
RPSS04-


RESEARCH PROTOCOL SAFETY SURVEY

	DEPARTMENT OF VETERANS AFFAIRS (VA): San Francisco DVA Medical Center (662)

PRINCIPAL INVESTIGATOR (PI):  

NAME OF RESEARCH PROGRAM:  

DATE OF SUBMISSION:  

LIST VA AND NON-VA LOCATIONS IN WHICH PI CONDUCTS RESEARCH:  




1.
Does the research project involve the use of any of the following?

	a.
Biological hazards:

	(1) Hazardous biological or chemical agents listed in Attachment A
	Yes
	
	
	No
	

	(2) Other microbiological or viral agents, pathogens, toxins, poisons, or venom
	Yes
	
	
	No
	

	(3) Animals or animal/human cells, tissue, or body fluid samples (including cultures, tissues, organs, blood, other body fluids, cell lines or cell clones)
	Yes
	
	
	No
	

	(4) 
	

	

	b.
Recombinant deoxyribonucleic acid (DNA)

	Yes
	
	
	No
	

	

	c.
Chemicals:

	(1) Toxic chemicals (including heavy metals)

	Yes
	
	
	No
	

	(2) Flammable, explosive, or corrosive chemicals

	Yes
	
	
	No
	

	(3) Carcinogenic, mutagenic, or teratogenic chemicals
	Yes
	
	
	No
	

	(4) Toxic compressed gases
	Yes
	
	
	No
	

	(5) Acetylcholinesterase inhibitors or neurotoxins
	Yes
	
	
	No
	

	

	d.
Controlled substances
	Yes
	
	
	No
	

	

	e.
Ionizing radiation:

	(1) Radioactive materials
	Yes
	
	
	No
	

	(2) Radiation generating equipment
	Yes
	
	
	No
	

	

	f.
Nonionizing radiation:

	(1) Ultraviolet light
	Yes
	
	
	No
	

	(2) Lasers (class 3b or class 4)
	Yes
	
	
	No
	

	(3) Radiofrequency or microwave sources
	Yes
	
	
	No
	

	

	g.
Significant physical hazards
	Yes
	
	
	No
	


	Complete Page 2 and all applicable appendices. 


Note: If all answers are “No,” a documented review by the Research Biosafety Subcommittee is still required. Use of human subjects, tissues or fluids requires submission of a Human Studies Application for Institutional Review Board (IRB) review. Use of animals requires submission of an Animal Component of Research Protocol (ACORP) for Institutional Animal Care and Use Committee (IACUC) review. 


2.
Description of Research Project: 

	


3.
Description of safety issues associated with “Yes” answers on Page 1, paragraph 1:  

	


Appendix I

Biological Hazards: Biological or Chemical Agents

	Yes
	
	
	No
	


a.
Does this research project involve the use of hazardous biological or chemical agents listed in Attachment A?  
	Yes
	
	
	No
	


b.
Does this research project involve the use of other microbiological or viral agents, pathogens, toxins, poisons, or venom? 

If both answers are NO, skip to Appendix II, Biological Hazards: Cells, Tissue Or Body Fluid Samples.

If either answer is YES, list each agent along with the applicable biosafety level (BSL) or risk group:  (Consult Biosafety in Microbiological and Biomedical Laboratories, CDC-NIH, 4th Edition, available in each laboratory, Research Service, or online at http://www.cdc.gov/od/ohs/biosfty/bmbl4/bmbl4toc.htm.)

	Agent  (name, strain, etc. )
	BSL

	
	

	
	

	
	


For each agent listed in Attachment A, complete the following: 

	Agent 
	CDC Lab Inspection #
	Date of CDC Inspection

	
	
	


For each BSL-2 or 3 agent listed, complete the following:  

	Agent:
	

	Largest volume/concentration to be used:
	

	Will antibiotic resistance be expressed?
	Yes
	
	No
	
	

	If expressed, describe nature of antibiotic resistance:


	

	Containment equipment (protective clothing or equipment, biological safety cabinets, fume hoods, containment centrifuges, etc,) to be used:


	

	Describe proposed method to monitor health and safety of personnel involved in research:


	


Appendix I (Continued)

Biological Hazards: Biological or Chemical Agents 

(delete this page if not used)

BSL-2 or 3 agents (continued):  

	Agent:
	

	Largest volume/concentration to be used:
	

	Will antibiotic resistance be expressed?
	Yes
	
	No
	
	

	If expressed, describe nature of antibiotic resistance:


	

	Containment equipment (protective clothing or equipment, biological safety cabinets, fume hoods, containment centrifuges, etc,) to be used:


	

	Describe proposed method to monitor health and safety of personnel involved in research:


	


	Agent:
	

	Largest volume/concentration to be used:
	

	Will antibiotic resistance be expressed?
	Yes
	
	No
	
	

	If expressed, describe nature of antibiotic resistance:


	

	Containment equipment (protective clothing or equipment, biological safety cabinets, fume hoods, containment centrifuges, etc,) to be used:


	

	Describe proposed method to monitor health and safety of personnel involved in research:


	


Appendix II

Biological Hazards: CELLS, TISSUE OR BODY FLUID SAMPLES
	Yes
	
	
	No
	


a.
Will personnel work with animals or animal/human cells, tissue, or body fluid samples (including cultures, tissues, organs, blood, other body fluids, cell lines or cell clones)?

If NO, skip to Appendix III, Recombinant DNA.
If YES, specify:

	


	Yes
	
	
	No
	


b.
Will research studies involving any of the above represent a potential biohazard for lab personnel?

If YES, specify the potential hazard(s) and precautions employed to protect personnel:

	


	Yes
	
	
	No
	


c.
Does your research involve hepatitis virus or the human immunodeficiency virus (HIV), or human or non-human primate tissues or fluids?

	Yes
	
	
	No
	


If YES, have all laboratory personnel read the pamphlet entitled “OSHA’s Bloodborne Pathogen Rules” (available in the Research Admin Office)?

Appendix III

RECOMBINANT DNA
	Yes
	
	
	No
	


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

If NO, skip to Appendix IV, Use of Chemicals.
	Yes
	
	
	No
	


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. Skip to Appendix IV, Use of Chemicals.
If NO, consult the current NIH Guidelines for Research Involving Recombinant DNA Molecules, available at http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html, and complete the following:

	NIH classification for these recombinant DNA studies


	

	Brief description of this NIH classification


	

	Biological source of DNA insert or gene


	

	Function of the insert or gene


	

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


	

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


	


Appendix IV

USE OF CHEMICALS

	N/A
	
	
	Yes
	X
	
	No
	


a.
Has the use of chemicals in your laboratory been reviewed by the Research Biosafety Subcommittee in the past 12 months?

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

	Carcinogens?
	N/A
	
	
	Yes
	
	
	No
	

	Teratogens and mutagens?
	N/A
	
	
	Yes
	
	
	No
	

	Toxic gases?
	N/A
	
	
	Yes
	
	
	No
	

	Neurotoxins?
	N/A
	
	
	Yes
	
	
	No
	

	Reactive and potentially explosive compounds?
	N/A
	
	
	Yes
	
	
	No
	


	N/A
	
	
	Yes
	X
	
	No
	


c.
Do you have a current Chemical Hygiene Plan for your lab?

	N/A
	
	
	Yes
	X
	
	No
	


d.
Do you have a current chemical inventory for your lab?

Note:  You must submit a current chemical inventory for local review.

Appendix V

CONTROLLED SUBSTANCES

	Yes
	
	
	No
	


a.
Does this research project involve the use of any substance regulated by the Drug Enforcement Agency (DEA)?

If NO, skip to Appendix VI, Use of Radioisotopes.
If YES, consult the DEA schedule of controlled substances, available online at www.usdoj.gov/dea/pubs/scheduling.html, and complete the following:

	Controlled Substance
	Schedule

	
	

	
	

	
	

	
	

	
	

	
	


	Yes
	
	
	No
	


b.
Are all controlled substances ordered, dispensed, prescribed, stored, and disposed of in accordance with applicable DEA, Food and Drug Administration (FDA), and VA policies?

	Yes
	
	
	No
	


c.
Are all Schedule II and III drugs stored in the Veterinary Medical Unit (VMU) Pixis machine?

If YES, skip to Appendix VI, Use of Radioisotopes.
	Yes
	
	
	No
	


d.
Are all Schedule II or III drugs stored in a double-locked vault?

	


e.
Specify the location where controlled substances are stored:

Appendix VI

USE OF RADIOISOTOPES

	Yes
	
	
	No
	


a.
Does this research project involve the use of radioactive material?

If NO, skip to Appendix VII, Physical Hazards.
b.
List the radioactive compound(s):

	


c.
Provide the following information:

	Authorized user/principal investigator
	

	License number
	


Appendix VII

PHYSICAL HAZARDS

Physical hazards include excessive levels of ionizing and nonionizing radiation, noise, or vibration and extremes of temperature and pressure.  Examples include explosive, electrical, and mechanical hazards (examples are 

illustrative only).

	Yes
	X
	
	No
	


a.
Are physical hazards addressed in the facility Occupational Safety and Health Plan? (See VASLCHCS Policy Memorandum 138.52.)

	Yes
	X
	
	No
	


b.
Do employees receive annual training addressing physical hazards?

	Yes
	
	
	No
	


c.
Does this research involve any unusual or significant physical hazards? 

If YES, specify the potential hazard(s) and precautions employed to protect personnel in the laboratory:

	


	Acknowledgement 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.

Principal Investigator ______________________________________________ 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.

___________________________________________________________
Date: ________________________

Chair, Research Biosafety Subcommittee

___________________________________________________________
Date: ________________________

Chair, Research and Development Committee

___________________________________________________________
Date: ________________________

Radiation Safety Officer (If applicable)

___________________________________________________________
Date: ________________________

Facility Safety Officer

Attachment A

HAZARDOUS BIOLOGICAL AND CHEMICAL AGENTS

Select Agents Listed in Title 42 CFR 73.4 & 73.5 (HHS Select Agents and HHS/USDA Overlap Select Agents) and Hazardous Biological and Chemical Agents Listed in VHA Directive 2002-075, Control of Hazardous Materials in VA Research Laboratories, Attachment A

Viruses

1. Crimean-Congo haemorrhagic fever virus.

2. Eastern Equine Encephalitis virus.

3. Ebola viruses.

4. Equine Morbillivirus

5. Cercopithecine herpesvirus 1 (Herpes B virus).

6. Lassa fever virus.

7. Marburg virus.

8. Monkeypox virus. 

9. Nipah and Hendra Complex viruses.

10. Rift Valley fever virus.

11. South American Haemorrhagic Fever viruses (Junin, Machupo, Sabia, Flexal, Guanarito).

12. Tick-borne encephalitis complex (flavi) viruses (Central European Tickborne encephalitis, Far Eastern Tickborne encephalitis [Russian Spring and Summer encephalitis, Kyasanur Forest disease, Omsk Hemorrhagic Fever]).

13. Yellow Fever Virus

14. Variola major virus (Smallpox virus) and Variola minor virus (Alastrim).
15. Venezuelan Equine Encephalitis virus.
16. Viruses causing Hantavirus Pulmonary Syndrone
Bacteria

1. Bacillus anthracis.

2. Botulinum neurotoxin producing species of Clostridium.

3. Brucella abortus, B. melitensis, B.  suis.

4. Burkholderia mallei (formerly Pseudomonas mallei).

5. Burkholderia pseudomallei (formerly Pseudomonas pseudomallei).

6. Coxiella burnetii.

7. Francisella tularensis.

8. Rickettsia prowazekii.

9. Rickettsia rickettsii.

10. Yersinia pestis

Fungi

1. Coccidioides immitis.

2. Coccidioides posadasii.

Toxins

1. Abrin.

2. Aflatoxins

3. Botulinum neurotoxins.

4. Clostridium perfringens epsilon toxin.

Attachment A (Continued)

HAZARDOUS BIOLOGICAL AND CHEMICAL AGENTS

Toxins (Continued)

5. Conotoxins.

6. Diacetoxyscirpenol.

7. Ricin.

8. Saxitoxin.

9. Shiga-like ribosome inactivating proteins.

10. Shigatoxin.

11. Staphylococcal enterotoxins.

12. T–2 toxin.

13. Tetrodotoxin.

Genetic Elements, Recombinant Nucleic Acids, and Recombinant Organisms

1. Select agent viral nucleic acids (synthetic or naturally derived, contiguous or fragmented, in host chromosomes or in expression vectors) that can encode infectious and/or replication competent forms of any of the select agent viruses.

2. Nucleic acids (synthetic or naturally derived) that encode for the functional form(s) of any of the toxins listed above if the nucleic acids:

a. Are in a vector or host chromosome;

b. Can be expressed in vivo or in vitro; or

c. Are in a vector or host chromosome and can be expressed in vivo or in vitro.

3. Viruses, bacteria, fungi, and toxins listed above that have been genetically modified.

Exclusions (List all agents even if an exclusion applies)

1. Any select agent or toxin that is in its naturally occurring environment provided it has not been intentionally introduced, cultivated, collected, or otherwise extracted from its natural source.

2. Nonviable select agent organisms or nonfunctional toxins.

3. The vaccine strain of Junin virus (Candid #1), the vaccine strain of Rift Valley fever virus MP–12), or Venezuelan Equine encephalitis virus vaccine strain TC–83.

4. The following toxins (in the purified form or in combinations of pure and impure forms) if the aggregate amount under the control of a principal investigator does not, at any time, exceed the amount specified:

a. 100 mg of Abrin.

b. 0.5 mg of Botulinum neurotoxins.

c. 100 mg of Clostridium perfringens epsilon toxin.

d. 100 mg of Conotoxins.

e. 1,000 mg of Diacetoxyscirpenol.

f. 100 mg of Ricin.

g. 100 mg of Saxitoxin.

h. 100 mg of Shigalike ribosome inactivating proteins.

i. 100 mg of Shigatoxin.

j. 5 mg of Staphylococcal enterotoxins.

k. 1,000 mg of T–2 toxin.

l. 100 mg of Tetrodotoxin. 

5. The HHS Secretary may exclude attenuated strains of select agents or toxins upon a determination that they do not pose a severe threat to the public health and safety. To apply for an exclusion an applicant must submit a request in writing in accordance with § 73.21 to the HHS Secretary establishing that the attenuated strain or toxin is eligible for exclusion. 

Attachment A (Continued)

HAZARDOUS BIOLOGICAL AND CHEMICAL AGENTS

Chemical Agents

1. 3-quinuclidinyl benzilate (BZ)

2. Chlorine gas

3. Cyanogen chloride (CK)

4. Cyclosarin (GF)

5. Diphosgene (DP)

6. Hydrogen cyanide (AC)

7. Lewisite (L) – note there are 3 individuals chemicals included in this category

8. Lysergic acid diethylamide (LSD)

9. Nitrogen mustard (HN-1, HN-2, or HN-3)

10. Phosgene (CG) – also known as carbonyl chloride

11. Phosgene oxime (CX)

12. Sarin (GB)

13. Soman (GD)

14. Sulfur mustard (H, or HD, or HT), also called mustard gas or mustard agents

15. Tabun (GA)

16. VX (VX is both the name and symbol)
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