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SUBJECT: WRAIR Policy Letter 00-16, Institutional Animal Care and Use Committee (IACUC) Guidelines for Multiple, Major Survival Surgeries

1.
GENERAL: In accordance with CFR Chapter 9 (Animals and Animal Products) Subchapter B- (Animal Welfare), Part 2, Section 2.31(d)(x) and The 1996 Guide for the Care and Use of Laboratory Animals (“the Guide”), multiple major survival surgeries are strongly discouraged and can only be justified if essential to a research objective or if required for the health of the animal.

2.
PURPOSE: This Policy Letter provides guidelines for multiple, major survival surgeries on research animals. Goal: To assure compliance with the regulations referenced above, to promote good research, and to provide for the welfare of animals used by the Institute. 

a.
The WRAIR/NMRC IACUC believes that all efforts should be made to avoid multiple major survival surgery in animal studies. However, the IACUC recognizes that there are instances when investigators will have a scientific need for the performance of multiple major survival surgical procedures. 

1)
The need may be based on experimental design or may be a result of developments encountered in ongoing research. 

2)
The need must preclude the use of separate animals and must be based on

species conservation.

3)
Convenience and/or cost savings are not adequate justifications.

b.
These guidelines are not meant to prohibit, in any way, the use of multiple major survival surgical procedures when those procedures are commonly accepted veterinary medical procedures as treatment for a medical condition or as a diagnostic tool.

c.
Any multiple major survival surgery that is performed as “essential” to a research objective must be approved by the IACUC as part of a protocol before any surgeries are performed.
3.
DEFINITION: IAW 9 CFR, Part 1, a major operative procedure (or, major surgery) is defined as any surgical intervention that penetrates and exposes a body cavity or any procedure producing permanent impairment of physical or physiological functions.  Examples in the Guide include laparotomy, thoracotomy, craniotomy, joint replacement, or limb amputation.  At the discretion of the IACUC, any procedure anticipated to cause extended post-operative recuperation may also be classified as major (e.g., orthopedic procedures).  Survival surgery is further defined as one from which an animal is expected to regain consciousness.

4.
APPLICABILITY:  This regulation applies to all WRAIR/NMRC investigators receiving WRAIR/NMRC laboratory animals, WRAIR/NMRC veterinary support, or using WRAIR/NMRC animal facilities, including any satellite facilities.  Investigators outside the Institute and contract personnel using WRAIR/NMRC facilities must also comply.   

5.
AUTHORITY:  The IACUC has the authority, mandated by law (7 U.S.C. sec 2131), to act on behalf of the head of the institution to investigate and if necessary suspend any activity which violates applicable laws, regulations, standards, guidelines, or WRAIR policies and procedures.

6.
PROCEDURES: The following guidelines for major multiple survival surgeries, outlined in this section, have been adopted by the WRAIR IACUC.

a.
IAW 9 CFR, no animal will be used in more than one major operative procedure from which it is allowed to recover from anesthesia unless:

1)
the survival surgical procedures are essential to research objectives. Written scientific justification, with documentation, must be provided. The investigator must assure the LACUC that alternative methodologies are not available and/or feasible to meet the research objective.

2)
the procedures are diagnostic or therapeutic procedures are required to protect the health or well-being of the animal as determined by the attending veterinarian.

b.
The procedures must be performed using aseptic technique and with the animal(s) are under general anesthesia.

c.
The procedures must not significantly compromise the animal’s ability to perform minimal functions such as eating, drinking, and righting itself.  The objective of this is to ensure that the subsequent quality of life of the animal is not excessively compromised.

d.
Post-operative care: according to The Guide, the attending veterinarian must provide guidance or oversight to surgical and postsurgical care.  Appropriate care, to be determined in consultation with the attending veterinarian, may include the use of post-operative analgesics and appropriate antibiotics.  The investigator and veterinarian share responsibility for ensuring that postsurgical care is adequate.

e.
A complete plan to monitor the animal must be included in the protocol and submitted to the attending veterinarian.  This plan must include the frequency of daily monitoring (a minimum of twice daily) during the post-operative recovery period.

1)
Mechanisms to maintain the stated frequency on week-ends and holidays must also be stated.

2)
An “on-call” schedule of emergency contacts must be available and must include work and home phone numbers.

3)
A medical record or other documentation of observation times and animal health status should be kept in an area that is easily accessible by both the investigator and Division of Veterinary Medicine staff.

4)
The investigator must ensure that documentation of the multiple surgical

procedures is written in the animal’s permanent health record, which is maintained by Division of Veterinary Medicine staff.

f.
The animal must be allowed to fully recover from the effects of the previous surgical procedure.  Before the next major survival surgery, physiologic parameters pertinent to the specific procedures must be within normal limits (unless variations are the result of an approved surgical manipulation).  Examples might include, but are not necessarily limited to, body temperature, hematocrit, clotting parameters, EKG, or serum chemistry values.
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