RESEARCH PROTOCOL SAFETY SURVEY

Subcommittee on Research Safety

BIOSAFETY STATEMENT

	Project Title: 

	Principal Investigator:  
	Date:

	Location where research will be done: 

      Bldg. & room:                               



	Phone:  
	Email: 
	VA Mail Code:


	YES
	NO
	THE PROJECT WILL USE THE FOLLOWING:

	
	
	1. The study uses only information from medical records or pre-existing digital data and has no safety concerns.    If you have answered “YES” no further information is needed. Please sign assurance on last page.  

	
	
	 2. The study enrolls human subjects and if any biospecimens are used all collection and analysis of these specimens are done by VA NYHHS clinical laboratory, not research, personnel. If you have answered “YES” no further information is needed. Please sign assurance on last page.  If research personnel collect, process, analyze or ship biospecimens as part of this research, this form must be completed in its entirety.

	
	
	3. Human blood, urine, or other body fluids; organs, tissues, cells, cell cultures/lines (NOTE: this includes human samples for clinical studies)

	
	
	4. Animal blood, urine, or other body fluids; organs, tissues, cells, cell cultures/lines 

	
	
	5. Bacteria, viruses, fungi, parasites, pathogens, toxins, and/or select agents (defined in 42 CFR 72.6)

	
	
	6. Chemicals: toxic chemicals (including heavy metals); flammable, explosive, or corrosive chemicals; carcinogenic, mutagenic, or teratogenic chemicals; toxic compressed gases; acetylcholinesterase inhibitors or neurotoxins; DEA-controlled substances (see http://www.usdoj.gov/pubs/schedule.pdf) 

	
	
	7. Recombinant DNA (If yes and includes techniques other than just PCR, the project must be reviewed by the IBC. The following employees have been informed of appropriate rDNA techniques, risks and responsibilities by the PI)

	
	
	8. Radioisotopes, Ionizing Radiation (Radioactive materials, radiation generating equipment)

	
	
	9. Non-Ionizing Radiation: Laser Beam 

	DOES PROJECT REQUIRE SHIPPING BIOHAZARDOUS MATERIALS (this includes human samples for clinical studies)?   FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO

If yes, then all personnel who will be involved in shipping biohazardous samples must have documented proof of the following training: NYN-How to Ship Hazard Material (see link to obtain training).  https://www.tms.va.gov/plateau/user/login.jsp
Training certificates for all involved personnel should be included with this application. In addition, please submit a copy of the Standard Operating Procedure that will be used for packaging and shipping biohazardous material.





1) HUMAN SAMPLES                                                                                                                N/A    FORMCHECKBOX 

	Personnel will work with:
	Yes
	No
	If yes, specify:

	Blood or other body fluids
	
	
	(names of body fluids) 



	Organs, tissues, or cells
	
	
	(names of organs/tissues/cells)



	Cell cultures or lines
	
	
	(names of cultures/lines)



	List known hazards (i.e., HIV, Hep C):

(do not leave blank; if none, state none identified)
	

	List precautions:

(do not leave blank; state universal precautions at a minimum)
	

	BSL level:

(assigned by Subcommittee)


2) ANIMALS 






                                              N/A    FORMCHECKBOX 

	List all animal species to be used: 
	


	Check each item below:
	Yes
	No
	If yes, specify:

	Will you inject animals with infectious agent(s)?
	
	
	Name  of agent 
	Amount

	Will you use animal cells, cell lines, or primary cultures? 
	
	
	Name of cells, line, or culture
	Animal species

	
	
	
	Name of cells,  line,  or culture
	Animal species

	
	
	
	Name of cells, line, or culture
	Animal species

	
	
	
	Name of cells, line,  or culture
	Animal species

	Will you inject animal or human cells into animals?
	
	
	Name of cells/tissue 
	Animal species

	BSL level:

(assigned by Subcommittee)


3-a)  RADIOISOTOPES                                                                                                                N/A    FORMCHECKBOX 

If using radioisotopes, please provide the following information:
	License number:
	

	If not currently licensed, name the person who will supervise you when using radioisotopes:
	

	If not currently licensed do you have an application in progress?
	Yes FORMCHECKBOX 

	No  FORMCHECKBOX 



	Radioisotope used
	Chemical form
	Amount used in procedure (mCi)
	Maximum amount on hand (mCi)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	If using radioisotopes, please check each item below:
	Yes
	No
	If yes, please specify location (bldg/rm) and names of all personnel who will handle radioactive materials.

	Will you be radioiodinating compounds? 
	
	
	

	Will you be using radioisotopes in humans? 
	
	
	

	Will you be using radioisotopes in animals?
	
	
	


3-b)  Ionizing Radiation Generating Equipment 



N/A    FORMCHECKBOX 

	Provide the following information:
	Yes
	No

	Diagnostic Equipment?
	
	

	Therapeutic Equipment (Voltage between 5 to 50 kV)?
	
	

	X-ray generated at peak voltage greater than 500 kV (Linear Accelerators)?
	
	

	The procedures that are performed by radiation generating equipment are approved standard clinical procedures?
	
	


3-c)  Nonionizing Radiation Generating Equipment (Laser Beam)  

N/A    FORMCHECKBOX 

      Mark the hazardous laser class: 

a. Class-I  FORMCHECKBOX 
  b. Class II  FORMCHECKBOX 
 c. Class-III
 FORMCHECKBOX 
 d. Class-IV  FORMCHECKBOX 

	Provide the following information:
	Yes
	No

	Necessary safety precautions are taken in accordance with manufacture recommendations?
	
	

	The procedures that are performed by Laser Beam on humans are approved standard clinical procedures?
	
	


3) BIOLOGICAL AGENTS                                     N/A    FORMCHECKBOX 

	Name all biological agents to be used including bacteria, viruses, fungi, parasites:
	Is agent potentially infectious to humans?

	
	Yes
	No

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	Name of agent:


	Specific strain(s):
	Is this a CDC select agent?    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	Type of agent:
	 FORMCHECKBOX 
 Bacterium          FORMCHECKBOX 
 Virus           FORMCHECKBOX 
 Fungus             FORMCHECKBOX 
 Parasite

 FORMCHECKBOX 
 Other (specify):

	Location(s) where agent will be used/handled 
	 FORMCHECKBOX 
 VA

Bldg/rm:
	 FORMCHECKBOX 
 SUNY 


	 FORMCHECKBOX 
 Other (specify)



	Check method(s) of agent inactivation to be used: 
	 FORMCHECKBOX 
 Heat                      FORMCHECKBOX 
 Chemical                   FORMCHECKBOX 
 Radiation 

 FORMCHECKBOX 
 Other (specify):

	Specify method(s) of concentration:
	 FORMCHECKBOX 
 Centrifugation        FORMCHECKBOX 
 Precipitation              FORMCHECKBOX 
 Filtration 

 FORMCHECKBOX 
 Other (specify):

	Specify available containment equipment:
	Biological safety cabinet    FORMCHECKBOX 
 Class 1          FORMCHECKBOX 
 Class 2        FORMCHECKBOX 
 Class 3

 FORMCHECKBOX 
Chemical fume hood          FORMCHECKBOX 
 Containment centrifuge

 FORMCHECKBOX 
 Other (specify):


	Provide the following information:
	Yes
	No

	Is antibiotic resistance expressed?
	
	

	Is organism inactivated prior to other laboratory use?
	
	

	Is a toxin produced?

If yes, do you work with toxin?

Name of toxin:
	
	

	
	
	

	
	

	Largest volume of organism used: (in liters)
	 

	Concentration of organism:
	


4) CHEMICALS                                                                          N/A    FORMCHECKBOX 

	Personnel will use:
	Yes
	No

	Toxic chemicals (including heavy metals) 
	
	

	Flammable/explosive/corrosive chemicals
	
	

	Carcinogenic/mutagenic/teratogenic chemicals 
	
	

	Toxic compressed gases
	
	

	Acetylcholinesterase inhibitors/neurotoxins
	
	


Provide the following information for all hazardous chemicals to be used.
	Chemical
	Safety precautions & disposal
	Storage Location (Bldg/room)
	Use location

(Bldg/room)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	Will personnel use DEA-controlled substances*

(see http://www.usdoj.gov/pubs/schedule.pdf for list
	YES


	NO




If yes, list all controlled substances to be used.

	

	

	


5) RECOMBINANT DNA                                                                                                            N/A    FORMCHECKBOX 

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


	NO




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

If you answered NO, please fill out the following table. Use a separate table for each gene; make additional copies if necessary.

	Biological source of DNA insert or gene:
	

	Name and function of gene:
	

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

	Host:
	

	Cell/animal/plant recipient:
	

	Assessment of levels of physical & biological containment (consult current NIH Guidelines for Research Involving Recombinant DNA Molecules at http://www.nih.gov/od/orda/toc.html)
	 FORMCHECKBOX 
 Risk group 1

 FORMCHECKBOX 
 Risk group 2

 FORMCHECKBOX 
 Risk group 3
	 FORMCHECKBOX 
 BSL-1

 FORMCHECKBOX 
 BSL-2

 FORMCHECKBOX 
 BSL-3
	 FORMCHECKBOX 
 Animal BSL-1

 FORMCHECKBOX 
 Animal BSL-2

 FORMCHECKBOX 
 Animal BSL-3


	Biological source of DNA insert or gene:
	

	Name and function of gene:
	

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

	Host:
	

	Cell/animal/plant recipient:
	

	Assessment of levels of physical & biological containment (consult current NIH Guidelines for Research Involving Recombinant DNA Molecules at http://www.nih.gov/od/orda/toc.html)
	 FORMCHECKBOX 
 Risk group 1

 FORMCHECKBOX 
 Risk group 2

 FORMCHECKBOX 
 Risk group 3
	 FORMCHECKBOX 
 BSL-1

 FORMCHECKBOX 
 BSL-2

 FORMCHECKBOX 
 BSL-3
	 FORMCHECKBOX 
 Animal BSL-1

 FORMCHECKBOX 
 Animal BSL-2

 FORMCHECKBOX 
 Animal BSL-3


	Biological source of DNA insert or gene:
	

	Name and function of gene:
	

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

	Host:
	

	Cell/animal/plant recipient:
	

	Assessment of levels of physical & biological containment (consult current NIH Guidelines for Research Involving Recombinant DNA Molecules at http://www.nih.gov/od/orda/toc.html)
	 FORMCHECKBOX 
 Risk group 1

 FORMCHECKBOX 
 Risk group 2

 FORMCHECKBOX 
 Risk group 3
	 FORMCHECKBOX 
 BSL-1

 FORMCHECKBOX 
 BSL-2

 FORMCHECKBOX 
 BSL-3
	 FORMCHECKBOX 
 Animal BSL-1

 FORMCHECKBOX 
 Animal BSL-2

 FORMCHECKBOX 
 Animal BSL-3


	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.

I further certify that upon termination or discontinuance of this project, my inventory of the above listed animals, cell lines and other biological samples, chemicals and radioisotopes (as applicable) will be transferred and/or disposed of according to all applicable regulations.  A transfer/disposal report listing the final disposition of these materials will be attached to my final report and submitted to the Biosafety Subcommittee.



	
	
	

	Principal Investigator's Signature
	                                    Date


	Certification of Safety Officer's Approval

	A completed 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.

	
	
	

	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.


	Chair, Subcommittee on Research Safety
	
	Date

	
	
	

	
	
	

	Chair, Research and Development Committee
	
	Date

	
	
	

	
	
	

	Radiation Safety Officer (if applicable)
	
	Date

	
	
	

	
	
	

	Facility Safety Officer
	
	Date


If the answer to ANY of the above questions 3-9 is YES, complete all sections of this form that apply.


If the research involves the use of human samples from human subjects, IRB review is also         


       required. Note: IRB approval is not required for commercially available human products. 


Use of animals also requires submission of an IACUC-approved Animal Component. Note: IACUC approval is  


       not required for commercially available animal products.





If you indicated yes, please provide the following information for each agent on separate pages.





*NOTE: 


Schedule II and III drugs must be stored in a double-locked vault.
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