SRS Request for Annual Continuing Safety Review
North Florida/South Georgia Veterans Health System – Sub-Committee for Research Safety

REQUEST FOR ANNUAL CONTINUING SAFETY REVIEW


 (
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
.
Submit this Continuing Safety Review form 
at least 2 months before your safety protocol approval ends
.
This form must be completely filled out.  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 an Annual Continuing Safety Review

	I am requesting:                   
	|_| Full Committee Review
	|_| SRS Chair Review (Check this box if, Section A. is checked, Yes – Terminated; 
                                         and Section B.1. is checked, Yes - project has not changed.)

	|_| 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. Project Terminated
	
	YES
	NO

	
My research project was terminated since the Initial Safety Review, or the last Continuing Safety Review. 

· If YES, project has been terminated: 
· Provide the date the project was terminated:      
· Sign this form 
· [image: MM900189242[1]]Attach a final abstract
· Stop here.  [image: MM900189242[1]][image: MM900189242[1]][image: MM900189242[1]]

· If NO, project continuing  Continue
· Complete this form for review by the SRS Committee 
· Mark appropriate boxes with “X”
· Attach an updated abstract and study protocol

	[bookmark: Check1]



|_|
	








|_|





B.  Review of Initial Biosafety Form 10-0398

Review your Initial Biosafety Form 10-0398 (VHA HANDBOOK 1200.08; APPENDIX-F) or Annual Safety Continuing Review form, which is on file with the Research Service Office, and respond to the following:
	
	YES
	NO
	N/A

	1. My research project has not changed, and my 10-0398 Biosafety Review Form (VHA Handbook 1200.08; Appendix F) and/or the most recent Annual Safety Continuing Review form, accurately reflects the current research Biosafety concerns.  

· If YES, project has not changed: 
· Sign this form 
· Attach a current abstract
· [image: MM900189242[1]]Stop here.  

· If NO, project has changed  Continue
· Complete this form for review by the SRS Committee 
· Mark appropriate boxes with “X”
· Attach an updated abstract and study protocol
	




|_|
	








|_|
	

	2. I wish to make changes to the research project in the following areas: 
	
	
	

	· Biological Hazards
	|_|
	|_|
	

	· Cells & Tissue Samples
	|_|
	|_|
	

	· Recombinant DNA
	|_|
	|_|
	

	· Use of Chemicals
	|_|
	|_|
	

	· Controlled Substances
	|_|
	|_|
	

	· Ionizing Radiation
	|_|
	|_|
	

	· Non-Ionizing Radiation
	|_|
	|_|
	

	· Physical Hazards
	|_|
	|_|
	

	· Personnel  
|_| Removal of Personnel [Attach a list of PIs & staff members removed from protocol.]
|_| New Personnel [List new PIs & staff on the Cover Sheet-Safety, page 2]
	|_|
	|_|
	

	3. Did this project require review & approval by an appropriate or relevant subcommittee/committee at time of initial review or at last annual renewal? 

· If YES, mark all appropriate sub-committees “Yes”.  Attach any approval sub-committee letters/emails you have not previously submitted to HRPP or IACUC.
· If No, mark all Committees as “No.
	


|_|
	




|_|
	

	· UF IRB-01 or VA Central IRB, and NF/SGVHS HRPP
	|_|
	|_|
	

	· NF/SGVHS Institutional Animal Care and Use Committee (IACUC)
	|_|
	|_|
	

	· UF Institutional Biosafety Committee (UF IBC) approval.  
Continuing approval by SRS is contingent upon annual UF IBC approval.
	|_|
	|_|
	

	· NF/SGVHS Radiation Safety Officer/Committee approval.  
Continuing approval by SRS is contingent upon RSC approval.
	|_|
	|_|
	

	4. Was there a modification to the project requiring re-review/approval by an appropriate subcommittee/committee since the initial review or last amendment? 

· If YES, check all required committees, attach all appropriate approval letters.
· If No, mark all Committees as “NA”.
	



|_|
	




|_|
	

	· UF IRB-01 or VA Central IRB, and NF/SGVHS HRPP
	|_|
	|_|
	|_|

	· NF/SGVHS Institutional Animal Care and Use Committee (IACUC)
	|_|
	|_|
	|_|

	· UF Institutional Biosafety Committee (UF IBC) approval.  
Continuing approval by SRS is contingent upon annual UF IBC approval.
	|_|
	|_|
	|_|

	· NF/SGVHS Radiation Safety Officer/Committee approval.  
Continuing approval by SRS is contingent upon RSC approval.
	|_|
	|_|
	|_|

	5. Was there a change to the Chemical Inventory list?
· If YES, attach an amended 10-0398 (required).  Identify any changes that occurred (highlight additions, cross out deletions).  All revised Chemical Inventory Lists are reviewed by a Safety representative prior to SRS approval.  
	|_|
	|_|
	|_|

	6. All my laboratory personnel have reviewed this project’s initial Biosafety 10-0398 form and any relevant modifications to the project.
	|_|
	|_|
	|_|

	7. All my laboratory personnel have been properly trained (i.e., Bloodborne Pathogens, Biohazard Shipping, Select Agents, Understanding Nanotechnology and its Implications, etc., as appropriate) to perform within their listed scope of work as delegated on the key personnel.  
· List all PIs and staff members working on this study on the Cover Sheet – Safety, page 2, check all safety training they must take, and attach the training certificates.
	|_|
	|_|
	|_|

	a. PI maintains training documents and/or log of the training provided to staff.  This includes trainings unique to the project (i.e., equipment, procedures, etc).  
	|_|
	|_|
	|_|

	b. Staff have completed the mandatory training (i.e., Bloodborne Pathogens, Biohazard Shipping, Select Agents, Understanding Nanotechnology and its Implications, IACUC, species specific, etc.), as needed.   
· List all PIs and staff members working on this study on the Cover Sheet – Safety, page 2, check all safety training they must take, and attach the training certificates.
	|_|
	|_|
	|_|

	c. Orientation by Research Service for new staff has been completed.
	|_|
	|_|
	|_|

	d. For staff working on animal projects, they have completed Occupational Animal Surveillance Form (initial & annual).
	|_|
	|_|
	|_|

	8. Since the last SRS review, has any safety related incidents occurred such as spills, exposures, loss of agents, etc.?  
NOTE:  All safety related incidents are to be reported to Research Facility Safety Officer (Dr. Shen-Ling Xia), Industrial Hygienist (Darcy White), Subcommittee on Research Safety Coordinator (SRS) at the time of occurrence.

	
|_|
	
|_|
	
|_|








Continued on next page. 



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

	

__________________________________________________________
Carsten Schmalfuss, MD, Chair, Research & Development Committee
	
_________
	
|_| Required



	For Office Use Only.
	Start Date:          Date R&DC Chair signed form for Full Board Studies

Expiration Date: No longer that 1 year from Start Date
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