VHA HANDBOOK 1200.08, APPENDIX F

North Florida/South Georgia Veterans Health System – Sub-Committee for Research Safety
RESEARCH PROTOCOL SAFETY EVALUATION
· COMPLETE this form: check ( all appropriate boxes, and answer ALL questions.   Handwritten forms will NOT be accepted.  

· Submit completed/signed form (hard copy with signature, may be scanned and emailed), and attach the abstract and study protocol, to the SRS Coordinator (Locations: Document safe, Research Office VAMC Room E584-1, or Commerce Building, Room W214) for review by the SRS Committee.  
· If you have any questions, please contact the SRS Coordinator at 376-1611, Ext. 4994; Hattie.Grant@va.gov .
	This is a:
	
	New Submission
	
	Annual Renewal
	
	ACORP 3rd Year Renewal

	I am requesting:                   
	
	Full Committee Review
	
	SRS Chair Review (If all questions in Section 1 are checked “No”, this 

is a SRS Chair Review; check this box.)

	
	

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

	Project Title (as submitted to IRB or IACUC): 

	Submission Date: 
	Funding Source: 

	VA Principal Investigator: 
	Phone: 
	Email: 

	Coordinator: 
	Phone: 
	Email: 

	
	This study has a 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.


	
	YES
	NO

	1. Does the research involve the use of any of the following?
	    Place “X” in appropriate box.

	A. Biological Hazards 
1. This study will use Microbiological or viral agents, pathogens, toxins, select agents as defined in Title 42 CFR72.6. 
2. This study will use animals.  
	
	

	B. 
	
	

	C. Human or non-human cell or tissue samples (including cultures, tissues, blood, other bodily fluids or cell lines)  
	
	

	D. Recombinant deoxyribonucleic acid (rDNA):  If your study is using rDNA, you must be registered with UF, Environmental Health and Safety Office (contact Karen Gillis at UF – 352-392-1591), and receive UF IBC approval.
	
	

	E. Chemicals:  If you have VA lab space, attach a Chemical Inventory List.

	1. Toxic chemicals (including heavy metals)
	
	

	2. Flammable, explosive, or corrosive chemicals
	
	

	3. Carcinogenic, mutagenic, or teratogenic chemicals
	
	

	4. Toxic compressed gases
	
	

	5. Acetyl cholinesterase inhibitors or neurotoxins
	
	

	F. Controlled Substances:  NOTE:  The schedule of controlled substances can be found online at http://www.usdoj.gov/dea/pubs/schedule.pdf (it may take a minute for this document to open.)
	
	

	G. Ionizing Radiation:

	1. Radioactive materials:  If your study uses any radioisotopes or nuclear medicine procedures, check “Yes”, must match information in Section 8.
	
	

	2. Radiation generating equipment:  If your study performs x-rays or CT Scans, check “Yes”.
	
	

	H. Non-ionizing Radiation:

	1. Ultraviolet Light  
	
	

	2. Lasers (class 3b or class 4)
	
	

	3. Radiofrequency or microwave sources  
	
	

	[image: image1.png]


If all questions are answered NO in Section 1 – Stop Here          GO TO page 8, sign and date the form.


· If the answer to any of the questions in Section 1. is YES, complete all sections of this form.

· For all studies, a documented review by the SRS is required prior to submission.
· If the research involves the use of human subjects or human tissues, IRB review is required.
· Use of animals also requires submission of an IACUC-approved Animal Component.

	
	YES
	NO

	2. Biological Hazards
	    Place “X” in appropriate box.

	A. Does your research involve the use of microbiological or viral agents, pathogens, toxins, poisons or venom?
	
	

	· If NO, skip to the section “4. Cells and Tissue Samples.”

· If YES, list all Biosafety Level 2 and 3 agents or toxins used in your laboratory.  It is the responsibility of each PI to:
1. Consult either:

a. The National Institutes of Health (NIH)-Centers for Disease Control and Prevention (CDC) publication entitled Biosafety in Microbiological and Biomedical Laboratories or

b. The CDC online reference (http://www.cdc.gov/)

2. Identify the Biosafety Level (also called Risk Group) for each organism, agent, or toxin.  Enter it into the table below.



               Biosafety Level**

	Organism/Agent/Toxin
	BSL-1
	BSL-2
	BSL-3
	Select 

Agent

	
	    Place “X” in appropriate box.

	· 
	
	
	
	

	· 
	
	
	
	

	· 
	
	
	
	

	· 
	
	
	
	

	· 
	
	
	
	

	· 
	
	
	
	

	· 
	
	
	
	

	· 
	
	
	
	


** For each Biosafety Level 2 or 3 agent or toxin listed, provide the information requested on the following page(s). 
    The description of Biosafety Levels 2 and 3 can be found in the CDC Publication.
	
	YES
	NO

	B.    Are any of the biohazardous agents listed above classified as a “Select Agent” by 
the Centers of Disease Control?  
	
	

	· If YES, check all “Select Agents” in the Table above.
	

	· List all VA personnel required to have Select Agent Training on the Cover Sheet – Safety, page 2, and attach training certificates.

	
	( Check Here: Select Agent Training Certificate is attached for each staff member listed.


3. Biological Hazards – Description of Use 
NOTE:  Duplicate this page as necessary.
	A.  Identify the microbiological agent or toxin (name, strain, etc.):

	· 

	B.  If this is a Select Agent (formerly 42 CFR 72.6; currently 42 CFR 73), provide the CDC Laboratory  

 Registration # and the date of the CDC inspection:

	· Select Agent: CDC Laboratory Registration #:  
· Date of CDC inspection:  

	C.  Indicate the largest volume and/or concentration to be used:

	· 

	D.  Indicate whether antibiotic resistance will be expressed, and the nature of this antibiotic resistance:

	

	E.  Describe the containment equipment (protective clothing or equipment, biological safety cabinets, fume 
hoods, containment centrifuges, etc.) to be used in this research:

	· 

	F.  Described proposed methods to be employed in monitoring the health and safety of personnel involved in 
this research:

	· 


	A.  Identify the microbiological agent or toxin (name, strain, etc.):

	· 

	B.  If this is a Select Agent (formerly 42 CFR 72.6; currently 42 CFR 73), provide the CDC Laboratory  

 Registration # and the date of the CDC inspection:

	· Select Agent: CDC Laboratory Registration #:  

· Date of CDC inspection:  

	C.  Indicate the largest volume and/or concentration to be used:

	· 

	D.  Indicate whether antibiotic resistance will be expressed, and the nature of this antibiotic resistance:

	

	E.  Describe the containment equipment (protective clothing or equipment, biological safety cabinets, fume 

hoods, containment centrifuges, etc.) to be used in this research:

	· 

	F.  Described proposed methods to be employed in monitoring the health and safety of personnel involved in 

this research:

	· 


	
	YES
	NO
	N/A

	4. Cells and Tissue Samples
	Place “X” in 
appropriate box.

	A. Will personnel work with animal blood, human or non-human primate blood, body fluids, organs, tissues, cell lines or cell clones?
	
	
	

	B. 
	
	Go to 4.B
	

	· If YES, specify the animal blood, human or non-human primate blood, body fluids, organs, tissues, cell lines or cell clones used in this study:

	· 

	· 

	· If YES, and materials will be shipped, list the materials, personnel that will be responsible for any biohazard shipping and the complete shipping addresses: 

	Blood Draws and/or Urine Collections
	Staff Member Name
	Shipping Addresses

	· 
	· 
	· 

	· 
	· 
	· 

	· 
	· 
	· 

	· List all VA personnel, required to have Biohazard Shipping Training, on the Cover Sheet – Safety, page 2, and attach training certificates.

	
	 (  Check Here: Biohazard Shipping CITI Training Certificates are attached for each staff member 
listed.

	
	YES
	NO
	N/A

	C. Will research study represent a potential biohazard for lab personnel?  
If research lab personnel are working with blood/urine or any other body fluids, this is a potential biohazard and this question must be checked, “Yes.” 
	
	
	

	· If YES, specify the potential hazard and precautions employed to protect personnel in the laboratory and specify personnel that will be trained in Bloodborne Pathogen Training and attach VA approved training (CITI) certificates:  (Example:  Employees will practice the following universal precautions:  [1] Engineering Controls: use of retractable safety needles, retractable scalpel and splash shield for safe sample handling.  [2]Work Practice Controls including the procedures for personnel safety, no needle recapping, and disinfecting work bench surfaces. [3] Personal Protective Equipment, such as use of protective clothing, use of gloves, goggles and face masks.)

	· List potential hazard(s) and precautions here:  

	· 
	· 

	· 
	· 

	· List all VA personnel, required to have Bloodborne Pathogen Training, on the Cover Sheet – Safety, page 2, and attach training certificates.

	
	(  Check Here: Bloodborne Pathogen Training CITI Certificates are attached for each staff member 
                           listed.

	D. Specify precautions employed to protect personnel working in the laboratory.  

· Note: This section must include all personnel precautions for laboratory and animal protocols.
(Example: personnel protection while handling animals may include: 1) handling mice: use of latex/nitrile gloves preferably doubled in order to protect from accidental animal bites;2) handling rats, guinea pigs, rabbits or hamsters: use of thick protective gloves.)

	· List specific precautions to be taken to protect lab personnel.  

	· 

	· 

	Note:     If these studies involve animals, the Animal Component of Research Protocol (ACORP)
must be completed.


	
	YES
	NO
	N/A

	5. Recombinant DNA  
If you are working with rDNA, fill out this section and attach a copy of your UF Registration Papers.
	Place “X” 
in appropriate box.

	A. Are procedures involving recombinant DNA used in your laboratory?
	
	
	

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

	· If YES, your recombinant DNA studies are exempt from restrictions described in the NIH Guidelines for Research Involving Recombinant DNA Molecules.

	· If NO, it is the responsibility of each PI to:
· Consult the current NIH Guidelines for Research Involving Recombinant DNA Molecules, found online at http://oba.od.nih.gov/rdna/nih_guidelines_oba.html
· Identify the experimental category of their recombinant DNA research by completing Section 5.C.
· Submit the Registration Form to the UF Bio-Safety Officer, obtain approval, and attach approval to this submission. Form available at: http://www.ehs.ufl.edu/Bio/default.asp  

	
	(  Check Here: UF Registration papers are attached.

	      C.  Description of recombinant DNA procedures:

	1.  Identify the NIH classification (and brief description) for these recombinant DNA studies:

	· 

	2.  Biological source of DNA insert or gene:  

	· 

	3.  Function of the insert or gene:  

	· 

	4.  Vector(s) used or to be used for cloning (e.g., pUC18, pCR3.1):

	· 

	 5. Host cells and/or virus used or to be used for cloning (e.g., bacterial, yeast or viral strain, cell line):  

	· 


	
	YES
	NO
	N/A

	6. Use of Chemicals
	Place “X” in 
appropriate box.

	A. Has the use of chemicals in your laboratory been reviewed by an appropriate committee or subcommittee in the past 12 months?
	
	
	

	B. Are personnel knowledgeable about the special hazards posed by:

	1. Carcinogens?
	
	
	

	2. Teratogens and Mutagens?
	
	
	

	3. Toxic gases?
	
	
	

	4. Neurotoxins?
	
	
	

	5. Reactive and potentially explosive compounds?
	
	
	

	C. Laboratory Chemical Inventory - REQUIRED
Note:  If you have VA lab space, submission of the laboratory chemical inventory is required for local review.

	
	(  Check Here: The Chemical Inventory is attached.


	
	YES
	NO
	N/A

	7. Controlled Substances

	A. Does your research involve the use of any substance regulated by the Drug Enforcement Agency?
	
	
	

	(    If YES, list controlled substance(s) to be used:  

	· 
	· 

	· 
	· 

	· 
	· 

	· 
	· 

	· 
	· 

	B. Are all Schedule II and III drugs stored in a double-locked vault?
	
	
	

	Note:  The schedule of controlled substances can be found online at http://www.usdoj.gov/dea/pubs/schedule.pdf  
(it may take a minute for this document to open).


	
	YES
	NO

	
	Place “X” in appropriate box.

	8. Radioactive Material/Ionizing Radiation (or Nuclear Medicine Procedures)  

Note: Information in this Section must match Section 1.F.

	A. Does your research involve the use of radioactive materials or any other source of ionizing radiation (i.e., x-ray)?
	
	

	· If YES, following these instructions:
1. Send this Research Protocol Safety Evaluation, with attachments, to Dr. S. Shukla and request a Radiation Safety review and approval letter.

2. Once you have received the Radiation Safety Approval Letter, submit a copy of the letter with this Evaluation to the SRS Coordinator.
3. Provide the following:

	· Identify the radioactive or ionizing radiation source(s):  

	· 
	· 

	· 
	· 

	· 
	· 

	· 
	· 

	· 
	· 

	· Provide the date of the NF/SGVHS Radiation Safety Committee Approval:  

	
	(  Check Here: Radiation Safety Approval Letter signed by Dr. Shukla is attached. 
Note: Letter must be dated within the last three (3) years.

Note: The study title on the approval letter must match the title of the protocol under review.

	
	

	· Questions on this section, contact Shailendra S. Shukla, PhD, at 376-1611, Ext. 6514, Sal.Shukla@va.gov


	
	YES
	NO

	9. Physical Hazards  
Note: This section must be checked “Yes” because ALL VA laboratory space is inspected annually.

	A. Are physical hazards addressed in the facility Occupational Safety and Health Plan?
	x
	

	B. Do employees receive annual training addressing physical hazards?
Note: Guidelines for Safety Training may be obtained from the SRS Coordinator or the NF/SGVHS Web site, Safety page. 
	x
	


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.
Any safety changes to this protocol that modifies risk assessment of the facility, level of containment, laboratory procedures, or practices require notification and approval by SRS prior to implementation.  Please see the Research Safety Amendment Form which can be obtained on the SRS webpage:  http://www.northflorida.va.gov/research/SafetyCom.asp.
_______________________________________________________

Principal Investigator’s Signature                                         Date

DO NOT initiate a research project until after receipt of 
the ACOS for Research study approval letter.

Certification of Safety Officer’s Approval
A complete list of chemicals to be used in the proposal has been reviewed.  Appropriate occupational safety and health, environmental, and emergency response programs will be implemented on the basis of the list provided.

______________________________________________________        FORMCHECKBOX 
 NA, SRS Chair Review Only
Darcy White, Safety Officer’s Signature                              Date

Certification of Research Approval

The safety information for this application has been reviewed and is in compliance with Federal, State, and local policies, regulations, and CDC-NIH Guidelines governing the use of biohazardous materials, chemicals, radioisotopes, and physical hazards. Copies of any additional surveys used locally are available from the Research and Development (R&D) Office. 
  
	                               For SRS and Safety Office Use Only

OFFICIAL ACTION:

 FORMCHECKBOX 
 Check here for Signatures required for Full Committee Review:
	Date:
	 FORMCHECKBOX 
 Check here for Signatures required

for Chair Review:

	___________________________________________________________

Shailendra Shukla, PhD, Radiation Safety Officer

    **NA, no Radioactive Material/Ionizing Radiation used in this study.
	_________
	 FORMCHECKBOX 
 NA**

	___________________________________________________________

Darcy White, Facility Safety Officer
	_________
	 FORMCHECKBOX 
 NA

	 ( Approved, ( Approved with Modification, ( Denied, ( Terminated
___________________________________________________________

Kamal Mohammed, PhD, Chair, Subcommittee for Research Safety
	_________
	 FORMCHECKBOX 
 Required

	___________________________________________________________

Carsten Schmalfuss, MD, Chair, Research & Development Committee
	_________
	 FORMCHECKBOX 
 Required


	For Office Use Only.
	Start Date:          The date R&DC Chair signed this form for Full Board
Expiration Date:  No longer that 1 year from Start Date
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