REV 16, CHANGE 12

SOP 19

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE

1.0
PURPOSE AND SCOPE

1.1 The purpose of this standard operating procedure (SOP) is to specify responsibilities and requirements for the establishment of the Institutional Animal Care and Use Committee (IACUC) at the Veterans Administration (VA) Research Service, Charleston. 
1.2 This SOP is applicable to the VA Research Service only.
2.0
IDENTIFICATION AND MISSION
2.1 The Ralph H. Johnson Veterans Affairs Medical Center’s (VAMC) Subcommittee on Animal Studies serves as this facility’s IACUC.

2.2 The IACUC’s mission is to oversee and evaluate the Charleston VAMC’s animal research program, procedures and facilities to ensure that they comply with the recommendations in Guide for the Care and Use of Laboratory Animals (Guide) 
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, the Animal Welfare Regulations (AWR), Public Health Service (PHS) Policy, VAMC Headquarters policy and all other applicable Federal regulations or guidelines. The IACUC conducts its business according to the policies and procedures detailed in this document. 
3.0
DEFINITIONS AND ABBREVIATIONS 2[]

3.1 Administrative or Veterinary Hold 3[]
. Voluntary interruption of research enrollments and ongoing research activities by an appropriate facility official, research investigator, or sponsor.
3.2 American College of Laboratory Animal Medicine (ACLAM). ACLAM is the specialty certification board for laboratory animal veterinarians, recognized by the American Veterinary Medical Association (AVMA).
3.3 American Veterinary Medical Association (AVMA). AVMA is the principal professional organization for veterinarians engaged in any specialty of the practice of veterinary medicine.

3.4 Animal. The term “animal” is defined in this SOP is any live vertebrate animal used or intended for use in research, research training, experimentation, or biological testing, or for a related purpose (see Public Health Service (PHS) Policy on Humane Care and Use of Animals, Sec. III). An animal for purposes of compliance with the Animal Welfare Act Regulations means any live or dead dog, cat, 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, experimentation, exhibition purposes, or as a pet. 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 intended for use in improving animal nutrition, breeding, management, or production efficiency, or for improving the quality of food or fiber. With respect to dog, the term means all dogs, including those used for hunting, security, or breeding purposes.
3.5 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 when a project involving animal research is submitted for consideration of VA funding.
3.6 Animal Research. Animal research, as used in this Handbook, refers to any use of laboratory animals in research, testing, or training.
3.7 Association for Assessment and Accreditation of Laboratory Animal Care, International (AAALAC). AAALAC is the accrediting body for animal research programs recognized by VA.  
3.8 Animal Welfare Regulations (AWR). Animal Welfare Act (AWA) requirements to protect certain animals from inhumane treatment and neglect.
3.9 Collaborative Institutional Training Initiative (CITI). The CITI Program is a subscription service providing research ethics education to all members of the research community.

3.10 Designated [Member] Review (DMR). Research proposal review by assigned IACUC members.

3.11 Full Committee Review (FCR). Research proposal review during a convened IACUC meeting.

3.12 Guide. Refers to the Guide for the Care and Use of Laboratory Animals 
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.
3.13 Institutional Animal Care and Use Committee (IACUC). The IACUC is the local committee charged with ensuring compliance with animal research regulations and guidelines. In the VA system, the IACUC is organized administratively as a subcommittee of the Research and Development Committee.
3.14 Institutional Official (IO). The IO is the VA official responsible for ensuring that the animal research program has the resources and support necessary to comply with all Federal regulations and guidelines that govern the use of laboratory animals. The IO is the point of contact for correspondence addressing animal care and use issues with the United States Department of Agriculture (USDA), the PHS, AAALAC, VA ORD, and VA Office of Research Oversight (ORO). As mandated by this Handbook, the medical facility Director must fulfill the role of IO for VA research programs except when a VA medical facility does not have its own PHS Assurance, or when it is accredited by AAALAC as part of an affiliate's program. In such cases, an administrator at the affiliate institution must assume the role of the IO for PHS correspondence to comply with PHS Policy (see Sec. II and Sec. III.G) and/or the role of IO for communication with AAALAC regarding accreditation matters.
3.15 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. NOTE: VHA Handbook 1202.1 provides details on the JIT submission process.

3.16 Medical University of South Carolina (MUSC). MUSC is the Charleston VA Research Service university affiliate, with whom collaborative research involving the use of animals is conducted.

3.17 Occupational Health and Safety Program (OHSP). An occupational health and safety program is essential for personnel who work in laboratory animal facilities, or who through their work have contact with animals. These types of animal contacts potentially expose personnel to physical demands, allergens, and hazardous agents, including infectious diseases, radioactive materials, and toxic substances. Infectious diseases may be experimental in origin, or naturally occurring zoonotic diseases that are peculiar to a given animal species.
3.18 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). 
3.19 Office of Research and Development (ORD). ORD consists of four VHA research services that together explore all phases of veterans’ healthcare needs. These services include Biomedical Laboratory Research and Development (BLR&D), which supports research exploring biological or physiological principles in humans or animals.
3.20 Office of Research Oversight (ORO). ORO serves as the primary VHA office in advising the Under Secretary for Health on all matters of compliance and assurance regarding human subjects’ protections, animal welfare, research safety, and research misconduct.

3.21 Preventive Medicine Program (PMP). As part of an OHSP, personnel are given the opportunity to participate in a PMP if they handle animals, work with unfixed animal tissues, or are exposed to airborne or other animal allergens on more than an occasional basis.

3.22 Public Health Service Policy on Humane Care and Use of Laboratory Animals (PHS Policy). PHS policies require institutions to establish and maintain proper measures to ensure the appropriate care and use of all animals involved in research, research training, and biological testing activities conducted or supported by PHS (see subpar. 3.8). VA policy requires compliance with PHS Policy even if PHS funds are not received.
3.23 Research and Development (R&D) Committee. The R&D Committee is charged with overseeing and approving all research projects at the medical facility. 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.
3.24 Standard Operating Procedure (SOP). An SOP gives written instructions to achieve uniform performance of a specific function.
3.25 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. NOTE: This subcommittee is also called the Institutional Biosafety Committee (IBC).
3.26 Suspension of Research. Refers to a temporary interruption in study animal addition, activities not essential to animal welfare, or other research activities. Suspensions must be reported in accordance with section 19.0.
3.27 Termination of Research. Refers to a permanent halt in study animal addition, activities not essential to animal welfare, or other research activities. Terminations may be reportable (see section 21.0).
3.28 United States Department of Agriculture (USDA). USDA is charged with enforcing the Animal Welfare Act Regulations and Standards (henceforth known as USDA AWA). The USDA Animal Care Section in the Animal and Plant Health Inspection Service is the administrative unit given the responsibility for monitoring compliance with USDA AWA.
3.29 Department of Veterans Affairs (VA) 

3.30 Veterans Administration Medical Center (VAMC)
3.31 Veterans Health Administration (VHA)
3.32 Veterinary Medical Consultant (VMC). A VMC provides veterinary services as needed (e.g., VMO absence or special assignment).
3.33 Veterinary Medical Officer (VMO). The VMO has direct program authority and responsibility for the institutional animal care and use program including access to all animals.
3.34 Veterinary Medical Unit (VMU). The VMU consists of the animal research facility plus the husbandry and veterinary technical personnel assigned to care for animals.
4.0
DOCUMENT REVIEW 4[]

4.1 This SOP is reviewed at periodic intervals, as defined in SOP 01 “CONTROL OF QUALITY SYSTEM DOCUMENTATION.” 5[]

4.2 Additional reviews shall be initiated by the following circumstances:

1) Change in policy, regulations, guidelines, or recommendations from any organization listed in subparagraph 2.2.

2) Knowledge of scientific breakthrough that establishes improved methods or practices.

5.0
SUBCOMMITTEE ORGANIZATION 2[]

5.1 The Medical Center Director is responsible for ensuring that the animal research conducted at the VA facility is monitored by an effective IACUC of Record, that adequate resources are available for the animal research program, and that IACUC members, IACUC support staff, veterinarians, and animal care staff have adequate opportunities to receive continuing education. The Director must also ensure that adequate support for animal research is provided by other Services of the facility (e.g., completion of work orders by the Engineering Service) as needed.
5.2 Designation of Institutional Official (IO). Each medical facility Director must serve as the IO, which is the responsible official for correspondence related to animal research with AAALAC (the “Responsible Institutional Official,” see item 1 in AAALAC Annual Report), USDA (the “Institutional Official” or “Chief Executive Officer,” see Sec. 1.1), and the PHS (the “Institutional Official,” see Sec. III. G).
5.3 According to the USDA AWA (9 CFR 2.37) and PHS policy, each VA medical facility with a program of research involving use of live vertebrate animals must establish an IACUC. The IACUC must be an IACUC established and run by VA, an IACUC of another Federal government agency or an IACUC established and run by the affiliate. The medical facility Director is responsible for providing adequate administrative support for IACUC and personnel to support the review and record-keeping functions of the IACUC (to include timely preparation of minutes and timely preparation of investigator correspondence and other documents). The IACUC must be a VA IACUC or the IACUC of the affiliate. The VA IACUC may not serve as the IACUC of record for any non-VA institution.
5.4 Charleston VA Research Service IACUC 4[]
. The IACUC of Record for Charleston VA Research Service is established and run by VA. The VA IACUC has a memorandum of understanding with an academic affiliate, Medical University of South Carolina (MUSC), for sharing of space and other resources for collaborative research involving the use of animals. 6[]
 VA IACUC supports MUSC IACUC policies and procedures, unless specifically detailed otherwise in this SOP.
6.0
MEMBERSHIP, COMPOSITION, AND TERMS OF SERVICE 2[]

Membership, Composition, and Terms of Service. IACUC members in consultation with the R&D Committee must forward the name(s) of nominees for the IACUC to the medical facility Director. The medical facility Director must officially appoint members in writing, to include specifying the length of the appointments (see subpar. 6.8, this Standard). 

6.1 Composition. The composition of the IACUC must meet existing requirements set forth in the AWA (see 7 U.S.C. 2143(b)(1) and PHS Policy (see subpar. IV.A.3b). At this time, a minimum of five members are required to serve as voting members to constitute an IACUC. Only a properly constituted IACUC may conduct official business. The required voting members include a Chair, the Attending Veterinarian, one scientist with animal research experience, a non-affiliated member (must meet the criteria in subpar. 6.4, this Standard), and a lay member (who must not be involved in animal research). NOTE: Changes in PHS policy or USDA AWA that alter IACUC membership requirements will supersede the membership requirements in this paragraph.
6.2 Chair. The IACUC Chair cannot simultaneously chair the R&D committee 7[]
 or another subcommittee. The Chair needs to be a more senior scientist with animal research experience and good committee management skills.
6.3 Vice Chair 4[]
. The IACUC may optionally establish the position of Vice Chair of the IACUC. The IACUC Vice Chair cannot simultaneously chair the R&D committee or another subcommittee. The Vice Chair needs to be a more senior scientist with animal research experience and good committee management skills.
6.4 Non-Affiliated Members. To comply with the USDA AWA, each IACUC must include at least one member who is not otherwise affiliated with the VA medical facility, and who is not part of the immediate family of a person who is affiliated with the medical facility. The person chosen should provide representation for general community interests in the proper care and treatment of animals.
1) A Veteran who volunteers at the medical facility is considered to have an affiliation with the institution and is disqualified from serving as the non-affiliated IACUC member; however, appointment of such Veterans to the IACUC in another capacity, such as lay member is strongly encouraged.
2) Veterans who do not use a VA medical facility for medical care may serve as the non-affiliated member on that medical facility’s IACUC, as long as they have no other affiliation with the medical facility and are not in the immediate family of a medical facility employee.
3) The designation of lay members as both the lay member and the non-affiliated member is discouraged. Recruitment of separate individuals to fulfill these roles is a best practice.
4) Non-affiliated and lay members of the IACUC may be compensated for travel expenses and time, as long as such reimbursement cannot be construed as compromising their ability to fulfill their independent respective roles on the IACUC.
6.5 At least one member of the IACUC should be a member of the R&D Committee.
6.6 Senior administrative staff including but not limited to the ACOS R&D, the AO R&D may not serve as voting members.
NOTE: ORO does not permit the Research Compliance Officer (RCO) of the VA facility to serve as a voting member or alternate voting member of the IACUC. The RCO may attend meetings of these committees when requested by the committee or specified by local SOPs. The Ralph H. Johnson VA Medical Center Director (IO) requests that the RCO attend IACUC meetings as a non-voting member. To prevent conflict of interest, ACORP audits must be conducted by a Compliance auditor who does not attend regular IACUC business meetings. 4[]

6.7 Subcommittee on Research Safety. The VMO, Veterinary Medical Consultant (VMC), a member, or a consultant 4[]
 of the IACUC needs to be a member of the SRS, unless exceptional circumstances prevent such participation.
6.8 Length of Terms
1) Chair. The IACUC Chair must be appointed by the medical facility Director annually, without a lapse in service. There is no limit to how many times a Chair may be reappointed, but it is Best Practice to rotate the Chair position to develop a cadre of research staff with experience in filling that role.
2) Vice Chair 4[]
. The IACUC Vice Chair must be appointed by the medical facility Director annually. There is no limit to how many times a Vice Chair may be reappointed, but it is Best Practice to rotate the Vice Chair position to develop a cadre of research staff with experience in filling that role.
3) Membership. Members other than those who are designated ex officio (appointed on the basis of their position, such as the institutional veterinarian) may serve terms of up to 3 years, on staggered appointments. Members may be re-appointed without lapse in service to the IACUC. 
6.9 Responsibilities 4[]

1) Chair
a. Guide a culture of excellence and full compliance when working with animals in biomedical research.

b. Lead each IACUC Meeting.

c. Assist IO with external correspondence.
d. Communicate with Research Service staff, the IO and other Charleston VAMC personnel on behalf of the IACUC.

e. Perform administrative actions, such as signing protocols, on behalf of the IACUC and communicating with VAMC Headquarters.
f. Work together with the VMO in the review and approval of items that may not require full committee attention (see subpar. 12.4).

g. Reports IACUC actions to the R&D committee.
2) Vice Chair
a. Preside at meetings of the IACUC in Chair's absence. 

b. Assist the Chair with review procedures. 

c. Other duties in Chair's absence. 

d. Act as Chair's designee, as required. 

7.0
AVOIDING CONFLICTS OF INTEREST IN IACUC REVIEWS 2[]
 
As a public agency, 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.
7.1 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. 
7.2 Both the USDA AWA (see 9 CFR §2.31(d)(2)) and PHS Policy (IV.C.2) stipulate that 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.
7.3 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. 
8.0
FUNCTIONS OF THE VA IACUC 2[]

The VA IACUC must perform the review and oversight functions required by PHS Policy (see Sec. IV.B., IV.C., and IV.F), the Guide (see Monitoring the Care and Use of Animals), the AWA (see 7 U.S.C. 2143(b)(1)), the USDA AWA (see 9 CFR 2.31), VA policy, and any other Federal regulations that impact IACUC function.

1.1 Semi-Annual Program and Facility Self-Assessment Reviews (section 18.0)
1.2 Research Proposal Review (section 12.0)
1.3 Annual Review of Proposals (section 13.0)
1) First and Second Annual Review of Protocols. Basic review for renewal.

2) Third Annual Review. Complete re-review of protocol for renewal.
1.4 Postapproval Monitoring (PAM) (section 17.0)
1.5 Mandated Reporting of Deficiencies (section 19.0)
1.6 Suspension and Termination of Projects (section 21.0)
1.7 Investigation of Allegations of Improper Animal Care or Use
1.8 Reports (section 23.0)
1) USDA Annual Report of Research Facility
2) AAALAC Reports
3) IACUC Semi-Annual Self-Assessment Reviews
4) Annual VA VMU Report
5) PHS Assurances and Annual Assurance Updates
6) Correspondence between OLAW, USDA, AAALAC and VA facilities
1.9 Oversight of Mandatory Training (section 24.0)
9.0
IACUC MEETING CONDUCT 4[]

1.10 Meeting Schedule. At a minimum, the IACUC must convene twice yearly. Meetings are held as needed, typically once per month.
1.11 Quorum. A Majority (more than 50%) of voting members must be present to hold a meeting. There is no legal requirement that every IACUC member attend every meeting, nor is any certain member required to be present to conduct business; however, efforts will be made to ensure that appropriate representation is present.
1.12 Open versus Closed Meetings. To provide confidentiality, IACUC meetings are closed with the following exceptions:

1) IACUC Members
a. Appointed

b. Ex-officio

c. Regular consultants (e.g., biosafety and compliance)

2) VA investigators using animals
3) Other guests, including investigators who use animals in research and are not employed by the VA, but using VA space to house animals. NOTE: These investigators must request and receive IO approval to attend an IACUC meeting. 
1.13 Limits to IACUC Meeting Participation. Other than IACUC members, approved attendees (see subpar. 9.3) may be present during general discussion of business items. In some cases the IACUC may invite the principal investigator (PI) to personally present their proposal. The committee may ask attending study personnel, including IACUC members, questions about the project. Following this initial discussion, guests and committee members having a conflict of interest must leave during final deliberation and voting. 
1.14 Emergency Meetings. The IACUC Chair may convene meetings outside the normal schedule. In the event that a concern involving the care and use of animals is raised by a VAMC employee or by a member of the public, or there is a report of non-compliance, and there is the potential that an animal’s well-being is affected, a meeting must be held at the earliest possible time. If an animal’s well-being is not at issue, the decision to call an emergency meeting is at the discretion of the IACUC Chair.
10.0
IACUC PREPARATION AND RECORDING REQUIREMENTS 
1.1 Agenda 4[]
. An agenda should be developed and distributed to members at least 3 working days before the IACUC meeting, whenever possible. At a minimum, the agenda should include the following:

1) Approval of minutes of the previous meeting (date)

2) Announcements

3) Unfinished business (list pending items and individual responsible)

4) New business (identify individual responsible when necessary)

5) Standing recurring reports (identify individual responsible)

6) Date, time, and place of the next meeting

1.1 Preparation of IACUC Minutes 2[]
. IACUC minutes must be written and published within 3 weeks of the meeting date. VA medical facilities with their own IACUCs must format their minutes to comply with following subparagraphs (1) through (12). For VA projects under consideration, the minutes of joint or affiliate IACUCs need to contain the same information somewhere in the document.
1) At the top of the first page, on separate lines in a large typeface, place the bolded name of the facility and facility number, the official address, the official committee name, and the date of the meeting. Abbreviations are not acceptable. Subsequent pages are to be numbered.
2) List all voting members present and absent (non-voting members may be listed separately). For each voting member, note the voting member’s appointed role on the committee to establish that the IACUC is properly constituted. Use the term "ex-officio" only when the member’s office or legal role (such as the institutional veterinarian) dictates a member’s presence on the committee. 
3) Indicate if a quorum is present. A quorum is defined as a majority (more than 50 percent) of voting members. 
4) Arrange the minutes into at least three sections: review of previous minutes, old business, and new business. At each meeting, a review of semi-annual review schedules for correction needs to be conducted to monitor progress toward completing corrections of deficiencies previously identified. 

5) Business items need to be retained under old business in subsequent minutes until the final approval is given by the IACUC, the project is disapproved by the IACUC, or the project is withdrawn from consideration by the investigator. The final disposition of each project needs to be clearly stated in the minutes. 

6) For each project under consideration, list the first and last name of the principal investigator, and the complete name of the project. 

7) For each new project, the motion passed by the committee (approved, approved pending clarification, deferred, disapproved) must be recorded with the exact vote, which must include the number voting for the motion, the number voting against, and the number abstaining.
8) If any member asks to submit a minority opinion, it must be included in the minutes as well. For an Animal Component of Research Protocol (ACORP) submitted to VHA Headquarters for funding consideration, minority opinions addressing individual ACORPs must be included in Item Z of the main body of the ACORP. 8[]

9) Committee deliberations on each project must be reflected in the minutes so that an outside observer can understand the issues discussed, and recognize the specific revisions and clarifications requested for each protocol under consideration. Experience has shown that if IACUC members are asked to provide written or electronic copies of their reviews, their comments can be used to document deliberations and greatly streamline the process of writing the minutes as well as communicating IACUC decisions in writing to investigators. 

10) The minutes must note which members recused themselves for which project(s) to prevent conflicts of interest. 

11) If they are important to understanding the conduct of business, copies of any internal or external reports or correspondence with outside agencies referenced in the minutes need to be attached to the minutes.

12) Once IACUC minutes are approved at the following meeting, the IACUC Chair needs to sign and date them at the bottom. No local official may alter the IACUC minutes once signed by the IACUC Chair, and no local official may exert pressure on any IACUC member to change the wording in the minutes to language more favorable to the institution. If requested by the CVMO or other VA Central Office official, complete copies of the signed minutes need to be sent through the ACOS for R&D and the medical facility Director. The R&D Committee needs to review a copy of the signed minutes as an item of business, but R&D Committee approval is not necessary prior to sending minutes to ORD for review, i.e., if ORD requests a copy for review. 
11.0
PRINCIPAL INVESTIGATOR (PI) RESPONSIBILITIES 4[]
 
1.1 Submit a completed ACORP form 8[]
 reflective of all animal work described in the study. It is the principal investigator’s responsibility to ensure congruency between any funded study and the submitted ACORP. In addition, the Research Compliance Officer will audit 10% of the ACORPs per year to ensure congruency between the grant and the ACORP. NOTE: The VA Research & Development Committee must review and approve all research utilizing VA space or VA resources prior to initiation of any work on the project. Submission of the research project to the Research & Development Committee is the responsibility of the principal investigator and requires completion of the Request to Review Research Project packet.
1.2 Assure all active protocols and new pilot projects involving the use of live vertebrate animals have been reviewed and approved by the IACUC.

1.3 Supervise the performance of laboratory staff to ensure the compliance with all applicable regulations, policies, and guidelines for all research involving live vertebrate animals.

1.4 Report problems and concerns about the use of laboratory animals to the VMO and the IACUC Chair.

1.5 PI’s and their staff must comply with VA training requirements.
12.0
RESEARCH PROPOSAL REVIEW 2[]

The IACUC must review and approve, require modifications in (to secure approval), or withhold approval of all research proposals involving species and activities included within the definition of an “animal” (see subpar. 3.3). All research projects involving animals must be approved by the IACUC and then by the R&D Committee prior to commencement. The date of continuing review is addressed in Proposal Review Outcomes (see subpar. 16.1). 4[]
 The IACUC must review proposed research at convened meetings at which a quorum (a majority of voting members) is present. In order for the research to be approved, it must receive the approval of a 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 although suggestions for review may be recorded and communicated to benefit the investigator. NOTE: Research and Development Committee must approve the protocol and the Principal Investigator must receive notification from the ACOS R&D prior to initiating the research. Other approvals may be required prior to R&D Approval 8[]
, including: Subcommittee on Research Safety, Radiation Safety, officials responsible for the use of any human patient care equipment in animal procedural areas, officials responsible for the use of equipment for animal studies in human patient care areas, Medical Center Chief of Staff, Medical Center Director, and the VISN Regional Safety Officer. 
NOTE: If human biological specimens originating from an international site or from children are used in research involving animals or reviewed by the IACUC, the policy on international research or research involving children would be applicable. See VHA Handbook 1200.05.
1.1 Veterinary Pre-review. If procedures are proposed that may cause more than momentary or slight pain or distress to the animals, it is mandated that an investigator consult the VMO, VMC, or designee, during the planning stages of a project (see the USDA AWA; see 9 CFR 2.31(d)(iv)(B)). Because it is often difficult for an investigator to predict which procedures might cause more than momentary pain or distress without consulting a laboratory animal veterinarian, the provision for a consultation in the USDA Animal Welfare Act Regulations and Standards is amended in this Handbook to extend to all projects with the requirement that the VMO, VMC, or another qualified laboratory animal veterinarian conduct the consultation. This consultation needs to be performed prior to IACUC review of a protocol. The veterinary consult may take the form of a face-to-face meeting, or a written review of a draft form by the VMO or VMC. No protocol may be given final approval until a veterinary consult by the VMO or VMC has been performed. NOTE: The review of a protocol by the VMO or VMC during an IACUC meeting does not satisfy this requirement. 
1.2 Research Proposal Forms and Completion 4[]
 
1) Source. Current animal research proposal forms are available on the Ralph H. Johnson VA Medical Center Research web site. 
2) Completeness. Responses to all ACORP review items must be provided in the given sequence when applications selected for ORD funding include an ACORP 2[]
 and/or animals are to be housed in VA space. Subsequent modifications (e.g., response to critique) must also meet the previously-described completion requirements.
3) Experimental Design. In order to understand proposed procedures and manipulations that animals will experience, the IACUC may require a flow chart, diagram, table, or sequenced list for each animal group.
4) Duplicate Content. Each procedure should be thoroughly detailed only once in the most relevant ACORP item (e.g., surgical procedures in Appendix 5). For other protocol areas that mention the procedure, a summary description is sufficient and minimizes opportunity for document incongruence.
5) Alteration. Excepting the deletion of unused appendices, modification of ACORP review items, including table layouts and headers, is not permitted.
6) Refusal to Review. Incomplete and/or altered research protocol submissions are at risk of return without IACUC review.
1.3 Deadline for Proposals 4[]
. Protocol submissions are due one week before the regularly scheduled IACUC meeting. Review of late submissions may occur at the discretion of the Chair and VMO.

1.4 Outstanding Business 4[]
. In order to receive IACUC review, Principal Investigators may not have any outstanding business (e.g., late renewal) related to other protocols. Case-by-case exceptions to this policy may be granted by the IACUC Chair.
1.5 Designated Review. The use of the designated review system may be used. VA policy stipulates that all IACUC members receive complete copies of all protocol forms to aid them in deciding whether or not to request full committee review. NOTE: See the USDA AWA (9 CFR 2.32(c)(2) and PHS Policy (see Sec. IV.C.2).
1) Convention and Eligibility 4[]
. The IACUC Chair arbitrates use of designated review for research proposals; however, certain proposals are not eligible. Full committee initial review is required for submissions having any of the following attributes:
a. USDA covered species (i.e., gerbil, hamster, guinea pig, rabbit, cat, dog, pig).
b. Unalleviated pain or significant distress (e.g., prolonged restraint, substance addiction, food or water restriction, physiologically impacted genetically-engineered mice (GEM)).
c. Multiple survival surgeries.
d. Induction of a condition in which there is substantial impairment of physical or physiologic function (e.g., radiation illness, extensive neoplasia, toxicity, debilitating infections disease).
e. Death as an endpoint.
f. Deviations or departures to recommendations of the Guide.
2) Designated (Member) Review (DMR) Process 4[]
. If full committee review is not requested within 48 business hours of complete protocol delivery to IACUC members, at least one member of the IACUC, designated by the Chair and qualified to conduct the review, shall review those activities, and shall have the authority to approve, require modifications in (to secure approval), or request full committee review of any of those activities. If there is more than one designated reviewer, they must agree on a course of action or refer the protocol to the full committee. NOTE: Any member of the IACUC may, at any time, request to see the revised protocol and/or request FCR of the protocol.
3) Administrative Review 4[]
. The following types of research proposals may be administratively approved by the Chair and VMO. Disposition is documented as an official IACUC action.

a. Minor proposal amendments (see subpar. 14.1).

b. Significant changes with Attending Veterinarian verification (see subpar. 14.3).

c. First and second annual reviews (see subpar. 13.1) having no adverse events or protocol changes meeting major classification (see subpar 14.2).

d. Investigator-initiated protocol terminations (see subpar. 13.5).

1.1 The IACUC Coordinator 4[]
 must provide packets to IACUC members no later than 3 business days before the IACUC meeting. This packet must include an agenda with all business items listed, including reviewer assignments for all new protocols. Unless specified on the agenda, all voting members review all new protocols. 4[]

1) All IACUC members must have copies of all protocol forms.
2) Each new protocol must be assigned to at least two voting committee members. These members serve as the primary and secondary reviewers, and are expected to lead a discussion of the protocol. NOTE: Experience has shown that the most effective reviews occur when the actual application, as well as the animal protocol form, is available for review by committee members.
3) Default reviewers for all new protocols are voting committee members. Protocol discussion is led by the Chair unless otherwise specified. 4[]

1.1 Evaluations. NOTE: Evaluations of the animal protocol forms are based on standards promulgated by the USDA AWA (see 9 CFR §2.31(d), PHS Policy (see Sec. IV. C), the Guide (see “Monitoring the Care and Use of Animals”), VA policy, and other Federal regulations or guidelines that impact the conduct of IACUC business. The IACUC needs to consider the following topics in the preparation and review of animal care and use protocols regardless of the funding source or if not funded (see also ACORP):
1) Rationale and purpose of the proposed use of animals. 

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

3) Availability or appropriateness of the use of less-invasive procedures, other species, isolated organ preparation, cell or tissue culture, or computer simulation. 
4) Adequacy of training and experience of personnel in the procedures used.

5) Unusual housing and husbandry requirements. 

6) Appropriate sedation, analgesia, and anesthesia. 

7) Unnecessary duplication of experiments. 

8) Conduct of multiple major operative procedures. 

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

10) Post-procedure care. 

11) Method of euthanasia or disposition of animal. 
12) Safety of the working environment for personnel.
1.2 Use of Parliamentary Procedures During IACUC Meetings. Consistent parliamentary procedures must be used to conduct business. The parliamentary system used needs to allow for discussion of each item, motions, seconds to motions, and official votes tallied by yeas, nays, and abstentions. To protect anonymity, the identity of the members making a motion, seconding a motion, and voting yea, nay, or abstain should not be recorded. A motion must be seconded for a vote to occur. For a motion to pass, a majority of a quorum present must vote affirmatively.  

1.3 For any business item, any member may request that a minority opinion be submitted for placement in the minutes. The committee may review the minority opinion as part of the review of minutes at the next meeting, but may not vote to remove or revise (to change the meaning) the minority opinion so as to give the appearance of suppressing dissent. Minority opinions addressing individual protocols must be included in the ACORP or other animal form used for review.
13.0
ANNUAL REVIEWS AND TERMINATION OF PROPOSALS 2[]

The IACUC must review the conduct of all animal protocols annually. The funding period of a project has no bearing on the need for annual reviews and triennial reviews.
1.1 First and Second Annual Review of Protocols. Investigators must submit an Annual Renewal form 9[]
 to the IACUC prior to the first and second anniversaries of the approval date (anniversary date defined in subpar. 16.1.1.a). 4[]
 The Annual Renewal is a standard form giving current basic information, such as IACUC approval number, IACUC approval date, title of project, and species used. The investigator then notes that either no changes have taken place, or describes any changes that have occurred. Responses are reviewed by the IACUC, or an IACUC-designee, for assessment of the changes reported. Any changes to the approved activity which are deemed of sufficient magnitude to merit further consideration may then be presented to the IACUC. NOTE: All of these dispositions need to be documented as official IACUC actions.
1.2 Third Annual Review. Prior to the third anniversary, the IACUC must conduct a complete re-review of the protocol. This is accomplished by the investigator submitting a new protocol utilizing the latest version of the ACORP. 4[]
 
1.3 Submission Reminders 4[]
. During the tenth month of each protocol year, the IACUC Coordinator will send an annual review reminder to the ACORP Principal Investigator.
1.4 Expired Protocols 4[]
. 
1) First and Second Annual Review. Each ACORP is approved for a period of one year. If a protocol is not re-approved by means of its annual review, the ACORP expires. Animals assigned to expired protocols are placed on administrative hold (see subpar. 3.1).
2) Third Annual Review. If an ACORP is not re-approved by means of a new ACORP prior to the third anniversary, the protocol permanently loses valid approval. Research activities must stop and enrolled animals will be transferred to the Veterinary Medical Unit holding protocol.
1.5 Terminations 4[]
. Investigators may terminate an approved research proposal at any time using the Annual Renewal form (see subpar. 13.1).

14.0
REVIEW OF PROPOSAL AMENDMENTS 4[]

All animal experimentation performed at the Charleston VAMC must be aligned with an approved protocol.  If any changes in the approved work (e.g., personnel, animals, test substances, experimental procedures, or deviations from the Guide) are contemplated, the PI must submit an ACORP Amendment form 10[]
 with necessary supplements and receive IACUC approval prior to implementation.  Completed ACORP Amendments are submitted to the IACUC Coordinator, who forwards a copy of the request to the Chair and VMO.  Changes determined to be minor or non-significant (see subpar. 14.1) can be administratively approved by the Chair and VMO, whereas requests for major or significant changes (see subpar. 14.2) must receive IACUC full committee initial review.

3.1 Minor / Non-significant Changes. Proposal amendments that have no significant impact on animal well-being and/or do not increase the number of rodents used by more than 10% of the currently approved protocol allocation are considered minor. Examples include:

1) Changes in personnel other than the Principal Investigator that have received adequate training and proof of enrollment in the occupational health and safety program (OHSP)
2) Changes in location for Biosafety Level 1 activities, provided that the new location is VA space and has been IACUC-inspected within the last 6 months

3) Changes Affecting Rodents

a. A statistically-justified increase in rodent numbers, dependent on reason and not to exceed 10% of currently approved allocation

b. Change in strain of rodent used, dependent on phenotype
c. Changes in sex of rodents used

1.6 Major / Significant Changes. Proposal amendments that may have significant impact on animal well-being or involve the use of more animals (or addition of >10% for rodents) than currently approved in the protocol are considered major. Examples include:

1) Changes affecting USDA covered species (i.e., gerbil, hamster, guinea pig, rabbit, cat, dog, pig)
2) Change or addition of species with minimal study design impact (if experimental procedures are significantly different, a new, separate ACORP form must be submitted)

3) Changes in study design

4) Changes in anesthetics, analgesic or drugs administered

5) Changes in mode of restraint

6) Changes in pain category

7) Changes in the mode of delivery of the agent

8) Changes in study duration

9) Changes in compound given

1.7 Significant Change with Attending Veterinarian Verification. Some significant changes to previously IACUC-approved ACORPs may be handled administratively at the recommendation of the Veterinary Medical Officer (VMO) when the changes requested are consistent with current IACUC policy. Examples include:
1) Changes in euthanasia method as long as the requested method is acceptable or acceptable with conditions under the current AVMA Guidelines for the Euthanasia of Animals
2) Changes in inert vehicles for test compounds, such as sterile phosphate buffer solution (PBS), saline, and water for injection or changes in oils, such as peanut, sunflower, and corn.
3) Changes in route, volume or frequency of substance administration that will not increase the pain and distress category of the protocol.
4) Changes in blood collection, such as anatomic location, volume collected and frequency.  

a. Hawk CT and Leary SL. Formulary for Laboratory Animals, 2nd or 3rd editions.

b. NIH Office of Animal Care and Use, http://oacu.od.nih.gov/ARAC/documents/Rodent_Bleeding.pdf. Accessed August 10, 2015.

5) Changes in anesthetics or analgesics using professional veterinary judgment and published dosing guidelines from any of the following references:

a. Carpenter JW. Exotic Animal Formulary, 3rd ed. Elsevier, Inc.: St. Louis, 2005.

b. Flecknell P. Laboratory Animal Anaesthesia, 2nd ed. Elsevier, San Diego, 1996. 

c. Hawk CT and Leary SL. Formulary for Laboratory Animals, 2nd or 3rd editions.

d. Mitchell MA and Tully, Jr., TN. Manual of Exotic Pet Practice. Saunders Elsevier, St. Louis, 2009.

e. Papich MG. Saunders Handbook of Veterinary Drugs, 2nd ed. Elsevier, Inc.: St. Louis, 2007.

f. Quesenberry KE and Carpenter JW. Ferrets, Rabbits, and Rodents: Clinical Medicine and Surgery, 2nd ed. Saunders Elsevier, St. Louis, 2004.

g. UCSF online mouse formulary: http://www.iacuc.ucsf.edu/Proc/awMouseFrm.asp. Accessed August 10, 2015.

h. UCSF online rat formulary: http://www.iacuc.ucsf.edu/Proc/awRatFrm.asp. Accessed August 10, 2015.

i. University of Minnesota online formulary: http://www.ahc.umn.edu/rar/umnuser/formulary.html. Accessed August 10, 2015.

6) Changes or refinements in procedures or surgeries that, using professional veterinary judgment, are expected to be of similar or decreased pain or distress.
7) For recordkeeping purposes, significant changes with Attending Veterinarian verification are documented using the ACORP Amendment form 10[]
 with administrative approval.
15.0
SECONDARY VETERINARY REVIEW OF VA MERIT PROPOSALS 11[]

After receiving IACUC approval, research proposals for newly funded VA Merit Awards are submitted to ORD and reviewed through the office of the Chief Veterinary Medical Officer (CVMO), external to the IACUC committee.  
1.1 Scoring. The secondary reviewer identifies proposal concerns and assigns each item a numerical rating between 0 and 3, as described below. The application in full is also given an overall score.

0) No concerns noted. Any comments provided are for information only.
1) Some concerns noted.
2) Concerns are noted that must be addressed by the local IACUC and PI before funding can occur, but work described in the ACORP(s) may continue.
3) Significant concerns are noted that must be addressed by the local IACUC and PI before funding can occur, and work described in the ACORP(s) listed below must cease immediately.
1.2 IACUC Response Determination. At the next convened full committee meeting, IACUC reviews secondary veterinary concerns and determines necessary response. The required action is communicated to investigators by formal memorandum. 4[]

0) None. No further correspondence with the CVMO is needed; the ACORP(s) is(are) approved and represent(s) no bar to funding the application.
1) The IACUC must review level 1 concerns and decide what response is needed. This action must be documented in the IACUC minutes and the changes required by the IACUC must be incorporated into the ACORP(s). No further correspondence with the CVMO is needed; the ACORP(s) is(are) approved and represent(s) no bar to funding the application.
2) A response to each of the level 2 concerns must be reviewed and approved by the CVMO before funding can be released. 
3) A response to each of the level 3 concerns must be reviewed and approved by the CVMO before work can resume and funding can be released. (If unusual circumstances dictate that work should continue despite concerns, notify the CVMO immediately.) 
1.3 Investigator Response to Secondary Concerns 4[]
.
1) Proposal changes in response to level 1 concerns are submitted using the ACORP Amendment form (see section 14.0).
2) Proposal changes in response to level 2 or 3 concerns must include 11[]
:
a. a memo addressing the concerns, dated and signed by the PI, veterinarian, and IACUC Chair; and

b. a revised ACORP.

3) After formal notification of secondary review determination, failure to respond to IACUC recommendations is recorded in minutes for each subsequent IACUC meeting. Further actions include:

a. Level 1 Concerns. IACUC will withhold approval of the ACORP annual review, resulting in administrative hold (see subpar. 13.4).

b. Level 2 or 3 Concerns. The CVMO will be notified if required information (see subpar. 15.3.2) is not submitted within two regularly-scheduled business meetings.
16.0
PROPOSAL REVIEW OUTCOMES 4[]

1.4 Outcomes
1) Approval. Full approval is granted to proposals that are approved by the IACUC without the need for changes or additional information. The date of IACUC approval depends on submission type (see subpar. 16.1.1.a.), and anniversary dates are calculated by calendar years after the approval date. ACORPs are approved for one year, and must be reviewed annually by the IACUC committee or more frequently as problems arise. 

a. Approval Date
	Research Proposal Type
	Designated Approval Date

	New ACORP
	IACUC Chair signature

	Annual review
	ACORP anniversary

	Triennial renewal ACORP
	IACUC Chair signature

	Amendment
	IACUC Chair signature

	Termination
	IACUC Chair signature


NOTE: The Vice Chair provides signature for research proposals in which the IACUC Chair has a financial conflict. In the absence of a Vice Chair, an IACUC member meeting Chair requirements listed in subpar. 6.2may fulfill this role.
b. Limited Approval. Limited approval may be issued when the IACUC feels the need to follow a study closely (e.g., pilot studies). Alternatively, a system may be set up for independent monitoring of the condition of animals used in the study.
2) Require Modifications to Secure Approval. If the IACUC recommends protocol changes to provide or clarify information, the committee simultaneously determines the subsequent review process (i.e. full committee review (FCR) or DMR). All IACUC members have agreed in advance in writing 12[]
 that the quorum of members present at a convened meeting have the option to decide by unanimous vote to use DMR subsequent to full committee review (FCR) when modification is needed to secure approval. NOTE: Even when quorum unanimously agrees to DMR, any member of the IACUC may, at any time, request to see the revised protocol and/or request FCR of the protocol.
3) Request Full Committee Review (Designated Review Only). Reviewers have authority to request to full committee review of research proposals. Protocols are also returned to full committee if designated reviewers do not agree on a course of review action.
4) Withhold Approval (Full Committee Review Only). If the IACUC withholds approval of a proposal, it includes a statement of the reasons for its decision and gives the investigator an opportunity to respond.
1.5 Outcome Correspondence
1) Approval. The IACUC coordinator obtains committee approval signatures and maintains the original protocol on file. A copy of the approved proposal is sent to the investigator and Veterinary Medical Unit (VMU) for protocol support, welfare concerns, and animal use tracking. Correspondence for new research proposals also includes a separate approval memorandum, with copy to R&D and Grants Accounting (when applicable). NOTE: Research and Development Committee must approve the protocol and the Principal Investigator must receive notification from the ACOS R&D prior to initiating the research.
2) Require Modifications to Secure Approval / Withhold Approval. Within one week of the IACUC or designated reviewer determination, the IACUC coordinator prepares a memorandum that summarizes research proposal recommendations (e.g., questions, request for additional information or clarification). NOTE: Investigators must respond to IACUC recommendations within two regularly-scheduled business meetings. Research proposal submissions with investigator response exceeding this time are deemed withdrawn from consideration by the investigator. This disposition is recorded in IACUC minutes, and a new research proposal submission is required for further IACUC review.
17.0
POSTAPPROVAL MONITORING 4[]

Following initial ACORP approval, animal research activities are continually monitored through a variety of mechanisms.
1.6 IACUC
1) Annual review of protocols (see subparagraph 13.0)

2) Investigation of allegations of improper animal care or use (see subparagraph 22.0)

3) Semiannual facility inspections (see subparagraph 18.0)

4) Training (see subparagraph 24.0)

5) Development and review of IACUC policies and its SOP

1.7 Ralph H. Johnson VA Medical Center
1) VMO and/or VMU Staff
a. Observation of study procedures

b. Animal observation
2) Research Compliance Officer audits
1.8 External Inspections
1) VA Central Office
2) AAALAC
18.0
Semi-Annual Program and Facility Self-Assessment Reviews 2[]

According to the USDA Animal Welfare Act Regulations and Standards (see 9 CFR §2.31(c)(1)) and PHS Policy, the designated VA IACUC must perform a self-assessment review of the program of animal care and research use, and an inspection of the animal facilities and husbandry practices at least every 6 months. This self-assessment review must be conducted using the standards established in the most current Guide (see “Institutional Animal Care and Use Committees”), PHS Policy (see Sec. IV.B), the Animal Welfare Act (see 7 U.S.C. 2143(b)(3) and (b)(4)), USDA AWA (see 9 CFR §2.31(c)(2)), and this VA policy.
1.1 The semi-annual self-assessment review must include all VA facilities and investigator areas where laboratory animals are used in procedures, or housed longer than 12 hours. Charleston VA Research Service has a formal arrangement with MUSC 6[]
 and reviews MUSC’s semi-annual self-assessment review as an IACUC business item in lieu of sending a VA IACUC review team to the facility. 4[]
 All semi-annual deficiencies must be noted and corrections tracked to ensure optimal care for the animals. NOTE: Medical facilities are strongly encouraged to describe in their PHS Assurance which approach will be taken.
1.2 As part of the Program review, the IACUC must randomly review IACUC records representing at least 5 percent of the total active projects (a minimum of five). The purpose of the review is to determine if appropriate documentation of initial review, approval letter(s), annual and triennial approvals, modifications, and investigator correspondence are present. This requirement is fulfilled by Research Compliance Officer audits, described in subparagraph 11.1. 4[]

1.3 Non-VA institutions that house animals purchased with non-VA funds on VA property must be given the opportunity to conduct their own IACUC semi-annual facility and program review, in the absence of a reciprocal agreement. MUSC accepts the VA semi-annual facility and program review, and vice versa, per memorandum of understanding. 6[]

1.4 The compliance items found in the VA IACUC Program and Facility Self-Assessment Checklist must be covered by the IACUC. The items in the VA Checklist, the OLAW Semiannual Program and Facility Review checklist, or a similar checklist incorporating the same elements need to be completed within 1 month of the self-review. Whichever checklist is used, the following must appear in the report:
1) The name, address, and facility number, with the date(s) that the self-assessment was performed.
2) If program or facility deficiencies are noted, the report must contain a reasonable and specific plan and schedule with dates for correcting each deficiency.
3) The report must distinguish significant deficiencies from minor deficiencies.
a. A significant deficiency is one which, in the judgment of the IACUC, is or may be a threat to the health or safety of the animals. Examples of such deficiencies are:
i. Animal research facility heating and cooling equipment that cannot maintain consistent temperatures in the ranges specified in the most current Guide. 

ii. An inadequate program for the surgical care of animals. 

iii. An inadequate program for the medical care of animals. 

iv. Conduct of research not approved by the IACUC. 

v. Inadequate caretaker staffing. 

vi. Inadequate IACUC administrative support such that the IACUC cannot fulfill its regulatory mandates.
b. A minor deficiency is one that does not fit the preceding definition of a significant deficiency. Examples of minor deficiencies are difficult to provide because local circumstances strongly influence whether a deficiency is considered significant or minor. NOTE: For help with such decisions, contact the CVMO, who may recommend further consultations with OLAW or USDA.
4) The report must state any minority views.
5) A list of IACUC members present during the semi-annual self-assessment review with the name, the degree(s) held, and the IACUC role (veterinarian, scientist with animal research experience, lay member, non-affiliated member) of each member. At least three IACUC members (including the veterinarian) need to conduct the program and facilities review, unless exceptional circumstances prevent such attendance. All members of the IACUC are strongly encouraged to participate in the semi-annual self-assessment review; however, the review team must include at least two voting members of the IACUC. NOTE: Attendance by the lay and non-affiliated members is especially encouraged.
1.5 A majority (of all voting IACUC members) must vote to approve the report; each member must indicate approval by signatures next to the typed name and committee role. Then the report must be discussed with the medical facility Director by the IACUC Chair, veterinarian, and one or more research administrators (other IACUC members may also attend as dictated by local IACUC policy). The medical facility Director then must sign the report indicating that the report has been reviewed. Once the medical facility Director has signed the report, it must be sent to the CVMO through the medical facility Director within 60 days of the self-review date. NOTE: A copy needs to be sent to the local R&D Committee for review, but R&D Committee approval is not needed before the document is sent to the CVMO.
1.6 Under no circumstances may an IACUC semi-annual report be altered by any local official once a majority of voting IACUC members has voted to approve the report.
1.7 Under no circumstances may local officials pressure IACUC members to change the wording of such reports to language more favorable to the institution. Local officials may comment or indicate their non-concurrence with information in the report in a cover letter.
1.8 The report must be retained on file for at least 3 years by the research office or as required by the VHA Record Control Schedule (RCS) 10-1.
19.0
Mandated Reporting of Deficiencies 2[]

As a condition of extending the privilege of conducting animal research to individual medical facilities, VA Central Office expects that the IACUC and institutional administrators will avoid any appearance of hiding or suppressing deficiencies. NOTE: This goal is best achieved by prompt reporting of deficiencies before others outside of the program do so. Consistent with NIH Notice NOT-OD-05-034 dated 2/24/05, "Guidance on Prompt Reporting to OLAW under the PHS Policy on Humane Care and Use of Laboratory Animals," facilities are to notify appropriate agencies by phone immediately that a full, written account of a reportable deficiency is forthcoming.
1.1 The main categories of deficiencies that must be reported to outside authorities and the elements needed in the report are as follows:
1) Any serious or continuing non-compliance with PHS Policy (including any serious deviation or continuing non-compliance with the provisions of the Guide, as required by the PHS Policy) or USDA AWA. The report needs to include:
a. When and how the IACUC became aware of the problem.
b. When the investigation was performed to determine facts and detail the circumstances that led to the non-compliance.
c. The results of that investigation, and
d. What corrective actions the IACUC approved to stop the noncompliant activity and prevent future recurrences.
2) Suspensions of protocols previously approved or suspensions of procedures or studies never given approval. The report needs to include:
a. When and how the IACUC became aware of the problem. 

b. When the investigation was performed to determine facts and detail circumstances that lead to the non-compliance.
c. The results of that investigation.
d. When the IACUC convened a quorum to suspend the activity.
e. What corrective actions the IACUC approved to prevent recurrences.
3) Failure to correct a significant deficiency (identified during a semi-annual IACUC program or facility self-assessment review) according to the schedule approved by the IACUC. The report needs to include:
a. The date when the IACUC identified the deficiency.
b. The timetable and plan approved for correction.
c. Why the correction(s) could not be completed according to the timetable.
d. The revised timetable.
e. The plan to finish the correction(s).
1.2 The USDA AWA (see 9 CFR 2.31(c)(3)) states that the failure to correct a significant deficiency must be reported in writing within 15-business days of the self-imposed deadline by the IACUC, through the IO, to USDA and any Federal agency funding that activity. This required 15-business day reporting period is extended to cover all categories of reportable deficiencies. NOTE: Consistent with NIH Notice NOT-OD-05-034 dated 2/24/05, "Guidance on Prompt Reporting to OLAW under the PHS Policy on Humane Care and Use of Laboratory Animals," facilities should notify appropriate agencies by phone immediately that a full, written account of a reportable deficiency is forthcoming.
1.3 Although an ORD veterinary hold is not considered an IACUC suspension, it must be reported to other Federal agencies if the IACUC and IO find that information in the ACORP represents a reportable deficiency as defined in subparagraph 19.1.
1.4 The IACUC must notify the VA facility Director and the ACOS R&D within 5 business days after reaching a determination that a reportable incident has occurred. 3[]

1) The VA facility Director must report the incident to ORO, with a simultaneous copy to the agencies and offices listed below 2[]
, within 5 business days after receiving such notification. 3[]

a. VISN Director.
b. ORD (by contacting the CVMO’s office).
c. OLAW, as required by PHS Policy.
d. The Animal Care Section at USDA APHIS, as required by AWA, if the deficiency involves a species meeting the definition of an animal in the AWA, or if the deficiency impacts the care or use of such a species.
e. AAALAC, as required by AAALAC rules of accreditation.
f. The affiliate’s IACUC, if a joint IACUC is not present and the project involves animals purchased with funds awarded to the affiliate (e.g., NIH, AHA, or other university funds), or if an agreement between the VA and affiliate requires such notification.
g. Any Federal agency (other than VA) funding an activity that has been suspended.
2) The IACUC must also notify the VA facility Director and the ACOS R&D within 5 business days after any determination that an incident brought to its attention under subparagraph 22.2 was not reportable.
20.0
ADMINISTRATIVE AND VETERINARY HOLDS 4[]

An administrative hold is a voluntary interruption of research enrollments and ongoing research activities by the IO, ACOS for Research, principal investigator of record, or sponsor, including the VHA Office of Research and Development (ORD) when ORD is the sponsor. NOTE: The Ralph H. Johnson VA Medical Center Director (IO) has granted the attending veterinarian authority to employ administrative “veterinary” holds
1.1 The term “administrative hold” does not apply to interruptions of VA research related to concerns regarding:

1) The safety, rights, or welfare of research investigators, research staff, or others; or

2) The safety, health, or welfare of laboratory animals; or
3) Operational problems that necessitate a voluntary or involuntary interruption in the conduct of animal research.

1.2 An administrative or veterinary hold must not be used to avoid reporting deficiencies or circumstances otherwise covered by this SOP, related Handbooks, or other Federal requirements governing research.

1.3 Guidelines for Administrative or Veterinary Hold
1) No additional animals may be entered into studies.
2) No animal should be removed from a project if doing so will result in pain or distress to the animal.
3) No animal should be removed from a project if doing so will invalidate the data obtained and necessitate the use of additional animals in the future.
4) Breeding of valuable animals should not be interrupted.
1.4 Attending Veterinarian (AV) Authority to Intervene. IACUC grants the AV, typically the Veterinary Medical Officer (VMO), to intervene medically on behalf of animal welfare when necessary. Typically this is done in collaboration with the Principal Investigator (PI); however, in the case of unrelieved animal suffering and a disagreement between the AV and the PI, the AV has the express authority to euthanize the affected animal(s).
21.0
Suspension AND TERMINATION of Projects 2[]

1.1 Scope of Suspension or Termination 4[]
.
1) Suspension refers to a temporary interruption in study animal addition, activities not essential to animal welfare, or other research activities.
2) Termination refers to a permanent halt in study animal addition, activities not essential to animal welfare, or other research activities.
3) Suspension and termination also apply to interruptions related to concerns regarding:
a. The safety, rights, or welfare of research investigators, research staff, or others; or
b. The safety, health, or welfare of laboratory animals; or

c. Operational problems that necessitate a voluntary or involuntary interruption in the conduct of animal research.
4) Suspension and termination does not include:
a. Interruptions in research resulting solely from the expiration of a project approval period.
b. Administrative holds, veterinary holds, or other actions initiated voluntarily by an appropriate facility official, research investigator, or sponsor for reasons other than those described in subparagraph 21.1.3.
1.1 Suspension or Termination by Organizational Officials and Sponsors 4[]
. The IO, ACOS for Research, principal investigator of record, or sponsor (including the VHA Office of Research and Development (ORD) when ORD is the sponsor) is authorized to suspend or terminate any research due to:
1) Concerns about the safety, health, or welfare of laboratory animals, 
2) Concerns about the safety, rights, or welfare of research staff or others, or

3) Operational problems that necessitate a voluntary or involuntary interruption in the conduct of animal research.
1.2 IACUC Suspension or Termination. 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 provided by the PI and approved by the IACUC. It may also suspend any animal procedures not approved by the IACUC. The IACUC may suspend an activity only after review of the matter at a properly-convened IACUC meeting and with the suspension vote by a majority of a quorum.
1) Suspension or Termination Prior to Full Investigation 4[]
. In cases where there is sufficient evidence of serious noncompliance, it may be prudent for the IACUC to suspend an activity pending the outcome of a full investigation.
2) Guidelines for Suspended or Terminated Projects 4[]
 
a. No additional animals may be entered into studies.
b. No animal should be removed from a project if doing so will result in pain or distress to the animal.

c. No animal should be removed from a project if doing so will invalidate the data obtained and necessitate the use of additional animals in the future.
d. Breeding of valuable animals should not be interrupted.
e. All suspended or terminated protocols and the circumstances for interruption must be reviewed by the IACUC before reinstating approval.

1.1 Reporting a Suspension or Termination 4[]
. 

1) Reporting must be conducted in accordance with section 19.0.

2) Suspensions or terminations of protocols previously approved must be reported. 2[]

3) Suspensions or terminations of procedures or studies never given approval must be reported. 2[]

4) Suspensions or terminations of animal research are to be reported whether they impact a specific study or the entire program.
22.0
Investigation of Allegations of Improper Animal Care or Use 2[]

All internal and external allegations of improper animal care and use at a medical facility must be reviewed promptly by the IACUC, and investigated if warranted. The identity of the individual raising the concern is kept in strict confidence, with no threat of reprisal. 4[]
 A written report of the review or investigation needs to be approved by a majority of a convened IACUC quorum and sent to the medical facility Director through the ACOS for R&D.
1.9 Definitions of Improper Animal Care or Use 4[]

1) Mistreatment. Any action, physical or psychological, which results in wrongful or abusive treatment of an animal (e.g., inadequate or improper care or housing of animals).
2) Noncompliance. Violation of Federal standards, including but not limited to Charleston VA Research Service policies, VHA Handbooks on laboratory animal welfare and research safety, NIH OLAW requirements, the Public Health Service (PHS) Policy on Humane Care and Use of Laboratory Animals, the Guide for the Care and Use of Laboratory Animals, and United Stated Department of Agriculture (USDA) Animal Welfare Act Regulations (AWAR).Examples include performing unauthorized surgery, unauthorized persons participating in a research project, or injecting drugs that the IACUC has not approved 13[]
.
1.10 VA Research Community Report to IACUC 3[]
. VA personnel, including WOC and IPA appointees, must ensure written notification to the IACUC Chair 4[]
 within 5 business days of becoming aware of any allegations of improper animal care or use. Examples include:

1) Unanticipated death of research animals

2) Animal theft, escape, or unexplained disappearance

3) Human death that may be the result of working with, caring for, or other contact with research animals

4) Human accident, injury, illness, or exposure that may be the result of working with, caring for, or other contact with animals

5) Reportable incidents under applicable Federal standards
1.11 Credibility and Initial Response 4[]
. To initiate a formal investigation, the IACUC Chair and VMO must decide that the allegation has sufficient substance. The allegation should remain confidential to the extent possible to protect all concerned. If the complainant has freely identified him/herself, it is appropriate that receipt of the allegation be acknowledged.
1) Insubstantial Allegations. Insignificant or unfounded concerns, while not investigated, will be reported at the next convened IACUC meeting.
2) Substantial Allegations
a. Preliminary Notification. Upon determination of a substantial allegation, the IACUC Chair will notify the Committee, ACOS for R&D, AO, and Research Compliance Officer (RCO) of a potentially reportable incident.

b. Further Investigation. If additional information is required for IACUC review, the Chair may appoint a subcommittee to investigate the complaint. Examples of information sources may include:
i. Interviews

ii. Facility inspection

iii. Animal receiving records

iv. Housing and health records

v. Billings

vi. Procedural records (e.g., lab notebooks, operation logs)
vii. Written communication

1.12 IACUC Review of Reported Incidents 3[]
. The IACUC must review any incident described in subparagraph 22.2 at its next convened meeting. 
1) Incidents that involve a human death or present a significant risk to the safety of research personnel, live animals used in research, or the environment may call for immediate attention and require the IACUC to convene an emergency session prior to the next scheduled meeting.
2) The results of the investigation must be considered IACUC actions and all members must have the opportunity to present their views. The person(s) against whom the complaint has been raised should have an opportunity to explain their position. Results should be made available to all parties involved, including the IO who is ultimately responsible for instituting corrective action. 4[]

3) The IACUC must reach a determination that a reportable event did (or did not) occur within 60 calendar days of receiving a relevant report. 
4) Should the IACUC determine that a reportable incident or event occurred, the IACUC Chair, or designee, must report the determination outcome according to guidelines in section 19.0.
5) If the IACUC is unable to make a determination required under paragraph 19.0 within 60 calendar days after receiving notification of the relevant event, it must immediately notify the VA facility Director who, within 5 business days after receiving the IACUC’s notification, must provide ORO with an acceptable justification for the delay and an acceptable completion timeline.
1.13 Implementation of Remedial Actions 3[]
. The VA facility Director must ensure timely implementation of remedial actions in response to identified noncompliance or as otherwise found warranted by ORO.
1) Time Period for Remedial Actions. 
a. Except where remediation requires substantial renovation of fiscal expenditure, hiring, legal negotiations, or other extenuating circumstances, remedial actions must be completed within 120 calendar days after any determination of noncompliance.
b. Where remedial actions cannot be completed in 120 calendar days, the VA facility Director must provide ORO with an acceptable written justification and an acceptable timeline for completion.
2) Remedial Action Plan 4[]
. Although uniform standards are useful, each case is different and should be judged on its own merits. Remedial actions for each case are considered in context of severity and frequency (i.e., minor or serious).

a. Classification of Noncompliance
i. Minor Examples – No / Minimal Impact to Animal Health or Welfare
1. Changes in trained personnel without committee notification

2. One – three offense(s) of cage overcrowding

3. Messy / unsafe work area

4. Unapproved transfer of animals to varying protocols

5. Improperly identified cages

6. First offense at failing to identify initiation of biosafety level project
7. First offense of failing to obtain IACUC approval for Guide deviations

ii. Serious Examples – Endangering Animal Health or Welfare
1. Conditions that jeopardize the health or well-being of animals, including natural disasters, accidents, and mechanical failures resulting in actual harm or death to animals

2. Use of animals without IACUC approval

3. Modification of animal use in protocol without IACUC approval

4. Failure to adhere to IACUC-approved protocols

5. Failure to correct deficiencies identified by the IACUC

6. Conduct of animal-related activities beyond the ACORP approval expiration date established by the IACUC

7. Inhumane use of animals

8. Housing animals in unapproved areas

9. Untrained or unapproved personnel working with animals

10. Providing inadequate anesthesia, analgesia

11. Failure to ensure death of animals after euthanasia procedures

12. Failure of personnel to carry out veterinary orders

b. Potential Remedial Actions
NOTE: The IACUC may impose more than one remedial action.
i. A letter outlining the problem with a response required from the PI

ii. Retraining the investigator and laboratory staff

iii. Requiring the PI to come before the IACUC committee to discuss the non-compliance and its ramification in addition to notification of this action to the ACOS for Research
iv. Suspension of specific privileges such as loss of surgical privileges

v. Restrict the area in which a PI may house animals or perform procedures

vi. Increased oversight of the PI’s procedures by the IACUC

vii. Temporary suspension of the protocol

viii. Termination of the protocol

c. Recurrent Offenses. IACUC considers incident frequency in the remedial action determination.
i. Minor Classification – No / Minimal Impact to Animal Health or Welfare
Offense 1. Written warning to PI regarding consequences of continued non-compliance, with required written response assuring corrective action
Offense 2. Written warning with formal response, plus retraining
Offense 3. Suspension of protocol

ii. Serious Classification – Endangering Animal Health or Welfare

Offense 1. Procedures placed on immediate veterinary hold and/or suspended (see sections 20.0 – 21.0).  At a minimum, the protocol will remain on hold or suspended until retraining occurs.
Offense 2. Suspension of protocol
1.14 Contact with CVMO 2[]
. If local efforts to correct deficiencies have proven inadequate, individuals may contact the CVMO directly to discuss concerns, solicit guidance, or seek information without requesting or receiving local permission to do so.
23.0
Reports 2[]

The following reports and correspondence must be forwarded to the CVMO's office or ORD, as indicated:
1.1 USDA Annual Report of Research Facility. This report (required by the USDA Animal Welfare Act Regulations and Standards, see 9 CFR 2.36) must be completed and submitted to the appropriate USDA regional office. Species not covered by the definition of an "animal" by USDA AWA should not be included on this form. Instead, such animals should be reported on the VMU Annual Report (see subpar. 23.4).
1.2 AAALAC Reports. Every third year a comprehensive AAALAC Program Description must be completed prior to the scheduled triennial AAALAC site visit (contact the CVMO for any questions).
1) The triennial Program Description should not be submitted to ORD or the CVMO, unless a copy is requested.
2) A copy of each annual report and all correspondence to and from AAALAC (minus the triennial Program Description) must be submitted to the CVMO and ORO no later than 30 days after submission to AAALAC, or receipt from AAALAC.
1.3 IACUC Semi-Annual Self-Assessment Reviews. Semi-annual Self-assessment Reviews must be prepared by the IACUC. No later than 60 days after the self-assessment review date, a copy of the approved report signed by a majority of IACUC members and the medical facility Director must be forwarded to the CVMO’s office through the ACOS for R&D and the medical facility Director.
1.4 Annual VA VMU Report. An annual VA VMU Report for the previous fiscal year must be completed using the Web site designed for that purpose by January 15. In contrast to the USDA Annual Report of Research Facility, all animal species used must be included in the Annual VMU Report. Instructions for properly completing this report can be obtained from the CVMO.
1.5 PHS Assurances and Annual Assurance Updates
1) A PHS Assurance to conduct animal studies is required.
2) New PHS Assurances and annual updates must be forwarded to the CVMO’s office within 30 days of submission to PHS.
1.6 Correspondence. A copy of all correspondence between OLAW, USDA, AAALAC and VA facilities must be forwarded to the CVMO and ORO within 15 business days of receipt or mailing.
1.7 Deadlines 4[]
. 
	Report
	Due

	Semiannual

	Program and Facility Inspection (May)
	IACUC approval + 60 days

	Program and Facility Inspection (November)
	

	Annual

	USDA
	December 1

	AAALAC
	December 31 (non-specified)

	VMU
	January 15

	OLAW
	January 31

	R&D Subcommittee Evaluation
	March 15

	Triennial

	AAALAC Accreditation
	December 1

	Quadrennial

	PHS Assurance
	August 31


24.0
Mandatory Training 2[]

Through IACUC oversight, each VA medical facility must ensure that all personnel involved with animal research receive training to competently and humanely perform their duties related to animal research. This mandate extends to IACUC members, veterinarians, veterinary technicians, husbandry staff, research technicians, investigators, and all others that perform procedures or manipulations on laboratory animals. NOTE: It includes investigators responsible for supervising animal research that they themselves do not perform.
1.1 Prior to approving any protocol, the IACUC must ensure that all staff listed on the protocol have been adequately trained (see: USDA AWA, 9 CFR 2.32(a); Principle VIII, U.S. Government Principles for the Utilization and Care of Vertebrate Animals Used in Testing, Research, And Training). As a minimum, the training utilized must cover all topics listed in USDA AWA, 2.32(c). IACUC members must be trained on topics pertinent to their committee tasks.
1.2 The CVMO’s office maintains lists of appropriate training courses.
1.3 Training for Personnel Involved with Charleston VA ACORPs 4[]

1) Collaborative Institutional Training Initiative (CITI). Personnel must triennially complete relevant training courses through the CITI website. At a minimum, necessary courses include:
a. Study Personnel

i. Working with the Charleston VA IACUC.
ii. Species-specific course (e.g., Working with Mice in Research Settings).

iii. Post-Procedural Care of Rodents is required for personnel whose responsibilities on any protocol include surgery, survival anesthesia administration, and/or test substance administration where adverse clinical effects might occur as identified in ACORP Appendix 3.
iv. Surgery is required for personnel performing surgical procedures.

b. IACUC Voting and Non-voting Members
i. Working with the Charleston VA IACUC
ii. Essentials for IACUC Members
2) Protocol-Specific Training. Investigators must ensure that each individual is appropriately trained before that individual performs study procedures without supervision. This includes non-surgical and surgical procedures, anesthesia monitoring, and euthanasia.
a. Experienced Personnel. Individuals competent to perform study procedures are documented as such in the ACORP “Personnel” section or ACORP Amendment.
b. Inexperienced Personnel. Individuals who are not fully trained at the time of study assignment must have an investigator-outlined training plan identified in the ACORP “Personnel” section or ACORP Amendment.   After the plan is approved, the Training Confirmation for Animal Care and Use form 14[]
 is used to capture training progress. When individuals are competent to perform study procedures without supervision, the training form must be submitted to the IACUC Coordinator for inclusion with the official ACORP file. NOTE: The Principal Investigator is incumbent to complete and return the form prior to the affected personnel performing the indicated procedures while unsupervised.
1.4 Husbandry staff may access Web-based training developed for them by the AALAS at: http://www.aalaslearninglibrary.org./ NOTE: As part of a licensing agreement, some free registrations for this site can be obtained through the CVMO's office. Requirements for husbandry staff training need to be set by the local IACUC in consultation with the attending veterinarian and VMU supervisor.
1.5 Stations wishing to utilize alternate Web-based, didactic, or other types of training in place of ORD Web-based training must document in writing to the CVMO that the alternate training covers all areas required by USDA Animal Welfare Act Regulations on an annual basis. If documentation is not deemed adequate, ORD Web-based training, or more stringent alternative training must be adopted as approved by the CVMO.
25.0
OCCUPATIONAL HEALTH AND SAFETY 2[]

Each VA facility with an animal research program must develop a written policy establishing an occupational health and safety program (OHSP) to protect the personnel who are involved in animal research, or who are otherwise at risk of exposure to animals or their (unfixed) tissues or fluids. The policy specific to Ralph H. Johnson VA Medical Center is described in Center Policy Memorandum 151-13-10 15[]
 and illustrated in Appendix A. This program includes protection from risks related to the use of hazardous agents specifically in research animals and is tailored to individuals according to the risk they will experience and their medical history. 2[]

1.1 Opportunity to Participate. All personnel, including Federal employees, without compensations (WOC), and other non-Federal personnel, who work with animals or unfixed tissues used in VA research are given the opportunity to participate in the Preventive Medicine Program (PMP) at the Ralph H. Johnson VA Medical Center at no charge or participate in a similar program provided by an affiliate or other institution. 4[]
 In addition, the following individuals who have intermittent contact with animals or the animal facility must also have the opportunity to enroll at no charge:
1) IACUC voting members (including the non-affiliated and non-scientist member) and non-voting participants who enter the animal facility as part of the IACUC semi-annual evaluation of the animal care and use program and facilities.
2) Maintenance, engineering, and housekeeping personnel who enter the VMU intermittently.
3) Other personnel such as VA Police or security personnel who could have need to enter the VMU in an emergency. Such personnel should be identified in consultation with occupational health medical professionals.
1.2 Right to Decline Services. Personnel may decline to receive services not required by the VA facility Director or Chief of Staff to protect the health of the animals or other personnel (e.g., TB testing or chest radiography). Personnel who decline optional services must sign a waiver documenting their opportunity to receive these services 4[, 16]
 and are considered to be enrolled in the OHSP. The waiver is clear that non-participation in the PMP could result in adverse health effects. 4[]

1.3 Frequency of interaction with the OHSP. As allowed by OLAW, the frequency of interaction with the OHSP required for each person will vary with the risks and durations of exposure to animals, unfixed animal tissues, and allergens. Personnel with higher risk may need annual or more frequent interaction with the OHSP, while personnel with limited risk may need less frequent interaction. NOTE: Regardless of participation choice, all personnel must annually submit a PMP election preference form 16[]
 to the IACUC. This form is an independent document, separate from the health questionnaire used during medical evaluation.4[]

1) Pre-Employment 4[]
. During the pre-employment medical evaluation, personnel choosing to participate in the PMP will be assessed for personal risk related to research animal exposure.
2) Annual Election and Medical Follow-Up 4[]
.
a. Participating Personnel. In addition to submitting the PMP election preference form, participating personnel typically receive annual medical follow-ups.  
b. Enrolled, Non-participating Personnel. Personnel who decline optional services must submit a PMP election preference form to the IACUC.
1.4 Access to Animals and IACUC Approvals. Because VA must ensure that a safe workplace is provided, all employees covered in paragraph 25.1 must provide proof to the IACUC that they have enrolled in a PMP or declined optional services before they enter the animal research facility and before they begin work with animals. The IACUC requires proof of enrollment, or waiver, by all personnel before proposals listing personnel (i.e., an ACORP, annual review, or personnel amendment) are approved, or before personnel are issued access cards to animal use areas.
1.5 Personal Hygiene. Each VA medical facility must develop guidelines concerning personal hygiene for personnel engaged in the care and use of experimental animals. The guidelines must include instructions about:
1) Wearing and cleaning of protective clothing.
2) Smoking.
3) Eating and drinking practices in research laboratories and animal care areas.
4) Hand washing following contact with animals or animal tissues.
NOTE: Personnel subject to this directive must be made aware of its provisions.2[]

1.6 Uniforms for Animal Care Staff. As a matter of personal hygiene, the medical facility must provide clean uniforms and laundry service for personnel engaged in the care and use of laboratory animals.
1.7 Facility Occupational Health and Safety Program. Each VA medical facility with a program of research in which laboratory animals are used must develop a written policy establishing a program of occupational health and safety for personnel engaged in the care and use of experimental animals consistent with the published recommendations. 2[]

1) VA employees, WOC personnel, VA research and education corporation employees, and students with significant animal contact must be given the opportunity to participate equally in the Occupational Health and Safety Program, unless the IACUC determines that such personnel are enrolled in an alternate program (e.g., affiliate's program) that complies with PHS policy. NOTE: Consistent with PHS policy, OLAW will be the final arbiter if questions regarding the suitability of an alternate program are raised.
2) Employees whose duties require significant contact with dogs, cats, bats, or wild carnivores must be provided the opportunity of receiving pre-exposure rabies immunization in accordance with current CDC recommendations. The medical facility must procure and administer the vaccine at no cost to employees requesting immunization.
3) Transporting animals into or through areas used by patients or visitors must be avoided whenever possible. When essential to do so, all reasonable means of minimizing health risks to patients and visitors posed by animal body fluids, waste, and aerosols need to be adopted. All animals transported through human patient care areas must be covered and caged such that patients and other non-research staff are not readily aware of their presence.
26.0
LOCAL POLICIES FOR VA ANIMAL RESEARCH 4[]

1.1 Disaster Planning. VA and MUSC have a joint emergency operation plan that defines the actions necessary to prevent animal pain, distress, and deaths due to loss of systems. 17[]

1.2 Housing
1) Enclosure Types for Rodents
a. Standard. In order to protect research and animal care staff from exposure to mouse and rat allergens, primary enclosures used for their housing are as follows:
i. Individually ventilated caging

ii. Static microisolators with HEPA-filtered lids

b. Open-topped Caging. ACORPs requesting housing of mice or rats in open-topped caging must provide sufficient justification for the practice and receive approval from the IACUC.
2) Enrichment. Social housing and environmental enrichment are standard for all species unless scientific justification for withholding it is reviewed and approved by the IACUC or the VMO determines for veterinary medical reasons that animals may be harmed or distressed by social housing or environmental enrichment.
a. Mice and Rats. Irradiated Enviro-Dri is provided at each cage change.
b. Pigs. VMU staff log daily the environmental enrichment in use. Toys are sanitized daily in the cage washer and replaced with clean ones. A variety of enrichment is provided on a rotational basis, including two or more of the following:
i. Ball
ii. DNA helix
iii. Hanging metal toys
iv. Dumbbell
v. Treats (e.g., apple slices, yogurt, marshmallows)
vi. Blanket – typically limited to post-operative period; not for use with pigs that chew material
vii. Human interaction
viii. Mirror – when only one pig is housed in the room
3) Trio Breeding
a. In order to provide a healthy intra-cage environment, trio mating schemes (one male with 2 females) may be used in VA housing with the following provisions:
i. If a female is visibly pregnant, one female must be removed to a separate cage prior to delivery of pups.
ii. To take advantage of the fertile post-partum estrus, the male may be left with a single female.
iii. For litters that can’t be weaned at 21 days, the male must be removed from the cage prior to delivery of any other litters.
iv. IACUC-approved exemptions to this policy will be made per Investigator request to ensure viability of fragile genetically engineered mice.
b. Investigators needing an exemption to the standard procedure should submit a deviation amendment to the IACUC for review.
4) Animals Treated with Biohazardous Agents. Research proposals using biohazardous agents are reviewed by the Subcommittee on Research Safety (SRS). Investigators must notify the VMU Supervisor prior to exposing animals to any biohazardous agent and comply with cage, room, and training requirements (see VMU Supervisor for guidance).
a. Standard Housing. Animals exposed to certain chemical or biological hazards (e.g., chemotherapeutics) may be housed in standard rooms with appropriate labeling and signage.
b. Isolation Housing. Animals exposed to certain chemical or biological hazards (e.g., replication-deficient viruses) may require housing in a designated isolation room for a minimum of 72 hours before return to standard housing. This isolation period pertains to housing only; other procedures may be performed according to an IACUC-approved protocol.
5) Potential Exposure to Rodent Pathogens. Animals in standard housing that have potential exposure to rodent pathogens (e.g., helicobacter, pinworm) during approved procedures (e.g., transportation to other areas, MRI or CT imaging) will require “dirty” room housing on return to the VMU.

1.3 Cell Lines and Biologicals Used in Rodents. To reduce / prevent infectious disease outbreaks in rodent colonies, IACUC requires testing of all cell lines and biologicals derived from or exposed to rodents prior to use in rodents. Since some murine viruses have zoonotic potential (e.g., LCMV), cell line testing can also reduce human health risks. NOTE: Biologicals with a clear history that excludes contact with rodent materials are exempt.
1) Before using cell lines and biologicals in the facility, investigators must consult the VMO and receive IACUC approval. Proposals should include pathogen test results and/or documentation of no rodent exposure. Any cell line or biological that is positive for pathogens must be cleared of the agent(s) and retested prior to use.
a. Examples of Biologicals that Require Testing Prior to In Vivo Use

i. Cell lines, transplantable tumors, serum, tissues, body fluids, and antibody preparations derived from rodents outside VA or MUSC colonies.
ii. Non-rodent derived cell lines, transplantable tumors, serum, tissues, body fluids, and antibody preparations that have been passaged through rodents or exposed to rodents outside VA or MUSC colonies.
b. Examples of Biologicals that Do Not Require Testing Prior to In Vivo Use. Certain biologicals may be excluded from testing, if accompanied by adequate documentation.
i. Commercially obtained biologicals for which the vendor can supply testing results that meet this policy’s test requirements.
ii. Non-rodent derived biologicals with documentation verifying that materials have not been passaged through rodents or exposed to rodent products.

2) Approved Testing Method and Requirements
a. Polymerase Chain Reaction (PCR) Assay Panel. The IDEXX RADIL™ IMPACT panel of PCR assays complies with PHS Policy and Animal Welfare Regulations requiring alternatives to animal use. The following panels satisfy testing requirements:
i. Mice – IMPACT I plus helicobacter
ii. Rats – IMPACT V plus helicobacter
iii. Hamsters – IMPACT VII plus helicobacter
b. Serological Testing. Mouse Antibody Production (MAP) and Rat Antibody Production (RAP) with the Addition of Helicobacter Testing
3) Approved Testing Locations. Testing must be conducted by an independent laboratory acknowledged by VA IACUC.
a. PCR
i. IDEXX RADIL™. 1-800-669-0825
ii. Charles River Laboratories: 1-877-274-8371

b. MAP and RAP
i. Charles River: 1-877-274-8371

ii. Taconic: 1-888-822-6642

iii. BioReliance: 1-800-553-5372

iv. IDEXX RADIL™: 1-800-669-0825
4) Federal regulations require personnel shipping Dangerous Goods, including certain biologicals, to receive documentable training prior to shipping (contact MUSC Risk Management / Occupational Safety and Health about appropriate training). Investigators may personally ship samples for testing, if willing to accept liability. Alternatively, the MUSC Department of Laboratory Animal Resources (DLAR) (876.5212) can ship samples for testing on a fee-for-service basis, with payment from a MUSC account.
1.4 Surgery 
 ADDIN EN.CITE 

[1]

1) Training. Study personnel conducting surgical procedures must have appropriate training to ensure that good surgical technique is practiced. Beyond completion of the CITI Surgery course, principal investigators must ensure that each individual is appropriately trained and must provide documentation to the IACUC (see subpar. 24.3) 4[]
.
2) Presurgical Planning. Surgical plans are evaluated as part of the veterinary pre-review (see subpar. 12.1); however, the VMO should be consulted as needed regarding the use of anesthetics, analgesics, and antibiotics 4[]
.
3) Surgical Facilities. Aseptic surgery must be conducted in an IACUC-approved facility or space, and the location must be clearly identified in the research protocol.
4) Surgical Procedures. All surgical procedures must meet current veterinary standards.
a. Major. Surgery that penetrates and exposes a body cavity, produces substantial impairment of physical or physiologic functions, or involves extensive tissue dissection or transection (e.g., laparotomy, thoracotomy, joint replacement, and limb amputation).
b. Minor. Surgery does not expose a body cavity and causes little or no physical impairment (e.g., wound suturing, peripheral vessel cannulation, and percutaneous biopsy).
c. Non-survival. A surgical procedure in which the animal is euthanized prior to recovery from anesthesia. Tissue harvesting performed under anesthesia and followed by euthanasia is considered non-survival surgery, regardless of procedure duration 4[]
.
d. Survival. A surgical procedure in which the animal is allowed to awaken from anesthesia.
5) Aseptic Technique. Training for all individuals performing survival surgery must include emphasis on preparation of the animal, preparation of the surgeon, sterilization of instruments and supplies, and proper operative techniques.
6) Intraoperative Monitoring. Intraoperative monitoring should include routine evaluation of anesthetic depth and physiological function and condition, such as body temperature, cardiac and respiratory rates and pattern, and blood pressure.
7) Postoperative Care. Particular attention should be given to thermoregulation, cardiovascular and respiratory function, electrolyte and fluid balance, and management of postoperative pain or discomfort. Adherence to VMO recommendations is mandatory.
1.5 Genotyping
1) Age at Time of Biopsy. If the mice are less than 2 weeks of age, no anesthesia/analgesia is required as the tail is predominantly cartilaginous and thought to be minimally traumatized. After two weeks of age, anesthesia is required (isoflurane to effect is the recommended anesthesia). Care should be taken that bleeding has stopped and the animal has fully recovered from anesthesia prior to being returned to its cage.
2) Instruments. Tail snips in mice at any age must be made as cleanly as possible. The blade or instrument used must be very sharp and either sterile or thoroughly disinfected.  This can be accomplished by using disposable scalpel blades or razor blades; a fresh blade must be used for each mouse.  Alternatively, scissors can be disinfected through the use of a hot bead sterilizer in between animals; the use alcohol is not considered an appropriate disinfectant for instruments.  The cross-sectional cut should be made perpendicular to the long axis of the tail to minimize the surface area of traumatized tissue.
3) Amount of Tissue. PCR technology is the preferred method of verifying genetic status, requiring a one-time excision of no more than 1.5 mm tail tissue. Repeated tail amputations on a single mouse are discouraged. If an additional sample from a mouse may be needed at a later date, it is recommended to freeze a portion of the original tissue biopsy. Regardless of analytical method or number of excisions, no more than 5 mm of cumulative tail tissue may be harvested per mouse.
1.6 Euthanasia. All euthanasia must be conducted in accordance with current AVMA recommendations 18[]
.
1) Physical Methods. Physical methods of euthanasia are acceptable with conditions when one of the following criteria is met:
a. Technical Proficiency. Research personnel performing euthanasia have demonstrated proficiency in the physical technique.

b. Under Anesthesia. Animals are at a surgical plane of anesthesia prior to use of a physical method.
2) Carbon Dioxide (CO2). Euthanasia by CO2 is acceptable with conditions and may be carried out in an automated CO2 delivery system (e.g., Euthanex®), available in the VMU, or in alternative equipment approved by the VMO. When a non-automated system is used, local policy strongly recommends that a secondary method (e.g., cervical dislocation, decapitation, or bilateral thoracotomy) be used to ensure death.
3) Exsanguination. Exsanguination must be conducted while animals are at a surgical plane of anesthesia and requires that the Ante Mortem Specimen Collection Appendix of the ACORP be completed.

1.7 Facility Service Charges
1) Usage Fees. Under PHS Policy and VA directive, the IACUC is charged with ensuring that all animals housed and utilized for research purposes within VA facilities are maintained and cared for in a manner that meets specific standards of care. In order to meet the costs of these required standards, it is necessary to charge usage fees such as per diems, space/equipment fees, etc.

2) Delinquent Payment. When investigators fail to promptly pay invoices there is a negative impact upon the ability of the animal facilities to function properly.  In an effort to avoid circumstances that may hinder facility operations the following actions shall be taken should invoice payments be tardy:

a. Deadline. Spreadsheet summaries (bills) of the per diem and space/equipment fees from the previous month are provided to investigators within the first 10 days of the next month (e.g., June charges sent by July 10). Principal Investigators have until the 20th of the month to finalize and authorize invoice payment.  If payment authorization is delayed beyond the 30th of the month, a reminder notice will be issued.  The notice will inform the PI that if either written payment authorization or a written alternative financial arrangement approved by the VMO and ACOS R&D is not received within the next 15 day period, their research will be placed on administrative hold (see subpar. 20.0).
b. Overdue Payment Authorization. If payment authorization or a written alternative financial arrangement approved by the VMO and ACOS R&D is not received by the 15th of the month following per diem billing (e.g., June charges authorized for payment by August 15), a memorandum will be sent to the Principal Investigator stating that his/her research has been placed on administrative hold (see subpar. 20.0).  The disposition of the animals in the facility will be managed on a case by case basis.
1.8 Animal Transfer between Institutions. All transfers to and from VA space are coordinated through the VMU Supervisor. Every incoming animal must be assigned to an approved ACORP.  Investigators must ensure that the receiving protocol is approved for the animal strain and has sufficient available allocation space.
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