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DEPARTMENT OF VETERANS AFFAIRS (VA)

SALT LAKE CITY HEALTH CARE SYSTEM

Salt Lake City, Utah

MEMORANDUM 151.03
June 21, 2016



INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE

1.
 PURPOSE:


To establish and define policies and procedures for an Institutional Animal Care and Use Committee (IACUC) responsible for oversight of the care and use of animals in research at the VA Salt Lake City Health Care System (VASLCHCS), as required by VHA Handbook 1200.07, Use of Animals In Research.

2.
POLICY:

a.
Each VA medical center with a program of research involving use of live vertebrate animals must establish an IACUC. The IACUC is 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 (RDC).  
b.
The Director is the Institutional Official (IO), 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. 
c.
This policy applies to all research involving animals that is conducted completely or partially in VASLCHCS facilities, or conducted in approved off-site locations and facilities by VA researchers while on VA official duty time. The research may be VA-funded, funded from extra-VA sources, or conducted without external funding.
d.
When research covered by this policy is conducted at an off-site facility, a formal Memorandum of Understanding (MOU) or similar agreement will be established if possible between the VASLCHCS and the off-site organization to specify the roles and responsibilities of each organization with respect to oversight of the research.    
3.
DEFINITIONS: 
a. 
Animal. Animal is defined in the Handbook as any live vertebrate animal used or intended for use in research, research training, experimentation or biological testing, or for a related purpose (see PHS Policy on Humane Care and Use of Animals, Section III). 

b. 
Animal Research. Animal research refers to any use of laboratory animals in research, testing or training.
c.
Association for Assessment and Accreditation of Laboratory Animal Care International (AAALAC).  AAALAC is the accrediting body for animal research programs recognized by the VA.
d.
Animal Component of Research protocol (ACORP).  The ACORP is the official VA animal protocol form.  It must be used by VA IACUCs when a project involving animal research is submitted for consideration of VA funding.

e.
Chief Veterinary Medical Officer (CVMO). The CVMO is the VA Central Office veterinarian with responsibility for formulating VA animal research policy, advising senior VA administrators on animal research issues and providing support and guidance to field research personnel conducting animal research. 

f.
Minor Amendment. A change to an approved animal protocol that is limited to one or more of the following:

(1)
Changes in personnel other than the Principal Investigator.  

(2)
The addition of a new strain or change to the strain of animal within the approved species.

(3)
Change in the sex, age, or size of the animals to be used.
(4)
Change in housing or procedure locations within the same building.
g.
Minor Deficiency. A deficiency in the animal care and use program or facility that does not meet the definition of a “significant deficiency”.
h.
Quorum. A quorum consists of more than 50 percent of the voting members appointed to the committee. 

i.
Reduction. Reduction is minimizing the number of animals needed for research, testing or training. Reduction may include optimizing a study to utilize animals as their own controls, gathering a maximum amount of data from each animal subject and using more sophisticated measuring techniques to improve precision and to reduce the size of groups needed.

j.
Refinement. Refinement is modification of experimental protocols to minimize pain or distress whenever possible. See examples in the Handbook, page 4.

k.
Replacement. Replacement usually refers to the use of in vitro techniques or computer simulations in place of procedures on animals. It may also refer to the use of less sentient species, such as invertebrates, birds and reptiles in place of more sentient animals such as mammals.
l.
Significant Amendment. A change to an approved animal protocol which does not meet the definition of a “minor amendment”.

m.
Significant Deficiency. A deficiency in the animal care and use program or facility which, in the judgment of the IACUC, is or may be a threat to the health or safety of research animals.

4.
COMMITTEE MEMBERSHIP: 
a.
The IACUC will consist of the following members and consultants. These positions are designed to meet the requirements of the Animal Welfare Act, Public Health Service (PHS) policy, US Department of Agriculture (USDA) and the Handbook. Research Administration will maintain the current roster of IACUC membership.
(1)
Non-Affiliated Member. At least one non-affiliated member who is not otherwise affiliated with the VA Medical Center, and who is not part of the immediate family of a person who is affiliated with the medical center. This person should provide representation for general community interests in the proper care and treatment of animals. A veteran who does not use the medical center for medical care, does not volunteer at the medical center, has no other affiliation with the medical center and is not in the immediate family of a medical center employee may serve as a non-affiliated member.


(2)
Lay Member. At least one member whose primary concerns are in a non-scientific area. The lay member must not be involved in animal research. Examples include, but are not limited to, ethicist, lawyer, member of the clergy and librarian. 
(3)
Attending Veterinarian. The Chief, Veterinary Medical Unit (VMU) is the Attending Veterinarian (AV) responsible for animal care and use and is the only ex-officio member of the IACUC. 
(4)
Consulting Veterinarian.  The Veterinarian Medical Consultant (VMC) serves on the IACUC as another veterinarian member.  The VMC may be needed to serve as the AV with delegated program responsibility for purposes of caring for animals and the animal facility in the absence of the VMU Chief, but will not be the AV for IACUC meetings unless designated in advance by the Director.  This is to avoid any confusion or misunderstanding regarding the roles of the two veterinarians. 
(5)
Scientist. At least one scientist with animal research experience.  (Scientist(s) without animal research experience may also be appointed, but they will not count towards the “scientist” requirement.)
(6)
Administrative Support. The Research Safety Officer and Program Assistant are IACUC Administrators and serve as non-voting consultants to the IACUC.  

(7)
Ad-hoc Consultants.  The IACUC may invite other ad-hoc consultants and guests to participate in IACUC meetings as needed to provide subject matter expertise or other purposes.

b.
The lay member and the non-affiliated member should not be the same person. If necessary to use the same person for a short period, every effort should be made to find another person as soon as possible.
c.
Alternates.  Substitutes for voting members are not authorized, except when an alternate member has been appointed in writing by the Director.  Alternate members may be appointed and participate in meetings according to the following guidelines:

(1)
The alternate must be appointed in advance as the alternate for a specific IACUC member by name.  

(2)
Alternate members are expected to attend if possible when the primary member is not available.  When the alternate attends in place of the primary member, the alternate has the same voting status as the primary member.  Alternate members are expected to vote according to their own best judgment, and are not to be influenced by what the primary member would do. 

(3)
If the alternate attends meetings when the primary member is also present, the alternate will be there as a non-voting guest.  

(4)
Alternate members will receive all applicable IACUC agenda items and minutes to keep them informed of the committee activities.
d.
Chair. The chair should be a senior scientist with animal research experience and good committee management skills. The IACUC chair can not be the RDC chair or chair another subcommittee of the RDC at the same time.

e.
RDC Representative. At least one member of the RDC will serve on the IACUC and report IACUC activities to the RDC. One of the IACUC Administrators may report IACUC activities to the RDC in the absence of the RDC Representative.
f.
Subcommittee on Research Safety (SRS) and Institutional Biosafety Committee (IBC) Representative. The VMU Chief and Research Safety Officer are also on the SRS and IBC and will ensure coordination between the IACUC and these subcommittees. 

g.
Length of Terms.

(1)
Chair. The IACUC chairperson is appointed for a term not to exceed one year. The Chair may be re-appointed without a lapse in service. There is no limit to how many times the Chair may be re-appointed but we should rotate the position to develop a cadre of people experienced in this position.

(2)
Members. Other members, other than the ex-officio member, are appointed for terms up to 3 years. Members may be re-appointed without lapse in service.

h.
Appointment by the Director. The Director will appoint the Chair and all members who are not ex-officio in writing. Each appointment memo will specify the duration of the appointment and the individuals role on the IACUC.  
5. RESPONSIBILITIES:

a. The VA IACUC must perform the review and oversight functions required by PHS Policy, the Guide for the Care and Use of Laboratory Animal (the Guide), the Animal Welfare Act, the USDA Animal Welfare Act Regulations (AWAR), VA policy and any other Federal regulations that impact IACUC function.
b. Research Administration will provide administrative support to the IACUC and, in coordination with the IACUC, maintain the PHS Assurance, AAALAC accreditation, and annual reporting requirements to the USDA, OLAW, AAALAC, and the VA.
6.
PROCEDURES:

a.
Semi-Annual Program and Facility Reviews.  The IACUC must perform a self-assessment review of the animal care and use program and an inspection of the animal facilities and husbandry practices at least every six months. This review will use the current checklist provided by VA Central Office (VACO), which will ensure adherence to standards in the Guide, PHS Policy, the Animal Welfare Act, USDA AWAR and VA policy and local checklists developed for this purpose.  (The IACUC may make suggestions to Research Administration for improvements to the animal care and use program and/or facility at any time. Such suggestions are not limited by the scope of the Semi-Annual Review checklist or guidelines.)


(1)
The program and facility reviews will be conducted by at least three members of the IACUC, including the VMU Chief and at least two other voting members. If exceptional circumstances prevent the participation of the VMU Chief, the VMC and two other voting members may complete the review.  All IACUC members are encouraged to participate.  


(2)
The facility review must include all animal care and use facilities, including:



(a)
All VMU facilities related to animal care and use.



(b)
Investigator laboratory areas where animals are used in procedures.



(c)
Investigator laboratory areas where animals are housed longer than 12 hours.



(d)
Animal facilities on VA property that are used by other institutions.



(e)
Any VA owned vehicles used to transport animals.
(3)
To ensure a comprehensive program review, the IACUC Chair should designate IACUC members to review and evaluate specific components of the program, such as the animal facility emergency/disaster plan, program for veterinary care, and IACUC policies.  Assignments should be made at the preceding IACUC meeting so that members have time to review and evaluate the areas assigned and then report to the committee during the meeting when the program review is scheduled. If such assignments are not made in advance, all IACUC members will be expected to review selected portions of the program.  The IACUC administrators will review and report to the IACUC on the status of records they maintain for the IACUC, such as training records, protocol folders, IACUC membership records, and IACUC minutes.  The review of protocol records will include at least 5 percent, and no fewer than 5, randomly selected active protocols.  
(4)
The IACUC must also review the animal program and facilities for any off-site facilities where VA animal research is conducted.  For off-site facilities with which we have a formal agreement, the program and facility review will normally be accomplished by reviewing and accepting the other facility’s semi-annual review report. All deficiencies noted in the other facility’s semi-annual review affecting VA animal research must be noted and tracked by the VA IACUC until corrected.



(5)
Within a month after each semi-annual review, the IACUC will prepare a report containing all of the elements required by the Handbook and other Federal agencies using the latest inspection checklist and report format from VACO.    
(a)
The report must include a description of any program or facility deficiency, with a reasonable and specific plan and schedule to correct each deficiency. The report must also distinguish between significant and minor deficiencies (see definitions), following the guidelines and examples in the Handbook.  
(b)
The report must include a list of IACUC members who participated in each part of the semi-annual review.
(c)
A majority of all voting IACUC members must vote to approve the report. Any minority opinions must be included in the report. Each member must then indicate approval by signing the report next to their typed name and role on the committee.
(d)
Under no circumstances may the report be altered by any local official once a majority of the IACUC has voted to approve the report. Local officials must not pressure IACUC members to change the wording of the report to language more favorable to the institution. Local officials may commend or indicate their non-concurrence with information in the report with a cover letter.

(e)
After the report is signed by the IACUC, the report must be discussed with the Director by the IACUC Chair, the VMU Chief and at least one member of Research Administration. Other IACUC members may attend the meeting with the Director if desired. The Director must then sign the report, indicating that he/she has reviewed it. 

(f)
Once the Director has signed the report, it must be sent to the CVMO within 60 days of the semi-annual review date. It must also be sent to the RDC for review, but RDC approval is not needed before the report is sent to the CVMO. It will also be sent to the University of Utah IACUC as required by the MOU.
(g)
The report must be retained on file for at least three years by Research Administration. After three years the original report may be destroyed if archived for indefinite electronic storage.  
(6)
At each IACUC meeting the IACUC must review the status of any open deficiencies from the last semi-annual review and track all deficiencies until closed.  If the schedule to correct a deficiency was not met, the IACUC will establish a revised schedule. Exceeding the original deadline for correcting a significant deficiency is a reportable event (see section of this policy on compliance reporting related to animal research). 
b.
Research Proposal Review.  All research projects involving animals must be reviewed and approved by the IACUC and approved by the RDC prior to commencement. All VA funded research and all research conducted at the VA regardless of funding must be submitted for review using the current version of the ACORP.  For non-VA funded projects conducted at off-site facilities, the investigator may submit an approved animal protocol on the form used by the other facility. 
(1) Items Requiring Review.  The policies described below may be applied to the review of any protocol related business, such as new protocols, amendments, and annual reviews.
(2) Selection of Designated Reviewers.  The IACUC Chair is responsible for the selection of designated reviewers (see Methods of Review below).  The IACUC Chair may fulfill this responsibility by providing the IACUC administrators with a list of approved designated reviewers and guidelines to be used in selecting reviewers.  The Chief, VMU may assist the IACUC administrators in implementing these guidelines. 
(3) Methods of Review.

(a) Full Committee Review (FCR).  FCR is accomplished in a properly convened IACUC meeting with a quorum present. This is the normal method used for the initial review of new protocols and annual reviews, and is sometimes used for amendments.  For FCR of new protocols, a primary and secondary reviewer will be designated. All other IACUC members are also encouraged to review new protocols, and all members are expected to review all items that do not have designated reviewers in preparation for the IACUC meeting.  FCR review may result in any of the decisions described below. 
1. Approved. The item is approved as written and will be submitted to the RDC for final approval.    

2. Require modification(s) in order to secure approval. This means that changes are required by the IACUC.  When making this decision, the IACUC will specify the follow-up review method, which may be FCR, Designate Member Review (DMR), or DMR subsequent to FCR.   

3. Approval Withheld (Disapproved). This decision is rarely used and means that there is no circumstance under which the item can be approved. This decision requires a majority vote of a properly convened IACUC.

(b) Designated Member Review (DMR).  DMR is normally used for the initial review of significant amendments and may be used for review of other items that do not meet the requirements for DMR subsequent to FCR, for example, when the vote is not unanimous.  DMR may also be used for other IACUC business for which it is appropriate to expedite the decision-making process.  Two IACUC members will be selected as designated reviewers. The item will be sent to all IACUC members, and they will be given 3 business days during which any voting member may request FCR.  The deadline for requesting FCR will be clearly communicated to the members.  The reviewers do not need to wait for this deadline to review the item, but if they approve, their decision to approve is not effective until after this deadline to ensure all members have had time to request FCR.  (The deadline may be ignored if all IACUC members communicate in writing [normally e-mail] that they do not intend to request FCR.)  If FCR is requested by any voting member, that decision is final and the item will be placed on the agenda of the next IACUC meeting for FCR. Members may communicate concerns they have to the designated reviewers for their consideration without requesting FCR. The designated reviewers only have the following options:
1. Request FCR.
2. Approve.  Both designated reviewers must approve for the item to be approved.  
3. Require modification(s) to secure approval.  Either or both designated reviewers may ask questions or require changes. The designated reviewers must both see all changes and agree to them before approving. 
(c) DMR Subsequent to FCR (DMR after FCR).  This term is used to describe the new process approved by OLAW in 2009.  It may only be used when a properly convened quorum of IACUC members has reviewed an animal protocol, amendment, or annual review by FCR and has decided by unanimous vote to require modification(s) in order to secure approval and to use DMR subsequent to FCR.  The designated reviewers will normally be the primary and secondary reviewers from the FCR.  The revised item will be sent to all IACUC members, but the designated reviewers may begin their review and approval of the item as soon as it is received.  There is no requirement to wait 3 days before approval by the designated reviewers. However, any voting member may request FCR at any time prior to approval by both designated reviewers.  If FCR is requested, that decision is final and the item will be placed on the agenda of the next IACUC meeting for FCR. Members may also communicate concerns they have to the designated reviewers for their consideration without requesting FCR.  The designated reviewers only have the following options:
1. Request FCR.
2. Approve.  Both designated reviewers must approve for the item to be approved.  
3. Require modification(s) to secure approval.  Either or both designated reviewers may ask questions or require changes. The designated reviewers must both see all changes and agree to them before approving.
(d) Review of Amendments.  From the PI perspective, all protocol changes are treated the same and must be submitted to the IACUC and approved before making the change. When a request for a change is received on the animal protocol amendment form, the IACUC Chair or VMU Chief, in coordination with the IACUC Administrator, will determine if the change is minor or significant according to the above definitions and proceed accordingly. 
1. Any amendment that is not specifically included in the definition of a minor amendment is considered a significant amendment.  Significant amendments normally use the DMR process as described above, but may be put on the agenda for FCR.  
2. Minor amendments will normally be reviewed and approved by the IACUC Chair or VMU Chief.  The addition of personnel by minor amendment requires review by Research Administration to verify their identity and ensure they have met all normal IACUC requirements for training and the Occupational Health and Safety Program.  Adequacy of protocol specific qualification and training will be reviewed by the approving official.  Minor amendments may also be put on the agenda for FCR if a quick response is not required or at the discretion of the Chair or VMU Chief.  Minor amendments approved by the Chair or VMU Chief will be listed on the agenda of the next IACUC meeting as information items. 
(4) Acceptance by IACUC Members. OLAW policy for the use of DMR subsequent to FCR requires that all IACUC members agree with the use of this method in advance.  To demonstrate compliance with this requirement and to ensure that IACUC members understand all of the review methods, local policy is that a statement describing all of the review methods and processes will be reviewed and approved by the IACUC and signed by all voting members.  This will be re-accomplished at least every 2 years, when details of the policy change, or when the membership of the IACUC changes.
(5) Administrative Support of the Review Process.  For DMR and DMR subsequent to FCR, Research Administration will coordinate the designated review process for the IACUC. If an item changes from designated review to FCR, Research Administration will notify the PI and all IACUC members. For all methods of review, all communication between the IACUC and the PI will be through Research Administration so that the PI does not know who is doing the review.  Once an item is approved, Research Administration will follow-up as appropriate depending on the type of item being reviewed.  This may include submitting the item to the RDC for final approval, placing information about the status of the item on the next IACUC agenda, obtaining signatures, updating IACUC records, notifying the PI, and submitting just-in-time protocols for VACO review.  All items undergoing review will be tracked in IACUC agendas and minutes until the minutes reflect the final disposition.
(6)
IACUC review of animal protocols is based on standards promulgated by the USDA AWAR, the “Guide,” VA policy and other Federal regulations or guidelines that impact the conduct of IACUC business. Investigators and the IACUC need to consider the following in the preparation and review of animal care and use protocols. As they consider these, they should look for opportunities to implement the “3 Rs” of animal research (Reduction, Refinement, Replacement—see definitions).
(a)
Rationale and purpose of the proposed use of animals.
(b)
Justification of the species and number of animals requested. Whenever possible, the number of animals requested should be justified statistically. When justification is based on information about the particular animal species or disease model to be studied, either from pilot studies or the literature, the information must be accurately presented and documented.
(c)
Availability or appropriateness of the use of less-invasive procedures, other species, isolated organ preparation, cell or tissue culture or computer simulation.
(d)
Adequacy of training and experience of personnel in the planned procedures and the animal species to be used.

(e)
Unusual housing and husbandry requirements.

(f)
Appropriate sedation, analgesia and anesthesia.





(g)
Unnecessary duplication of experiments.

(h)
Conduct of multiple major operative procedures.

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

(j)
Post-procedure care.
(k)
Method of euthanasia or disposition of animal.

(l)
Safety of the working environment for personnel.

(7)
Prior to IACUC review of an animal protocol, the investigator must consult with a veterinarian and document this consultation in the protocol. The consultation may take the form of a face-to-face meeting or a written review of a draft form of the protocol. If this consultation has not been accomplished in advance, the IACUC will table review of the protocol until the veterinarian consultation has been conducted. (The review of a protocol by a veterinarian during an IACUC meeting does not satisfy this requirement.)
(8)
Annual Review of Proposals. The Animal Welfare Act Regulations specify that “The IACUC shall conduct continuing reviews of activities covered by this subchapter at appropriate intervals as determined by the IACUC, but not less than annually” (9 CFR 2.31(c)(5)).  In the past, this has been interpreted as requiring no more than 365 days between reviews.  Recent guidance from USDA APHIS has clarified that continuing reviews are considered compliant if they are completed within the same month as the anniversary date of the most recent previous approval.  In order to accommodate some flexibility in the scheduling of IACUC meetings, it is also acceptable for the review to be carried out up to 4-5 weeks before the anniversary date, with the approval effective on the anniversary date.  This means that, for example, for a protocol approved on March 1, 2014, it will be compliant with USDA requirements if the continuing review is performed at either the February, 2015, meeting or the March, 2015, meeting of the IACUC.  In either case, the anniversary date for the next review will remain March 1, 2015.
(a)
First and Second Annual Review of Protocols. For the first and second annual review, the IACUC will review the protocol using a standard form that includes the protocol number and title, the original IACUC approval date, the protocol expiration date, the period being reviewed, the species used, the number of animals approved by the IACUC and the total number of animals used to date by pain category. The form also includes the current status of the project, information about any changes that have been made in procedures or personnel, and a progress report. The investigator must also certify that all personnel are current in training requirements and that all applicable policies and standards are being followed. (Personnel may be deleted on the annual review form but the addition of personnel requires a protocol amendment.) 
(b)
Third Annual Review. The IACUC has elected to require the investigator to submit a new protocol using the current version of the protocol forms prior to the expiration date of the protocol if the study is to continue. The new protocol will be reviewed in the same manner as other new protocols and will be assigned a new protocol number. Details about the results of the expiring protocol and animal use numbers are included in the new protocol.  However, if the protocol is not being replaced, or for USDA species that have a 365-day approval period that expires before the protocol expiration date, a third annual review is required. (For non-USDA species this is a local requirement to ensure the IACUC has animal use numbers and a progress report on expiring protocols. For USDA species, this is required to extend the ability to use the protocol to the 3-year protocol expiration date.)  
(9)
Start and Expiration Dates of Protocols. The start date of an animal protocol is the IACUC approval date (see paragraph below).  The expiration date is the day before the third anniversary of the IACUC approval date unless an earlier expiration date is requested by the investigator. No work may be done on a project beyond the expiration date. However, if the original protocol period was less than three years, the expiration date may be extended up to the day before the third anniversary from the original IACUC approval date if the IACUC approves an amendment requesting and justifying an extension.
(10)
Determining IACUC Approval Dates.  The official IACUC approval date will be specified in the IACUC minutes and in a memo from the Associate Chief of Staff (ACOS) for R&D to the PI.  It will generally be the date of the IACUC decision to approve, the date of the RDC final approval, or other appropriate date after the date of the IACUC decision.  The intent is to select a reasonable date on or after the date of the IACUC decision that is most advantageous to the investigator. For example:
(a) New protocols will generally have an approval date which coincides with the date of final approval by the RDC.  However, the date of the IACUC decision may be used in order to submit a protocol for VACO just-in-time review prior to the RDC meeting.  The expiration date of a protocol that is being replaced may also be used as the approval date if it is after both the IACUC decision date and the RDC final approval.

(b) Protocol amendments will generally use the date of the IACUC decision as the approval date because RDC approval is not required to implement amendments.

(c) Annual reviews for non-USDA species normally use the date of the IACUC decision as the approval date.  Annual reviews for USDA species normally will be given an approval date of the anniversary of the previous approval, if after the IACUC decision, to keep all three annual approval periods on the same schedule.   

c.
Review and Approval of VMU Standard Operating Procedures (SOP).  The IACUC must review and approve all VMU SOPs before they are implemented.  At least once each year, normally during the last quarter of the calendar year, the IACUC will review a list of all existing VMU SOPs. The IACUC may select any SOPs for detailed review that any member expresses an interest in reviewing.  New or modified SOPS will be reviewed as needed throughout the year. Approval of the list of SOPs and any that are reviewed in full will constitute annual review of all SOPs.
d.
Preparation of IACUC Minutes.  IACUC minutes must be prepared and published within 3 weeks of the meeting date.  Review and approval of the minutes will be at the next convened IACUC meeting. The minutes will then be sent to the RDC for approval.  To provide timely information to the RDC and to allow RDC approval of IACUC business pending approval of the minutes, a list of items approved by the IACUC that require RDC approval will be sent to the RDC for approval at the next RDC meeting.  The minutes will be prepared using the following guidelines and additional guidelines in the Handbook:

(1)
All members will be listed as present or excused/absent. The list will include each member’s role on the committee. The ex-officio member will also be designated.  Non-voting consultants, ad-hoc consultants and guests will be listed separately.
(2)
The minutes will indicate if a quorum is present. If voting members come and go during the meeting, such as to recuse themselves due to a conflict of interest, this will be noted in the minutes and the effect on maintaining a quorum will be indicated.
(3)
The minutes will be arranged in at least three sections: review of previous minutes, old business and new business.

(a)
Old business will always include the following if applicable:

1.
A review of the status and schedule for correcting any semi-annual review discrepancies that were still open at the previous meeting.


2.
The status of any protocols or amendments for which modifications were required to secure approval until final disposition is shown.


3.
The status of any protocols, amendments, or other business tabled from the previous IACUC meeting.

(b)
The status of any IACUC business conducted by DMR,  DMR subsequent to FCR, or minor amendments approved by the Chair or VMU Chief since the last meeting will be on the agenda, either in old business or new business as appropriate. 

(4)
For each business item for which a motion is made and a vote taken, the minutes will show the motion, the decision (approved, require modifications to secure approval followed by DMR subsequent to FCR, require modifications to secure approval followed by FCR, disapproved, tabled, etc.), and the exact vote (the number voting for the motion, against the motion and abstaining). To protect the privacy of individual IACUC members, the minutes will not indicate which committee members made or seconded a motion and how individual members voted. 
(5)
Committee deliberations will be reflected in the minutes in sufficient detail that an outside observer can understand the issues discussed and recognize the specific revisions and clarifications requested for each protocol or amendment under consideration. 

(6)
Copies of any internal or external reports or correspondence referenced in the minutes will be attached to the file copy of the minutes when they are important to understanding the conduct of business.

(7)
Once the IACUC minutes are approved they will be signed and dated by the IACUC Chair and anyone acting as Chair for any portion of the meeting. No local official may alter the minutes once they have been signed, and no local official may exert pressure on any IACUC member to change the wording of the minutes to language more favorable to the institution. 

(8)
If requested by the CVMO or other VACO official, the signed minutes will be forwarded to them through the ACOS for R&D and the Director. RDC approval of the minutes is not necessary prior to forwarding them to VACO.

e.
Compliance Reporting Requirements Related to Animal Research.  The following reporting requirements are from VHA Handbook 1058.01, Research Compliance Reporting Requirements.  While most relevant details are included below, it is recommended that the Handbook be used when investigating and reporting the events described below to ensure that all requirements are met.

(1) Unanticipated Loss of Animal Life.  Within 5 business days of becoming aware of any apparent unanticipated loss of animal life (including loss due to physical plant deficiencies, engineering failures, worker errors, or other mishaps), members of the VA research community are required to ensure that the loss has been reported in writing to the IACUC.  Losses associated with experimental manipulations that are within the range of expected outcomes described in the IACUC-approved protocol need not be reported.    
(2) Animal Theft or Potentially Dangerous Escape.  Within 5 business days of becoming aware of any theft or potentially dangerous escape of animals, members of the VA research community are required to ensure that the theft or escape has been reported in writing to the IACUC.  The occasional escape of an animal within the primary holding room that is resolved without incident is not usually considered significant or reportable, whereas the escape of an infected or potentially dangerous animal or the unexplained disappearance of animals that cannot be reconciled must be reported to the IACUC for review and appropriate action.
(3)  Work-Related or Research-Related Injuries Involving Animal Research.  Within 5 business days of becoming aware of any apparent work-related injury to animal research personnel (or any apparent injury to any other person related to animal research) that requires more than minor medical intervention (i.e., basic first aid), requires extended surveillance of the affected individual(s), or leads to serious complications or death, members of the VA research community are required to ensure that the injury has been reported in writing to the IACUC and the SRS.
(4) Reportable Incidents Under Applicable Federal Standards. Within 5 business days of becoming aware of any incident reportable under applicable Federal standards, including but not limited to 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 (UAWAR), members of the VA research community are required to ensure that the incident has been reported in writing to the IACUC.  Examples include but are not limited to:
(a) Any finding of noncompliance with animal research requirements by any VA office (other than ORO) or any other Federal or state entity (e.g., USDA, OLAW).  Subsequent reports to ORO based on findings made by entities external to the facility must include a copy of the official findings.
(b) Initiation of VA animal research without written notification from the ACOS for Research that the project may begin.
(c) Conduct of VA animal procedures without approval by the IACUC.
(d) Continuation of research beyond the specified approval period.
(e) Failure to implement changes required by the IACUC as a condition of approval.
(f) Significant deviation from the IACUC-approved protocol prior to receiving approval from the IACUC to amend the protocol formally. 
(g) Failure to comply with annual review requirements.
(h) Conduct of official IACUC business by an improperly constituted committee or with less than a quorum of voting members present.
(i) Any failure to provide adequate veterinary care (e.g., inappropriate or ineffective pain or distress management, inadequate post-procedural care, use of improper euthanasia techniques) whether intentional or accidental.
(j) Failure to implement remedial actions within the time period specified below, unless written justification for the delay and a reasonable timeline for completion is provided in writing to ORO.
1.
Except in extraordinary circumstances, remedial actions related to specific research projects must be completed within 90-120 days of the IACUC or ORO determination of noncompliance.
2.
Except where remediation requires substantial renovation, fiscal expenditure, hiring, legal negotiations, or other extenuating circumstances, remedial actions related to programmatic noncompliance must be completed within 120-180 days of the noncompliance determination. 
(k) Conduct of animal procedures by untrained or unauthorized personnel.
(l) Any noncompliance or other deficiency that substantively compromises the effectiveness of the facility’s animal research protection or animal research oversight programs.
(5) IACUC Review of Reported Incidents.  The IACUC must review any report involving an apparent incident or event as described above at its next convened meeting.  If the significance of a reported event is not clear, the IACUC Chair, or designee, is to consult the ORO Regional Office (RO) or the ORO Associate Director for Research Safety and Animal Welfare.  Questions about reporting to OLAW or other Federal agencies must be referred directly to the relevant agency or to the ORO Associate Director for Research Safety and Animal Welfare who will confer with the ORD Chief Veterinary Medical Officer (VMO) as appropriate.
(a) Incidents that present a significant risk to the safety of research personnel, animals, or the environment may require immediate attention and result in the need to convene an emergency session of the IACUC prior to the next scheduled meeting.
(b) Should the IACUC determine that a reportable incident or event as described above occurred, the IACUC Chair, or designee must report the determination directly (without intermediaries) to the Director within 5 business days after the IACUC’s determination.  The report must be made in writing, with a simultaneous copy to the ACOS for Research, the R&D Committee, and any other relevant research review committee.  The Director must report the IACUC’s determination (i.e., that a reportable incident or event occurred) to the appropriate ORO RO, with a simultaneous copy to the VISN Director and ORD, within 5 business days after receiving such notification.  An initial report of an IACUC determination is required regardless of whether the determination is preliminary and still under investigation or final disposition of the matter has been resolved at the time of the report.  Follow-up reports by the Director detailing any additional findings and appropriate remedial actions must be provided to ORO at intervals and in a manner to be specified by ORO.
(c) The IACUC must reach a determination that a reportable event did (or did not) occur within 30-45 days after receiving a relevant report.  Where it is known at the outset that completion of remedial actions will extend beyond the time periods described above (90-120 days for non-compliance related to a specific study or research team or 120-180 days for programmatic se discrepancies, such as when significant infrastructure improvements or major equipment purchases are needed, the ORO RO must be consulted regarding development of an acceptable plan to minimize negative impact on animal welfare or critical research activities.
(6) Suspensions or Terminations of Animal Research.  Any suspension or termination of research (e.g., by the IACUC or other research review committee, or by the ACOS for Research or other facility official) related to concerns about the safety, health, or welfare of laboratory animals or the safety, rights, or welfare of research staff or others, or due to operational problems that necessitate a voluntary or involuntary interruption in the conduct of animal research, must be reported directly (without intermediaries) to the facility Director within 5 business days after the suspension or termination occurs. 
(a) The report must be made in writing with simultaneous copies, as applicable, to the ACOS for Research, the R&D Committee, the IACUC, and any other relevant research review committee.
(b) The facility Director must report the termination or suspension to the appropriate ORO RO within 5 business days after receiving such notification.
(c) Suspensions or terminations of animal research are to be reported whether they impact a specific study or the entire program.
(d) Operational problems that must be reported when they necessitate interruption in the conduct of animal research include the unanticipated resignation of an individual essential to the program (e.g., VMO or Veterinary Medical Unit Supervisor) or physical plant issues that must be addressed to remain in compliance with VA or other Federal requirements.
(7) Reports to ORO Central Office.  The facility Director must report the following research events to ORO Central Office, with a simultaneous copy to the appropriate ORO RO, within 5 business days after being informed of them.  
(a) Assurance Changes.  Any change in the facility's Animal Welfare Assurance status as filed with OLAW, or in the Animal Welfare Assurance status of an affiliate institution or other entity upon which the facility relies.  Simple Assurance renewals, without changes in status, need not be reported.
(b) New MOU or Substantive MOU Changes.   The implementation of any new MOU, or any substantive change in an existing MOU, with an affiliate institution (or other entity) related to laboratory animal welfare or animal care and use arrangements.
(c) Accreditation Problems.  Failure of the VA facility to achieve the accreditation status required by ORD for animal care and use programs, any change in the facility’s accreditation status, or any change in the accreditation status of an affiliate involved in the facility’s animal care and use program.
f.
Suspension of Projects.  The IACUC may suspend any 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 investigator and approved by the IACUC. It may also suspend any animal procedures not approved by the IACUC. The IACUC may only suspend an activity after review of the matter at a properly convened IACUC meeting and with the suspension vote by a majority of a quorum.  

g.
Investigation of Allegations of Improper Animal Care or Use. The IACUC encourages the reporting of improper care and use of animals. A sign explaining how to report concerns about the care and use of research animals and the rights of whistleblowers is posted conspicuously in the VMU and in the vicinity of laboratories of investigators that use animals. All internal and external allegations of improper care or use of animals will be promptly reviewed by the IACUC and investigated if the IACUC determines that an investigation is warranted. A written report of the review or investigation needs to be approved by a majority of a quorum at a properly convened IACUC meeting. The report will then be sent to the Director through the ACOS for R&D. 
(1)
If preliminary findings suggest that an allegation does indeed represent a reportable deficiency, the reporting process will be initiated as described above.

(2)
Individuals who believe that local efforts to correct deficiencies have proven inadequate may contact the CVMO directly to discuss concerns, solicit guidance or seek information without requesting or receiving local permission to do so.

h.
Recovery of Operating Costs. Investigators using animals must be charged a pro-rated share of total animal care costs. The IACUC, with the assistance of the VMU Chief, is responsible for recommending per diem rates and other animal related charges to the RDC. The RDC must approve the rates before they are adopted.
i.
Use of Explosive Agents. The use of any explosive agent in animal research is strongly discouraged due to the risk of injury and death to people and animals. The use of any explosive agent in the animal research facilities is prohibited unless specifically approved by the IACUC and SRS. Such use should only be approved under exceptional circumstances when non-explosive alternatives cannot be used for scientific reasons. The IACUC and SRS must ensure that all reasonable precautions to prevent explosions are planned before giving approval. See the Handbook for examples.
j.
Use of Patient Care Areas and Equipment for Animal Studies. Patient diagnostic, treatment, and monitoring areas and patient care equipment may be used for animal studies only when such use is of potential future value to human patients.

(1)
Use of any patient care area for animal research is prohibited unless the IACUC and local clinical and administrative officials grant approval. Approval should only be granted if reasonable alternatives are not available.

(2)
The use of patient care equipment in an animal care area, if the equipment will eventually be returned to patient care use, must be approved by the IACUC and the service chief responsible for the equipment. An SOP for properly cleaning and disinfecting the equipment prior to resumption of human patient use must be submitted and reviewed as part of the approval process. 

k.
Use of Animal Research Facility for Studies Involving Human Cadavers of Tissues. The use of animal research facility rooms for studies involving human cadavers or human tissues may be considered disrespectful, and is not permitted at VASLCHCS since appropriate study facilities outside of the animal research facility are readily available. 

l.
Avoiding Conflicts of Interest. The IACUC has an obligation to preserve public trust in the integrity and quality of animal research by avoiding actual or perceived 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 C.F.R. Part 2635). VA Regional Counsel is authorized to interpret these provisions. See VHA Handbook 1200.13, Financial Conflicts of Interest in Research, for additional policy guidance.

(1)
The ACOS for R&D and Administrative Officer (AO) are not members of the IACUC. The IACUC has requested that the ACOS give an update to the IACUC at the beginning of each meeting and then leave the meeting. Other than this, the ACOS and AO will only participate in IACUC meetings when invited by the IACUC.

(2)
No IACUC member may participate in the IACUC review or approval of a research project in which the member has a financial interest or is personally involved except to provide information requested by the IACUC. A member with such a conflict of interest may answer questions from other IACUC members, but must recuse him/herself prior to IACUC deliberation and voting. This policy applies to all protocol related business, such as new protocols, amendments, annual reviews. 

(3)
The IACUC is responsible for ensuring that the review and approval process is not compromised by conflicts of interest. Therefore, each IACUC member is responsible for making the IACUC aware of any potential conflicts of interest they are aware of.  A reminder of the conflict of interest policy will be included in the agenda and minutes for each IACUC meeting.
m.
Mandatory Training. All personnel involved in animal research must be trained to competently and humanely perform their duties relating to animal research. This mandate applies to IACUC members, IACUC administrators, VMU staff, research technicians, investigators, and all others that perform procedures or manipulations on laboratory animals. It includes investigators responsible for supervising animal research that they themselves do not perform. The IACUC has adopted the training courses at the Collaborative Institutional Training Initiative (CITI), www.citiprogram.org to meet these requirements for investigators, research staff, IACUC members and IACUC administrators. Equivalent courses at the American Association for Laboratory Animal Science (AALAS) web site may also be used.
(1)
Prior to the IACUC approval date for any protocol, and bi-annually thereafter, all staff listed on the protocol must complete the following online courses:
(a)
Working with the VA IACUC.

(b)
All courses pertaining to the general care and welfare of the specific species to be used.

(c)
All courses pertaining to the procedures to be performed on the specific species to be used (such as post-operative care).

(2)
Within 30 days of being appointed to the IACUC, and bi-annually thereafter, each IACUC member and administrator must complete the course “Essentials for IACUC Members.”

(3)
VMU husbandry staff training requirements are met through web-based training provided by AALAS at www.aalaslearninglibrary.org. They are also encouraged to complete applicable modules animal care and use modules at CITI or AALAS. 
n.
Meetings. IACUC meetings are scheduled monthly, usually on the first Wednesday of the month at 1:30 p.m. in the Research Conference Room.  The meeting time, day, and location may be changed as necessary. Additional meetings may be called by the Chair as required to conduct IACUC business.  The agenda must be distributed at least 3 working days prior to the meeting. If the agenda is late or there are changes after the agenda is distributed, the IACUC may elect to postpone review of any items that IACUC members feel they have not had adequate time to review in advance of the meeting.  

o.
AAALAC Accreditation, PHS Assurance, and Reporting Requirements.  Research Administration will provide the IACUC an opportunity to review documents relating to maintaining the AAALAC accreditation and PHS Assurance, and annual reports and other required documents being submitted to the USDA. OLAW, AAALAC, and the VA regarding various aspects of the animal care and use program.  When feasible, the IACUC review will be prior to submission to allow the IACUC to recommend changes. Since PHS Assurances, annual reports and other documents submitted to these agencies may be available to the public via the Freedom of Information Act (FOIA), the names of individual IACUC members will be replaced with a code to the extent allowed by the various agencies.  
7.
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8.
 RESCISSION:   Center Policy Memorandum 151.03, “Institutional Animal Care and Use Committee,” dated July 22, 2011.
9.
RECERTIFICATION DATE: This Policy is scheduled for recertification on or before the last work day of June 2019
10. 
FOLLOW-UP RESPONSIBILITY: Research and Development Service Center (151).

/s//
SHELLA STOVALL, MNA, RN, NE-BSC 
Acting Director
