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SUBJECT:  IACUC Policy Memorandum A-03, Guidelines for Use of Neuromuscular Blocking Agents (Paralytics) in Laboratory Animals


MCMR-USX-Z                                                                                                       19 August 2002
MEMORANDUM FOR All Animal Research Personnel, USAISR/BAMC, Fort Sam Houston, TX  78234

SUBJECT:  IACUC Policy Memorandum A-03,* Guidelines for Use of Neuromuscular Blocking Agents (Paralytics) in Laboratory Animals

1.  PURPOSE:  The U.S. Army Institute of Surgical Research (USAISR)/Brooke Army Medical Center (BAMC) Institutional Animal Care and Use Committee (IACUC) oversees all biomedical research involving animals and represents society's concerns regarding the welfare of animal subjects.  This policy provides guidance for the inclusion of neuromuscular blocking agents (paralytics) in research plans involving the use of animal subjects.

2.  SCOPE:  In accordance with Title 9, Code of Federal Regulations, Subchapter A, Parts 1 through 3, the Animal Welfare Act Regulations, and the recommendations in the Guide for the Care and Use of Laboratory Animals, the use of neuromuscular blocking agents (paralytics) in animal research subjects must be specifically justified by scientific necessity.

3.  APPLICABILITY:  This policy applies to all animal use protocols to be carried out by the USAISR/BAMC.

4.  BACKGROUND:
     a.  Neuromuscular blocking agents are not analgesic but might be used in combination with appropriate analgesics and anesthetics.  Neuromuscular blocking agents are sometimes used to paralyze skeletal muscles during surgery in which general anesthetics have been administered.  When these agents are used during surgery or any other painful procedure, many signs of anesthetic depth are eliminated due to paralysis.  If paralyzing agents are to be used, the appropriate amount of anesthetic must first be defined on the basis of results of a similar procedure that used the anesthetic agent without the neuromuscular blocking agent.

     b.  Neuromuscular blocking agents might also be used in properly ventilated conscious animals in specific types of nonpainful, well-controlled, neurophysiologic studies.  Although no painful or stressful procedure may be involved, it must be recognized that the use of a paralytic in a conscious animal may be stressful in and of itself.

5.
RESPONSIBILITIES:
__________

*This policy supersedes USAISR IACUC Policy A-03 dated 30 April 2002

     a.  The principal investigator shall:

          (1)  Provide a written explanation of the scientific justification for the use of any neuromuscular blocking agents, with supporting literature citations.

                (2)  Provide evidence of a search of the literature for alternatives to the use of neuromuscular blocking agents for the proposed procedures.

          (3)  Include, as a part of the submitted research proposal, a proposed pilot study designed to confirm the adequacy of the analgesia/anesthesia regimen.

     b.  At a convened meeting the IACUC shall extensively review research proposals involving the administration of neuromuscular blocking agents to animal research subjects and shall recommend approval only if the following requirements are satisfied:

          (1)  For procedures that may cause more than momentary or slight pain or distress to the animal, the IACUC will confirm that the selection of anesthesia is appropriate (see 5e below).

          (2)  The proposed use of neuromuscular blocking agents is justified by the data to be obtained.

          (3)  The proposed use of neuromuscular blocking agents is justified in writing as a scientific necessity.

     c.  Each neuromuscular blocking agent and analgesia/anesthesia regimen shall be validated by the attending veterinarian.

          (1)  For animal use proposals involving the use of neuromuscular blocking agents in combination with analgesics and/or anesthetics during painful or stressful procedures, the IACUC shall confirm the adequacy of the analgesia/anesthesia regimen in the absence of the neuromuscular blocking agent.  This will be accomplished by a pilot study.  The requirement for a pilot study may be waived by a unanimous vote of the IACUC at a convened meeting.  A waiver may be granted solely on the basis of evidence presented by an investigator that the proposed regimen is adequate.

          (2)  Unless a waiver is granted by the IACUC, the principal investigator shall demonstrate the adequacy of the analgesia/anesthesia regimen by conducting a pilot study as follows:

          (a)  The pilot study will be designed to demonstrate the adequacy of the analgesia/ anesthesia regimen in the absence of the neuromuscular blocking agent.  The pilot study will include performance of procedures that are similar as possible to the proposed experimental procedure.

          (b)  The initial pilot study shall include two animals.

          (c)  The pilot study shall be performed under the supervision of a veterinarian who is not associated with the research proposal.

          (d)  If additional animals are required for further testing and/or development of an adequate analgesia/anesthesia regimen, the use of these animals will be requested by submission of a memorandum to the IACUC through the attending veterinarian.  The IACUC Chair may approve the use of up to four additional animals.  Requests for additional animals beyond that approved by the IACUC Chair shall be submitted as an addendum to the research proposal.  This addendum shall be submitted to the IACUC for full review.

          (e)  Adequacy of the analgesia/anesthesia regimen will be determined by the attending veterinarian based upon input from the veterinarian overseeing the test (if different from the attending veterinarian) and the principal investigator.

          (f)  No animal use beyond that authorized for the pilot study will be authorized until the attending veterinarian confirms that the analgesia/anesthesia regimen is adequate.

          (g)  The attending veterinarian shall notify the IACUC by memorandum of the results of the pilot study.  The IACUC Chair shall be authorized to approve the conduct of further animal use procedures as described in the protocol.  If the analgesia/anesthesia regimen is not adequate, the study shall be terminated by the IACUC.

6.  Point of contact for this memorandum is the undersigned at extension 6-4327.








   -original signed-


                                                                             DAVID G. BAER, Ph.D.

                                                                             CPT, MS

                                                                             Chair, IACUC 
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