[image: image1.png]


[image: image2.png]


Portland VA Medical Center - Subcommittee on Research Safety

SRS Project Amendment Form
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. 
Submission is electronic; hard copies are not required. 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 (and MIRB#):       

Funding Source (VA, NIH, etc.):      
	SECTION 1: Has there been a change in location? If yes, complete. Otherwise proceed to Section 2.
	Yes
 FORMCHECKBOX 

	No
 FORMCHECKBOX 



Changed VA Bldg/Rm where work will occur:      
Changed Off Campus Site (If Applicable):      
	SECTION 2: Has there been a change in personnel? If yes, complete. Otherwise proceed to Part A. 
All added personnel are PI-verified to be up-to-date for their annual training. Training modules can be found at: http://www.portland.va.gov/Research/training/safetytrainingmodules/index.asp.
	Yes
 FORMCHECKBOX 

	No
 FORMCHECKBOX 


	List the names of added personnel who will work in VA space on this project.

	     
	     
	     
	     
	     


	Part A – Chemical Review
	Yes
	No

	Has there been a change in chemical usage? If yes, complete indicating which categories of hazardous chemicals have been updated. Also complete Appendix 1. If no, proceed to Part B.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Toxic Chemicals (including heavy metals)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Flammable, explosive, or corrosive chemicals
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Carcinogenic, mutagenic, or teratogenic chemicals
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Toxic compressed gases
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Acetylcholinesterase inhibitors or neurotoxins
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	Part B – Experimental Techniques Review

	Has there been a change in the experimental techniques? If yes, complete indicating what has been updated. Also complete Appendix 2.
	Yes
	No

	Cell or tissue culture
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	BSL2 items including human cells, tissues or fluids. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Controlled Substances. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Poisonous, toxic or venomous plants or animals.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Radioactive materials?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 


	BSL3 microbiological, viral agents, pathogens, or toxins. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Recombinant DNA, PCR Products, or Viral Agents?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If yes, is use of recombinant DNA, etc. exempt? This can be determined from OHSU/IBC and NIH documents that can be found at: http://www.ohsu.edu/xd/research/about/integrity/ibc 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If not exempt, OHSU/IBC review is required prior to submission to the SRS. Include in your submission to the SRS the OHSU IBC approval letter and Enter Approval # 
	     

	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 chemicals used that are SPECIFIC to this project amendment. A complete chemical inventory of the lab is not appropriate. If additional rows are needed, use Appendix 1 from a clean SRS Project Amendment Form 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 PVAMC 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 are trained to use the VISN20 online MSDS database.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Chemical Personal Protective Equipment (PPE):

For any 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.

     


	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

	     
	     

	     
	     


Appendix 2 – Experimental Techniques Review
Complete all the following. 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.

	Describe the changes made to the originally approved study for each item below.

Provide sufficient DETAIL (for example: concentration of chemicals, types/source of cell lines, radioisotope specifics, etc.) for reviewers to determine how chemicals, experimental techniques, radiation, recombinant DNA and viral vectors, etc. are being used specific to this amendment. If a heading does not apply, state “N/A” for that heading. Be sure that all abbreviations are defined.

	Cell or Tissue Culture:

     

	BSL2 items including human cells, tissues or fluids:

     

	Controlled Substances:

     

	Poisonous, toxic or venomous plants or animals:

     

	Radioactive materials:

     

	BSL3 microbiological, viral agents, pathogens, or toxins:

     

	Recombinant DNA or viral agents:

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. NIH guidelines can be found at: http://oba.od.nih.gov/oba/rac/Guidelines/NIH_Guidelines.htm-_Toc7261577
     

	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.
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