Amendment:  Animal Component of Research Protocol
Pittsburgh VA Medical Center

[bookmark: Text3]Date:       

[bookmark: Text9]Principal Investigator      		

[bookmark: Text5]Approved VAPHS Protocol #:      

[bookmark: Text10]Protocol Title:      

[bookmark: Check1][bookmark: Check2]1.  Is the purpose of the amendment to make changes to personnel?[footnoteRef:1]  			             Yes |_| No |_|   [1:  All personnel changes require the submission of revised Research Project Staff Form. All personnel must be VA employees or WOC and provide evidence of VA required training. Those seeking access to the VA ARF must also submit an “Application for Access to Research Secured Area,
] 


a. [bookmark: Text21]If yes, please list all study personnel being added:       
b. [bookmark: Text26]For each person being added, describe their education, training, and experience with experimental animals, in general, AND, describe their experience performing the exact procedures in the species described in the ACORP. A listing of academic degrees alone is not adequate. If personnel do not have experience with the exact procedures described in the ACORP, please describe how they will be trained, who will train them, and what the training experiences or qualifications of the person(s) doing the training are:      
c. [bookmark: Text27]Please list all study personnel being removed:      
d. Are all personnel being added to the project enrolled in the Animal Exposure Preventive Medicine Program at VAPHS?[footnoteRef:2] Yes |_| No |_|   [2:  Personnel working with animals in any of the following capacities must be enrolled in the AEPMP: 
a. Are involved in the care of animals or their living quarters;
b. Have contact with animals (live or dead), their fresh, frozen, or non-fixed tissues, body fluids or waste, or 
c. Are exposed to Waste Anesthetic Gases (WAGs) as a function of their work/contact with animals.  
] 

e. Are all personnel being added to the project enrolled in the Animal Exposure Preventive Medicine Program at the University of Pittsburgh (only for Off-site Investigators)?: Yes |_| No |_|  


[bookmark: Check5][bookmark: Check6]2.  Is the purpose of the amendment to add animals of the same or different strain?                  Yes |_| No |_|  
[bookmark: Text6]            Briefly describe why and state how many additional animals are requested.       

[bookmark: Check3][bookmark: Check4]3. Is the purpose of the amendment to request substitution of animals with a different strain?   Yes |_| No |_|     	Briefly describe why the substitution of animals is requested and state how many 
[bookmark: Text20]            animals are being substituted       
     
[bookmark: Check7][bookmark: Check8]4.  Is the purpose of the amendment to add a new test substance(s)?  			               Yes |_| No |_| 
a. List the substances being added:      
b. Briefly describe the reason for adding the new substance(s):      
c. [bookmark: Text16][bookmark: Text17][bookmark: Text18][bookmark: Text19]Provide the dose      route       volume       and frequency         
d. If the new substance(s) has the potential to cause pain and/or distress, please describe the nature of the  pain and/or distress, the criteria that will be used to assess pain and/or distress, and what will be done to alleviate the potential pain and/or distress.       



[bookmark: Check9][bookmark: Check10]5.  Is the purpose of the amendment to add a new procedure(s) to the existing protocol?          Yes |_| No |_|  
a. [bookmark: Text11]If yes, please describe the new procedure(s)      
b. [bookmark: Text12]Provide a rationale for adding the procedure(s)      
c. [bookmark: Text13]Comment on whether this procedure will change the pain category assigned to this protocol.       
d. [bookmark: Text8]If the new procedure(s) has the potential to cause pain and/or distress, please describe the nature of the  pain and/or distress, the criteria that will be used to assess pain and/or distress, and what will be done to alleviate the potential pain and/or distress.       

6.  Please address how this change logically relates to the specific aims described in the approved protocol.
[bookmark: Text28]     
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