave during a meeting, generally a member is marked as
either present or absent. An exception would be when the IACUC member leaves the meeting room
during discussion of a protocol on which that member is a participant. If the temporary absence of a
member drops the number of members present below the quorum, this should be noted in the
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