SRS Research Protocol Safety Amendment Form   
North Florida/South Georgia Veterans Health System – Sub-Committee for Research Safety

RESEARCH PROTOCOL SAFETY AMENDMENT FORM

 (
Instructions:
  Any changes made to an approved research protocol 
that impacts the safety component
 must be review
ed
 and approved by the SRS 
before changes are implemented
.
This form must be completely filled out
 and signed.  
Handwritten forms will not be accepted.
Attach all appropriate documents including 
updated abstract and protocol, all current training certificates
, and other required documents.
Send the forms and attachments 
to the SRS Coordinator, 
Hattie.Grant@va.gov
 (352-376-1611, Ext. 4994).
  (Drop-off Locations: Document safe, Research Office, VAMC Room E584-1, or Commerce Building, Room W214.)
)

















	This is a:  Request for a Research Protocol Safety Amendment

	This amendment requires a:                 
	|X| Full Committee Review
	

	Start & End Dates of Protocol as noted on last page of the Safety Evaluation or most recent Continuing Review:
	Start Date:      
	End Date:       

	|_| Human Study, IRB #:      
	|_| Animal Study, ACORP #:      
	|_| Non-Human/Non-Animal (Bench/Lab & Other)

	Project Title:      

	Submission Date:      
	Funding Source:      
	

	Principal Investigator:      
	Phone:      
	Email:      

	Coordinator:      
	Phone:      
	Email:      

	|_| UF PI:      
	Phone:      
	Email:      

	

	List  VA and Non-VA Locations where PI conducts this study. 
(Be Specific – Indicate: Building/Room #s of all Clinical, Lab, Storage and VMU spaces utilized).

	VA Space:      
	|_| NA, no VA space used.

	UF Space:      
	|_| NA, no UF space used.



A. Type of Change (mark appropriate boxes with “X”):
	
	

	|X|
	I wish to make changes in this protocol that impact the safety component, and are described in the attached document(s)/letter(s); and I request a SRS Full Committee review.  

	
	

	
	There have been changes to (check all that apply):

	
	|_|
	Biological Hazards 
	|_|
	Controlled Substances

	
	|_|
	Cells and Tissue Samples
	|_|
	Ionizing Radiation

	
	|_|
	Recombinant DNA**
	|_|
	Non-ionizing Radiation 

	
	|_|
	Use of Chemicals
	|_|
	Removal of Staff Members   [Attach a List]

	
	|_|
	Change in Principal Investigator 
	|_|
	Addition of New Staff Members

	
	
	Prior PI’s Name:      
	[List new PIs & staff on the Cover Sheet-Safety, page 2]



B. Attachments: Descriptions/Justifications 
      
· Provide a description/justification, as well as, safety precautions/procedures of the changes checked above, and attach any appropriate documentation for the SRS Review.  

· If this change involves the initiation or change in the use of Radioisotopes, Biological Agents, Recombinant DNA, Acute Toxins or Transgenic/Knockout Animals, attach the approved forms from UF.

· Complete the Cover Sheet – Safety.  On page 2 list all PIs and staff members that have been added to this study since the initial submission or last renewal, check all safety training they must take, and attach the training certificates.					



Acknowledgment of Responsibility and Knowledge
I certify that my research studies will be conducted in compliance with and full knowledge of Federal, State, and local policies, regulations, and CDC/NIH Guidelines governing the use of, biohazardous materials, chemicals, radioisotopes, and physical hazards.  I further certify that all technical and incidental workers involved with my research studies will be aware of potential hazards, the degree of personal risk (if any), and will receive instructions and training on the proper handling and use of biohazardous materials, chemicals, radioisotopes, and physical hazards.  A chemical inventory of all Occupational Safety and health Administration (OSHA) and Environmental Protection Agency (EPA) – regulated hazardous chemicals is attached to this survey.
Do Not initiate any changes to this Research Project until you have 
received written approval from the ACOS of Research.


___________________________________________________________	________________________
Principal Investigator’s Signature	Date


	For SRS and Safety Office Use Only

OFFICIAL ACTION:

	|_| Check here for Signatures required for Full Committee Review:
	Date:
	
|_| Check here for Signatures required
for Chair Review:

	

Shailendra Shukla, PhD, Radiation Safety Officer
    **NA, no Radioactive Material/Ionizing Radiation used in this study.
	

_________
	
      |_| NA**

	

__________________________________________________________
Darcy White, Facility Safety Officer

	

_________
	

      |_| NA

	  
  Approved,  Approved with Modification,  Denied,  Terminated


__________________________________________________________
Kamal Mohammed, PhD, Chair, Subcommittee for Research Safety
	



_________
	

  |_| Required





Page 1 of 2

Page 2 of 2
Rev. March 23, 2012
