IV. PROTOCOL AMENDMENTS

A. Amendment Submission Outline
1. The primary investigator shall submit an amendment to the IACUC Administrator. 

2. The IACUC Administrator shall contact the attending veterinarian to determine whether an amendment reduces the severity of animal procedures. 

3. For an amendment resulting in a reduction of the severity of animal procedures: 

The IACUC Administrator shall: 


a. Obtain the approval of the Institute’s attending veterinarian. 

b. Notify the UNTHSC IACUC of the expedited review action at the next scheduled meeting. 

The attending veterinarian: 

a. Shall have the same responsibilities and authority as that of the full UNTHSC IACUC except disapproval. 

b. May request submission of the amendment to the full committee at the next scheduled meeting. 

If the attending veterinarian has a conflicting interest: 

a. He/She shall not participate in the review of the amendment except to provide information as requested by other members of the UNTHSC IACUC. 

b. Another member of the UNTHSC IACUC shall be selected at random by the Institute’s IACUC Administrator to review the amendment. 

If the attending veterinarian is unavailable due to leave, the alternate veterinarian or another member of the UNTHSC IACUC shall be selected at random by the IACUC Administrator to review the amendment. 

4.  For amendments not resulting in a reduction of the severity of animal procedures: 

The IACUC Administrator shall: 

a. Notify all members of the UNTHSC IACUC in writing that an amendment has been submitted. This written notification shall contain, at a minimum the title of the study, the number of the amendment. 

b. Forward a copy of the amendment and parent protocol to any member of the UNTHSC IACUC who requests such information. 

Members of the UNTHSC IACUC may request: 


a. A copy of the written amendment and supporting documentation. 


b. Submission of the amendment to the full committee at the next scheduled meeting. 
If full committee review is not requested by any member of the UNTHSC IACUC after distribution of the amendment, the Chair shall designate at least two members of the UNTHSC IACUC to conduct the review. Any UNTHSC IACUC member who has a conflicting interest shall not participate in the review of that amendment except to provide information requested by the UNTHSC IACUC. 

The UNTHSC IACUC Subcommittee shall have the same responsibilities and authority as that of the full UNTHSC IACUC except disapproval.
B. REQUEST FOR ADDITIONAL OR REPLACEMENT ANIMALS

A concerted effort to minimize the use of animals is undertaken by the UNTHSC IACUC at the time of initial review of all research protocols involving the use of animals. However, there is the possibility of unforeseen technical difficulties and additional or replacement animals may be necessary for completion of an approved research protocol. 
1. The Chair is authorized by the UNTHSC IACUC to increase the number of animals up to 50% or the number requested for a previously approved research protocol during the period for which the approval is authorized. 
a. The Veterinarian will assure that the information sought by the use of the additional/replacement animals is sufficiently important to warrant their use. 

b. In reviewing the request the Veterinarian may exercise all the authorities of the UNTHSC IACUC except that the Chair may not disapprove a request of additional/replacement animals. A request for additional/replacement animals may 


be disapproved only after review by the full committee. 
c. This authorization is not valid for those research protocols involving the use of dogs or cats. Requests of additional/replacement animals for research protocols 


involving the use of dogs or cats shall be reviewed by the full Committee. 

d. The Veterinarian may not exercise this authority for protocols on which the Veterinarian is a principal or associate investigator. 

e. The Veterinarian will notify the UNTHSC IACUC at the next scheduled meeting 

of any request for additional/replacement animals approved using this authorization. This action will be documented in the written minutes of the meeting. 

2. The primary investigator shall submit a written request to the IACUC Administrator who shall submit the request and the research protocol file to the Chair of the UNTHSC IACUC for review. 

3. The UNTHSC IACUC may restrict, suspend or terminate this authorization. 

4. Administrative Procedures: 
a. Procedures of Approved Requests: When a request for additional/replacement animals is approved by the Chair of the UNTHSC IACUC: 

• The primary investigator shall be notified of the UNTHSC IACUC’s decisions, conditions and requirements. 

• The approved request shall be filed in the Institute’s active protocol and committee files. 

b. Procedures for Deferred Requests: When a request for additional/replacement animals is deferred: 

• The primary investigator shall be notified of the UNTHSC IACUC’s decisions, conditions and requirements. 

•The reasons for the UNTHSC IACUC’s decision shall be provided to the primary investigator in writing and he/she shall be given the opportunity to respond. 

•The request shall be removed for the Institute’s active protocol files if the investigator cannot satisfy the UNTHSC IACUC. 
C. AMENDMENT FOR ANIMAL USE PROCEDURES

In accordance with Title 9, Code of Federal Regulations, Subchapter A, Part 2, Section 2.31, Animal Welfare Act and in accordance to PHS Policy (IV, B,7) requires primary investigators to seek IACUC approval for significant protocol changes. The UNTHSC IACUC may use an expedited review procedure to review minor changes in previously approved research during the period for which the approval is authorized. Under the expedited review procedure, the review may be carried out by the Chair or by one or more experienced reviewers designated by the Chair form among the members of the UNTHSC IACUC. 
Guidelines: The question of whether a change to a protocol is major enough to require an amendment or requires a new protocol is often difficult to answer. The following are suggestions derived from The IACUC Handbook, Chapter 10, “Amending IACUC Protocols”, Silverman, J., Suckow,M.,Murthy, S. which allows the UNTHSC IACUC to fulfill its purpose of overseeing animal welfare considerations. 

1. Insignificant changes require no UNTHSC IACUC notification; but before a change is effected, the primary investigator should consult with the attending veterinarian. Examples of insignificant changes are: 


a. Changing a bandage twice weekly instead of once weekly. 


b. Feeding animals three times daily instead of twice daily. 

2. Minor adjustments in the procedures of a protocol often become necessary during the early stages of a study. Minor adjustments should be submitted as written memorandum or electronic mail to the attending veterinarian for consideration. Such a route is appropriate for: 


a. Adjustments in injection site or dose of drug. 

b. Adjustments in a surgical procedure which does not constitute an additional major survival surgery. 

c. Improvements in animal housing and care that improve animal care but do not impact on the scientific or statistical validity of the study. 

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


e. Addition of an antibiotic to the treatment regimen. 
f. Changes in quarantine procedures that do not lessen the duration or endanger the quality of quarantine, i.e. baseline screening, deworming, special diet, etc. 

3. An Amendment is to be used to gain acceptance for a variation in the conduct of a protocol. In general, an amendment 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 amendment requires action by the UNTHSC IACUC before the changes can be initiated. Justification must be given for the changes requested. Any additional expenditure of resources should also result in an amendment. An amendment is appropriate to initiate a change regarding: 


a. The number of animals per group. 


b. The number of groups in an experiment. 


c. The treatment schedule. 


d. The duration of an experiment. 


e. An improvement in the procedures which does not effect the pain classification. 


f. The quality of anesthesia, i.e., type, use of paralytics, postoperative analgesics. 


g. The species used as the animal model. 

h. Methods of statistical analysis, i.e., change from descriptive to nonparametric statistics. 


i. Number and complexity of surgical procedures. 


j. Confinement/restrain procedures. 


k. Treatment methods. 

4. Frequently during the course of a study, findings may lead an investigator to seek additional information, which can be easily accrued using the same methods as the existing protocol.  Since the information to be sought is related to the previously approved study, an amendment may be submitted by the primary investigator. However since the direction of the original study is changed, a literature review must be conducted, including AWIC and MEDLINE searches, to assure nonduplication of effort and justification of the appropriate use of the species. If any change in instrumentation or surgical procedures must be made to accommodate the new treatment, it must be described. Examples of situation where more extensive addenda, but not entirely new protocols, are required are: 

a. Testing of the efficacy of a different type of antimicrobial agent to prevent infection. 

b. Testing the efficacy of different resuscitation fluids, which have entirely different modes of action to prevent ischemia/reperfusion injury. 
5. Other investigators may be interested in using a particular protocol to determine the effect their subject of interest. If the original primary investigator will be conducting the protocol using the other investigator’s material but otherwise not changing the procedure, this procedure may be considered using an expanded amendment. The new investigator must be included as an associate investigator. 

6. Amendments are not allowed under the following circumstances, i.e., full protocols must be submitted: 
a. An amendment cannot be used if a different investigator wants to independently perform a similar procedure as an existing protocol that belongs to someone else.. 

b. If a primary investigator leaves the Institute with unfinished active protocols and an existing associate investigator does not want to continue the study as a primary investigator, those protocols must be terminated. An exception may be made if a new person is interested in continuing the study. That individual must be present at the Institute, be familiarized with the existing protocol and the use of animals, and demonstrate his/her qualifications to use the species and perform the work. 

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

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. 
