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REQUEST FOR CHANGE

Cover Page
Instructions: A change includes any difference in the approved protocol, i.e., title, personnel responsibilities, qualifications, and/or experience; purpose of the study; potential value of the study; justification of the number
of animals requested; preparative regimen; pain control during procedures; procedures; post-procedure monitoring; postprocedure analgesic agents; postprocedure antibiotic agents; site of animal housing; site of study; restraints; method of euthanasia.

This cover page requests identifying information and must be submitted for all requests for change.  The information should be typed.

IACUC #:      
TITLE OF PROTOCOL:      
PRINCIPAL INVESTIGATOR:      
DEPT:      
CAMPUS ZIP:      
PHONE:      
EMAIL ADDRESS:      
INDICATE ANY CHANGE IN PERSONNEL DESIGNATED TO RECEIVE COPIES OF ALL IACUC CORRESPONDENCE:      

EMAIL ADDRESS:      
Indicate below the type of change(s) you are requesting:  


 FORMCHECKBOX 
 Change in Study Title 



 FORMCHECKBOX 
 Change in Study Personnel



 FORMCHECKBOX 
 Change in Protocol (Add additional pages as needed.)*
*Submission of a revised IACUC application that incorporates the changes described below (and all previously approved changes if they have not yet been incorporated) in all appropriate Sections is required.  In order to ensure that the currently requested changes are clear to the IACUC reviewers, please underline the modifications.  In addition, in the modified text, please indicate the date the change was submitted.  This method ensures one complete, up-to-date document for continuing review, USDA inspections, AAALAC site visits, etc.  Submissions without a revised IACUC application in the format described above will be returned without review.
Investigator Certification
Signature below or electronic submission of this form certifies that the proposed changes are necessary for either scientific, animal welfare or grant application reasons in order to continue the research project and verifies authorization by principal investigator to change study protocol.
______________________________________                   _________________________
Signature of Principal Investigator                                                           Date
CHANGE IN STUDY TITLE
The title of your approved IACUC application can be changed (additions or deletions made) for any reason, but changes in title are not required by either Sponsored Programs or the IACUC.  The change(s) in title may not be adequate to ensure the funding agency that the Institution has approved the use of animals in your grant. If you have any further questions, contact Sponsored Programs Administration. 

A.
List Titles to be Added: 
B.
List Titles to be Deleted: 
CHANGE IN STUDY PERSONNEL
A.  Personnel to be Added 

Requirements to Conduct Research on Animals

All personnel to be listed on an approved, active protocol are required to:

· Complete the IACUC Basics Training Course.  This course is completed on-line. 
· Complete the information regarding Study Personnel-Section 1-5. The IACUC must ensure that personnel conducting procedures on animals are appropriately qualified and trained in those procedures OR that an appropriate training plan is proposed. Do not include information related to training such as the IACUC Basics, CM training requirements, etc.

Refer to the IACUC website www.unmc.edu/iacuc to access the course and to view examples of Study Personnel.
Prior to live animal contact or animal tissue/fluid contact, all personnel are required to: 

· Complete the Occupational Health and Safety Training Module. This training module is assigned through Blackboard. 

· Submit a Confidential Health History Questionnaire to Employee Health. This questionnaire is available on-line.

· Complete Facility Procedures/Orientation Training. A walk-through training session of the animal facility is conducted by a CM Facility Manager.

· Complete applicable Species-Specific Training. The use of rodents, non-human primates, and sheep require additional training.  

Refer to the Comparative Medicine website www.unmc.edu/dept/comparativemed for detailed instructions. 

Study Personnel: Responsibilities, Qualifications and Experience.  On a separate page for each individual complete sections 1-5. Note: All individuals who will perform procedures must be knowledgeable about the biology of the species under study and must be fully qualified by training and experience to carry out the procedures assigned to them OR have a proposed training plan. All individuals who lack specific procedural qualifications or training may be trained under the direct supervision of qualified experienced personnel.   

For each person, address all the following, in sequence.   

1. Name:  


Choose a Role:


__ Principal Investigator

__ Secondary Investigator
     



__ Research Associate

__ Postdoctoral Associate

__ Technician/Technologist

__ Student

__ Faculty Advisor

2. Responsibilities:  Indicate the specific responsibilities of this named individual for this protocol.  Each of the procedures must be fully described in the appropriate sections of the IACUC application (do not repeat a detailed description of each 
procedure). Ensure that all responsibilities and procedures listed in the protocol are assigned to an individual. Do not include any responsibilities that are not relevant to this protocol.


__ Supervision of the Protocol




__ Breeding Colony Management



__ Surgical (Identify the specific surgery):________________________________________





__ Non-Surgical (Identify the specific procedure):___________________________________





__ Preparative regimen






__ Pain Control





__ Post-procedure monitoring





__ Euthanasia





__ Care of the Animals





__ Other 






(Specify):_______________________________________________________________


3. Relevant Training and Experience. 
a. For each responsibility identified in section 2, describe how this named individual received his/her training/experience.

b. For each responsibility, provide the length of time the individual has performed/supervised the procedure(s).

c. For each responsibility, provide the number of times the individual has performed/supervised the procedure(s).

4. Knowledge of Species
a. Describe the educational background that has provided this individual with his/her knowledge of the biology (i.e. behavioral, physiological, and/or anatomical characteristics) of the selected species and/or strain? 

b. Provide the length of time this individual has worked with this species. 

5. Proposed Training (if applicable) If this individual has not received the necessary training for any 


listed responsibilities assigned in section 2, describe the following: 


a. Responsibilities listed in section 2 for which they will be trained.


b. Detailed description of the training they will receive.



c. Expected date of completion of the training.

d. Experienced personnel who will provide the training.

Note: Upon completion of the training, you must submit a “Documentation of Training” form to the IACUC. Until that form has been submitted, the PI must ensure that all listed study personnel that are to be trained will be supervised by qualified individual(s). Submission of this form certifies that the individual is qualified to work independently. 

B. List Personnel to Be Deleted (PI should ensure that responsibilities of these personnel are covered by remaining or added personnel):


CHANGE IN PROTOCOL
Per requirements of the PHS, USDA and UNMC/UNO policies, changes in approved research protocols that potentially affect live animals cannot be initiated without IACUC review and approval.  However, under exceptional circumstances involving acute pain or distress that present an immediate health hazard, or when interventions/changes are required to immediately prevent an adverse event, or when circumstances require immediate medical treatment of an animal, changes may be initiated without prior approval.  Whenever possible, Comparative Medicine (CM) should be contacted prior to initiating such changes.  If circumstances prevent you from notifying CM prior to the change, you should notify them as soon as possible.  Any changes implemented under these exceptions will still require subsequent review and approval by the IACUC at the earliest opportunity. 

Submission of a revised IACUC application that incorporates the changes described below (and all previously approved changes if they have not yet been incorporated) in all appropriate Sections is required.  In order to ensure that the currently requested changes are clear to the IACUC reviewers, please underline the modifications.  In addition, in the modified text, please indicate the date the change was submitted.  This method ensures one complete, up-to-date document for continuing review, USDA inspections, AAALAC site visits, etc.  Submissions without a revised IACUC application in the format described above will be returned without review.

A. Requested Change(s): Check all that pertain and be sure to address the applicable sections (listed in parenthesis) on the submitted revised IACUC application.
 FORMCHECKBOX 
 Research Design (Section III.7)

 FORMCHECKBOX 
 Animal Strain (Section II.2 and III.6)
 FORMCHECKBOX 
 Number of Animals (Section II.2 and III.7)
 FORMCHECKBOX 
 Biohazardous Materials (Section II.3)
 FORMCHECKBOX 
 Preparative Regimen (Section III.9)

 FORMCHECKBOX 
 Anesthetics, Sedatives and/or Analgesics during Procedure (Section III.10)
 FORMCHECKBOX 
 Procedures (Section III.11a)
 FORMCHECKBOX 
 Breeding Animals due to Experimental Design (Section II.2, III.7a, III.7b, III.11b,  and 




   Addendum A)
 FORMCHECKBOX 
 Frequency/Duration of Monitoring (Section III.12) 

 FORMCHECKBOX 
 Criteria for Monitoring Animal Pain/Well-being (Section III.13)
 FORMCHECKBOX 
 Post-Procedure Analgesics (Section III.14)
 FORMCHECKBOX 
 Antibiotic Use (Section III.15)
 FORMCHECKBOX 
 Exceptions to Regulations/Guidelines/Polices (Section III.16)

 FORMCHECKBOX 
 Site of Study (Section III.18 and/or Section III.19)

 FORMCHECKBOX 
 Criteria for Euthanasia (Section III.20)

 FORMCHECKBOX 
 Method of Euthanasia (Section III.21)

 FORMCHECKBOX 
 Criteria for Death (Section III.22)
 FORMCHECKBOX 
 Other 

B.
Description of Change(s).  Provide a summary description of each proposed change in protocol and state the rationale for each change.  
C. Impact on Animal Well Being.  Are you adding a new or revised procedure and/or condition that will potentially cause more than momentary pain, discomfort, or distress?

 FORMCHECKBOX 
 NO
The request for change does not include induced or spontaneous conditions, phenotypic 





attributes, and/or procedures that will cause more than momentary slight pain, discomfort, or 





distress.

 FORMCHECKBOX 
 YES
The new or revised procedure(s) and/or condition(s) will potentially cause more than 






momentary pain, discomfort, or distress but the adverse effects expected are 




unchanged from the original protocol have already been reviewed and approved in 





the original protocol.
 FORMCHECKBOX 
 YES
The new or revised procedure(s) and/or condition(s) will potentially cause more than 






momentary pain, discomfort, or distress that has not been reviewed by the IACUC. 






Complete Section III.8a-c on the revised application to address the magnitude, 






duration, and alternatives to the proposed procedure(s) and/or condition(s).
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