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MEMORANDUM FOR SEE DISTRIBUTION

SUBJECT:  WRAIR Policy Letter 00-05, WRAIR Institutional Animal Care and Use Committee and Protocol Review

1.
GENERAL: The Animal Welfare Act (7 U.S. Code Section 2131 et. seq.), DOD Directive Number 3216.1, Army Regulation 70-18/SECNAVINST 3900.38B, and the Guide for the Care and Use of Animals, mandate standards for the humane care and use of laboratory animals. Institutions conducting research, education or testing using animals must establish an institutional animal care and use committee (IACUC) that is functionally active.  

2.
PURPOSE: This Policy Letter describes the responsibilities and functions of the WRAIR/NMRC IACUC, the components of an animal use protocol, and the responsibilities of the Principal Investigator (PI).  Goal: To ensure that Research Development Testing and Evaluation (RDT&E), clinical investigations, diagnostic procedures, and instructional programs at WRAIR/NMRC are conducted in compliance with applicable standards, regulations, guidelines and laws. 
3.
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5.
DEFINITIONS:

a.
AAALAC – Association for the Assessment and Accreditation of Laboratory Animal Care (International).  Voluntary accrediting body for demonstrating achievement of certain standards for an animal care and use program.  DOD Directive mandates that all DOD research institutes shall be AAALAC accredited.

b.
ALTERNATIVES – Activities that reduce, refine, or replace the use of animals in medical research as defined in DOD Directive 3216.1.

c.
ANIMAL – Any live or dead vertebrate animal used for research, development, test and evaluation (RDT&E), clinical investigation, diagnostic procedures, instruction or exhibition.

d.
ANIMAL CARE AND USE PROGRAM – All activities involving or including animal use, veterinary services, animal facilities, animal husbandry support personnel, and/or the IACUC.

e.
DESIGNATED MEMBER (DM) – ACUC Member designated to review and approve protocols and prepare the written response on behalf of the entire committee.  The DM’s perform this function only after the full Committee has read and reviewed a protocol and indicated that they may do so.

f.
DIVISION – A WRAIR Research Division or NMRC Research Directorate or an equivalent functional unit.

g.
FIPR – Facility Inspection and Program Review.  Federal law requires the Institutional Animal Care and Use Committee to inspect all animal facilities and study areas at least once every six months, and to insure the Institute's animal care and use program is in compliance with the regulations and standards promulgated under the Animal Welfare act and DOD regulations.

e.
IACUC – Institutional Animal Care and Use Committee.  The WRAIR/NMRC institutional committee required by law which reviews all proposed animal use protocols, all animal programs and all WRAIR/NMRC animal holding and animal use facilities.  This committee performs review of all proposed use of animals, including birds, rats and mice bred for research.

f.
OPRR – Office for Protection from Research Risks, now OLAW, Office of Laboratory Animal Welfare.  The office that oversees compliance with the Public Health Service Policy on Humane Care and Use of Laboratory Animals.  The office is part of the National Institute of Health, Bethesda, MD.

g.
PRINCIPAL INVESTIGATOR (PI) – The person(s) responsible for conducting the research or teaching described in the proposed animal use protocol.  The PI signs the Assurance Statement and assumes responsibility for the use and care of animals in conformance with procedures set forth in the proposed protocol and in compliance with regulation and law.  

h.
PROTOCOL – A document prepared by the PI detailing the proposed use of animals.  This protocol must contain specific information concerning the use and care of animals, the number and type of animals required, the training of the investigators, the search for Alternatives to the use of animals, justification for any pain or distress caused to the animals, information on biosafety/biohazard conditions, cited searches of appropriate databases to ensure that the research is not unnecessarily duplicative, a discussion of the need for this research, a review of the pertinent literature, a testable scientific hypothesis, detailed experimental design addressing the hypothesis and minimization of animal usage, data analysis plan and bibliography.  Once approved by the IACUC, the protocol becomes a “contract” between the PI and the Institutional Official.

6.
APPLICABILITY:  This regulation applies to all investigators receiving laboratory animals, veterinary support, or using the animal facilities.  Personnel conducting animal research in facilities outside of WRAIR/NMRC, including contractors who receive funding to conduct research outside of WRAIR/NMRC must comply with part c. below.

a.
Overseas laboratories: In accordance with DOD Directive 3216.1, overseas laboratories must maintain their own AAALAC accredited Animal Care and Use Programs.  Animal research conducted at these facilities will submit protocols to the local IACUC for approval. 

b.
Subordinate facilities:  

1)
Animal research conducted at subordinate facilities, which either maintain or have an established relationship with a local IACUC will review and approve all research locally.  Research conducted using non-human primates, dogs, and cats will comply with paragraph 10.c.14.

2)
Subordinate facilities with no established relationship to a local IACUC will comply with this policy letter in a manner similar to any other Division/Directorate.  

c.
Collaborative Research at other Laboratories:  Animal research conducted by staff members in collaboration with other laboratories may be reviewed and approved by that laboratory's IACUC if 1) all of the animals will be procured, maintained, and all procedures performed on them at the other laboratory and 2) the protocol procedures of that other laboratory meet all Federal and DOD requirements.  Research on non-human primates, dogs and cats must comply with paragraph 10.c.14.

d. Extramural animal research contracted out of MRMC or the Navy Bureau of Medicine and Surgery, Naval Medical Research Center, will receive review by the appropriate HQ.

7.
AUTHORITY:  The IACUC has the authority, mandated by Federal law, to act on behalf of the Institutional Official to:

a.
Investigate any concerns relating to laboratory animal care and use practices (see paragraph 10.b).

b.
Suspend any activity, which violates federal laws, regulations and guidelines, DOD Regulation and/or IACUC policy.  

c.
Humanely euthanize an animal that is suffering from pain or distress that cannot be alleviated.  Certain exceptions may apply when thorough justification is provided in approved, specific protocols.

8.
RESPONSIBILITIES:

a.
The Director, WRAIR, as IO, will:

1)
Ensure that Research Development Testing and Evaluation (RDT&E), clinical investigations, diagnostic procedures, and instructional programs are conducted in compliance with applicable laws, regulations, guidelines and standards.  Contract and grant programs and collaborative research facilities must also conform.  If there is a conflict or difference between the regulations with respect to standards of humane care and use, then the stricter of the standards will apply.

2)
Ensure that local animal care, use, procurement, and transportation policies comply with applicable laws, regulations, guidelines and standards.

3)
Ensure that animals will experience no unnecessary pain, suffering, or distress and that their use meets valid DOD requirements.  

4)
Ensure that efforts will be made to seek and utilize procedures, which minimize pain and distress. 

5)
Ensure that Alternatives must be used if they produce scientifically satisfactory results.

6)
Ensure every effort is made to reduce the number of animals used in research, that appropriate controls will be in place, and that unnecessarily duplicative research does not occur.

7)
Ensure that dogs, cats or nonhuman primates will not be used to develop offensive nuclear, biological or chemical weapon capabilities.

8)
Ensure that an Occupational Health and Safety Program constitutes part of the overall Animal Care and Use Program. 

9)
Establish and appoint members to the IACUC and appoint the chairperson.

10)
Ensure that the IACUC Chairperson and the Attending Veterinarian have direct access to, and report directly to, the Institutional Official.

11)
Review the minutes and reports submitted by the IACUC.  

12)
Render reports on animal care and use programs as required by DOD Directive, USPHS Policy, AAALAC or the Animal Welfare Act.

b.
Division Directors will:

1)
Ensure that all Division animal research is performed under approved protocols.

2)
Review all protocols submitted by Division PIs for mission relevance, scientific merit, and program need.

a)
The primary responsibility for scientific review belongs to the Department Chief and Division Director.  Their signature on the protocol title page certifies that the protocol is scientifically meritorious and relevant to the Division’s mission.

b)
In the event that the Division Director is also an investigator on the protocol, then a statement detailing how scientific review was performed must be included in the protocol.

3)
Ensure that all studies are conducted under current occupational health and safety as well as biosafety guidelines.

4)
Nominate one member of the Division to serve on the Institutional Animal Care and Use Committee, and designate at least one alternate member.

a)
The Division IACUC member(s) will provide guidance to investigators on correct format and composition of protocols.  The member will serve as a liaison between the investigator and the IACUC.

b)
As a voting member of the IACUC, the Division representative will review protocols (reports and other business matters) during the 7-day working review and submit his/her comments and vote to the IACUC Administrator by the suspense indicated on the review forms. 

c)
The member will represent his/her Division's interests and concerns at IACUC meetings.

c.
The IACUC will:

1)
Review and approve all proposed animal use protocols to be conducted by PIs for compliance with applicable laws, regulations, guidelines and standards.

2)
Ensure that an annual report is submitted for each protocol.

3)
Semiannually review, inspect and approve: 

    
a)
The animal care and use program for compliance with all applicable laws, regulations, guidelines and standards as well as IACUC policies and SOPs

    
b)
All animal facilities, including laboratories where animal work is performed and/or animals are housed.

4)
Prepare a report of deficiencies found, a plan for correction of the deficiencies found, and the facility's adherence to Federal law.  The Facility Inspection and Program Review (FIPR) report will be prepared IAW DOD Directive 3216.1.

5)
Review and investigate concerns or complaints involving the use of animals.  No person shall be discriminated against or suffer reprisals for reporting violations (see paragraph 10.b).

6)
Suspend any activity, which violates applicable laws, regulations, or Institute policies, or any use of animals that is conducted without an approved protocol or approved modification to a protocol.

7)
Make recommendations to the Institutional Official regarding the animal care and use program.

8)
Ensure that all scientists, technicians and other personnel involved in the animal care and use program are qualified to perform their duties.  Qualifications are described in the protocol and training is recorded in the IACUC office.

9)
Ensure that scientists, technicians and other personnel are provided with training opportunities to enhance their knowledge of principles of humane animal care and use.  

10)
Ensure AAALAC accreditation of the Institute and the animal care and use program. 

11)
File annual reports required by AAALAC, OPRR/OLAW, USDA and DOD.

d.
The Chair, IACUC will:

1)
Call and conduct meetings of the IACUC monthly and as necessary. 

2)
Ensure that all animal use protocols are reviewed and approved by the IACUC in accordance with applicable laws, regulations, guidelines and standards.

3)
Ensure that the composition of the IACUC meets the requirements of all applicable laws, regulations, guidelines and standards.

4)
Call and conduct semi-annual (every six months) reviews of the animal care and use program.

5)
Keep a current list of facility deficiencies and update it semi-annually.  Prepare a plan and time schedule for correction of facility deficiencies.

6)
Direct recording, preparation and maintenance of the minutes of IACUC meetings and submit them to the Institutional Official.

7)
Direct maintenance of files of approved protocols, inspections, training and correspondence pertaining to the activities of the IACUC.

8)
Request that the PI attend the IACUC meeting where his/her protocol (or a related animal care and use issue) is to be discussed.

9)
Notify the PI in writing when the protocol is approved and when the PI may commence his/her use of animals as described in the approved protocol.  

10)
Investigate, or appoint a subcommittee to investigate any reports of inhumane or inappropriate use of research animals, or violation of policy (see paragraph 10.b).

11)
Identify the rotating schedule that determines which IACUC members shall serve as Designated Members for protocol review.

12)
Delegate administrative functions as necessary to the IACUC Administrator.

e.
The Principal Investigator (PI) will:

1)
Prepare, submit and have an approved protocol for the use of animals before any research using animals is performed.  The specifics of how to prepare an animal protocol are described in this policy letter (see section 10) and in the standard DOD Protocol Format, provided as Appendix A.  

2)
Obtain approval and signatures by Department and Division directors, a consulting veterinarian, a statistician, and supporting divisions prior to submission of protocols to the IACUC.  Review by Department and Division officials and their subsequent signatures serve to validate scientific mission relevance. 

3)  
Sign Assurance Statement and assume responsibility for the performance of the research conducted under the protocol, and for assuring the continued humane care and use of animals used in the research for which he/she is PI.  Furthermore: 

a)
The research must be performed in accordance with the description provided in the IACUC-approved protocol and approved major modifications.    

b)
Adherence to approved protocols, attention to animal health and to unexpected changes in animal facilities, safety procedures, and strict oversight of technicians working on the protocol are the responsibility of each PI.  

c)
The PI must ensure that he/she and all personnel working on the protocol will be properly trained in basic animal care and use principles.  

d)
Each PI is charged to keep current of new techniques that could reduce the number of animals needed, could reduce pain or distress, or could replace animals with non-animal systems.  

4)  
Obtain approval for modifications to an approved protocol before modifications are implemented.  There are two categories of modifications (or amendments):

a)
Major modifications include the following:

i.)
changing the scientific direction of a protocol; 

ii.)
increasing the number of non-human primates, dogs or cats, or increasing the number of small animals by more than 10%; 

iii.)
changing in the species of the animals approved on the original protocol; 

iv.)
changing in the USDA pain code of the protocol to a more severe rating; 

v.)
increasing the biohazards on the protocol; 

vi.)
adding surgery to the protocol; 

vii.)
adding multiple minor modifications; 

viii.)
changing the Principal Investigator. The new PI must submit a training statement with his/her request, and a signed assurance statement.
b)
Minor modifications to the original protocol do not require full IACUC approval.  Guidance from IACUC members or the protocol consulting veterinarian should be sought when the PI is unsure whether proposed changes constitute a major or minor modification.  Typical minor modifications might include the following:

i.
changing doses or routes of administration of a drug; 

ii.
recording or measuring additional variables (e.g. locomotor activity, heart rate)in the whole animal that are no more invasive than procedures currently approved under the protocol and that do not increase the Pain Category of the protocol;


iii.
using already collected blood or tissue from an animal to measure additional variables not specified in the original protocol;

iv.
adding additional investigative compounds or veterinary health drugs that are functionally similar to one another; 

v.
changing personnel supporting the protocol.  All new personnel must submit a training statement with their request.
vi.
changing small animal numbers by less than 10% of the original number. 

c)
All modifications must be documented in a memo and staffed through the Division Director, IACUC representative, and the protocol’s consulting veterinarian to the Chair, IACUC for filing with the protocol record.  All modifications should be noted in the annual report of the protocol. 

d)
Major modifications must be submitted and approved as a protocol amendment and processed through the approval process required of the original protocol.

e) 
Memorandums for both minor modifications and major modifications must state the proposed modification, justification for the modification, personnel training documentation (when applicable) and an assurance statement that the changes are in compliance with all animal welfare regulations and guidelines.  Memoranda should include a brief commentary of the progress of the protocol thus far.  Appendix B is a template for a protocol amendment.

5) 
Ensure that all individuals, and all activities associated with any protocol involving biohazards are in compliance with current CDC/NIH, DOD, WRAMC guidelines and regulations, as well as local SOPs.

6)
Assume responsibility for the disposition of animals following their use on the protocol by coordinating with the Division of Veterinary Medicine to determine whether euthanasia, transfer of animals to the Issue Pool or to another protocol is the best course of action.

7)
Submit annual Protocol Reports to the IACUC as requested, describing progress, conclusions and publications as well as any developments in the field that might alter the number of animals needed or the procedures to be used.  Protocols are generally reviewed and approved for a 3-year period, but annual reports to the IACUC by the PI are reviewed to determine whether each protocol should continue.  Modifications made in the protocol during the year should be detailed in the annual report.

8)
Submit, if required, information requested by the IACUC as a result of their Facility Inspection and Program Review, and address any deficiencies in the PI's area of responsibility cited by the FIPR.

9)
Wait until official written approval is received from the Chair, IACUC authorizing that the protocol may be initiated, before beginning research.

10)
Investigators wishing to conduct research involving animal by-products (tissue, blood, cells, antibodies, biochemicals, etc.) obtained either from commercial sources, a specific contract or other source may do so without IACUC approval.  However, transport or planned use of animal by-products that have the potential to carry animal pathogens into the vivarium must be brought to the attention of the Attending Veterinarian.

f.
The Division of Veterinary Medicine will:

1)
Procure, maintain and provide health care to animals housed in Institute facilities and maintain required records of those activities.  Provision of animal husbandry and health care, animal facility maintenance and other Division of Veterinary Medicine responsibilities shall be conducted in accordance with applicable laws, regulations, guidelines and standards, including all extant Division of Veterinary Medicine Standard Operating Procedures.

2)
Provide protocol support as needed to research personnel to ensure that all animal use procedures are performed in accordance with applicable laws, regulations standards and guidelines.

3)
Provide training to investigators and technicians with regard to animal care and use.  The IACUC Administrator shall maintain training records and the qualifications and training of personnel shall be reviewed on an annual basis to fulfill the requirements of the 9 CFR.  

4)
Provide veterinary consultation to Principal Investigators during the draft stages of each protocol.

5)
Provide administrative support for the IACUC.  The IACUC Administrator shall schedule, coordinate, record and document Committee meetings and inspections; schedule, coordinate, record and document investigator training; maintain protocol files and other Committee records; prepare reports as required by the DOD, USDA, OPRR, AAALAC and the Institute.

6)
Maintain the Institute's AAALAC Accreditation status and related documentation.

9.
MEMBERSHIP:

a.
The IACUC membership may vary with the needs of the Institute, but in accordance with the 1985 amendments to the Animal Welfare Act, USPHS Policy, DOD Directive 3216.1, and AR 70-18/SECNAVINST3900.38B, the voting membership will include, but not be limited to:

1)
A senior scientist experienced in animal research;

2)
A veterinarian trained in laboratory animal science and preferably, with experience in research animal care and use that has direct program responsibility for activities involving animals at the Institute;

3)
At least one person representing community interests (this individual cannot have any liaison with the Institute other than as a member of the IACUC and shall not be a member of the immediate family of a person affiliated with the Institute);

4)
At least one person whose primary background is outside of biomedical science;

5)
A representative from each division performing animal research;

6)
A biostatistician;

7)
A person responsible for safety, biosafety and occupational health issues;

8)
The recorder of the minutes, a non-voting member;

9)
The Chair, IACUC, to be appointed by the Institutional Official;  

10)
All members shall have alternate members who will be trained in IACUC procedures and responsibilities, will receive the same general information as IACUC members to stay abreast of current issues, and who may serve on various IACUC subcommittees;

11)
There shall be no more than one voting member from any single Division, unless one member is acting in another capacity separate from representation to that Division;

12)
Nonvoting or Ad Hoc members include the IACUC Administrator, consulting veterinarians, animal care personnel, technicians, and other consultants;

b.
Should expertise not be available in-house, a subject matter expert may be called to advise the committee.

c.
Nonaffiliated members must obtain eight hours of training in laboratory animal care issues, as directed by DOD Directive 3216.1.

d.
IACUC members shall rotate as Designated Members, as scheduled by the IACUC Chairperson.

e.
Each IACUC Division representative (or alternate) shall ensure that all protocols coming from their respective Divisions are in order.  This member shall sign the protocol signifying that the protocol is ready for IACUC review.

10.
IACUC PROCEDURES:  

a.
Institutional Animal Care and Use Committee Meetings and other responsibilities:

1)
The IACUC will meet at monthly intervals to review and discuss protocols, reports, the results of program and facility reviews, and other animal care and use issues brought before the committee.  

2)
A quorum consisting of a majority of the IACUC voting membership is required for each official meeting.  No member may vote on a protocol for which that member has a conflict of interest (i.e. is a co-investigator) and that member may not be counted toward a quorum for that vote.

3) 
Prior to the IACUC meeting, members will receive packets containing materials to support the business conducted at the meetings.  The packets may include copies of protocols to be reviewed, minutes of previous meetings, a list of protocols approved by the IACUC during the interim since the last meeting, inspection reports, and general information pertaining to facilities and the general health and welfare of research animals.  

4)
IACUC members should contact the Chair or the IACUC Administrator 10 days prior to a regularly scheduled meeting to place issues on the agenda, or to request that a consultant, investigator, or other personnel be invited to the meeting.

5)
A review and inspection of the Animal Care and Use Program and facilities will be made by the IACUC every six months.    

6)
Subcommittees of the IACUC will consist of at least three IACUC members or alternates.

7)
Reports of the IACUC on evaluations and inspections will be reviewed and signed by a majority of IACUC members.  Minority views, if expressed, must be included.  

8)
Each year, IACUC members will review the annual Protocol Reports submitted for each active protocol.

b.
The IACUC will establish and publicize procedures for reporting conditions or procedures that any observer feels violate humane care and use of animals, and violates the Animal Care and Use Program.

1)
All allegations reported to the IACUC will be evaluated by the IACUC Chair, Attending Veterinarian and the IACUC Administrator.  This subcommittee will make a determination if there is any basis for the allegation.  All written allegations, and allegations determined to have basis, will be investigated.

2)
The IACUC Chair will designate a sub-committee to investigate the complaint.  The results of all completed investigations will be reviewed by the IACUC.  The IACUC Chair or subcommittee can request the full IACUC be convened to discuss the complaint at any time.

3)
All persons involved will be informed of the purpose of the investigation and the manner in which it will be conducted.

4)
Those against whom the complaint is addressed will have an opportunity to explain their side of the issue.

5)
The results of the IACUC investigation will be available to all involved.

6)
The IACUC may suspend a previously approved protocol according to section 2.31, paragraph c.6. of the Animal Welfare Act.  In brief, the IACUC may suspend a protocol only after review of the matter at a convened meeting of a quorum of the IACUC and with the suspension vote of a majority of the quorum present. 

c.
Protocol Review:

1)
All animal protocols, after receiving review and signature from the consulting veterinarian, a statistician, the Division Director, any additional support personnel, and the IACUC member, shall be sent to the IACUC Administrator for IACUC review.

2)
Each protocol to be reviewed will be submitted to each voting IACUC member.  The members will have a time period of seven working days to review, comment on, and make a decision about how the protocol will be processed.

3)
Instead of voting or acting directly on the protocol, IACUC members will first decide whether the protocol can by handled by the Designated Members (Designated Members vote on the protocol on the Committee’s behalf), or requires discussion at a full IACUC meeting.

4)
If a Member believes that Designated Member review is appropriate for the protocol, he/she indicates so by checking the first blank of the review form and returns it to the IACUC Administrator by the suspense day indicated.  Response can also be by electronic mail or phone call.  Or, if a member feels that the protocol warrants discussion at a convened meeting of the IACUC, he/she indicates that by checking the second blank of the review form.  Any member, at any time, for any reason can request the protocol go to the full IACUC meeting.

5)
If a member or members indicate that the protocol should be discussed at the next convened meeting, both the PI and the IACUC are notified, and the protocol is placed on the meeting agenda.

6)
If the IACUC determines that the protocol can be reviewed by DMs, the IACUC Administrator will notify the DMs and forward any comments received to them.  IACUC members may also contact the DMs directly.  The Designated Members will have five working days to review the protocol, compile comments and respond as a proxy for the Committee.

7)
If IACUC members have any questions, comments or suggestions they want the Designated Members to consider in their review of the protocol, they should indicate that in the Comments Section of the review sheet.  Those comments will be forwarded to the Designated Members, or, if the protocol is sent to the full committee, presented there.

8)
Each member of the IACUC may contact the PI directly, or ask the IACUC administrator to do so, to ask any questions about protocol.   If disagreements between an IACUC member and the PI cannot be reconciled, then the protocol should be brought before a meeting of the full IACUC’s review and vote.   

9)
The protocol may be approved (by majority vote) as is or pending revisions.  The committee may authorize the Chair to approve the revised protocol when submitted or the IACUC may require the revised protocol to be resubmitted to the next full meeting for approval.  The Designated Members will submit their response to the IACUC Chair. The protocol is officially approved and research can begin when the PI receives official written notification from the Chair, IACUC.

10)
The IACUC administrator will communicate the IACUC's comments and requests to the PI, and it is the responsibility of the PI to assure that all revisions requested by IACUC members are addressed and incorporated into the protocol before the protocol is forwarded to the IACUC Chair for approval.  


11)
In reviewing the protocol or protocol amendment, the IACUC will consider whether the protocol contains all required management and regulatory elements as defined by this Policy Letter and the Standard DOD Protocol Template (Appendix A), and whether the body of the protocol is understandable and complete.  The IACUC will determine if the proposal meets the current standards and practices for pain management, adjuvant use, end-point determination, etc., as defined in applicable laws, regulations, guidelines and standards.

12)
The IACUC will evaluate whether proposed protocols involving cats, dogs, or nonhuman primates can only be performed in those species or whether some other species or test system could produce comparable data.  The IACUC will evaluate whether the species of nonhuman primate proposed for use is the most suitable.

13)
The IACUC will ascertain whether euthanasia of nonhuman primates is necessary as part of the scientific study.  If euthanasia is necessary, then the IACUC will determine whether sharing of body tissue to maximize the amount of data obtainable from each animal is possible, thus reducing the overall need among protocols for animals.

14) 
Protocols authorizing dogs, cats, and non-human primates, with approved minutes, will be forwarded through the appropriate chain of command, with IACUC documentation, for approval and secondary review in accordance with DOD Directive 3216.1.  All Army, and all Army funded protocols will be forwarded through HQ, WRAIR, to the Animal Use Review Office, MRMC.  Likewise, all Navy, and all Navy funded protocols will be forwarded through HQ, NMRC to the Special Assistant for Veterinary Affairs to the Surgeon General of the Navy. In cases where the appropriate office for secondary review is unclear, the protocol will be directed to the agency providing the majority of the funding. 

15)
Approved protocols will be assigned a protocol number.  Protocols will be approved for a three-year period.  

16)
Annual Protocol Reports and updates will be reviewed and approved for the protocol to remain active each year. 

11.
PROTOCOLS:  

a.
Protocols must use the DOD Standard Protocol Template (Appendix A)

b.
Protocols by law, by regulation and by the mandate of the IACUC must include much specific information.  The data required are detailed in the protocol template (Appendix A).  In general, the IACUC is primarily interested in issues of animal care and use, while the Division Directors are primarily responsible for scientific merit and mission relevance.  However, since the approval of animal use is tied to the value of the information gained, the IACUC may decide on the basis of scientific merit whether the use of the animals is justified.  Conversely, Division Directors should consider whether the proposed use of the animals is justified by the scientific merit and mission relevance.

  
c.
Protocols with a pain code of P (unrelieved pain or distress) must also prepare and submit the Pain Code Explanation Form shown in Appendix C.  A protocol can contain more than one USDA code.  

1)
Pain codes are N (no pain), D (deferred or relieved pain through use of appropriate anesthetics and/or analgesics) and P (non-relieved pain or distress, usually used where analgesics would interfere with the variable to be measured). 

2)
A painful procedure is any procedure which would be reasonably expected to cause more than slight or momentary pain or distress in a human being to whom that procedure was applied, (i.e., pain in excess of that caused by injections or other minor procedures).  



3)
Non-use of drugs to relieve pain must be explicitly justified.  Protocols with P codes must submit a justification for pain form (see Appendix C).  This form becomes part of the annual USDA report required under the Federal Animal Welfare Act.  A USDA Pain justification form must be included with a protocol regardless of the number of animals falling in category P.  

4)
PIs should check with their consulting veterinarian at the time their protocol is prepared with regard to classification of certain procedures and euthanasia methods.

d.
Protocols should be scientifically rigorous, yet be written in a clear and logical style.  An intelligent reader should be able to understand, in general, why and how the PI is going to use the animals.  

e.
The protocol should also include a section on safety or hazards if infectious (human or animal), chemical or radioisotope hazards exist.  This section should explain in detail how these elements will be managed by the PI.

1)
Protocols should include a section on compliance with DA PAM 385‑69, “Biological Defense Safety Program”, if Biological Defense programs are involved.  

2)
All protocols containing a safety or hazard issue must be signed by the Chair of the appropriate safety committee, or office (e.g., Radiation Officer, Biosafety Committee Chair, or the Safety Office).

f.
The protocol should include a section on training of the PI and associated personnel who will perform the procedures described in the protocol.  Training should include experience and knowledge with the procedures and animal species to be used.  Specific formal training such as the animal workshops held by Division of Veterinary Medicine or similar classes should be cited.  IACUC members and/or Division of Veterinary Medicine staff may observe a technique performed by an investigator as part of their animal use and training oversight responsibilities.  

g.
The protocol must also include the verbatim Assurance Statement detailed on page 12 of the Protocol Template, followed by the typed name and signature of the PI.

h.
Procedures that require surgery must be fully and explicitly described. By law and regulation, very specific rules apply to all animal surgery, especially survival surgeries. 

1)
All survival surgery (that from which an animal recovers) must be performed in accordance with applicable laws, regulations, standards, and guidelines 

2)
All survival major operative procedures on non-rodents must be performed in a facility dedicated for that purpose (i.e. a surgery room).  Major operative surgery is any surgical intervention that penetrates and exposes a body cavity or any procedure that produces permanent impairment of physical or physiological functions (9 CFR).

3)
Minor operative surgery, non-survival surgery and all surgery on rodents may be performed in a non-dedicated facility (e.g. a portion of the laboratory) but surgery must be performed away from pedestrian traffic and aseptic conditions must be used.

4)
No animal should be used in more than one major operative procedure from which it is allowed to recover unless the multiple procedures are explicitly justified by the PI in the protocol or the multiple procedures are required as veterinary procedures needed to protect the health of the animal as determined by the attending veterinarian.  Fur further guidance on major multiple survival procedures see WRAIR Policy Letter XX-OO “Institutional Animal Care and Use Committee Guidelines for Multiple Major Survival Surgeries.”

5)
A plan for appropriate post-operative care and monitoring must be detailed in the protocol.

6)
According to The Guide, “The attending veterinarian must provide guidance or oversight to surgery programs and oversight of post-surgical care,” and “The investigator and veterinarian share responsibility for ensuring that post-surgical care is adequate.”

i.
The use of Freund’s adjuvant must be completely described and explicitly justified, since this agent can cause pain and distress and alternative methods are sometimes suitable.  For further information see WRAIR Policy Letter 96-48, “IACUC Guidelines for the Use of Compete Freund’s Adjuvant.”

j.
The means of euthanasia should be stated.  If animals are given CO2 or lethal drug injection, death must be assured by follow-up heart stab or cervical dislocation after animals are not breathing.  The use of decapitation (small animals) or cervical dislocation without anesthesia requires a justification.

k.
Investigator sharing of animal tissues is encouraged because it decreases the overall numbers of animals needed.  Tissues may be collected at the time of euthanasia. 

1)
Use of tissue from dead or dying (during euthanasia) animals should be regarded as a minor modification to an existing protocol.

2)
If the animals are being euthanized by Division of Veterinary Medicine personnel, the receiving PI should provide a short description of the material to be received and its proposed use.  This information can be approved by the veterinary staff and filed by Veterinary Medicine.  

3)
When the animals are euthanized by the original PI as part of the research procedure, another PI wishing to use tissue from the dead animal should provide the description to the protocol PI directly, who should then include it in his/her annual protocol update. 

4)
Investigators who need to collect animal tissues (including blood) regularly from live animals should prepare protocols for this purpose. Transfer of live animals among approved protocols, (with veterinary review, IACUC approval and proper documentation) is acceptable.  The sharing of animals is one way of meeting the Alternatives concept of reduction of animal numbers, and is encouraged by the IACUC, provided such sharing does not violate the restriction against multiple, major survival surgeries on a single animal (see 11.h).

l.
Death-as-Endpoint procedures must be scientifically justified.  A plan to provide enhanced care to moribund animals must be included.  

12.
RECORDS and REPORTS:  

a.
The IACUC Administrator will maintain all records required by law or regulation in accordance with the Animal Welfare Act, USPHS Policy, DOD Directive 3216.1, and AR 70-18/SECNAVINST 3900.38B.  The Division of Veterinary Medicine will keep these records.

b.
The IACUC Administrator will maintain records of approved protocols including approved amendments for a minimum of three years after completion of the protocol.  The record will include pertinent discussion of the protocol by IACUC members, and the record of approval/disapproval by the IACUC.  All records, including procurement data will be kept with the protocol.  

c.
The IACUC Administrator will maintain records of the minutes of IACUC meetings.  These minutes will include the title and PI for each protocol voted upon, and a brief summary of all business discussed at the meetings.  The Chair, IACUC, will maintain the file of minutes.  The minutes will also include a record of attendance.

d.
The IACUC Administrator will maintain records of the IACUC’s semiannual Facility Inspection and Program Review inspections and recommendations (including minority views).  The inspection reports must contain a description of the nature and extent of the facility’s adherence to Federal law and must distinguish between significant versus minor deficiencies.  A significant deficiency is one that, with reference to Subchapter A, Title 9, CFR, and in the judgment of the IACUC and the institutional Official, is or may be a threat to the health or safety of the animals.  If program or facility deficiencies are noted, the reports must contain a reasonable and specific plan and schedule for correcting each deficiency.  Any failure to adhere to the plan and schedule that results in a significant deficiency remaining uncorrected shall be reported in writing by the IACUC to the Institutional Official.

e.
The IACUC Administrator will maintain animal welfare training records on investigative, veterinary, and animal care personnel.

f.
The Division of Veterinary Medicine will maintain records which fully and correctly disclose the following information concerning each live dog, cat, or nonhuman primate purchased or otherwise acquired, owned, held, or otherwise in their possession or under Institute control, transported, euthanized, sold, or otherwise disposed of by the Institute:

1)
A list of any offspring born of any animal while in the Institute's possession or under its control;

2)
The name and address of the person from whom the dog, cat, or nonhuman primate was purchased or otherwise acquired, whether or not the person is required to be licensed or registered under the Animal Welfare Act;

3)
The USDA license or registration number of the person if he/she is licensed or registered under the Animal Welfare Act;

4)
The vehicle license number and state, and the driver's license number and state of the person, if he/she is not licensed or registered under the Animal Welfare Act;

5)
The date of acquisition of each dog, cat, or nonhuman primate;

6)
The official USDA tag number or tattoo assigned to each dog or cat;

7)
A description of each dog, cat, or nonhuman primate, which shall include:

a)
Species and breed or type of animal;

b)
Gender;

c)
Date of birth or approximate age; and,

d)
Color and any distinctive markings

8)
Any identification number or mark assigned to each dog, cat, or nonhuman primate by the Institute.

9)
Prior to transferring ownership of any live dog, cat, or non-human primate to another facility or individual, the Division of Veterinary Medicine will make and maintain records, which fully and correctly disclose the following information:

a)
The name and address of the person to whom a live dog, cat, or non-human primate is transported, sold, or otherwise disposed;

b)
The date of transportation, sale, euthanasia, or other disposition of the animal;

c)
The method of transportation including the name of the initial carrier or intermediate handler, or if a privately owned vehicle is used to transport the animal, the name of the owner of the privately owned vehicle.

g.
All records and reports shall be maintained for at least three years.

h.
On or before December 1 of each calendar year, the Institute shall submit annual reports to the USDA, AAALAC, OPRR and the Congress. The Institutional Official shall sign all reports.

FOR THE DIRECTOR:
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This Policy Letter supersedes WRAIR Policy Letter 96-07 dated 27 May 1997.
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