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SUBJECT:  IACUC Policy Memorandum A-08, Procedures for Review of Addenda Involving the Use of Animal Subjects

MCMR-USX-Z                                                                                                    10 July 2003
MEMORANDUM FOR All Animal Research Personnel, USAISR/BAMC, Fort Sam Houston, TX  78234

SUBJECT:  IACUC Policy Memorandum A-08,* Procedures for Review of Addenda Involving the Use of Animal Subjects
1.  PURPOSE:  As part of the U.S. Army Institute of Surgical Research (USAISR)/Brooke Army Medical Center (BAMC) Institutional Animal Care and Use Committee's (IACUC) responsibility to oversee all biomedical research involving animals and represent society's concerns regarding the welfare of animal subjects, this policy defines the procedures to be followed for review of addenda to previously approved research during the period for which approval is authorized.
2.  SCOPE:  In accordance with Title 9, Code of Federal Regulations, Subchapter A, Part 2, Section 2.31, Animal Welfare Act Regulations, and IACUC Policy A-02, U.S. Army Institute of Surgical Research/Brooke Army Medical Center Institutional Animal Care And Use Committee,  significant changes to previously approved research must be submitted by the Principal Investigator to the IACUC in the form of an addendum for review and approval.  The IACUC may review addenda at a convened meeting of the IACUC or use a designated member review procedure.  Under the designated member review procedure, the review may be carried out by a Subcommittee of two or more IACUC members designated by the Chair with a 4-day suspense.  

3.  GUIDELINES:  The question of whether a change to a protocol is significant enough to require an addendum or requires a new protocol is often difficult to answer.  The following are suggestions made by the IACUC that allow the IACUC to fulfill its purpose of overseeing animal welfare considerations.

     a.  Insignificant changes require no IACUC notification; although the principal investigator should consult with the attending veterinarian.  Examples of insignificant changes are:

          (1)  Changing a bandage twice weekly instead of once weekly.

          (2)  Feeding animals three times daily instead of twice daily.
________________

*This policy supersedes IACUC Policy A-08 dated 21 March 2003
     b.  Minor adjustments in the procedures of a protocol often become necessary during the early stages of a study.  Minor adjustments should be submitted as a written memorandum or electronic mail to the attending veterinarian and the IACUC Chair for consideration.  Such a route is appropriate for:

          (1)  Adjustments in injection site or dose of a drug. 

          (2)  Adjustments in a surgical procedure that does not constitute an additional major survival surgery.


          (3)  Improvements in animal housing and care that improve animal care but do not impact 

on the scientific or statistical validity of the study.

          (4)  Increases or decreases the number of blood samples drawn from an animal so long as it does not exceed the allowable withdrawal for that species.

          (5)  Addition of an antibiotic to the treatment regimen.

          (6)  Changes in quarantine procedures that do not lessen the duration or endanger the quality of quarantine, i.e., baseline screening, deworming, special diet, etc.

          (7)  Changes of personnel on active studies, other than the Principal Investigator.

     c.
 An addendum is to be used to gain acceptance for a variation in the conduct of a protocol.  In general, an addendum is used to correct problems that arise during the conduct of a study or to continue a study where the goal has not changed but the methods and procedures have been modified to better achieve the goals.  An addendum requires action by the IACUC before the changes can be initiated.  Justification must be given for the changes requested.  An addendum is appropriate to initiate a change regarding:

          (1)  The number of animals per group.

          (2)  The number of groups in an experiment.

          (3)  The treatment schedule.

          (4)  The duration of an experiment.

          (5)  An improvement in the procedures which does not affect pain classification.

          (6)  The quality of anesthesia, i.e., type, use of paralytics, postoperative analgesics.

          (7)  The species used as the animal model.

          (8)  Number and complexity of surgical procedures.

          (9) Confinement/restraint procedures.

          (10) Treatment methods.

     d.  Addenda are required in the following situations and must include additional information/documentation:

          (1)  A change in the Principal Investigator of a protocol must be approved by the IACUC and is subject to signature approval by the Institutional Official.  A new principal investigator of an ongoing study must submit signed assurances.

          (2)  To obtain additional information that can be easily accrued using the same methods as the existing protocol.  If the direction of the original study is changed, a new literature search must be conducted to assure non-duplication of effort.  Any changes to the instrumentation/surgical procedures must also be described.  The following are examples:

                (a)  Testing of the efficacy of a different type of antimicrobial agent to prevent 

infection.

                (b)  Testing the efficacy of different resuscitation fluids that have entirely different 

modes of action to prevent ischemia/reperfusion injury.

     e.  A new protocol is required when the overall approach to a research issue must be changed 

and these changes are of such magnitude that the resulting protocol would bear little resemblance to the original protocol once the proposed changes are implemented.  Initiating a new protocol insures that the new approach or procedure has scientific soundness and statistical validity and that impact on the experimental animal is given due consideration.

4.  PROCEDURES:
     a.  The Principal Investigator shall submit addenda to the Animal Research Protocol 

Coordinator.
     b.  The Animal Research Protocol Coordinator shall forward addenda to the IACUC Chair to determine the method of review.  
          (1)  The IACUC Chair may designate a subcommittee of two or more members to review and approve an addendum with a 4-day suspense.  The subcommittee shall have the same responsibilities and authority as that of the full IACUC, except disapproval.  All IACUC members will be provided with a copy of the addendum and given the opportunity to request full Committee review.   If any IACUC member requests full committee review prior to the suspense date, the addendum must be presented at the next convened meeting of the IACUC for review and approval.

          (2)  The Chair may determine that the addendum must be reviewed at a convened meeting of the IACUC.  The addendum will then be put on the agenda to be reviewed at the next convened meeting of the IACUC.
          (3)  All other administrative procedures shall be conducted as outlined in IACUC Policy A-02, U.S. Army Institute of Surgical Research/Brooke Army Medical Center Institutional Animal Care and Use Committee.













































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








       -original signed-
                                                                             DAVID G. BAER, Ph.D.




    







                          Chair, IACUC

APPROVE/DISAPPROVE
-original signed-
JOHN B. HOLCOMB

Colonel, MC

Institutional Official
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