  
VA PITTSBURGH HEALTHCARE SYSTEM 

Institutional Animal Care and Use Committee (IACUC)
Institutional Biosafety Committee (IBC)
AMENDMENT REQUEST FORM

Instructions: 

I. This form must be completed when requesting IACUC or IBC approval for changes to study procedures and/or other protocol documents, as well as research staff changes on an approved Animal Component of the Research Protocol (ACORP).  The revised form(s), as applicable, must accompany this amendment request form.  Be sure to highlight all changes.
II. The following items cannot be requested using this form.  A new protocol application must be submitted to incorporate the following changes:
· Adding procedures that do not logically relate to the specific aims of the original protocol

· A proposed major change in the scientific aims of the original protocol application

· Switching from non-survival to survival surgery

· Switching from single to multiple major survival surgeries (major surgery opens a body cavity)

III. Please do not submit an amendment while a prior amendment is pending review.  
IV. This amendment will require appropriate subcommittee approvals prior to initiation. 

Principal Investigator:       
MIRB Number:       
Protocol Title:       
I certify that none of the requested changes, including personnel, will begin until I have received approval from the appropriate subcommittees.

I attest that the Scopes of Practice submitted are appropriate to the duties performed.

___________________________________


     
Principal Investigator (please sign)



Date

PLEASE ANSWER All OF THE FOLLOWING QUESTIONS:

1. Is the purpose of the amendment to make changes to personnel? 
 FORMCHECKBOX 
 YES (submit new Staff Form)









 FORMCHECKBOX 
 NO



Please list all study personnel being removed:      
Please list all study personnel being added:       
Submit a revised Scope of Practice for the personnel being added, if new duties are to be performed.








 

Please describe the exact duties/procedures the person will perform on this study (in lay 
language).      


Please describe their training and experience to perform the procedures described.      
(Please make changes on the ACORP, section E2, E4, G and any other applicable sections or Appendices.)

2.    Will new personnel be working in the VAPHS Animal Research Facility (ARF)?
 FORMCHECKBOX 
 YES **  











 FORMCHECKBOX 
  NO
** Personnel must schedule Animal Research Facility Orientation with the ARF Manager prior to conducting any animal procedures.
** If personnel are working at Animal Biosafety Level 2 (ABSL-2), he/she must be trained by the Biosafety Officer prior to conducting those procedures.
3. 
Is the purpose of this amendment to change the location of where research is performed?          

             FORMCHECKBOX 
 YES
       FORMCHECKBOX 
 NO
(Please revise and highlight changes on ACORP, any other Appendices, and the Part II: Safety Form, Section B1b, where applicable)

4.
Will this amendment alter procedures involving animal experiments?  
 FORMCHECKBOX 
 YES (complete Section A)    











         
 FORMCHECKBOX 
  NO


5.  
Will this amendment involve a change in safety elements?  
 FORMCHECKBOX 
 YES (complete Section B)      











      
 FORMCHECKBOX 
 NO
A.
PLEASE ANSWER THE FOLLOWING QUESTIONS TO REQUEST CHANGES TO YOUR APPROVED ANIMAL 
ACORP: (FOR REVIEW BY THE IACUC) For each Yes answer, please highlight the changes made to the ACORP and Appendices and submit the revised form(s) with this request. 
1.   Is the purpose of the amendment to add animals of the same or different strain?       Yes   
 No 
      
Briefly describe why and state how many additional animals are requested.       

Calculate and list the percent increase of the number of animals from the original protocol and summarize any other additions/requests already submitted and approved.       
2.   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 animals are being 
substituted       

3.   Is the purpose of the amendment to remove or add a test substance(s)?  
               Yes   No 
List the substances being removed:       (IBC approval may also be required, please refer to      Section B below; NOTE-Appendix 3 and Part II Section E2 will need to be revised)
List the substances being added:        (IBC approval may also be required, please refer to      Section B below; NOTE-Appendix 3 and Part II Section E2 will need to be revised) 

Briefly describe the reason for adding the new substance(s):      

Provide the dose      route       volume       and frequency         

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.       
4.  Is the purpose of the amendment to add a new procedure(s) to the existing protocol?   Yes    No 
    (NOTE-Appendix 5 may require revision)
If yes, please describe the new procedure(s)      
Provide a rationale for adding the procedure(s)      
Comment on whether this procedure will change the pain category assigned to this protocol.       

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.       
5.  Please address how this change logically relates to the specific aims described in the approved protocol (other   than personnel changes).      
B.
PLEASE ANSWER THE FOLLOWING QUESTIONS TO REQUEST CHANGES TO YOUR APPROVED 
PART II: 
SAFETY FORM and APPENDIX 3: (FOR REVIEW BY THE IBC)
1. Is the purpose of the amendment to add the use of human cells or tissue samples that will be processed by researchers?   


 YES (Please highlight changes on Part II, Section B1)


 NO  

Please describe the human tissue/specimen/cell lines to be added:      
2. Will this amendment involve a change in the type of pathogen (bacteria, virus, fungus, parasites or rickettsiae) or microbial toxin (endotoxin/LPS) used?  


 YES (Please highlight changes on Part II, Section B2)


 NO  

Please describe the hazardous microorganism, agent or toxin and indicate the biosafety level:     
Does this represent a change in the biosafety level for biohazards already listed on this protocol?
 YES 
 NO
3.  Does this amendment involve a change in shipping Biological Hazards/Infectious Substances? 

      YES (Please highlight changes on Part II, Section B4h)

       NO 
4.  Is the purpose of the amendment to add new recombinant DNA materials or synthetic nucleic acid molecules (e.g., siRNA) to the existing protocol? 


 YES (Please answer all questions on Part II, Section C for any NEW materials)



 NO  



Please describe the recombinant DNA materials or synthetic nucleic acid molecules to be added and 
indicate the biosafety level of the material:       


Does this represent a change in the biosafety level for recombinant materials already listed on the 
protocol?



 YES



 NO
5.  Are new chemicals being added to the protocol? 


 YES (Pease highlight changes on Part II, Section D3 and submit a revised chemical matrix- 

         list and highlight the new chemicals)

  NO 

6.  Does this amendment involve use or alterations in the use of Ionizing Radiation?


 YES (Complete Part II, Section G and submit Part V for Radiation Safety Committee Approval)


  NO
7.  Does this amendment involve use or alterations in the use of Non-Ionizing Radiation?


 YES (Complete Part II, Section G)


  NO
8.  Will there be any additional/unusual Physical Hazards as a result of the proposed amendments?  Examples of physical hazards include extreme cold (-80 freezer and liquid nitrogen), electricity, and noise. 
 YES (Complete Part II, Section H)



  NO  
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