MANDATORY

Research Safety Annual Project Review

	I.
	Principal Investigator:
	

	
	Project #/Title:
	

	II.
	 FORMCHECKBOX 

	Project is open. 

	
	 FORMCHECKBOX 

	Project is a clinical or database study and no work is being conducted in Research Service Laboratories. 

	
	 FORMCHECKBOX 

	Project was never begun and will not be activated.

	
	 FORMCHECKBOX 

	Project and its analysis has been completed – project is closed


	III.
	Please check one of the boxes to the right for each of the following categories.  
	No Changes to Previously Reported 
	Changes - Revised form Attached

	
	Personnel (List Personnel changes)

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	

	
	
	
	

	
	If you check changes for any below from previously reported – Attach revised Research Safety Part II form
	
	

	
	Human tissue/specimens or other biohazards
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Animals
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Microbial Agents
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Recombinant DNA
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Chemicals
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Controlled Substances
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Radioactive Material
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Lab Location
	
	

	IV.
Does this project use recombinant DNA?
	YES  FORMCHECKBOX 

	NO  FORMCHECKBOX 


	
	
	If “YES”, complete Attachment A to this form.

	V.
Does this project require shipment of Biological Hazards/Infectious Substances as defined by VHA Handbook 1200.8 (see Attachment B)?
	YES  FORMCHECKBOX 

	NO  FORMCHECKBOX 


	
	If “YES”, complete Attachment B to this form.

	
	
	

	VI.
	PI Signature

	
	
	Date
	
	

	
	

	VII.
	Chair, Research Safety Subcommittee Approval

	
	
	
	
	

	
	
	Date:
	
	

	
	Eric Brey, Ph.D.
	

	
	
	

	
	
	


ATTACHMENT A
(Recombinant DNA)

	1.
Are recombinant DNA procedures used in your laboratory limited to PCR amplification of DNA segments (i.e. no subsequent cloning of amplified DNA)? 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2.
Are recombinant DNA procedures used limited to commercially purchased oligionucleotides?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	3.
If “NO” to both Questions #1 and #2, please provide the following information:

	Recombinant DNA Use License #:
	
	

	Date of Issuance:
	
	Issue date must be < 3 years.


ATTACHMENT B
(Shipment of Biological Hazards/Infectious Substances)

Biological Hazards/Infectious Substances include:

· Pathogens and non-pathogens (e.g. clinical isolates), and/or etiologic agents, human and non-human primate tissues including blood and body secretions, and human cells lines corresponding to BSL 1-4.

· Toxins produced by microbial organisms (see Centers for Disease Controls and Prevention (CDC)-National Institutes of Health (NIH).  Biosafety in Microbiological and Biomedical Laboratories, 4th Edition, p. 237).

· Poisonous, toxic, parasitic and venomous animals or plants.

· Recombinant DNA molecules.

· Select agents, as specified in Title 42 Code of Federal Regulations (see Title 42 CFR Part 72, Interstate Shipment of Etiologic Agents).

· Animals experimentally or naturally exposed to any of the above or their tissues/body fluids (see CDC-NIH Biosafety in Microbiological and Biomedical Laboratories, 4th Edition, pp. 53-75).

	1.
Please provide the names of personnel certified to ship biological hazards/infectious substances and include their date of certification.

	Name
	Date of Certification *

	
	

	
	

	
	

	
	

	
	

	2.
Has documentation of training been placed in each employee personnel file in the Research Office?
(Note:  Certification is required every 3 years)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	*
For certification/training go to Hines Research website http://www.hines.va.gov/research/rad.asp or 

     Hines SharePoint site : https://vaww.visn12.portal.va.gov/hin/svc/research/default.aspx, then Training, then Safety. Certification from LUMC or another affiliated institution is acceptable.  Provide printed copy of certificate to the Research Office in Bldg 1, Room C319.
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