RESEARCH PROTOCOL SAFETY SURVEY
This form must be completed and submitted for SRSS Biosafety review for all new research projects that involve any type of associated biological, chemical, physical, and/or radiation hazards.  The SRSS must be immediately notified if the project is closed, withdrawn, terminated, or if the project status or the role of the PI in the project changes.  All protocols which have been approved by the SRSS will be reviewed annually by the SRSS.
	PRINCIPAL INVESTIGATOR (PI): 
	     

	PROJECT TITLE: 
	     

	DATE OF SUBMISSION: 
	     

	LIST ALL VA & NON-VA ROOM LOCATIONS IN WHICH THIS RESEARCH IS TO BE CONDUCTED:
	     

	ACORP # (if applicable):
	     

	IRB # (if applicable): 
	     


A YES OR NO RESPONSE IS REQUIRED FOR EVERY APPLICABLE ITEM ON THIS APPLICATION. (Select your responses by double-clicking on the boxes and select “Checked” in the default value field pop-up window)

1. DOES THE RESEARCH INVOLVE THE USE OF ANY OF THE FOLLOWING (select yes or no as appropriate):

[bookmark: Check1]	a. Biological Hazards (Microbiological or viral agents, pathogens, toxins, select agents as defined in Title 42 Code of Federal Regulations (CFR) 72.6, or animals)? (if yes, complete Sections 2 & 3)	YES |_|  NO |_|

	b. Human or non-human cell or tissue samples (including cultures, tissues, blood, urine, other bodily fluids or cell lines)? (if yes, complete Section 4)	YES |_|  NO |_|
	
	c. Recombinant deoxyribonucleic acid (rDNA) (if yes, complete Sections 4, 5 & rDNA Appendix)	YES |_|  NO |_|
 
	d. Chemicals (if yes to any, complete Section 6):
	(1) Toxic chemicals	YES |_|  NO |_| 
	(2) Flammable, explosive, or corrosive chemical 	YES |_|  NO |_| 
	(3) Carcinogenic, mutagenic, or teratogenic chemicals	YES |_|  NO |_|
	(4) Toxic compressed gases 	YES |_|  NO |_| 
	(5) Acetylcholinesterase inhibitors or neurotoxins	YES |_|  NO |_| 

	e. Controlled Substances (if yes, complete Section 7)	YES |_|  NO |_| 

	f.  Ionizing Radiation (if yes, complete Section 8; must have Radiation Safety Committee approval):
(1) Radioactive materials	YES |_|  NO |_|
(2) Radiation generating equipment	YES |_|  NO |_| 

	g. Nonionizing Radiation (if yes, complete Section 8; must have Radiation Safety Committee approval):
	(1) Ultraviolet Light	YES |_|  NO |_| 
	(2) Lasers (class 3b or class 4)	YES |_|  NO |_| 
	(3) Radiofrequency or microwave sources	YES |_|  NO |_| 

	NOTE:  If the answer to any of these questions on pg. 1 is YES, complete all sections of this survey that apply.  If all answers are NO, a documented review by the local Subcommittee on Research Safety Chair is required.  If the research involves the use of human subjects or human tissues, Institutional Review Board (IRB) approval is required.  Use of animals requires submission of an approved Institutional Animal Care and Use Committee (IACUC) Animal Component.  The use of radioactive materials, ionizing radiation producing equipment, class 3b or 4 lasers (e.g., therapeutic lasers) requires approval by the Radiation Safety Committee.




2. BIOLOGICAL HAZARDS

	a. Does your research involve the use of microbiological or viral agents, pathogens, toxins, poisons or venom?  (if no, skip to Section 4., Cells and Tissue Samples)	YES |_|  NO |_|
	
	If yes, list all Biosafety Level 2 and 3 agents or toxins used in your laboratory in the table listed below.  It is the responsibility of each PI to:

	(1) Consult either:
	(a) The National Institutes of Health (NIH) & Center for Disease Control and Prevention (CDC) publication entitled Biosafety in Microbiological and Biomedical Laboratories or 
	(b) The CDC online reference is http://www.cdc.gov
	(2) Identify the Biosafety Level (also referred to as Risk Group) for each organism, agent, or toxin.  Enter it into the following table below.

Organism, Agent, or Toxin	Biosafety Level (BSL)**
	 
	

	
	

	
	

	
	

	
	



** For each Biosafety Level 2 or 3 agent or toxin listed above, provide the information requested on the following page(s).  (Description of Biosafety Levels 2 and 3 can be found in Appendix A)

	b. Are any of the biohazardous agents listed above classified as a “Select Agent” by the Centers for Disease Control?  	YES |_|  NO |_|

3. BIOLOGICAL HAZARDS (Description of use - must complete this information in items 3a-3f below for each organism identified in the table above; duplicate this page as necessary)

	a. Identify the microbiological agent or toxin (name, strain, etc.):       
	
	b. If this is a Select Agent (42 CFR 72.6), provide the CDC Laboratory Registration # and the date of the 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. Describe the proposed methods to be employed in monitoring the health and safety of personnel involved in this research:       





4. CELLS AND TISSUE SAMPLES
	a. Will personnel work with animal blood, human or non-human primate blood, body fluids, organs, tissues, cell lines or cell clones?  	YES |_|  NO |_|
If YES, specify the specific cell or tissue source(s):       
	b. Will research studies represent a potential biohazard for lab personnel?	YES |_|  NO |_|   N/A |_|  

	If YES to 4.a., you must specify the potential hazard(s) to personnel in the laboratory:      
 
	c. If YES to 4.a., you must specify precautions employed to protect the above personnel from the stated potential hazard(s) working in the laboratory:      
 
NOTE: If these studies involve animals, the Animal Component of Research Protocol (ACORP) must also be completed and submitted to the IACUC subcommittee for approval.

5. RECOMBINANT DNA

	a. Are procedures involving recombinant DNA used in your laboratory? (if 5a & 5b are YES, then Section 5 must be completed.  If 5a is NO, then 5b MUST be N/A and then Section 5 is completed.  If 5a is YES & 5b is NO, then MUST complete 5b & 5c items (1)–(5))	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)?	YES |_|  NO |_|  N/A |_|

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

	(2) If NO, it is the responsibility of each PI to:

	(a) Consult the current NIH Guidelines for Research Involving Recombinant DNA Molecules which can be found at the Internet site:  http://www4.od.nih.gov/oba/rac/guidelines/guidelines.htm.

	(b) Identify the experimental category of their recombinant DNA research:       

	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):       
	(6) Complete VA recombinant DNA Registration appendix attached at the end of this form.










6. USE OF CHEMICALS	(if applicable, a copy of your laboratory chemical inventory is required to accompany this form at time of submission; be sure to highlight/denote Homeland Security “chemicals of interest”)
	a. Has the use of chemicals in your laboratory been reviewed by an appropriate committee or subcommittee in the past 12 months?	YES |_|  NO |_|  N/A |_|
	b. Are personnel knowledgeable about the special hazards posed by:
	(1) Carcinogens? 	YES |_|  NO |_|  N/A |_|  
	(2) Teratogens and Mutagens? 	YES |_|  NO |_|  N/A |_|
	(3) Toxic gases? 	YES |_|  NO |_|  N/A |_|
	(4) Neurotoxins? 	YES |_|  NO |_|  N/A |_|
	(5) Reactive and potentially explosive compounds? 	YES |_|  NO |_|  N/A |_|



7. CONTROLLED SUBSTANCES

a. Does your research involve the use of any substance regulated by the Drug Enforcement Agency?
	YES |_|  NO |_|
If YES, list all controlled substances to be used:
(1)      
(2)      
(3)      
(4)      
(5)      

	b. Are all Schedule II and III drugs stored in a double-locked vault?	YES |_|  NO |_|   N/A |_|   
NOTE: The schedule of controlled substances can be found at the Internet site http://www.deadiversion.usdoj.gov/schedules/

8. RADIOACTIVE MATERIALS [if yes, then 8a & 8b MUST be completed]

	Does your research involve the use of radioactive materials?	YES |_|  NO |_|

	If YES, you must provide the following:

	a. Identity of radioactive source(s):       

	b. Radiation Safety Committee approval (date):       

9. PHYSICAL HAZARDS

	a. Are physical hazards addressed in the facility Occupational Safety and Health Plan?					YES |_|  NO |_|

	b. Do employees receive annual training addressing physical hazards?	YES |_|  NO |_|
Charleston VA research laboratories operate under the auspices of the MUSC Occupational Safety and Health Plans.  Please assure that your employees are aware of this information, and for any additional information, direct them to the MUSC Occupational Safety and Health Plan website at:  http://www.musc.edu/fanda/risk/oshp/index.html



	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’s Signature		Date



	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.

____________________________________________________________________
Biosafety Officer’s Signature
Ryan Kelly, Ph.D.		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.




______________________________________________________________________________
Chair, Subcommittee on Research Safety and Security	Date
Kristine DeLeon-Pennell, Ph.D.

______________________________________________________________________________
Chair, Research & Development Committee	Date
Jeffrey Jones, Ph.D.

______________________________________________________________________________
Radiation Safety Officer (if applicable)	Date


______________________________________________________________________________
Facility Safety Officer	Date

[image: rhj-logo-200x140]Recombinant DNA Appendix*
*(ONLY COMPLETE & INCLUDE THIS APPENDIX IF UTILIZING rDNA IN YOUR STUDY)

For assistance with this registration, please contact the Biosafety Officer listed below.

	Ryan Kelly, Ph.D. 
	Phone:	843-789-6712

	Email:  Ryan.Kelly3@va.gov
	[bookmark: _GoBack]    Fax:	843-876-5384



Part A.  General Information
	[bookmark: Text1]Principal Investigator:       
	[bookmark: Text2]PI Email:       

	Department:       
	Contact/Lab Manager:       

	Laboratory Location:         
	Contact/Lab Manager Email:       

	PI Phone #:       
	Contact/Lab Manager Phone#:       
	 Fax #:       



Part B.  Recombinant DNA Checklist
	
	Description of Research
	Answer
	NIH Guidelines rDNA Category

	B1
	Will experiments involve work with viral vectors or biological materials treated with viral vectors?
	|_|NO  |_|YES 
	III-D1a

	B2
	Will experiments involve cloning of genetic material from pathogenic organisms (e.g. cloning an HIV gene)? 
	|_|NO  |_|YES
	III-D2a

	B3
	Will experiments involve the use of a virus in conjunction with a helper virus (e.g. AAV in conjunction with adenovirus)?
	|_|NO  |_|YES
	III-D3a

	B4
	Does the study involve transfer of genetic material or genetically modified material (including viral vectors and cells treated with rDNA) into whole animals?
	|_|NO  |_|YES
	III-D4b

	B5
	Does the study involve generation of transgenic plants or transfer of genetic material or genetically modified material into whole plants?
	|_|NO  |_|YES
	III-D5a

	B6
	Does the study involve generation of more than 10 liters of culture at any given time?
	|_|NO  |_|YES
	III-D6a

	B7
	Do experiments involve deliberate transfer of a drug resistance trait to microorganisms which could compromise treatment to control disease in humans, veterinary medicine or agriculture?
	|_|NO  |_|YES
	III-A

	B8
	Does the study involve the cloning or expression of toxin molecules lethal for vertebrates at an LD50 of less than 100 micrograms per kilogram of body weight?
	|_|NO  |_|YES
	III-B

	B9
	Does the study involve deliberate transfer of recombinant DNA or genetically modified material into humans (e.g. gene therapy)?
	|_|NO  |_|YES
	III-C




Part C.  Description of Research
	C1
	Provide a short description of planned experiments involving rDNA
(e.g., The insert gene will be cloned in to a plasmid which will be used to express the gene in mammalian cells during in vitro studies):  

	
	

	C2
	Provide the following information as applicable:

	
	a.	Source(s) of DNA (Gene name and species) (e.g. mouse Interleukin 10):       

	
	b.	Vector(s) (e.g. pcDNA3.1, pLentiLox3.7):       

	
	c.	Host organism(s) for DNA propagation (e.g. E. coli K12) (If propagating DNA):       

	
	d. 	Supplier of DNA (e.g. Investigator and Institution or vendor):       

	
		e.	 Specify the intended function of the insert gene(s) and the role of the vector
	(e.g., The gene codes for an immuno-suppressive cytokine which will be over-expressed in transduced cells):       

	
	f.	Will cells or animals be exposed to the recombinant DNA?   |_|YES  |_|NO
If YES, Please describe procedures:       

	C3 
	Will liquid waste be treated with bleach to a final concentration of 10% for 30 minutes prior to disposal?  |_|YES  |_|NO
If not, please describe procedures for decontamination and disposal of liquid waste.       

	C4
	Please describe procedures for decontamination and disposal of solid waste (bleach, autoclave, etc.):       

	C5
	What personal protective equipment will be worn when conducting this research (gloves, lab coats, goggles, respiratory protection, etc.)?       

	C6 
	Will this project involve procedures that may lead to an increased risk of exposure to personnel such as the use of sharps or procedures that create a spray, splatter or aerosol risk?  |_|YES  |_|NO
If YES, please describe procedures and methods for mitigation of risk.       

	C7
	Indicate the biosafety level of containment for conducting this research:
|_|BSL-1 (e.g., cloning into E. coli K12)   |_|BSL-2 (e.g., cell/viral culture)   |_|BSL-2+
|_|BSL-3



Part D.  Use of Viral Vectors (Please omit if not using viral vectors)
	D1
	Is the viral vector designed to be replication deficient?   |_|YES  |_|NO

	D2
	What is the type of virus?  |_|Retrovirus/Lentivirus  |_| Adenovirus |_|AAV  |_|Other       

	D3
	Please specify the vector technical name (e.g. pLentiLox3.7):       

	D4
	Who supplied the virus (e.g. Investigator and Institution or vendor)?       

	D5
	Tropism/host range (what species can the virus infect)? 
|_| Ecotropic (rodents)   |_| Amphotropic (mammals)   |_| Pantropic (all animals)  |_|Other
If other, please specify:       

	D6
	If retrovirus or lentivirus, what is the viral envelope glycoprotein (e.g. VSV-G)?       


Please note, exposure to viruses capable of infecting human cells can result in infection of lab personnel and expression of genes cloned into the viral vector.  Retroviruses, lentiviruses and AAV can integrate into host genomes, resulting in possible genetic mutations, expression of cloned genes and increased cancer risk.  Adenovirus and AAV are potential fetal pathogens requiring added precautions by pregnant laboratory workers. 

Part E.  Investigator Assurance	(ONLY COMPLETE & SUBMIT THIS PAGE IF YOUR STUDY IS UTILIZING rDNA)

As the principal investigator for studies using the agent(s) named in this registration, I assure the following:

1. The information provided is complete, accurate, and consistent with that provided in any proposal(s) provided to extramural funding agencies. 

2. I will not perform any work with the agent(s) being registered until VA Safety Committee approval has been received and all requirements have been met. 

3. I will notify the VA Safety Committee of any changes in my protocol or recent findings or reports that might affect the risk analysis for work with any of these agents. 

4. I will have my laboratory area inspected by the Institutional Biosafety Officer (BSO) biannually. 

5. If I move my laboratory or plan to use or store any agents in uninspected space, I will contact the BSO to schedule an inspection. Uninspected areas will not be used for work with or storage of any agents. 

6. I will have any biosafety cabinets (BSCs) in my laboratory space recertified yearly, if they are moved, or if they may have been damaged. 

7. Personnel handling these agents or animals exposed to these agents have completed required, applicable VA and/or Medical University South Carolina training. 

8. Personnel have been informed of the conditions of this work including any specific hazards and have received appropriate additional training as indicated. 

9. Personnel will work under my supervision. I will provide proper surveillance and correct conditions as indicated. 

10. Personnel who exhibit symptoms or signs consistent with infection with or exposure to an agent with which they have been working in my laboratory will be immediately reported to the BSO and Employee Health Services. 

11. Work with these agents will be done at the biosafety level specified by the VA Safety Committee and will comply with all federal, state, local, and University regulations. 

12. The current NIH Guidelines for Research Involving Recombinant DNA Molecules (NIH Guidelines), current edition of CDC/NIH Biosafety in Microbiological and Biomedical Laboratories (BMBL), and OSHA Occupational Exposure to Blood borne Pathogens, Final Rule will be followed. 

13. I will report any significant problems, violations of the NIH Guidelines research related accidents or injuries to MUSC Occupational Safety and Health, the VA Safety Committee, and the National Institutes of Health Office of Biotechnology Activities (NIH/OBA), and other appropriate authorities within the time periods specified by each. 

14. I will comply with other federal, state (SCDHEC), and local environmental laws. 

15. I will comply with additional stipulations required by the VA Safety Committee for approval. 

16. When I complete work with each registered agent, I will complete a termination form and properly dispose of each agent.

PI Signature                ___________________________________	Date______________

BSO Signature           ____________________________________	Date______________
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