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Annual Review of Approved IACUC Protocol Application/
IACUC Protocol Amendment Application
Instructions: 

1. Approved protocols for the use of animals in research and teaching must be reviewed at least annually by the Appalachian IACUC. 

2. All changes to the approved protocol must be reviewed and approved by the Appalachian IACUC. Please note that some changes require a new protocol (see section III below).
3.  Complete and send the request form electronically to iacuc@appstate.edu.  

4.  If you do not have electronic signature, send completed form with signatures to IACUC / ORSP / JET Bldg or 387 Rivers St. / Boone, NC 28608; or fax to (828)262-2709.
NOTE:  Before completing this form, determine whether your changes will require a new protocol.  Please refer to page 2 to see a list of significant changes to your procedures which require IACUC review of a replacement protocol.
Protocol Number:      

Principal Investigator:      
Protocol Name:      



Department:      


Animal Species:      



Total Number Approved:          
Total Used to Date:           Protocol Expiration:      
Check one:

	


 Annual Review Request (page 1)
	


 Modification/Amendment Request (page 2)
	


Both

ANNUAL REVIEW OF APPROVED IACUC PROTOCOL
Section I:  Progress 

1. What activities were performed last year?      
2. Please describe any unanticipated results or events encountered during the past year that have not been previously reported to the IACUC Chair.       
Section II:  Status
	


All animal use in the approved protocol has been completed.  This study can be closed.  (Please skip to the signature section.)
If animal use is to continue, please answer the following questions:

1. What activities will you perform next year?      
2. How many animals will you use next year?      
	


  Change in personnel:

       Personnel no longer working on project:    
       New personnel (Note:  a change in PI requires a new protocol to be submitted for review):
	Name
	Role (e.g, PI, co-I, Research Assistant, Research Coord., Faculty Advisor, etc.)
	Responsibilities: Please describe primary activities this person will conduct.
	Completed CITI Training?

	     
	     
	     
	Yes

	     
	     
	     
	Yes


Note:  New faculty investigators should complete the Research Personnel Form, see page 4.

	


  I have other changes.  [NOTE:  If you have changes other than personnel, you must review, complete and submit the Modification/Amendment Request portion of this document starting below.]

	


 I have no changes:  A continuation of the protocol as previously approved is anticipated with no changes to personnel or procedures involving animals.
MODIFICATION/AMENDMENT REQUESTS
First, determine if you have significant changes which will require a new protocol

Note: If any apply, you must submit a revised protocol for IACUC review. If you have questions, please email iacuc@appstate.edu.

Examples of changes considered to be significant include, but are not limited to, changes: 

· In the objectives of a study; 

· From non survival to survival surgery; 

· Resulting in greater discomfort or in a greater degree of invasiveness; 

· In the species or in approximate number of animals used

1. For Appalachian, the change is greater than a 10% increase in mice or rats, or

2. An increase of 1 of any species other than mice or rats; 

· In Principal Investigator; 

· In anesthetic agent(s) or the addition, application  or withholding of analgesics; 

· In the method of euthanasia;

· In the duration, frequency, or change in procedures which result in a higher Pain Class performed on an animal; or
· Which increase health and safety risk to research personnel.
	


I have changes that require a revised protocol.  (Complete Section I, sign this form, and submit with a replacement protocol.)
	


I have only minor changes as described below.  (Complete all sections.)
Section I: Summary

Please summarize the changes you are making to your approved protocol:
     
Section II: Minor Changes:
Please check and answer all that apply.  These changes do not require a new protocol.
A. 
	


  Change in personnel: (Note: If already filled out on page 1, skip to part B)
       Personnel no longer work on project:    
       New personnel (Note: a new PI requires a new protocol):

	Name
	Role (e.g, PI, co-I, Research Assistant, Research Coord., Faculty Advisor, etc.)
	Responsibilities: Please describe primary activities this person will conduct.
	Completed CITI Training?

	     
	     
	     
	     Yes

	     
	     
	     
	     No


Note:  New faculty investigators should complete the Research Personnel Form, see page 5.

B.

	

	


Decrease in number of animals to be used.

Please provide new number and explanation:     
	


Change in non-surgical procedures which will not increase degree of discomfort or invasiveness.
Please describe change:     
	


 Increase of up to 10% rats and mice.

Please provide explanation and justification of increase:      
	


Need to repeat an experiment.

	


 Additional noninvasive sampling.

	


Change in strain or sex.
	


Other changes not described above. Please describe change:     
Section III:  Signatures 
By submitting this request, the Principal Investigator accepts responsibility for ensuring that all members of the research team:  1) complete the required CITI training and any other necessary training to fulfill their study responsibilities, 2) follow the study procedures as described in the IACUC approved application and comply with all IACUC communication.
The parties (i.e., the IACUC and the Principal Investigator) have agreed to conduct this application process by electronic means, and this application is signed electronically by the Principal Investigator.

My name and email address together constitute the symbol and/or process I have adopted with the intent to sign this application, and my name and email address, set out below, thus constitute my electronic signature to this application.


     

                                                                    



     
  PI Name





     PI Email address


Date:


















__     ___  

                                                                    



          

  Added Personnel:




     Email address:


Date:

            

                                                                    



          

  Added Personnel:




     Email address:


Date:

__     ___  

                                                                    



          

  Added Personnel:




     Email address:


Date:

To be completed by IACUC staff and Chair:

Date of Original Approval:   _______________         


Approval signature:      _________________________________    Approval date:   ____________
Research Personnel Form

All faculty/staff submitting applications to the IRB, IACUC, IBC or Radiation Safety Officer should complete this form. 

Form Instructions:

1. Complete and submit with CV (if applicable) to the Office of Research Protections at compliance@appstate.edu.  A CV may be submitted to demonstrate procedural expertise.

2. The form only needs to be submitted once as long as training listed is current. When training is updated, an updated form should be sent to Research Protections.

	Name:    Click here to enter text.
	Position:   Choose an item.
	Date Submitted: 

 Click here to enter a date.

	ASU Box or mailing address:  


	Phone Number:

 Click here to enter text.


	Department:   Click here to enter text.
	

	
	Check here if you are including a CV with this form.

	Training, Experience, and Certification

	Select all that apply:
	List Provider

	
	CITI training for Human Subjects Research (Social and   Behavioral         Research) (IRB
	CITI

	
	
	

	
	CITI training for Human Subjects Research (Biomedical Research)   (IRB)
	CITI

	
	
	

	
	CITI training for Working with the IACUC & Basic Health and Safety (IACUC)
	CITI

	
	
	

	
	CITI training for specific animal species (IACUC) list species: 

     .
	CITI

	
	
	

	
	Biological Shipment Training
	Date of Initial Training:     
Date of Next Training:     
	     

	
	
	
	

	
	OSHA Bloodborne Pathogens Training
	Date of Initial Training:     
Date of Next Training:     
	     

	
	
	
	

	
	Phlebotomy Training
	Date of Initial Training:     
Date of Next Training:     
	  Click here to enter text.

	
	
	
	

	
	Radiation Safety Training
	Date of Initial Training:     
Date of Next Training:     
	  Click here to enter text.

	
	
	
	

	Please include any relevant training or experience applicable to your area of research which is not included in your previous selections:

	

	Signature & Date:
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