Subcommittee on Research Safety (SRS)
Request for Safety Amendment
Lexington VA Medical Center

SRS Title:


Principal Investigator: 					SRS Protocol #:	

				
	
[bookmark: _GoBack]Please provide a brief summary/abstract of the proposed changes to the initial protocol along with this application.


1. Funding source change? 

[bookmark: Check4]    Yes|_| No|_|  

    List new source: ____________________________________________

2. Title change? 

    Yes|_| No|_|  

    List new title: ________________________________________________________

3. Does this amendment include the use of any bacteria, fungi, viruses, toxins, poisons, or venoms not currently listed on VA
Form 10-0398 (Research Protocol Safety Survey) and included in the original protocol?  

[bookmark: Check1][bookmark: Check2]Yes|_| No|_|

If yes: (1) identify the agent being used, whether it is a select agent (as defined in Title 42 CFR 73), the biosafety level required, and the reason for its use; (2) indicate the concentration (or volume) to be used and the nature of any antimicrobial resistance that will be expressed (if applicable); (3) describe the containment procedures and equipment to be used in handling and working with the agent; and (4) note the methods to be used for monitoring the health and safety of personnel involved in the research.









4. Does this amendment include the use of animal or human blood, body fluids, organs, tissues, or cell lines not currently listed on VA Form 10-0398 (Research Protocol Safety Survey) and included in the original protocol?  

    Yes|_| No|_|

If yes: (1) identify the type of biological sample being used and the rationale for its use; (2) describe how the sample will be obtained, collected, transported (if applicable), and processed; (3) identify potential biohazards associated with the activities described in item 2 and the biosafety level required; and (4) describe the safety precautions that will be followed by study personnel when performing the activities listed in item 2.







5. Does this amendment include the use of additional recombinant DNA procedures aside from those currently listed on VA Form 10-0398 (Research Protocol Safety Survey) and included in the original protocol?  

    Yes|_| No|_|

If the new recombinant DNA procedures include techniques other than simple PCR amplification of DNA (e.g. cloning of amplified DNA): (1) provide a brief description of and rationale for the recombinant DNA studies that will be performed and indicate the NIH classification; (2) identify the biological source of the DNA insert or gene that will be used and describe its function; and (3) indicate the vector and cells that will be employed for cloning.











6. Does this amendment include the use of hazardous chemicals not currently listed on VA Form 10-0398 (Research Protocol Safety Survey) and included in the original protocol?  

    Yes|_| No|_|

If yes, attach the appropriate SDS sheet(s) for the new chemical(s) and the current chemical inventory for the protocol.


7. Does this amendment include the use of controlled substances not currently listed on VA Form 10-0398 (Research Protocol Safety Survey) and included in the original protocol?  

    Yes|_| No|_|

If yes, list the new controlled substances that will be used and where they will be securely stored:










8. Does this amendment include the use of radioactive materials and/or radiation generating equipment not currently listed on VA Form 10-0398 (Research Protocol Safety Survey) and included in the original protocol?  

    Yes|_| No|_|

If yes: (1) indicate the radioactive source(s) and/or radiation generating equipment; (2) list the location(s) where the materials and/or equipment will be used; and (3) state the Radiation Safety Committee approval date (if applicable).












9. Do any of the requested changes involve safety concerns with regards to animal care?  

    Yes|_| No|_| 

If yes, describe the proposed changes and the procedures that will be followed to ensure animal safety and protect study personnel:









 
   


						            /
PI’s Signature	                         Date					Other personnel signature (if applicable)         Date


SRS USE ONLY
	

OFFICIAL ACTION:  _______Approval (Date) ______ 

______________________________________________                _________________________________________   	
 Signature: Chair, SRS                                 Date	                               Signature: Research Safety Coordinator (if required) Date	



























		
