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PURPOSE

A. To provide guidelines for the Institutional Animal Care and Use Committee (IACUC) at the Stratton VA Medical Center as defined in VHA HANDBOOK 1200.7, USE OF ANIMALS IN RESEARCH. The IACUC is a subcommittee of the Research and Development (R&D) Committee.

B. To assure institutional compliance with federal regulations and guidelines and with the Association for Assessment and Accreditation of Laboratory Animal Care, International (AAALAC,) standards for the care and use of laboratory animals.
C. To provide guidelines for adequate training of all research personnel in the proper handling of research animals, and all research techniques involving animals including, but not limited to, survival surgery .

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

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

D. No experiments involving vertebrate animals may begin (or animals ordered) prior to the following: full written approval of ACORP and all appendices by IACUC; full written approval by R&D and Biosafety committees; and documentation that the PI and all research staff listed on the ACORP have completed all required animal training. 

E. The IACUC has authority to approve or disapprove proposed research activities involving the use of animals. The Institutional Official (s) may not approve activities that the IACUC has disapproved.

F. No member of the IACUC may be excluded from participating in any IACUC activity. All members will be notified in a reasonable amount of time (at least one week whenever possible) of all IACUC activities in order to allow them the opportunity to participate.

G. The IACUC membership must meet the following criteria:

(1) The IACUC will consist of not less than five voting members, and must include at least the following:

a. One Chairperson

b. One doctor of veterinary medicine who has training or experience in laboratory animal science and medicine, and who has direct program responsibility for activities involving animals at Stratton VA Medical Center; this member is ex officio with vote;

c. One practicing scientist experienced in research involving animals;

d. One member whose primary concerns are in a non-scientific area (e.g. ethicist, member of the clergy);

e. One member who is not affiliated with the Stratton VA Medical Center other than as a member of the IACUC and who is not part of the immediate family of a person who is affiliated with the medical center; and who is not associated in any other way with the laboratory animal or research field; this person must be appointed to represent the general community interests in the proper care and treatment of animals.
f. At least one member of the IACUC must be a member of the parent R&D Committee.

g. An individual who meets the requirements of more than one of the above categories may fulfill more than one requirement (exception: there must be a layperson in addition to the non-affiliated layperson); however, the IACUC may not consist of less than five members.

h. One member of the IACUC needs to be a member of the Subcommittee on Research Safety & Biosafety.
(2) The IACUC Chair, in consultation with the R&D committee, must forward the name(s) of nominees for the IACUC to the Medical Center Director.  The Medical Center Director must officially appoint members in writing and specify the length of the appointments.
(3) Members who are not ex officio serve terms of three years, on staggered appointments. They can be reappointed without a time lapse. The Chair of the committee is appointed annually by the Medical Center Director, without a lapse in time, and may not simultaneously chair another subcommittee.
H. Additional IACUC Members include:

(1) Research Compliance Officer (RCO) is an ex officio member without vote.

(2)  Administrative Officer for Research & Development (AO/R&D) is an ex officio member without vote.

(2) Animal Research Facility (ARF) Supervisor is an ex officio member without vote.

(4)  Associate Chief of Staff for Research & Development (ACOS R&D) is an ex officio member without vote.

I. A quorum is required in order to convene a meeting of the IACUC, and approval of any aspect of the IACUC responsibility requires a majority vote.  In special circumstances, the IACUC may review non-animal related items electronically and approval requires a majority of members to vote.  Committee members are allowed one week to respond to electronic voting items.  If one voting member has specific concerns or votes negatively, the item will be brought before the next committee meeting for full review.    

J. Conflict of Interest

(1)  The ACOS for R&D and Administrative Officer (AO) for R&D do not serve as voting 
       members on the IACUC, and when in attendance, are attentive to the occurrence or
 
 appearance of  conflict of interest relative to their supervisory, managerial, or fiscal 
       authority. They will 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.

(2)  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. 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.

(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.

3. DEFINITIONS
A. 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 Committee (IACUC) when a project involving animal research is submitted for consideration of VA funding or the animal research will be performed on VA premises.
B. Activity (involving animal care and use): Any element of research, testing, training or teaching procedures that involves the care and/or use of animals.

C. IACUC Chair: The voting member of the IACUC who performs the functions and responsibilities of Chairperson for the committee. This cannot be the Veterinary Medical Officer or the non-affiliated member. An individual appointed by the Medical Center Director as the Vice-Chair of the Subcommittee; this person has usually served on an IACUC for at least one year.

D. Institutional Animal Care and Use Committee (IACUC): The IACUC is the committee that is legally responsible for ensuring that all animals used in activities covered by federal guidelines and regulations are cared for and used in a humane manner and that all activities are in compliance with all federal regulations and guidelines.

E. Institutional Official: The Medical Center Director is authorized to legally commit resources on behalf of the research facility, to ensure that the requirements of the PHS Policy, the Animal Welfare Act and VHA 1200.7 are met.

F. Major Change: A protocol modification that deviates significantly from the original animal use protocol. Major changes may include a change in pain category, change from terminal to survival procedure, a request for an increase in the number of animals that exceeds 15% of the number originally requested, change in endpoint criteria that would increase the amount of time animals may experience pain or distress, addition of previously untested or unknown test articles or substances, change in species or change in PI.
G. Major (significant) compliance deficiency: Any infraction that is or may be a threat to the health or safety of the animals.  A major (significant) deficiency may include, but is not limited to, neglect or cruelty to animals, conducting animal research outside of regulatory oversight, non-adherence to specific and previously agreed upon policies and guidelines, non-adherence to the written protocol, inadequate record keeping, inadequate training of all participants involved with animal experimentation, repeated minor infractions.

H. Memorandum of Understanding (MOU): A memorandum detailing how research projects that are conducted at another institution using VA or VA non-profit research foundation funds are monitored, approved, and performed, in order to ensure compliance with all applicable laws and regulations. This must be approved by the IACUCs at both institutions and signed by the Institutional Officials of both institutions.

I. Minor Change: A protocol modification that cannot be defined as a major change. Minor changes may include a change in choice or dose of anesthetic, analgesic or antibiotic (with veterinary approval), a change in support personnel, a change to a similar strain of rodent, or any reduction in or a small increase (<15%) in the total number of animals used, or a change in the experimental treatment regime of the animals that will not alter the health or pain level of the animals in any way.

J. Minor compliance deficiency: Any infraction that cannot be defined as a significant deficiency. A minor deficiency can include, but is not limited to, inadequate record keeping, inadequate training of personnel, unapproved minor changes in procedures and unapproved changes in personnel.

K. Principal Investigator (PI): A research scientist performing animal research on Stratton VA Medical Center property or using VA or VA foundation funds to perform animal research at an institute with whom the Stratton VA Medical Center has a Memorandum of Understanding (MOU).

L. Protocol: The written research activities by an individual investigator.

M.  Qualified IACUC Member: Any member of the IACUC who has completed mandatory IACUC training.

N.  Quorum: A majority (more than 50 percent) of voting members. For voting purposes, a member directly associated with a protocol or issue cannot be considered part of the quorum.
O.  Vice-Chair: The voting member of the IACUC who performs the functions and responsibilities of Chairperson in their absence. This cannot be the Veterinary Medical Officer or the non-affiliated member. An individual appointed by the Medical Center Director as the Vice-Chair of the Subcommittee; this person has usually served on an IACUC for at least one year

4. RESPONSIBILITIES
A. Medical Center Director  

(1) Ensures that the animal research program has the resources and support necessary to comply with all federal regulations and guidelines that govern animal research.  

(2) Appoints IACUC members.
(3) Reviews and approves the facility inspection and program review reports.
(4) Establishes the institutional climate and provides institutional commitment to humane animal care and use through the IACUC.
(5) Reviews and signs annual reports to regulatory and accrediting bodies.
B. IACUC Chair 
(1)  Has the primary responsibility for presiding over IACUC meetings.
(2)  Appoints subcommittees of at least two voting members when necessary for special issues, such as compliance or SOP review.
(3)  Reviews all new protocols, protocol modifications, renewals and personnel changes    

       prior to meetings.
(4)  Has the authority, along with the veterinary consultant, to accept minor changes in
protocols in an expedited manner. The changes will be reported in writing (“For the Minute Record” item) at the next scheduled Full Committee meeting.
(5)  Works with the Research Compliance Officer to resolve noncompliance issues.
(6)  Receives requests and reviews justification for designated member review items.
(7)  Participates in 6-month facility inspection and program review.
(8)  Represents the IACUC to VA Central Office, Office of Research Oversight (ORO), 
      Office of Laboratory Animal Welfare (OLAW), AAALAC, and US Department of
      Agriculture (USDA).
(9)  Verifies that the IACUC Coordinator has ensured that all personnel involved in
 animal research receive and satisfy training and continuing education requirements.
C. IACUC 

(1)  Review all new protocols, protocol modifications, renewals and personnel changes
      prior to the meetings as specified in the Public Health Service (PHS) Policy, the 
      Animal Welfare Act (AWA), the Guide for the Care and Use of Laboratory Animals
      (the Guide), the Association for Assessment and Accreditation of Laboratory Animal
      Care, International (AAALAC) and VA Central Office mandates.

(2)  Assist in noncompliance issues when needed.
      (3)  Participate in 6-month facility inspection and program review.
(4)  Perform IACUC procedures as listed in Section 5. below (PROCEDURES).
(5)  Verify annual PPD’s are completed at the time of annual review of research.

(6)  Verify through review of submission documents that all Principal Investigators and
      staff listed on the main ACORP have completed the mandatory annual training.

D. Research Compliance Officer (RCO)

(1) Conducts random inspections and audits of animal use and housing areas, protocols, records and procedures involving animal use, and in house breeding colonies.
(2) Presents reports at IACUC meetings involving compliance activities for that reporting period.
(3) Audits, 5% or minimum of 5 IACUC records, as part of the semi-annual program review.
E. Veterinary Medical Officer 

(1) Maintains full delegated responsibility for the overall operations of the animal program.

(2) Provides veterinary review of all animal use protocols, renewals, modifications and personnel changes prior to distribution to IACUC members. If the VMO has questions regarding any protocol, the VMO may attempt to resolve any veterinary issues with the principal investigator prior to the IACUC meeting. 

(3) Has the authority, along with the Chairperson, to accept minor changes in protocols in an expedited manner. The changes would be reported to the Full Committee at the next scheduled meeting. 

(4) Presents reports at IACUC meetings involving animal health issues or issues relevant to the IACUC for that reporting period. 

(5) Evaluates animals involved in reports of animal welfare concern and/or noncompliance and participates in investigating issues pertaining to animal welfare.
(6) Assists in investigating noncompliance issues when requested by the Chair or RCO.
(7) Provides regular training sessions to investigators and research staff that perform procedures or manipulations on laboratory animals. Training topics will include animal usage, federal regulations, and other topics essential for the proper use of animals in research.

(8) May make recommendations to the Institutional Official regarding any aspect of the institution’s animal program, facilities or personnel training.

F. IACUC Coordinator

(1) Generates and provides written notification of the results of IACUC reviews including protocol renewal, modification, approval, and miscellaneous letters to the PIs.
(2) Generates IACUC agendas and records IACUC minutes.
(3) Maintains Protocol, Personnel, and IACUC Membership Training Databases.
(4) Maintains all IACUC records.
(5) Distributes information to all IACUC members in regard to meeting dates and agenda packets with all business items including reviewer assignments for all new protocols (VHA Hbk 1200.7)  essential for the activities of the IACUC Committee.  Packets must be provided to members no later than 3 business days before the IACUC meeting.
G. Principal Investigator (PI)

(1) Ensures that all protocols, renewals, modifications and other documents that require IACUC review are submitted to the IACUC in a timely manner and contain all information related to proposed animal experiments. The PI is responsible for ensuring the use of current IACUC forms available on the research website.
(2) Assures all active protocols and study procedures involving the use of animals have been reviewed and approved by the IACUC and R&D prior to the initiation of research.
(3) Maintains the most recent approved ACORP, appendices, protocol, amendments, approval letters and correspondence from R&D and IACUC committees and keeps records properly stored and secured on VA premises.  These records can be scanned and kept electronically on a secured VA drive or password protected file.
(4) Supervises laboratory staff and ensures that all personnel conduct research in accordance with the approved protocol and follow all policies, SOP's, laws and regulations applicable to the research.
(5) Reports problems, complications and/or concerns about the use of laboratory
     animals to the VMO and/or Chairperson.
(6) Ensures and provides documentation to the Research Office that all personnel, including the PI, have completed all mandatory training such as the web based training “Working with the VA IACUC” and the species specific training appropriate for the studies being performed. In addition, the PI is responsible for ensuring that all personnel, including students, are fully trained in all aspects of the animal activities in their lab. This includes, but is not limited to, training in hazardous agent use, Animal User Orientation, Occupational Health & Safety Training, and Stratton VA Medical Center mandatory training.

(7) Corrects deficiencies and infractions in a timely manner and in accordance with the schedule of corrective action as specified by the IACUC.

5. PROCEDURES
A.  The IACUC will meet at a minimum bimonthly and more often as necessary. The 
      committee reviews new protocols, modifications, renewals, and personnel changes of 
      all research proposals when such research includes the use of vertebrate animals.

(1) The Principal Investigator must consult with the Veterinary Consultant during the planning stages of each research study - this should be performed prior to submission to the Research Office.  This consult may take the form of a face-to-face meeting or a written review of a draft of the ACORP form. Verification of the discussion should be submitted with the proposal.
(2) The Principal Investigator will request review of the research by submitting a New Protocol Submission Form to the Research Office, with the appropriate number of copies of all supporting documents per the animal protocol submission checklist.

(3) The IACUC Coordinator verifies all education and training is completed for everyone listed on the protocol.

(4) The IACUC Coordinator checks the original submission for completeness and accuracy and enters the submission into the database. If any items are missing, the coordinator will notify the Principal Investigator or the designated contact person.

(5)   In order to for the research to be approved by the IACUC, the Information Security 
        and Privacy Officers (ISO/PO) must review the protocol submissions and 
        determine whether there are adequate provisions to protect the privacy interests of
        research and the confidentiality of data both during and after involvement in
        research.  
(6)   The Chair or designee is notified electronically and has 7 calendar days to review 
        the new protocol submission.  All new submissions will be reviewed and presented
        for committee vote at a fully convened meeting. 
(7)   Any ACORP that contains multiple survival surgeries or procedures that produces 
       pain and  suffering in animals that do not receive analgesics must be reviewed by 
       the full committee.
(8)   New ACORPs (Initial and 3 year renewals) are given an internal tracking number 
       used by the VMU Supervisor and the Principal Investigator, such as 08-01
       (calendar year 2008, 1st ACORP of the year).

B. Research Proposal Review

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 1200.7). 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 based on the date of IACUC approval.

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 with such decisions, contact the CVMO, who may recommend further consultations with OLAW or USDA.  The IACUC needs to consider the following topics in the preparation and review of animal care and use protocols (see 1200.7):

(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.

    C.
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 (USDA AWAR; see 9C.F.R.§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. 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. (1200.7)

NOTE: The review of a protocol by the VMO or VMC during an IACUC meeting does not

satisfy this requirement.

      D.  Initial Designated Review

(1)   Designated member review may be utilized only after all members have been provided the opportunity to call for a full-committee review.  The IACUC Chair or designee assigns 2 voting members as reviewers from the committee who are not participating in the research.  These members serve as primary and secondary reviewers, and are expected to lead the discussion of the protocol (1200.7), and who will act on behalf of the entire IACUC to approve the protocol, request additional information or changes from the PI to approve it, or refer it to full committee review.  The designated reviewers do not have the power to withhold approval, however, must in such cases refer the protocol for full review.  The IACUC may, at its discretion, invite individuals with expertise beyond, or in addition to, that available on the IACUC to assist in the review of research.  The entire committee receives the abstract, main ACORP, appendices, and committee member review form electronically through the delegated subcommittee reviewer system. Designated member reviewers receive the same documents in addition to the protocol and bio-safety form if applicable.

(2)   If full committee review is not indicated, the comments from the designated member reviewers and committee members are forwarded to the PI by the IACUC Chair or designee.

(3)   The PI responds to the IACUC Chair or designee with a letter containing a complete listing of the modifications made and 3 copies of all modified signed documents within 30 days of the notification.

(4)   The IACUC Coordinator will forward the letter listing the modifications, and the modified documents to the designated member reviewers for review and approval of the modifications.

(5)
Once the IACUC Coordinator verifies that designated member reviewers are satisfied with the required modifications, the IACUC Chair or designee signs the expedited review approval letter and applicable forms. 
(6)
After all approval signatures are obtained, the original approval letter and copies of the ACORP and applicable appendices are sent to the Principal Investigator.

(7)
A copy of the approval letter and the original ACORP and applicable appendices are filed in the Research Office.

(8)  The designated reviewer approval has equal validity to full committee review
      approval, and does not require subsequent re-approval or notification by a
      convened meeting; however, the IACUC is notified of the approval of the research in
      the agenda of the next scheduled IACUC meeting, thus it is always possible for the
 IACUC to discuss protocols approved by the designated approval method in future   

 meetings.

E.   Initial Full Committee Review

(1) Any IACUC member may request full committee review of research distributed to them for review.

(2)  All ACORPs containing multiple survival surgeries or procedures that will produce 
      pain and suffering in animals that do not receive analgesics require a full committee
      review.  If a full committee review is indicated or requested upon review of the
      research, the review must take place at a fully convened meeting with a quorum
      present.     

(3)  The IACUC Chair or designee assigns 2 primary reviewers who are not participating
       in the research and who are knowledgeable with the research subject matter. The
       IACUC may, at its discretion, invite individuals with expertise beyond, or in addition
       to, that which is not available on the IACUC to assist in the review of research.  
       This person will not have a vote on the IACUC. The entire committee receives the
       abstract, main ACORP, appendices, and committee member review form per the
       delegated subcommittee reviewer system. Primary reviewers receive the same
       documents in addition to the protocol and biosafety form if applicable.  They are
       provided with a primary reviewer form to record their comments.

(4)  Primary reviewers, who are not anonymous to the applicant, may contact the PI with 
      any questions or concerns.  PI may make any suggested changes and resubmit
      documents to the Coordinator prior to the approval meeting.  Comments from the
      anonymous primary reviewers and committee members will be forwarded to the PI
      by the IACUC Chair or designee.

(5)  The PI responds to the IACUC Chair or designee with a letter containing a complete 
      listing of the modifications made and 3 copies of all modified signed documents
      within 30 days of the notification.

(6)
 The IACUC Coordinator will forward the letter listing the modifications and the
       modified documents to the primary reviewers for review prior to the next scheduled
       IACUC meeting.
(7)
 The IACUC Coordinator will include the revised documents in the agenda packet for 
       the next scheduled meeting.

(8)  The IACUC Chair will lead the discussion of the research and revised documents at
       the next scheduled meeting. The Principal Investigator will be invited to the IACUC
       Committee meeting as a guest to answer any questions members may have
       regarding the research project.

(9)  The votes for, against, abstaining, recused, and excused will be recorded. IACUC
       Members with a conflict of interest must recuse themselves from voting and leave
       the room during deliberations and voting.
          (10)  Minutes will record discussion of the research and modifications or other changes
                  to the research required by the IACUC.

 (11)  If the research is approved with modifications, a notification of approval with
          contingencies, listing all required modifications and conditions for approval, is sent
          to the Principal Investigator.

 (12)  The PI responds to the IACUC Chair or designee with a letter listing the
          modifications and 3 copies of all modified signed documents within 30 days of the
          notification.

 (13)  Once the IACUC Coordinator verifies that the documents contain all the required
          modifications, the IACUC Chair or designee signs the approval letter and
          applicable forms.

 (14)  After all approval signatures are obtained, the original approval letter and copies of
         the ACORP and applicable appendices are sent to the Principal Investigator.

 (15)  A copy of the approval letter and the original ACORP and applicable appendices
         Are filed in the Research Office.

 (16)  The approval date is the date the IACUC Chair or designee signs the approval
          letter.  Please note: research cannot begin until R&D approval is obtained.
F.
Amendments
(1)  Principal Investigators may request a revision to the research by submitting a 
      Protocol Review Request Form for Revision/Amendment with a copy of all revised
      documents.  
(a)  The IACUC Chair or designee and the Veterinarian Consultant review the
       request to determine if the changes are minor or major.
(b)  Revisions that represent a minor change may be reviewed and approved by 
       the IACUC Chair or designee. 
(c)  After all approval signatures are obtained, the original approval letter and 
      copies of the ACORP and applicable appendices are sent to the Principal
      Investigator.

(d)  A copy of the approval letter and the original ACORP and applicable
      appendices are filed in the Research Office.

(e)  If a “Request for Change in Co-investigator(s)/Sub-investigator(s)/Research 
      Staff” has been reviewed and approved, the cover form, approval letter, and
      copy of ACORP sections E, F, and G will be attached to the most recent
      approved ACORP on file.

(f)  The IACUC is notified of the approval of the revision in the agenda of the next
      scheduled IACUC meeting.

       (2)  If the IACUC chair or designee and the Veterinarian Consultant determine the
              changes to the protocol to be major than the amendment must go through the full 

              committee review process.

(a)  Major changes to the research include, but are not limited to, changing
      animal species, adding a surgical component, change in Principal
      Investigator, or adding/removing test substances. All major revisions must go
      through a full review process.
(b)  The IACUC Chair or designee assigns 2 primary reviewers from the
      committee Membership who are not participating in the research. The IACUC
      may, at its discretion, invite individuals with expertise beyond, or in addition
      to, that available on the IACUC to assist in the review of research. The entire
       committee receives the abstract, main ACORP, appendices, and committee
       member review form electronically per the delegated subcommittee reviewer
       system. Primary reviewers receive the same documents in addition to the
       protocol. They are provided with a primary reviewer form to record their
       comments.



(c)  Comments from the primary reviewers and committee members will be
                 forwarded to the PI by the IACUC Chair or designee.

(d)  Process continues with Steps 5 through 15 listed under the Initial Full
      Committee Review section completing the amendment process (see page
      13).The PI responds to the IACUC Chair or designee with a letter listing the 
      modifications and 3 copies of all modified signed documents within 30 days
      of the notification.

  
    (e) Major changes to the research must be submitted to the R&D for review and
                  approval prior to initiation of the change.
G.  Transfer of animals from one year to next year

(2) Principal Investigators may request a transfer of animals from one year to the next year by submitting a Protocol Review Request Form for Revision/Amendment.

(3) The IACUC Chair or designee and the Attending Veterinarian review and approve the request.

(4) Once the IACUC Coordinator verifies the IACUC Chair or designee and the Attending Veterinarian approved the request, the IACUC Chair or designee will sign the expedited review approval letter.

(5) The original approval letter is sent to the Principal Investigator, and a copy of the letter is filed in the Research Office.

H.  Annual Review of Research

(6) Approximately 2 months before the date of the IACUC meeting at which annual review is scheduled, the IACUC Coordinator sends an Annual Review form, cover memo, and protocol education report to the Principal Investigator.

(7) Upon receipt of the completed signed annual review form and applicable attachments from the Principal Investigator, the IACUC Coordinator stamps it with the date of receipt.

(8) The IACUC Coordinator verifies that all personnel listed on the ACORP have completed their mandatory educational training. An Annual Review approval letter is prepared and sent to the IACUC Chair or designee for review and approval.

(9) If the IACUC Chair or designee finds the report and training acceptable, the Annual Review Form and approval letter are signed.

(10) The original signed approval letter and copies of applicable forms are sent to the Principal Investigator. A copy of the letter and original applicable forms are filed in the Research Office.

(11) The IACUC is notified of the approval in the agenda of the next scheduled IACUC meeting.

I.   3 Year ACORP Renewal

(12) Approximately 2 months before the date of the IACUC meeting at which annual review is scheduled, the IACUC Coordinator notifies the Principal Investigator that this is a 3 year renewal which requires a complete new ACORP and protocol submission.  The IACUC Coordinator sends a 3 year renewal review form, cover memo, and protocol education report to the Principal Investigator.
(13) The Principal Investigator must submit a new updated ACORP, protocol, and applicable appendices for review. The documents will be reviewed and processed as described above for a new initial submission (Refer to Sections B & C, as applicable.) 
J.  Facility Inspection and Review of Animal Care and Use Program

(14) At least once every six months, the IACUC will inspect all facilities, including animal housing and study areas and review the institution's program for humane care and use of animals using the Animal Welfare Act and the Guide as a basis for evaluation.  This report will includes:

(a)  IACUC Policies and Responsibilities 

(b)  Reporting Requirements 

(c)  Records Requirements 

(d)  Personnel Qualifications and Training

(e)  Occupational Health and Safety Program

(f)  Veterinary Medical Care

(g)  Laboratory Policies and Responsibilities

(h)  Physical Facilities
(15) The IACUC Coordinator will distribute the semi-annual review inspection forms to committee members identified by the IACUC Chair. Members will complete the review of their assigned sections by the deadline identified and return the completed forms to the IACUC Coordinator.

(16) The IACUC Chair or designee will conduct a review of the animal research facility with at least three committee members prior to the next scheduled meeting.

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

(18) Form 2, Table of Program and Facilities Deficiencies, will be drafted at the IACUC meeting, and a timetable for corrective action will be identified. A majority of all voting IACUC members must approve the report at this meeting.
(19) Form 3, Post-Review Documentation, will be completed and signed by all appropriate individuals, including a majority of all voting IACUC members. The ACOS R&D and IACUC Chair will meet with the Medical Center Director to review the document for signature.

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

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

(22) The original signed complete report must be retained for at least 3 years.

K.   Closure of research

(23) To request closure of animal research, the Principal Investigator must submit all appropriate subcommittee and R&D documentation requesting closure to the IACUC Coordinator.
(24) Since the animal portion of the study does not require a formal closure process, the R&D Committee will close the study once all other applicable subcommittee closure requests have been reviewed and approved.

(25) The IACUC Coordinator will report the final study closure to the IACUC as a “For Minute Record” item.

L.  Record Keeping

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

(27) All records of IACUC correspondence are maintained in the applicable research file for each study.
M.  Noncompliance and Suspension of Activities

(1)  Noncompliance is defined as any of the following:

(a)  Activity of animal use prior to written IACUC, Biosafety, and R&D approval.

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

(c)  Research activity involving animals that is not associated with an approved
      and current ACORP.

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

(2)  Upon notification of an incident of non-compliance (major or minor), The IACUC
      reviews the incidents of noncompliance in accordance with all appropriate
      regulations and guidelines, at a convened meeting of a quorum and will determine if
      the noncompliance incident represents a major or minor infraction. The IACUC has
      the authority to immediately suspend the activities of any research which in their opinion is in non-compliance and / or places animals at risk of pain or suffering with the suspension vote of a majority of the quorum present. If the IACUC suspends an activity involving animals, the Institutional Official in consultation with the IACUC shall review the reasons for suspension, take appropriate corrective action, and report that action with a full explanation to OLAW. The IACUC will contact the PI in writing listing the infractions in detail. The PI must respond within 7 days to the itemized infractions and provide a written corrective action plan with a timetable, if appropriate. Research may continue only when the PI is notified in writing that all non-compliance issues have been resolved in a satisfactory manner.

(3)  Data that are collected during a period of noncompliance, whether major or minor,
      will be reviewed by the committee to determine the significance of the data collected
      and if it is essential to remove any data from the study’s outcome.  The decision to
      remove any data will be made by the IACUC Committee and ratified by the R&D
      committee on a case by case basis.

(4)  The IACUC coordinator will maintain complete documentation of noncompliance
       incidents and all notifications to Principle Investigators and their responses in the
       study file. 

N.  Reporting Animal Concerns and Whistleblower Policy

(28) The Stratton VA Research Service is committed to the humane care and use of laboratory animals. To ensure that laboratory animals receive humane care and use or treatment in accordance with the highest ethical standards, laws, regulations and polices governing animal research, the IACUC must review and if warranted, address any animal-related concerns by the public or by Medical Center employees. The IACUC must review each concern in a timely and systematic manner and when necessary take prompt and appropriate corrective action.

(29) Reports of animal welfare concerns may be made anonymously, if desired. However, if the complainant would like to know the resolution of the investigation, he or she must provide a name. All reports will be handled confidentially, although anonymity cannot be guaranteed.

(30) Any concerns or deficiencies in the care and/or treatment of animals or any activities related to animal care that may be improper or inhumane, may be reported. Concerns may be reported to one’s direct supervisor, the Attending Veterinarian, the Chief of Research the IACUC Chair or the ARF Supervisor. Reporting may be done verbally, in writing or by e-mail. When reporting, as much factual information as possible should be included.

(31) Protection from retaliation is a very important issue.. If one believes that they have been retaliated against for whistleblowing, a formal complaint can be filed with the Human Resources Department of the Medical Center.

(32) There are numerous signs throughout the ARF stating our Whistleblowing Policy and the steps for reporting concerns.

O.  Reports to outside agencies and headquarters

(1)  Applicable annual reports are sent to the USDA, VA headquarters, OLAW and
      AAALAC, International in a timely manner per VHA 1200.7 and will contain all
      required information.

(2)  Areas of noncompliance are reported to the appropriate agencies in a timely
      manner as required by the agency and/or VHA 1200.7. 

P.  Post-Approval Monitoring 

(1)  The IACUC has the responsibility to monitor experimental animal procedures
       particularly when there is a potential for producing pain or distress to animal 
       subjects. This responsibility can be met in three ways:

(a)  Performance of random protocol audits and unannounced inspections of 
      laboratories and/or areas where animals are used or housed.  

(b)  When requested by the IACUC, VMU Animal Health Staff will observe specific
      procedures and/or observe animals post-procedure and report to the IACUC
      an evaluation of training competency and or pain/distress level of the animals.


(c)  The IACUC provides continuing review of all animal use protocols at least once
        annually.

Q.  Sentinel Animals and Educational Use of Animals Review

(1)  Proposed use of animals for instructional or educational purposes must be reviewed
      and monitored by the IACUC following the same process as that employed for
      research proposals.
(2)  Sentinel animals are used to monitor and determine the overall health of the general 
      animal population, not for experimentation. 
R.  Reporting of Hazardous Material

(1)  The IACUC provides the Chemical Hygiene Officer, Biosafety Officer and Radiation Control Officer with a list of hazardous materials used in animal protocols.

(2)  Each lab must follow applicable Stratton VA Medical Center safety guidelines. 

S.  IACUC Member Training

(1)  New IACUC members receive orientation by the IACUC Chair or Vice-Chair in
       areas of protocol review, inspection procedures, IACUC responsibilities and
       reporting requirements.

(2)  All IACUC members must complete the VA version of the web based training course and exam entitled “Essentials for IACUC Members”.
(3)  All IACUC members will receive continuing education in relevant animal use/care topics at least four times per year during the IACUC meeting.  The content of the education is determined by the IACUC Chair, Vice-Chair, and Attending Veterinarian.

(4)   Additional Training opportunities may include:

  (a)  One-on-one training with the Chair, VMO, RCO or other qualified IACUC   

         member.

 (b)  Individually review federal, state, local or institutional laws, regulations, policies
        or SOP’s.

 (c)  Complete web based training courses available from VA Office of Research and Development, the OLAW (PHS Policy on Humane Care and Use of Laboratory Animals tutorial), the Animal Welfare Information Center Workshop and others.

 (d)  Participate in ARENA/PRIM&R IACUC 101 and 201 courses.

       (e)  Educational seminars provided by the VMO.
T. 
Investigator, research staff, and ARF staff training:
(1)  Prior to approving a protocol, the IACUC will ensure that all staff listed on each 
      ​protocol have been adequately trained (see: USDA A WAR, 9 C.F.R. §2.32(a);
      Principle 8, U.S. Government Principles for the Utilization and Care of Vertebrate Animals Used In Testing, Research, And Training). As a minimum, the training utilized will cover all topics listed in USDA AWAR, §2.32(c).

(2)  The Office of Research and Development (ORD) has developed free web-based
       training that helps meet mandatory training requirements for research staff. ORD
       web-based training will be utilized on an annual basis to demonstrate compliance
       with Federal animal research training mandates, unless alternate and equivalent
       annual training approved by the CVMO has been adopted. Education goals for
       web-based training will be considered met when personnel are able to pass an
       exam that covers important topics in the training. The exam must be of sufficient
       difficulty to provide some assurance that important concepts have been learned.

(a)  Investigators are required to take "Working with the VA IACUC" web course and 
      must pass the exam.  Investigators and research staff listed on the main
      ACORP are required to take species-specific web course that covers the
      species proposed for use and pass the exam (can be found at:
      https://www.citiprogram.org).

(b)  Individuals 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.

(3)  The VA also has mandatory training requirements for Investigators and Research
      Staff.  The VA has developed free web-based training that helps meet mandatory
      training requirements accessible to research staff.   VA Learning Management
      System web-based training will be utilized on an annual basis to demonstrate
      compliance with VA research training mandates.  Investigators and research staff
                 listed on protocols are required to take the following VA courses:

    i. 
      (a)  Information Security 201 for Research and Development
                       https://www.lms.va.gov/plateau/user/login.jsp

(b)  VA Privacy Policy 

(c)  Cyber Security 

U.  VA and Affiliate IACUCs. 

(1)  When a VA investigator is performing animal research within VA laboratories that has been approved by an affiliate institution’s IACUC, the VA IACUC will not supersede any adverse action taken by the affiliate IACUC against such a study. The VA IACUC will not allow work on the study to continue when approval by the affiliate IACUC lapses or is suspended. 
(2)  When a VA investigator is performing animal research within VA laboratories that 
      has also been approved by an affiliate institution’s IACUC, the affiliate IACUC will
      not supersede any adverse action taken by the VA IACUC against such a study. The VA IACUC will not allow work on the study to continue when VA approval lapses or is suspended.
(3)  When a VA investigator is performing animal research within non-VA laboratories 
      that has also been approved by both an affiliate institution’s IACUC and the VA IACUC, the research will not be able to be performed if either the affiliate IACUC or the VA IACUC approval lapses or is suspended. 

(4)  If the VA IACUC and the affiliate IACUC have an agreement for partial or full-
      protocol reciprocity, records must be kept at the VA for protocols reviewed under
      such agreements.

(5)  The minutes of joint or affiliate IACUCs concerning VA relevant protocols need to 
      contain the same format and information indicated for VA studies, and will be
      included in the VA IACUC minutes
7.  REFERENCES
A.  Guide for the Care and Use of Laboratory Animals, Institute of Laboratory Animal Resources, 1996

B.  Public Health Service Policy on Humane Care and Use of Laboratory Animals, U.S. Department of Human Resources, Public Health Service, NIH.  Revised 1986
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8.  FOLLOW-UP RESPONSIBILITY
IACUC Chairperson
9.  RESCISSION
None
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