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I. PURPOSE

To provide guidelines and define the composition, responsibilities, and procedures of the Institutional Animal Care and Use Committee (IACUC), of the Malcom Randall VA Medical Center, Gainesville, FL.  To oversee the protection of animals utilized within the Veterinary Medical Unit at the VA Medical Center as defined in VHA HANDBOOK 1200.7, USE OF ANIMALS IN RESEARCH. The IACUC is a subcommittee of the Research and Development (R&D) Committee.

The IACUC will review and approve the animal care program, facility spaces, (to include laboratories) and all procedures to ensure activities are conducted in an environment that is conducive to humane treatment of animals and safety of personnel. Will follow guidelines set forth in the Memorandum of Understanding (MOU) with the University of Florida and Public Health Service Assurance statement.

II. RESPONSIBILITIES
A. The IACUC must perform review and provide oversight functions required by Public Health Service (PHS) Policy, the Animal Welfare Act (AWA), the Guide for the Care and Use of Laboratory Animals (the Guide), the Association for Assessment and Accreditation of Laboratory Animal Care, International (AAALAC) and VA Central Office mandates.

B. The IACUC is directly responsible to the Institutional Officer (IO).  The specific duties and responsibilities of the IACUC are derived from the broad charge to the Committee to serve as advocates for research animals by: 
1. Rational and purpose of the proposed use of animals.

2. Justification of species and number of animals requested. Whenever possible, the number of animals requested should be  justified statistically.

3. Descriptions of alternatives if they exist.  Definitions of ways to  refine, reduce or replace the animal model altogether, distressful  or painful procedures, or decrease pain and distress during or after  a procedure. 

4. Ensuring the well-being of animals.  Deviations from the Guide must be justified.

5. Ensure adequate training and experience for all members (i.e. staff, investigators, research techs, participants, etc.).

6. Ensuring appropriate anesthesia, analgesia and euthanasia regimens.

7. Justification and proper conduct of multiple major operative procedures.

8. Ensure proper post-procedure care.

9. Establish criteria and process for timely intervention, removal of animals from a study, or euthanasia if painful or stressful outcomes are anticipated.

10. Personal safety of staff working with animals.
11.  Ensure per the AWA regulations that an investigator consult with the VMO or designee during the planning stages of all proposed animal research projects, renewals, modifications and personnel changes prior to distribution to IACUC members. If the VMO has questions regarding any protocol, the VMO may attempt to resolve any veterinary issues with the principal investigator prior to the IACUC meeting.
12. Prevent unnecessary duplication of existing research.

C. The IACUC is responsible for review and oversight of all proposed research, teaching, and training activities or all research personnel who conduct research utilizing live vertebrate animals when such activities are conducted on VA premises or in affiliated laboratories, and those activities are supported by VA or the VA non-profit research foundation administered funds. 

D. No experiments will be conducted involving vertebrate animals nor may animals be ordered prior to the following: full written approval of ACORP and all appendices by IACUC; full written approval by R&D Committee, by the Subcommittee for Research Safety, and by  the ACOS for R&D; and documentation that the PI and all research staff listed on the ACORP have completed all required animal training. 

E. The IACUC has authority to approve or disapprove proposed research activities involving the use of animals. The Institutional Official(s) may not approve activities that the IACUC has disapproved.
III. DEFINITIONS AND ACRONYMS
A. Association for Assessment and Accreditation of Laboratory Animal Care, International (AAALAC).  AAALAC is the accrediting body for animal research programs recognized by VA. 

B. Animal Component of Research Protocol (ACORP).  The ACORP, the official VA animal protocol form, is the set of questions that must be considered during a review of animal protocols.  It must be used by VA Institutional Animal Care and Use Committees (IACUC) when a project involving animal research is submitted for consideration of VA funding. 
C. Animal.  The term “animal” is defined as any live vertebrate animal used or intended for use in research, research training, experimentation, or biological testing, or for a related purpose VHA Handbook 1200.7 (see PHS Policy on Humane Care and Use of Animals, Sec. III).  An animal for purposes of compliance with the Animal Welfare Act Regulations (see Sec. 1.1) is any live or dead cat or dog, non-human primate, guinea pig, hamster, rabbit, or any other warm-blooded animal which is being used, or is intended for use in research, teaching, testing, or experimentation. The term excludes birds, rats of the genus Rattus and mice of the genus Mus bred for use in research, and horses not used for research purposes and other farm animals, such as, but not limited to livestock or poultry, used or intended for use as food or fiber, or livestock or poultry used or iintended for use in improving animal nutrition, breeding, management, or production efficiency, or for improving the quality of food or fiber.  

D. Administrative Officer (AO).  The Administrative Officer for Research Service.
E. Associate Chief of Staff for Research (ACOS/R&D).  The ACOS/R&D is the individual with delegated authority for management of the research program at facilities with large, active programs.  The position of ACOS/R&D is established in the Office of the Chief of Staff (COS) when authorized by the Director and approved by the Veterans Integrated Service Network (VISN) Director.  The ACOS/R&D should have research, patient care, and teaching responsibilities, but should not have other major administrative responsibilities.  (VHA Directive 1200, VHA Handbook 1200.2).

F. IACUC.  Established by Title 9, Code of Federal Regulations to evaluate the  care, treatment, housing, and use of animals.  The IACUC will certify that the research facility and all procedures are in compliance with the Animal Welfare Act (AWA).
G. Institutional Official (IO).  The IO is the Director or Chief Executive Officer (CEO).  The IO is the VA official responsible for ensuring that the Research Safety Program at the facility has the resources and support necessary to comply with all federal regulations and guidelines that govern research safety.  The IO is legally authorized to represent the institution, is the signatory official for all Assurances and Accreditations, and assumes the obligations of the institution’s Assurance.  The IO is the point of contact for correspondence addressing research safety in accordance with VHA Handbook 1200.08.

H. Just-in-Time (JIT).  JIT refers to the ORD review system (for VA applications involving animals) that requires proof of IACUC approval and a copy of an ACORP, only if an application has received favorable scientific review and is likely to receive funding. 

I. Major Operative Procedure.  A surgical intervention that penetrates and exposes a body cavity or any procedure which produces permanent impairment of physical or physiological functions are normally considered major operative procedures. However, when categorizing an operative procedure the following should be considered: the potential for pain or other postoperative complications; the nature of the procedure as well as the size and location of the incision(s); the duration of the procedure: the species, health status and age of the animal. The IACUC may not consider procedures that penetrate a body cavity a major operative procedure. 
J. Office of Laboratory Animal Welfare (OLAW).  OLAW is the PHS Office responsible for administering PHS Policy on Humane Care and Use of Laboratory Animals (henceforth referred to as PHS Policy). 

K. Principal Investigator (PI).  Within VA, a PI is an individual who conducts a research investigation, i.e., under whose immediate direction research is conducted, or, in the event of an investigation conducted by a team of individuals, is the responsible leader of that team. 

L. Protocol.  A Protocol is the complete packet of materials submitted for safety review, including an abstract, research design and methodology descriptions and the delineation of the procedures for the protection of animals, human subjects and laboratory safety.  

M. Quorum.  A majority of the voting IACUC members.
N. Research and Development (R&D) Committee.  The R&D Committee is charged with overseeing and approving all research projects at the medical center.  In the VA system, committees such as the IACUC, the Subcommittee for Research Safety (SRS), and the Institutional Review Board (IRB) are technically subcommittees of the R&D Committee. 

O. Researcher.  The term researcher is synonymous with PI and/or investigator.  

P. Subcommittee for Research Safety (SRS).  SRS is the subcommittee of the R&D Committee that reviews and approves the use of hazardous substances in VA research. 
Q. VA-Approved Research.  VA-approved research is research that has been granted final approval by the VA R&D Committee.  (VHA Handbook 1200.08).  

R. Without Compensation (WOC).  A WOC appointment is a VA appointment for a person who performs duties without any direct monetary compensation from VA.  (VHA Directive 1200)

IV. PROCESS OF RESEARCH- Full Committee Review

Submission by PI 
A. The Principal Investigator will request review of the research by submitting a New Protocol Submission Form to the Research Office, with the appropriate number of copies of all supporting documents per the animal protocol submission checklist.  The PI submits the ACORP 2 weeks before the scheduled IACUC meeting.  
B. The proposal to request animal use approval must be submitted on the proscribed form. The most recent version of the VA ACORP form must be used for review when applications for VHA Headquarters funding include an animal research component.  Alternate animal protocol forms (i.e. UF) may be used in all other cases as long as the forms meet all federal regulations and guidelines for IACUC review. These forms have been designed to obtain the relevant information required by the IACUC in its deliberations. Obviously, a clearly written proposal that is easily understood by the non-scientist will greatly assist the Committee in understanding the objectives and procedures.  
C. The IACUC Coordinator checks the original submission for completeness and accuracy and enters the submission into the database.  If any items are missing, the coordinator will notify the Principal Investigator or designated contact.  The Coordinator also ensures that Safety protocol is submitted for safety approval for all studies involving animals.
D. Only protocols or addendums received 2 weeks prior to a scheduled IACUC meeting will be placed on the agenda for that meeting.  The IACUC office forwards the ACORP to the VMO, or designee, who will return comments to the IACUC office within 5 business days.  The PI revises the ACORP in accordance with the comments of the VMO review and submits a revised version to the IACUC Coordinator for review at the meeting.  The IACUC Coordinator sends the agenda and all protocols, addendums, and other documents to the committee members for review.  The committee will determine if the ACORP is:

1. approved as submitted

2. approved pending modifications to secure approval
3. not approved (tabled)
E. The Principal Investigator ensures that all protocols, renewals, modifications and other documents that require IACUC review involving the use of animals have been reviewed and approved by the IACUC, Safety, R&D, and the ACOS for R&D prior to the initiation of research.  The Principal Investigator ensures that all staff involved conduct research in accordance with the approved protocol and follow all policies, SOP's, laws and regulations applicable to the research and also provides documentation to the Research Office that all staff, including the PI, have completed all mandatory training such as the web based training “Working with the VA IACUC” and species specific training appropriate for the studies being performed. In addition, the PI is responsible for ensuring that all personnel, including students, are fully trained in all aspects of the animal activities in their lab. 

F. New ACORPs (Initial and 3 year renewals) are given an internal tracking number used by the VMU Supervisor and the Principal Investigator generated by the e-PROMISE database system.
V. PROCEDURES-Review Process
A. Prior to the review, each IACUC member shall be provided with a list (agenda) of proposed research projects to be reviewed and copies of the research project to be reviewed.

B. The IACUC Coordinator must provide packets to the IACUC members no later than 5 business days before the IACUC meeting.  This packet must include an agenda with all business items listed.

C. The IACUC shall review proposed research at convened meetings at which a quorum (majority of voting members) is present.  In order for the research to be approved, it must receive the approval of the majority of those voting members present at the meeting.  A quorum must be maintained for each vote to occur.  If a quorum is not maintained, the proposal must be tabled.

D. For any business item, all minority opinions must be noted in the minutes.  The committee may review the minority opinion as part of the review of minutes at the next meeting, but not vote to remove the minority opinion so as to give appearance of suppressing dissent. 

E. No member may participate in the IACUC review or approval of a   research project in which the member has a conflicting interest  (e.g., is personally involved in the project) except to provide information requested by the IACUC; nor may a member who has   a conflicting interest contribute to the constitution of the quorum. 

F. The IACUC meets on a monthly basis (usually the third Tuesday of the month). Investigators are encouraged to attend the meeting at which their proposal is evaluated so that any questions can be resolved.

G. All approvals must be renewed annually. Approximately 2 months before approval is due to expire, the IACUC Coordinator sends the PI a Continuing Review Submission Forms for both the IACUC and Subcommittee for Research Safety. Upon receipt of the Continuing Review Submission Forms, the IACUC Coordinator verifies that all personnel listed on the ACORP have completed their mandatory training and are enrolled in the Preventative Medicine Program and the request for continued approval is placed on the agenda for the next meeting.  If the investigator fails to request renewal, approval will expire on the anniversary date.  Animal use numbers are obtained from the VMU. The signed approval letter and copies of applicable forms are sent to the Principal Investigator and copies are filed in the Research Office.

H. 3rd Year ACORP Renewal - Approximately 2 months before approval is due to expire, the IACUC Coordinator notifies the Principal Investigator that a 3rd year renewal is due.  Investigators are sent an annual renewal form prior to their anniversary date to update.  Investigators must submit the annual renewal form, an updated abstract and a revised ACORP, including relevant Appendicies.  3rd Year Renewals receive full committee review.  The signed documents will be reviewed and processed as described above for a new initial submission (Procedures, Section C, above). 

I. Amendment of an approved ACORP - Full Review. The PI submits a “Request for Significant Change to ACORP” form and a memo address to the IACUC Chair describing the requested changes and how they will affect the number of animals requested along with a revised protocol with the changes highlighted.  Requests for addition or removal of personnel may be approved by the Chair/Vice Chair.  However, requests for a change of PI must be reviewed by the full committee.  If approved, such changes will be an informational item on the agenda for the next IACUC meeting.  All other requests require review by the full IACUC.
VI. Facility Inspection and Review of Animal Care and Use Program

A. Both the PHS and VA policy and USDA regulations require the IACUC to conduct semi-annual evaluations of the animal care and use program.

B. At least once every six months, the IACUC will inspect all facilities, including animal housing and study areas and review the institution's program for humane care and use of animals, using the Animal Welfare Act and the Guide as a basis for evaluation, and the VA "Form 1: Checklist".  Program evaluation also includes whistle blower policy, the occupational health and safety program, veterinary care procedures.

C. The IACUC Coordinator will distribute the semi-annual review inspection forms to committee members identified during an IACUC meeting to participate in the reviews. Members will complete the review of their assigned sections by the deadline identified and return the completed forms to the IACUC Coordinator.

D. A review of the animal research facility with at least three    committee members present will be performed.

E. The semi-annual program and facility reviews will be discussed at the next scheduled IACUC meeting.

F. Entries on "Form 2, Table of Program and Facilities Deficiencies", will be drafted at the IACUC meeting, and a timetable for corrective action will be identified. A majority of all voting IACUC members must approve the report at this meeting.  Any minority opinions must be expressed.

G. "Form 3, Post-Review Documentation", will be completed and signed by all appropriate individuals, including a majority of all voting IACUC members. The ACOS R&D will forward the document to the Medical Center Director for review and signature. The ACOS R&D and/ or the IACUC Chair along with the VMO will schedule a meeting with the Institutional Official (IO) or Medical Center Director to review the document and obtain his signature.

H. A signed copy of the complete report (including Forms 1, 2 and 3) must be sent through the ACOS R&D and Director to the CVMO within 60 days of the self-assessment date.

I. A copy of the report should be submitted to the R&D Committee for review. R&D approval is not required before submission of the final document to the CVMO.

J. The original signed complete report must be retained for at least 3 years.

VII. Closure of research

Once the Principal Investigator submits written notification to close a study, the IACUC Coordinator provides notification to the IACUC and R & D Committees of the study closure. 

VIII. Record Keeping

Minutes of IACUC meetings are kept in the Research Office for a minimum of 3 years.

IX. Submission of reports to Institutional Official (IO).  

PHS and VA policy requires that after the annual inspection of facilities, the IACUC prepare and submit a formal report to the IO. This report is reviewed and approved by a quorum of the IACUC. It describes the nature and extent of the institution's compliance with PHS Policy and the Guide. Any departures are identified and modifications are proposed. Minor and major deficiencies are identified and noted in the report along with recommendations and a plan and timetable for correction. If these deadlines are not met, the IACUC, through the IO must inform Animal and Plant Health Information Service (APHIS) officials within 15 days of the lapsed deadline. If the activity is federally funded, the relevant agency must be informed. 

X. Suspension of Projects
A. Noncompliance:  Noncompliance is defined as any of the following:

1. Activity of animal use prior to written IACUC, SRS, and R&D approval.

2. Proceeding with changes in activities without written IACUC approval or failure to adhere to the activities as described in an approved protocol ("protocol violation").

3. Research activity involving animals that is not associated with an approved and current ACORP.

4. Any violation of the animal care and use provisions of the Animal Welfare Act, the PHS Policy on Humane Care and Use of Laboratory Animals, the NIH Guide for the Care and Use of Laboratory Animals, or any applicable VA policies or SOP’s.

5. Procedures conducted past the approval period or by unauthorized or untrained personnel.
B. The IACUC may suspend an activity that it previously approved if it determines that the activity is not being conducted in accordance with the description of that activity proved by the PI and approved by the IACUC.  The IACUC may suspend an activity only after review of the matter at a properly convened meeting (quorum) of the IACUC and with the suspension vote of a majority of members present.  The following guidelines should be followed when suspending projects:

1. No additional animals may be entered into studies.
2. Investigator’s access to the animals will be removed.
3. All animals under the suspended protocol will be transferred to the holding protocol. 

4. Breeding of valuable animals should not be interrupted, but the entry of new animals into research studies is prohibited.

5. If the IACUC suspends a project previously approved, the following must be notified in writing within 15 business days of the suspension date through the  ACOS/R&D and Medical Center Director/IO:

a. The Chief Veterinary Medical Officer (CVMO).

b. OLAW, if animals purchased with PHS funds are present in the facility.

c. An affiliate’s IACUC, if the project involves animals purchased with funds awarded to the affiliate. 

d. The Office of Research Oversight (ORO).

e. USDA, if USDA regulated animals are involved
f. AAALAC International

C. All internal and external allegations of improper animal care and use at the Medical Center must be investigated promptly by the IACUC.  A written report of the investigation will be approved and signed by a majority of a convened IACUC quorum and sent to the Medical Center Director/IO through the ACOS/R&D within 15 days of the allegation.  A copy of the report will also be forwarded to the CVMO through the ACOS/R&D and I/O within 30 days of the allegation.  Any employee who believes that an allegation of improper animal care and use was not investigated properly at the local level may contact the CVMO directly to express concerns without seeking local permissions.

XI. MEMBERSHIP

The Medical Center Director/IO shall officially appoint in writing the IACUC Chairperson in writing for a term of 1 year and may be re-appointed without any lapse in time.  The IACUC Chairperson shall not simultaneously chair the R&D committee. 

A. Composition:  IACUC will be composed of not less than 5 members and shall include:

1. Veterinary Medical Officer - The VMO must have a degree of Doctor of Veterinary Medicine or Veterinary Medical Doctor from an AVMA approved school of Veterinary medicine or have a certificate issued by AVMA’s Commission for Foreign Veterinary Graduates.  A VMO must be licensed to practice veterinary medicine in at least one state in the U.S.  The VMO must meet at least one of the following criteria: Be an ACLAM diplomate; Have completed at least 2 years of formal postdoctoral or residency training in laboratory animal medicine in a training program approved by ACLAM; or Have at least 4 years of on the job training and experience as a laboratory animal veterinarian at an institution with a biomedical research program involving  laboratory animals.  One practicing scientist experienced in research involving animals.

2. One member whose primary concerns are in a nonscientific area. 

3. One individual who is not affiliated with the institution in any way other than as a member of the IACUC, and is not a member of the immediate family of a person who is affiliated with the institution.  This role cannot by a veteran volunteers or a patient of the Medical Center.

B. Length of Terms – Members other than the Chair or those who are designated ex officio (appointed on a basis of their position, such as the VMO) may serve terms of up to 3 years, on staggered appointments.  Members may be re-appointed without lapse in service to the IACUC.  The Chair is appointed annually.  
C. IACUC Member Training – New IACUC members receive orientation by the IACUC Chair in areas of protocol review, inspection procedures, IACUC responsibilities and reporting requirements.  All IACUC members must complete annually the VA version of the web based (CITI) training courses and exams entitled: “Working with the VA IACUC” and “Essentials for IACUC Members”.  IACUC members are required on a one time basis to complete “Biosecurity” CITI Training module and “Information Security 201 for Research and Development Personnel” (which can be found on the VA’s LMS Training Site (Non-VA Members can access LMS at https://www.ees-learning.net/librix/FTU/LXAccount.asp. Copies of all training certificates are maintained by the IACUC Coordinator. 
XII. CONFLICTS OF INTEREST

Avoiding Conflicts of Interest in IACUC Reviews- As a public agency, the VA has an      obligation to preserve public trust in the integrity and quality of research carried out by its investigators, among its patients, and in its facilities, and to exercise prudent stewardship of public resources, including public funds that support research programs. Appropriate mechanisms must be in place to ensure that actual or perceived financial conflicts of interest do not undermine that trust. With regard to conflicts of interest, all VA employees must comply with the criminal statute pertaining to acts affecting personal or imputed financial interest (18 U.S.C. Section 208) and the Standards of Ethical Conduct for Employees of the Executive Branch (5 CFR Part 2635). VA Regional Counsels are authorized to interpret these provisions. NOTE: Additional policy guidance for the IACUC is provided in VHA Handbook 1200.13, “Financial Conflicts of Interest in Research.” 

A. The ACOS for R&D and Administrative Officer (AO) for R&D (or equivalents) should not serve as voting members on the IACUC, and when in attendance, need to be very sensitive to the occurrence or appearance of conflict of interest relative to their supervisory, managerial, or fiscal authority. They should avoid intervention or participation in deliberations involving entities in which they have financial or economic interests, except to provide information as requested by the IACUC. 

B. Both the USDA AWAR (see 9 C.F.R. §2.31(d)(2)) and PHS Policy (IV.C.2) stipulate no IACUC member may participate in the IACUC review, or in the approval of a research 
project in which the member is personally involved in the project, except to provide information requested by the IACUC. NOTE: The USDA Animal and Plant Health Inspection Service (APHIS) is the unit responsible for administering and enforcing the Animal Welfare Act Regulations and Standards. APHIS Animal Care Policy Manual, Policy 15, makes it clear that no IACUC member can review the IACUC member’s own proposal. The IACUC is responsible for ensuring that the protocol review process is not compromised by conflicts of interest arising from members participating in animal research reviewed by the IACUC. 

C. IACUC members should not participate in the IACUC review or approval of a research project in which the member has a financial conflict, except to provide information requested by the IACUC prior to the deliberations. 

XIII. Review of Hazardous Material to be used in Animal Research

A. Each lab must follow applicable Medical Center safety guidelines. 

B. The research approval process requires that the PI provide a chemical inventory, and a list of all recognized chemical, biological and radiological hazards.  The Subcommittee on Research Safety scrutinizes the proposed use of chemicals, biohazard substances or radioisotopes.  This subcommittee, which includes a Biosafety Officer, Radiation Safety Officer and biological safety expertise from the VA staff and the academic affiliate, reviews each research protocol, and the attached list of materials to be used.  Research cannot go forward if the appropriate committees have not approved their use, or if personnel are not properly trained, or if the PI is not permitted to possess the substances according to federal or VA regulations.
XIV. REFERENCES

A. Guide for the Care and Use of Laboratory Animals, Institute of Laboratory Animal Resources, 1996

B. Public Health Service Policy on Humane Care and Use of Laboratory Animals, U.S. Department of Human Resources, Public Health Service, NIH.  Revised 2002,
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D. VHA Handbook 1200.7 “Use of Animals in Research”. May 27, 2005

E. USDA Animal Welfare Act Regulations and Standards (Title 9, Code of Federal Regulations
F. The Health Research Extension Act of 1995 (Public Law 99-158 “Animals in Research”)
G. AVMA Panel on Euthanasia
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XV. FOLLOW-UP RESPONSIBILITY

IACUC Chairperson

XVI. RESCISSION

None

XVII. AUTOMATIC REVIEW DATE

October, 2011
Distribution:  All Principal Investigators Using Animals


