


VA Pittsburgh Healthcare System
Request for Amendment: Part II: Research Institutional Biosafety Committee Protocol
[bookmark: Text9]Principal Investigator:      		

[bookmark: Text5]VAPHS Protocol #:      

[bookmark: Text10]Protocol Title:      

	1. Is the purpose of the amendment to make changes (i.e., add or remove) personnel?**
1a. Please list all study personnel being added:
[bookmark: Text24]     
1b. Please describe how each individual listed in 1a. is appropriate trained to perform specific procedures (or provide a statement of how they will be trained): 
[bookmark: Text25]     
1c. Please list all study personnel being removed:
[bookmark: Text23]                 
	|_| YES. Complete items 1a-1c. 
|_|  NO. Skip to item #2.


	2. Is the purpose of the amendment to alter procedures involving animal experiments?
	|_| YES. IACUC review & approval is needed. Submit the ACORP amendment form. Revise section D of Part II.
|_|  NO. Skip to item #3

	3. Will this amendment involve a change in the type of a Biological Hazard?
3a. Please describe the hazardous microorganism, agent or toxin and indicate the BSL level:
[bookmark: Text26]     
3b. Please answer all questions on Part II, Section A
3c. Does this represent a change in the BSL level for biohazards already listed on this protocol?
[bookmark: Check11]              |_| YES. Please highlight changes on Part II, Sections A
[bookmark: Check12]              |_| NO 
	|_| YES. Complete 3a-3c 
|_|  NO. Skip to item #4

	4. Is the purpose of the amendment to add the use of Human cell or tissue samples to be processed by researchers?
4a. Please describe the human tissue/specimen/cell lines to be added and indicate the BSL level:
     
4b. Please answer all questions on Part II, Section A.
4c. Does this represent an increase in the BSL level for human materials already listed on this protocol?
               |_| YES. Please highlight changes on Part II, Section A.
               |_| NO 
	|_| YES. Complete4a-4c 
|_|  NO. Skip to item #5

	5. Is the purpose of the amendment to add new animal cell line or clone(s) to the existing protocol?  
  5a. Please describe the new cell line or clone(s) and indicate the BSL level of the material:
     
                      5b. Please answer all questions on Part II, Section A.
            5c. Does this represent a change in the BSL level for animal materials already listed on this protocol? 
|_| YES. Please highlight changes on Part II, Section A.
        |_| NO
	|_| YES. Complete5a-5c 
|_|  NO. Skip to item #6

	6. Is the purpose of the amendment to add new Recombinant DNA materials to the existing protocol? 
6a. Please describe the Recombinant DNA materials to be added and indicate the BSL level of the material:
[bookmark: Text27]     
        6b. Please answer all questions on Part II, Section B for any NEW materials.
        6c. Does this represent a change in the BSL level for recombinant materials 
            already listed on the protocol?
|_| YES. Please answer all questions on Part II, Section B for any NEW materials 
                     |_| NO
	|_| YES. Complete 6a-6c 
|_|  NO. Skip to item #7

	7. Does this amendment involve shipping Biological Hazards/Infectious Substances? 

	|_| YES. Complete Part II, Section A,4. 
|_|  NO. Skip to item #8

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

	|_| YES. Complete Part II, Section F and submit Part V for Radiation Safety Committee Approval. 
|_|  NO. Skip to item #9

	9.	Does this amendment involve use or alterations in the use of Non-Ionizing Radiation?   
	|_| YES. Complete Part II, Section F. 
|_|  NO. Skip to item #10

	10.	Are new chemicals being added to the protocol?   

	|_| YES. Complete Part II, Section C and submit a revised chemical matrix, list and highlight the new chemicals.
|_|  NO. Skip to item #11

	11.	Will there be any additional/unusual Physical Hazards as a result of the proposed amendments?  

	|_| YES. Complete Part II, Section G,3. 
|_|  NO. 

	**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”.

	




ADDITIONAL INSTRUCTIONS: Review first page of Part II, and change any answers as necessary to match any revisions made to other sections as indicated above. Sign Part II,and submit the revised Part II and a copy of your originally approved Part II, along with this amendment request form, to the Research Office.


_________________________________________				________________
Principal Investigator’s Signature						Date
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