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VA Portland Health Care System - Subcommittee on Research Safety

Project Safety & Hazard Assessment Form – For Initial Review of New Projects
DIRECTIONS: Complete all sections of this form, including appropriate Appendices that involve VA research. VA research is defined as that conducted on VA time, using VA resources (such as VA funds or VA equipment) or on VA property. It may be necessary to describe non-VA activities in the abstract to provide clarity for reviewers. If so, please clearly delineate VA and non-VA activities therein.

Submission is electronic; hard copies are not accepted. Submit all required documents to research.grants@va.gov. These must be sent from the Principal Investigator’s email address as this will serve in lieu of a signed hard copy. All submissions received by the 15th of each month will be reviewed at the upcoming SRS meeting.
	
Principal Investigator Information
	Lab Contact Information

	Name:  
	     
	     

	E-mail:
	     
	     

	Phone:
	     
Mail code:      
	     
Mail code:      


Project Title:      
	Funding Source (VA, NIH, etc.):      
	VA Bldg/Rm where work will occur:      
Off Campus Site (If Applicable):      


	Personnel & Training: List the names of all personnel who will work in VA wet lab space on this project. 

Note: all study personnel must have a VA-paid or Without Compensation appointment at the VAPORHCS, be current on all applicable VAPORHCS Education requirements, and have a current Lab/Animal Scope of Work on file in the R&D office. 


	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


	Conflict of Interest

	Conflict of Interest in Research Form – Is this study reviewed by the VAPORHCS IACUC or IRB? If yes, skip to the next section. If no, and if you have not already done so, submit the Conflict of Interest (COI) in Research Form for the PI and each Co-PI, study Chair and/or co-investigator/sub-investigator working on this research at the VAPORHCS or on VAPORHCS time. The COI form can be found at the following URL: http://www.portland.va.gov/Research/piservices/rd_forms.asp 


	
	Yes
	No

	All personnel listed are up-to-date for their annual training. Training modules can be found at: http://www.portland.va.gov/Research/training/index.asp. Call ext. 57813 to verify.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	A current Lab/Animal Scope of Work is on file in the R&D office all personnel listed. Call ext.55125 to verify.
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Part A – Chemical Review

	Does your project involve the use of any of the following categories of Hazardous Chemicals? If “yes” to any, please fill out Appendix 1.
	Yes
	No

	1) Toxic Chemicals (including heavy metals)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2) Flammable, explosive, or corrosive chemicals
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3) Carcinogenic, mutagenic, or teratogenic chemicals
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4) Toxic compressed gases
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5) Acetylcholinesterase inhibitors or neurotoxins
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Part B – Experimental Techniques Review

	Does your project involve the use of any of the following items or methodologies? If “yes” to any, please fill out Appendix 2.
	Yes
	No

	1) Use of cells or tissues (including cultures, tissues, blood, bodily fluids, or cell lines)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If yes to item 1, please indicate if cell lines and/or tissue are human or non-human primate.      

	If human or non-human primate, please complete Appendix 3 – SOP for Use with BSL2 Agents

	2) Items used at a BSL2 level including microbiological agents, viral agents, pathogens or toxins 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If yes to item 2, please complete Appendix 3 – SOP for Use with BSL2 Agents
	
	

	3) Controlled substances
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4) Poisonous, toxic or venomous plants or animals
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5) Radioactive materials (include radiation generating equipment)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6) Non-ionizing radiation (UV light, lasers, radiofrequency or microwave sources)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7) To verify completion of annual training: Is your lab licensed to use radioisotopes?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If your lab is not licensed to use radioisotopes, indicate location where isotopes will be used.       

	8) Items used at a BSL3 level including microbiological agents, viral agents, pathogens, select agents or toxins 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9) Recombinant DNA, PCR products, viral agents or Synthetic Nucleic Acid Molecules
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	          If yes to item 9, is use of recombinant DNA, etc. exempt? 
          This can be determined from the NIH guidelines found here; see Section III-F (Exempt 

          Experiments).

	 FORMCHECKBOX 

	 

	          If not exempt, OHSU/IBC review is required prior to submission to the SRS. Include the OHSU  

          IBC approval letter in your submission to the SRS and enter Approval # here:      
	

	              If exempt, include the OHSU IBC exemption letter or follow the instructions in Appendix 2.
	


Appendix 1 – Hazardous Chemical Review
Complete the below Tables listing the hazardous chemicals used that are SPECIFIC to this project. A complete chemical inventory of the lab is not appropriate. If additional rows are needed, use Appendix 1 from a clean Project Safety & Hazard Assessment and attach. Please list chemicals that fall into multiple categories into ALL appropriate Tables.

Hazardous Chemicals are those that are: corrosive, reactive, flammable, or toxic. This can be determined from a material data safety sheet (MSDS) or by contacting the VAPORHCS Industrial Hygienist at x55417. 
	
	Yes
	No

	All hazardous chemicals used in this project are also listed and identified on the in-lab Chemical Inventory.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	MSDS sheets for all hazardous chemicals have been uploaded to the PI’s lab database on the VISN-20’s online system. The web address is: http://www.admin.visn20.msdss.com 
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	All laboratory staff is trained to use the VISN20 online MSDS database.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	


	Toxic Chemicals (including heavy metals)

	Agent
	Use in Project

	EXAMPLE – diaminobenzidine
	Immunohistochemistry

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


	Flammable, explosive, or corrosive chemicals

	Agent
	Use in Project

	EXAMPLE – methanol
	Western blotting

	     
	     

	     
	     

	     
	     

	     
	     


	Carcinogenic, mutagenic, or teratogenic chemicals 

	Agent
	Use in Project

	EXAMPLE – chloroform
	RNA isolation

	     
	     

	     
	     

	     
	     

	     
	     


	Toxic compressed gases

	Agent
	Use in Project

	EXAMPLE – silane (CO2 is NOT toxic)
	Mass spectrometry

	     
	     

	     
	     


	Acetylcholinesterase inhibitors or neurotoxins

	Agent
	Use in Project

	EXAMPLE – tetrodotoxin
	Disrupt sodium channel function

	     
	     

	     
	     


	Chemical Personal Protective Equipment (PPE):

For all chemicals listed, describe any PPE required and used if necessary. For example, use of: respirators (and fit test review), appropriate gloves (latex, vs. nitrile), etc. 
     


Appendix 2 – Experimental Techniques Review
Describe each element as needed:

· Provide sufficient DETAIL (for example: concentration of chemicals, types/source of cell lines, radioisotope specifics, containment equipment etc.) for reviewers to determine how chemicals, experimental techniques, radiation, recombinant DNA and viral vectors, etc. are being used specific to this project. 
· If a heading does not apply indicate “N/A” for that heading.
· Be sure to define all abbreviations and acronyms. Sections will expand to allow as much text as needed. 

NOTE: Unfortunately, the spell check feature does not work with protected forms. Therefore, it may be helpful to compose text in a separate document, and then copy/paste your entry into each appropriate section.

	Use of cells or tissues (including cultures, tissues, blood, other bodily fluids or cell lines):

     

	Items used at a BSL2 level including microbiological agents, viral agents, pathogens or toxins:
     

	Controlled Substances:

     

	Poisonous, toxic or venomous plants or animals:

     

	Radioactive materials (include radiation generating equipment):
     

	Non-ionizing radiation ( include UV light, lasers, radiofrequency or microwave sources):
     

	Items used at a BSL3 level including microbiological agents, viral agents, pathogens, select agents or toxins:
     

	Recombinant DNA, viral agents or Synthetic Nucleic Acid Molecules:

Either (1) Submit all OHSU IBC documents involving the experimental techniques, or (2) Use the NIH guidelines to briefly describe why the project is exempt and does not require IBC review. The guidelines can be found here; see Section III-F (Exempt Experiments).
     

	Experimental Personal Protective Equipment (PPE):

For any experimental technique listed, describe any PPE required and used if necessary. For example, use of: respirators (and fit test review), appropriate gloves (latex, vs. nitrile), etc.

     


Appendix 3— Standard Operating Procedures (SOP) for Use with Biosafety Level 2 (BSL-2) Agents (Recommended form)
BSL2-agents can cause human disease through ingestion, inhalation, percutaneous injection, or mucous membrane exposure. Thus a SOP is required for the safe and proper handling of these agents. All investigators who use BSL2 agents (including cell lines from humans and non-human primates) at the VAPORHCS must either complete this recommended form or provide their own SOP that will be reviewed by members of the SRS. This recommended form is not to be used with BSL2+ or BSL3 agents that require their own separate SOP. Please group agents that utilize identical procedures into the same SOP. Once this SOP is reviewed and approved by the SRS, it should be posted near the biosafety cabinet in the lab. 

1) List all BSL2 agents used in this protocol:       
2) Is there a current OHSU IBC approval for use of this agent(s)?       
 If yes, list the number here:      
3) The following are the types of personal protective equipment (PPE), disinfectants, and special precautions that must be used when handling and/or transporting this agent(s):

· All work must be performed in BSL2-rated biosafety cabinet. 

· PPE includes gloves and protective lab coat. 
· Disinfectant options: include 10% bleach, 5% amphyl or 0.5% Wescodyne for 20 minutes.  This can be accomplished through flask aspiration or adding disinfectant directly to the media/plates.  Discard used plastics into biosafety bags for autoclaving. Note: All bleach must be removed from plastics prior to being placed into biosafety bags to prevent damage to autoclaves. 
· Transportation outside of the laboratory must be performed in sealed flasks inside of secondary containment.

4) What is the location of the biosafety cabinet(s) and equipment that will be used with this agent(s) and how will this equipment be disinfected after use? Verify that the biosafety cabinet(s) used is/are inspected annually.

     
5) Following are the procedures for spills:

· Inside of a biosafety cabinet:  Treat the spill with absorbent material along with one of the disinfectants listed in section 3 for 20 minutes.  Treat waste appropriately.

· Outside of a biosafety cabinet:  If there is a risk for aerosolization all personnel must leave the area for 30 minutes. Treat the spill with absorbent material along with one of the disinfectants listed in section 3 for a minimum of 20 minutes.  Treat waste appropriately.

6) Following is the procedure for handling an accidental exposure to the agent(s), including when and how to seek medical attention:
· Immediately treat affected area with soap and water for 15 minutes (or rinse for 15 minutes in an eye wash).

· If a mucosal exposure or puncture wound occurs, take this form with you and go to VA Occupational Health (Building 101, room 121) or the VA Emergency Department (after hours). Notify your supervisor and the VA industrial hygienist in a timely manner. 
Appendix 4 – Administrative Review & Acknowledgement of Responsibility
	
	Yes
	No

	Because “yes” was selected to an item in Part A, Appendix 1 has been completed.

N/A:  FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Because “yes” was selected to an item in Part B, Appendix 2 has been completed.


N/A:  FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Because “yes” was selected for items 2 and/or 8 in Part B, Appendix 3 has been completed.          N/A:   FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	ELECTRONIC VERSIONS of the following have been sent to Research.Grants@va.gov. 


(1) This completed Project Safety & Hazard Assessment (and Appendices).


(2) An abstract that includes the required headings (Objectives, Plan, Methods, Findings to Date, Clinical Relevance, and Relevance to VA Mission).


(3) OHSU IBC documents (if necessary)


(4) Any other documents needed in support of the proposal (SOPs, etc.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	I am aware that the 15th of each month is the deadline for electronic receipt of materials to ensure that the project will be reviewed at the following SRS meeting that occurs on the first Tuesday of each month. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	
	Yes
	No

	I certify that my project will be (or if expired/closed, was) conducted in compliance with Federal, State, and local policies and regulations governing the use of chemical, radioactive and biohazardous materials. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	I certify that all technical and incidental workers involved in this project are aware of the potential hazards and have received instructions and training on the proper handling and use of chemical, physical, radioactive and biohazardous materials.

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Will all VA sensitive research information* be used, stored, and remain within the VA?

N/A:  FORMCHECKBOX 

*VA sensitive research information includes data on any storage media or in any form or format that requires protection due to the risk of harm that could result from inadvertent or deliberate disclosure, alteration, or destructions of the information. If you have questions contact the Deputy ACOS/R&D at x55125.
	 FORMCHECKBOX 

	 FORMCHECKBOX 
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