	Submission of Safety Survey Forms
See attached form 10-0398, “RPSS” (RESEARCH PROTOCOL SAFETY SURVEY)

	Protocols may be submitted electronically and/or by hard copy:

	Step 1:	Print out, sign, and send hard copy(s) to IRB, IACUC, or SRS.

Step 2:	Compose an email and attach the form(s) used in Step 1.

Step 3:	In the SUBJECT LINE, enter your Protocol Number, if available.
Otherwise, enter the name of the PI and the first few words of the title.

Step 4:	Send the email to the following address:

	Julie.Furne@va.gov




	NOTE:  A more fully digitized version of this form is available on the Q-drive:
Q:\Research\9 - SRS Subcommittee\Safety Survey Forms\RPSS 10-0398 (Safety Survey).xsn

Protocols should be received by the SRS by the 15th of each month in order to be approved at the next R&D meeting (first Tuesday of the following month).

	If you have questions, please contact Julie Furne for assistance.
Email: julie.furne@va.gov	Phone: (612)-467-5180







1

Protocol #       	RESEARCH PROTOCOL SAFETY SURVEY

	PRINCIPAL INVESTIGATOR (PI), DegreDEGREE
	EMAIL ADDRESS
	PHONE #
	MAIL ROUTE

	[bookmark: Text44]     
	[bookmark: Text45]     
	[bookmark: Text46]     
	[bookmark: Text47]     

	PROJECT TITLE:     

	[bookmark: Text54][bookmark: Text55]SUBMITTED TO (Funding Agency;  e.g., VAMR, NIH):        on        (Submission Date)

	LIST VA AND NON-VA LOCATIONS IN WHICH PI CONDUCTS RESEARCH
(include building, room or section numbers):       

	[bookmark: Check58][bookmark: Check59][bookmark: Check60]Does the research involve	Clinical Personnel |_|	Research Personnel |_|	or both |_| ?
The SRS form(s) designated in each section below (A-H) need to be submitted only if the hazardous procedures are carried out by Research Personnel or by Clinical Personnel working in Research Service Laboratories.



DOES THE RESEARCH INVOLVE USE OF/EXPOSURE TO ANY OF THE FOLLOWING?

	A.	Biological Hazards: Microbiological or viral agents, viral vectors, pathogens, toxins, or select agents as defined in Title 42 Code of Federal Regulations (42 CFR 73; see www.selectagents.gov)
		Yes |_| Complete Sections I, II; SRS-1, 2 and/or 3	No |_|

	B.	Human or Animal cell/tissue samples (i.e., cultures, tissues, blood, other bodily fluids, cell lines, sharps)
 		Yes |_| Complete Section III	No |_|

	C.	Recombinant DNA (deoxyribonucleic acid, including PCR and transgenic organisms)
		Yes |_| Complete Section IV;  SRS-4 if required	No |_|

	D.	Hazardous Chemicals	Yes |_| Complete Section V; SRS-5 and/or 6	No |_|

	1.  Toxic chemicals (including heavy metals)	Yes |_|	No |_|
2.  Flammable, explosive or corrosive chemicals	Yes |_|	No |_|
3.  Carcinogenic, mutagenic, teratogenic chemicals	Yes |_|	No |_|
4.  Toxic compressed gases 	Yes |_|	No |_|
	5.  Acetylcholinesterase inhibitors/neurotoxins	Yes |_|	No |_|
6.  Nanomaterials	Yes |_|	No |_|
7.  Pharmaceuticals used outside a clinical setting	Yes |_|	No |_|

	E.	Controlled Substances	Yes |_| Complete Section VI	No |_|

	F.	Radiation	Yes |_| Complete Section VII and SRS-7	No |_|

	Ionizing:
1.  Radioactive materials	Yes |_|	No |_|
2.  Radiation-generating equipment	Yes |_|	No |_|
	Non-ionizing:
1.  Ultraviolet light	Yes |_|	No |_|
2.  Lasers (class 3b or class 4) 	Yes |_|	No |_|
3.  Radiofrequency/ microwave sources 	Yes |_|	No |_|

	G.	Physical Hazards	Yes |_| Complete Section  VIII	No |_|

	H. Transport/Shipment off-site of hazardous or potentially hazardous chemicals or biological materials
		Yes |_| Complete Section  IX	No |_|



If all answers to use of hazards A-H are "NO", a documented review by the local SRS is still
 required prior to the start of the project.

	Top of Next Page:  Summary, Abstract, ACORP/Protocol attached:	Completed |_|

	Complete Section X, and SIGN/DATE (last pg)	Completed |_|

	This project will deal with (check all boxes that apply): 	Human Subjects |_|	Animals |_|
If the research involves the use of human subjects or HIPAA-Identifiable human tissues, Institutional Review Board (IRB) review is required. If research involves use of animals, submission of an Institutional Animal Care and Use Committee (IACUC)-approved Animal Component of Research Protocol (ACORP) is required.  If neither applies, the project is designated as "Laboratory Only".



	VA FORM
10-0398
May  2002
	[bookmark: OLE_LINK1]Send completed form (NO staples, single sided) to your regulating committee (IRB or IACUC). If Laboratory Only protocol, send to Julie Furne (151).
 **  ALSO, email this completed Word document to: Julie.furne@va.gov **
	Minneapolis VAHCS
[bookmark: _GoBack]Rev. July 5, 2016




	Write a BRIEF statement of 2-3 sentences summarizing the project's general objective(s) and methods (particularly with respect to use of listed hazards).  It is NOT sufficient to merely state (only) that this is a retrospective or database study. Type in or write LEGIBLY in space below, or add as an attachment:
SUMMARY OF PROJECT:  2-3 Sentences maximum (NOT a long abstract).  Begin on next line.

	     




	Have you attached your Abstract?	Yes |_|	No |_|



	Have you attached your Research Protocol or has the protocol already been submitted to the IACUC/IRB?  If the protocol has already been submitted to the IACUC/IRB, it is available to SRS members electronically and you do not need to attach.  Protocol review is part of the SRS review/approval process.  The Research Protocol for “Laboratory Only” studies must include: 
BACKGROUND/RATIONALE
SPECIFIC AIMS
METHODS (briefly detailed)
[bookmark: Check57]POTENTIAL BENEFITS/SIGNIFICANCE                                 	Yes |_|	        No |_|



If you have questions, contact Julie Furne (612-467-5180; julie.furne@va.gov)

	I.	BIOLOGICAL HAZARDS

	[bookmark: Check27][bookmark: Check28]Does your research involve the use of microbiological or viral agents, viral vectors, pathogens, toxins, poisons or venom?                                                                                                Yes |_|	     No |_|                                                                    

	If ‘NO’, skip to the section III on Cells and Tissue Samples.

	[bookmark: Text10]If ‘YES’, list all BSL-2 agents or toxins used in your laboratory.  Use of BSL-3 and BSL-4 agents or toxins is NOT permitted at the Minneapolis VA Health Care System (VAHCS).
     

	1. Consult either:
a. The National Institutes of Health (NIH), and Center for Disease Control and Prevention (CDC) publication entitled Biosafety in Microbiological and Biomedical Laboratories 
b. The CDC online reference (http://www.cdc.gov)
c. The VAHCS Hazardous Material Plan or Industrial Hygiene Officer (IHO).

	2. Identify the BSL (also called Risk Group) for each organism, agent, or toxin.  Enter it into this table:
	Organism, Agent, Viral Vector or Toxin
	Biosafety Level**

	[bookmark: Text11]     
	[bookmark: Text15]     

	     
	     

	     
	     

	[bookmark: Text13]     
	[bookmark: Text17]     

	[bookmark: Text14]     
	[bookmark: Text18]     


** For each Biosafety Level 2 agent or toxin listed, provide the information requested in the Section II below.  Description of Biosafety Level 2 can be found in the VAHCS Guidelines for Recombinant DNA Research.

	[bookmark: Check29][bookmark: Check30]Are any of the biohazardous agents listed above classified as a “Select Agent” by the Centers for Disease Control (CDC)?	Yes |_|	No |_|




	II.	BIOLOGICAL HAZARDS – Description of Use.

		NOTE:  Complete this information separately for each agent.

	1. [bookmark: Text19]Identify the microbiological agent, viral vector or toxin (name, strain, etc):
     

	2. Is this is a Select Agent (http://www.selectagents.gov/SelectAgentsandToxinsList.html )?
		Yes |_|	No |_|

	[bookmark: Check31][bookmark: Check32]If ‘YES’, is the amount to be used under the exemption criteria?	Yes |_|	No |_|

	If not so exempted, provide the CDC laboratory registration # and the date of the CDC inspection.
     

	3. [bookmark: Text22]Indicate whether antibiotic resistance will be expressed, and the nature of this antibiotic resistance:
     

	4. [bookmark: Text20]Indicate the largest volume and/or concentration to be used:
     

	5. [bookmark: Text23]Describe the containment equipment (protective clothing or equipment, biological safety cabinets, fume hoods, containment centrifuges, micro-isolator cages or isolation cubicles, etc.) to be used in this research:
     

	6. [bookmark: Text24]Describe the proposed methods to be employed in monitoring the health and safety of personnel involved in this research:
     



	III.	CELLS and TISSUE SAMPLES

	

	1. Will research involve the use of HUMAN blood, body fluids, organs, tissues, cell lines, or cell clones?
		Yes |_|	No |_|

	If ‘YES’, specify:
a) Which human material(s) are used;
b) How samples are obtained (e.g., blood drawn in a clinical setting, or obtained from pathology lab);
c) What is done with this human substance (e.g., fixed in formalin and then shipped);
d) Specific precautions to be employed to protect research personnel obtaining or working with listed substances (such as use of gloves, lab coats, safety goggles, use of biological safety cabinet, fume hood, containment centrifuges, etc).   If research personnel will not be involved, state who will be involved (e.g., “Only clinical personnel working in clinical labs at the VAHCS”).

	     



	2. Will research involve the use of ANIMAL OR NON-HUMAN PRIMATE blood, body fluids, organs, tissues, cell lines, or cell clones?	Yes |_|	No |_|

	If ‘YES’, specify:
a) Common name of animal, and which animal material(s) are used;
b) How samples are obtained;
c) What is done with this animal substance, including after sacrifice (e.g., fixed in formalin and then shipped);
d) Specific precautions to be employed to protect research personnel obtaining or working with listed substances (such as use of gloves, lab coats, safety goggles, use of biological safety cabinet, fume hood, containment centrifuges, micro-isolator cages or isolation cubicles, etc).  

	     



	3. For 1 and 2 above, if research personnel are involved in obtaining or working with the listed substances, include a) disposal procedures, and b) location of hazardous waste barrel, if used (e.g., 3P-127, 4P-127, Bldg 49-120, Bldg 49-40).  Otherwise, state who will be involved (e.g., “only clinical personnel working in clinical labs, at the VAHCS”).

	a) Disposal procedures:
     

	b) Location of hazardous waste barrel, if used:
     

	



	IV.	RECOMBINANT DNA

	1. [bookmark: Check38][bookmark: Check39]Are procedures involving recombinant DNA used in your laboratory?	Yes |_|	No |_|

	2. [bookmark: Check40][bookmark: Check41]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 |_|	

	a. If ‘YES’, your recombinant DNA studies are exempt from restrictions described in the NIH Guidelines for Research Involving Recombinant DNA Molecules, and form SRS-4 need not be turned in.

	b. If ‘NO’, it is the responsibility of each PI to:

	1) Consult the current NIH Guidelines for Research Involving Recombinant DNA Molecules which can be found at the Internet site http://oba.od.nih.gov/rdna/nih_guidelines_oba.html ; and VAHCS Guidelines for Recombinant DNA Research.

	2) [bookmark: Text43]Identify the experimental category of his/her recombinant DNA research.
     

	3) Description of Recombinant DNA Procedures:

	a) [bookmark: Text29]Identify the NIH classification (and brief description) for these recombinant DNA studies:
     

	b) [bookmark: Text30]Biological source of DNA insert or gene:
     

	c) [bookmark: Text31]Function of the insert or gene:
     

	d) [bookmark: Text32]Vector(s) used or to be used for cloning (e.g., pUC18, pCR3.1):
     

	e) [bookmark: Text33]Host cells and/or virus used or to be used for cloning (e.g., bacterial, yeast/viral strain, cell line):
     



	V.	USE OF CHEMICALS

	1. Is your chemical inventory in CEOSH?                                                Yes |_|        No |_|

	2. Are personnel knowledgeable about the special hazards posed by the following hazards?
(Check NA if not used in project)
	Carcinogens?
	[bookmark: Check42]NA |_| 
	Yes |_|
	No |_|

	Teratogens and Mutagens?
	NA |_|
	Yes |_|
	No |_|

	Toxic gases?
	NA |_|
	Yes|_|
	No |_|

	Neurotoxins?
	NA |_|
	Yes |_|
	No |_|

	Reactive & potentially explosive compounds?
	NA |_|
	Yes |_|
	No |_|

	Nanomaterials?
	NA |_|
	Yes |_|
	No |_|

	Pharmaceuticals used outside a clinical setting?
	NA |_|
	Yes |_|
	No |_|






	VI.	CONTROLLED SUBSTANCES

	1. Does your research involve the use of any substance regulated by the Drug Enforcement Agency?	YES |_|	NO |_|
	Reviewed by 	
Date 	

	If ‘YES’, list Controlled Substances to be used and Source (e.g., VAHCS Pharmacy, VMU Office, etc.):

		Controlled Substance:
	Source:

	[bookmark: Text34]     
	[bookmark: Text53]     

	     
	     

	     
	     

	     
	     

	     
	     




	2. [bookmark: Check48][bookmark: Check49][bookmark: Check47]Are all Schedule II, III and IV drugs stored in a double-locked vault?	  YES |_|	  NO |_|	NA |_|

	If ‘YES’, indicate location of double-locked vault:
     

	NOTE:  The schedule of controlled substances can be found at http://www.deadiversion.usdoj.gov/schedules/

As of June 2015, the following commonly-used drugs were categorized as controlled substances:
Morphine, Pentobarbital (Nembutal), Phencyclidine (PCP), Ketamine, Buprenorphine (Buprenex), euthanasia solution, Telazol
Isoflurane and Xylazine are NOT controlled substances.



	VII.	IONIZING/NONIONIZING RADIATION

	Does your research involve the use of radioactive materials or radiation-generating equipment?
	YES |_|	NO |_|

	If ‘YES’, provide the following:

	1. [bookmark: Text35]Identity of radioactive materials:
     

	2. Identity and location of radiation-generating equipment:
     
Submit Form SRS-7 only if this equipment is operated by Research Personnel or by Clinical Personnel working in Research Service Laboratories.

	3. Radiation Safety Committee (RSC) Approval date:
[The signature and date represent submission to the RSC by the VAHCS Radiation Safety Officer (RSO).  PI will be notified if changes are needed after RSC review.]
	RSO 	
Date 	



	VIII.	PHYSICAL HAZARDS

	1. Define physical hazards (electricity, trauma, extreme cold such as dry ice, etc.) and describe use:
     

	2. Are physical hazards addressed in the facility Occupational Safety and Health Plan?
	Yes |_|	No |_|

	3. Do employees receive annual training addressing physical hazards? 	Yes |_|	No |_|



	IX.	TRANSPORT/SHIPMENT

	The Department of Transportation (DOT) requires all chemical agents, diagnostic specimens, infectious substances, and dry ice shipments to be in accordance with regulations that include specific shipping documentation, labeling, packaging, and access to emergency information.

	1. [bookmark: Text37]Describe material(s) to be shipped (e.g., “formalin-fixed, paraffin-embedded block of lymphoma tissue”) and procedures to be followed (e.g., “packed in Dry Ice”) and whether personal vehicle or commercial transport will be used:
     

	2. List personnel trained in proper shipping procedures (training certificates or dates must be on file with local VAHCS):

		Name:
	Date of Certification:
	Phone:

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     




	NOTE:  Training is valid for 2 years (per IATA rules) but, according to regulations, hazmat employee training must be updated any time DOT issues any new or revised rule applicable to the duties of a particular employee. For online training, see: www.TMS.gov (DOT modules 1-4 and IATA modules 1-5) or www.citiprogram.org  (course titled “Shipping Regulated Biological Materials”).   For questions contact Julie Furne at 612-467-5180.







	X.	TRAINING AND CHEMICAL INVENTORY

	A.	TRAINING
All personnel in this facility are required to complete various training before engaging in research.  This may take place on a one-time, annual, or as-needed basis, depending on the type of research being done and where the research will take place.  The items below require annual training if needed.  Other training may be needed for a particular project and should be provided by the PI or the approved source on-line or video, or by the Annual Mandatory Reviews, or by completing the Safety Training Checklist or by attending the General Research Meetings (in May and November).

	1. RESEARCH-SPECIFIC Hazard Communication/OSHA ("Right to Know") Training
This advanced version of OSHA training is required only of Research personnel who work in a Research Service (not Clinical) laboratory, or whose PI has an active IACUC (animal) project.  The training may be completed by attending the training session at the General Research Meeting (usually in May), or by completing the Safety Training Checklist (on the Q-drive, or, for a hard copy contact Julie Furne at 612-467-5180).  This training must be completed ANNUALLY.
List names and email addresses of all Research personnel involved in this project (including PI):

		Name:
	Email:

	[bookmark: Text56]     
	[bookmark: Text57]     

	     
	     

	     
	     

	     
	     




	Personnel requiring the above OSHA training may not participate in lab research unless such training is completed.



	2. Hazardous Waste Management/EPA Training
This training is required for all Research personnel who handle, generate or dispose of hazardous waste. It may be completed by attendance at the General Research Meeting each Oct.-Nov. (sign-in sheet confirms the training), or by completing the Safety Training Checklist (on the Q-drive, or, for a hard copy contact Julie Furne at 612-467-5180).  This training must be completed ANNUALLY.

	a. Will any Research personnel involved in this project handle, generate or dispose of hazardous waste (e.g., human or animal blood/tissues, ethanol, radiolabeled material, formalin, controlled substances, etc.)?	Yes |_|	No |_|

	b. If ‘YES’, list names of all such personnel (including PI):

		Names:

	[bookmark: Text58]     

	

	

	

	




	Personnel lacking Hazardous Waste training, if required, may not participate in lab research unless such training has been completed / updated within the last 12 months.  The Principal Investigator must also complete this training if the project requires it of other personnel.

	



ARE ALL SUCH PERSONNEL UP-TO-DATE ON THIS TRAINING? 	    Yes |_|             No|_|
	B.	CHEMICAL INVENTORY
(Inventory should be available at: vaww.CEOSH.med.va.gov – Contact Julie Furne at 612-467-5180 for assistance)

	Do you use or store chemicals in a Research Service lab? 	Yes |_|	No |_|

	If ‘Yes’, are you updating your inventory whenever changes are made?	Yes |_|	No |_|

	If ‘Yes’, are SDSs readily available?	Yes |_|	No |_|

	In the absence of a current chemical inventory and SDS sheets, review of this proposal CANNOT be completed.



	PERSONNEL

	Please list all personnel to be covered by this protocol (including PI). Use checkboxes to indicate which of the hazards identified on Page 1 are relevant to the role of each individual named below. Investigators are responsible for ensuring that relevant training has been completed for all named individuals.

	AA: Biological Hazards
	B: Human/Animal Tissue
	C: Recombinant DNA
	D:HazardousChemicals

	E: Controlled Substances
	F: Radiation
	      G: Physical Hazards
	    H: Transport/Shipment






	Name
	Hazards

	
	A
	B
	C
	D
	E
	F
	G
	H
	None
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This page must be updated to reflect addition or removal of personnel, or change in hazards relevant to individual role, for any amendments submitted for this protocol.


	


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 on file with the Industrial Hygiene Officer (IHO).

	[bookmark: Text59]		     	
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.

	[bookmark: Text60]		     	
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



