Revised 1-10-06


Request to Conduct Research 

VA Pittsburgh Healthcare System (VAPHS), 

Pittsburgh, PA
Part II: Research Institutional Biosafety Committee Protocol Survey 
(adapted from VHA Handbook 1200.8, Appendix G, and VA Form 10-0398)
	1.  
	Principal Investigator/Program Director:
	     
	     
	     

	
	
	Last
	First
	Degree

	2.
	Project Title:

(142 characters maximum)

Submission Date:
	     
     

	          Does this research project involve the use of any of the following?
	
	

	A.
Biological Hazards (Microbiological or viral agents, pathogens, toxins, or select agents as defined in 42 CFR 72.6; See Attachment A)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	B. Human cell or tissue samples (including cultures, tissues, blood, other bodily fluids or cell lines)  Obtained and/or  processed  by  Researchers  OTHER THAN  Clinical/Pathology Laboratory Personnel
(NOTE: If human subject Data, Research Questionnaires, Chart Reviews, Retrospective Data Analyses and/or specimens are involved,  REGARDLESS of Personnel Involved, IRB review & approval is required:  complete  PART III: Human Subjects)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	C.
Animals and/or animal blood, body fluids, organs, tissues, cell lines or cell clones?
   NOTE:  If Yes, IACUC review & approval is required: complete   PART IV:  ACORP
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	D.
Recombinant DNA (e.g. probes, PCR, etc)
     
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	Chemicals (if any chemicals are used in research answer ‘Yes’):
(Note:  Please include those chemicals used in this Research Protocol on the Chemical Matrix)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	Toxic chemicals (including heavy metals)

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	Flammable, explosive, or corrosive chemicals
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	Carcinogenic, mutagenic, or teratogenic chemicals
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	Toxic compressed gases
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	Acetylcholinesterase inhibitors or neurotoxins
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	F.
Controlled Substances
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	G.
Ionizing Radiation:
	
	

	          (i) Radioactive materials in animals or laboratory procedures

NOTE:  If yes, an approved  PART V:  Application to Use Radioisotopes in Research is required

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	Radiation generating equipment used for animal exposure (other than VAPHS Clinical facilities)

       Note:  If yes, Application  for Purchase or Use of such equipment must be approved by the   Radiation Safety Committee
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	          (ii) Human exposure to ionizing radiation
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	If Yes, is the use of radiation limited to procedures that are consistent with the customary standard of clinical care?                  If No, consult Policy and complete Application for approval by the RSC.
	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

	H.
Physical agents:
	
	

	Ultraviolet Light

	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
 No

	Lasers (class 3b or class 4)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	Radiofrequency or microwave sources
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	Electricity or trauma
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	If the answer to ANY of these questions is YES, complete all sections of this survey that apply.
A documented review of this form and your research protocol by the VAPHS Institutional Biosafety Committee is required and will be done to verify the accuracy of your responses to the above questions.


	3.
	Biological Hazards
	NOT APPLICABLE   FORMCHECKBOX 


	
	(Include any microbial agents or viral pathogens, toxins, poisons or venom, including those vectors used for cloning purposes; and any commercially purchased organisms)

	

	
	a.
Name of Organism, Agent or Toxin: Specify genera and number of isolates if too numerous. Attach additional sheets as necessary.  See Attachment B for assistance in determining the Biosafety Level (BSL).
	Name
	Biosafety Level
	

	
	
	     
	     
	

	
	
	     
	     
	

	
	
	     
	     
	

	
	
	

	
	For each Biosafety Level 2 or above agent or toxin listed, please answer b:

b.
Is the agent potentially infectious to humans?
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	
	
	If yes:  i) Describe methods to be employed in monitoring the health and safety of personnel involved:      
ii)  Complete c-f for each micro-organism, agent, toxin to be used in the laboratory; attach additional sheets as necessary)

	
	c.
Location(s) where Agent will be used/handled/stored (Include Bldg & Room #):
	     

	NOTE:  All rooms/work areas where BSL 2 or higher materials are used should be



	               identified with appropriate signs.



	
	d.
Are any of the biohazardous agents listed above classified as “Select Agents” by the Centers for Disease Control? http://www.cdc.gov
	 FORMCHECKBOX 
 Yes  ** 
	 FORMCHECKBOX 
 No

	
	**If “Yes”, provide CDC Laboratory registration # and date of CDC inspection:

	
	CDC Laboratory Registration #:
	     
	

	
	
Date of CDC Inspection:
	     
	

	
	** If “Yes”, attach your laboratory’s Standard of Practice (SOP) for handling these materials

	
	

	
	e.
For each Biosafety Level 2 or above agent or toxin listed, please provide the following information (use a separate sheet for each agent or toxin):

	

	
	(1)
Is antibiotic resistance expressed?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

If “YES”, to which antibiotic:
	     
	

	

	
	(2)
Largest volume of organism used is:
	              Liter(s)
	Highest Concentration is:     

	

	
	(3)
Specify methods of agent concentration:
	 FORMCHECKBOX 
  Centrifugation
	 FORMCHECKBOX 
 Precipitation
	 FORMCHECKBOX 
 Filtration

	
	
	 FORMCHECKBOX 
  Other (please specify)      

	

	
	(4)
Specific methods of agent inactivation:
	 FORMCHECKBOX 
 Heat
	 FORMCHECKBOX 
 Chemical
	 FORMCHECKBOX 
 Radiation
	 FORMCHECKBOX 
 Protein

	
	
	 FORMCHECKBOX 
 Other: e.g. Physical agents such as electricity, trauma etc.
	(please specify)      

	

	
	(5)Containment equipment
	 FORMCHECKBOX 
 Protective clothing or equipment
	 FORMCHECKBOX 
 Bi   FORMCHECKBOX 
  Biological safety cabinets
	 FORMCHECKBOX 
 Fume hood

	
	
	 FORMCHECKBOX 
 Other (please specify)      

	Precautions to protect lab personnel:
	It is the Responsibility of the PI to establish standard precautions to be routinely used in laboratory/area, and assure that all personnel in lab/area are provided detailed instructions regarding risks and proper handling of potential biohazards.


	4.
	HUMAN TISSUE/SPECIMENS 
	NOT APPLICABLE   FORMCHECKBOX 


	
	a.
	Will non-clinical personnel work with human blood or body fluids?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	
	If “Yes”, specify:
	     
	

	
	b.
	Will non-clinical personnel work with human organs or tissues?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	
	          If “Yes”, specify:          
	
	

	
	c.
	Will non-clinical personnel work with human cell lines or clones? 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	
	If ‘Yes’, specify name of cell line or clone:
	     
	

	
 
	d.


	BSL Level (For description, see Attachment B).
	     
	

	e. 
	Work with Human Blood, body fluids, tissues, or cells mandates education/training and annual update in “Bloodborne Pathogens” to minimize the risk of infection from these substances.  Provide the requested information for all individuals working with any of these materials at VAPHS in a capacity other than Standard Clinical/Pathology Laboratory tasks.



	NAME 
	Service Line
	Last 4 digits of SSN
	Date Required Training Completed

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	
	Work with these materials represents a potential biohazard for lab personnel:

	
	a.
	Specify any potential hazard:     


	
	b.
	Detail the precautions employed to protect personnel:     


	
	c.
	Identify location where specimens will be handled and processed:     

	NOTE:  All rooms/work  areas  where BSL2 or higher materials are used should
be identified with appropriate signs.




	5.  What containment equipment is available?  (Check all that apply)
	NOT APPLICABLE  FORMCHECKBOX 


	
	a.   FORMCHECKBOX 
 Chemical Fume Hood
	Building & Room Location of Chemical Fume Hood:
	      
	

	
	
	Date of Last Certification:           (See sticker on hood for dates)
(Date must be within the last 6 months for VA equipment.  If not, contact Steve Baker at ext 5704 to facilitate re-certification.)

	
	b.   FORMCHECKBOX 
 Biological Safety Cabinet 

(Check below; for description see Appendix C)


 FORMCHECKBOX 
 Class I cabinet


 FORMCHECKBOX 
 Class II cabinet


 FORMCHECKBOX 
 Class III cabinet
	Building &Room Location of Biological Safety Cabinet:
	     

	
	
	Date of Last Certification:          (See sticker on cabinet for dates)
(Date must be within the last 6 months for VA equipment.  If not, contact Steve Baker at ext 5704 to facilitate re-certification.)

	
	c.   FORMCHECKBOX 
 Containment Centrifuge
	Building & Room Location of Centrifuge:       

	
	d.   FORMCHECKBOX 
 Other       


	6.
Shipping Biological Hazards/Infectious Substances
	NOT APPLICABLE  FORMCHECKBOX 


	Please provide names of persons certified to ship biological hazards/infectious substances and date of their certification below:

	
	NAME
	       DATE of

Certification
	

	
	     
	     
	

	
	     
	     
	

	
	     
	     
	

	
	     
	     
	

	
	

	Has documentation of Research employee training been placed in their personnel file in the Research Office?
(Note:  Certification is required every 2 years)
	 FORMCHECKBOX 
 Yes
	          FORMCHECKBOX 
 No

	*VAPHS Research Staff Training Requirements*


	7.
	Ionizing Radiation
	NOT APPLICABLE  FORMCHECKBOX 
 

	
	If Radioactive Materials are used (in animals or lab procedures) in this project, PART V:  Request for Use of Radioactive Materials in Research  must be completed and approved before work can begin; if Radiation Generating Equipment  is used, complete, Application .  Consult Michael Belanger, Radiation Safety Officer, at 412-688-6381 with any questions.

	
	While this project does use radioactive materials or radiation generating equipment, no procedures involving radiation will be performed at VAPHS
a. Will this project use radioactive materials or radiation generating equipment?
b. Will procedures involving radiation be performed at VAPHS?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No  

                                                                                                                                                            

	The studies described use Radioactive Materials
	                                                                      FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No                                                                                

	
	If ‘Yes’ please answer the following questions:

	
	Radionuclide 
	Maximum Amount in Laboratory                 Used in Animals
	

	
	     
	                                                                             FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No                                                                                
	

	
	     
	                                                                             FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No                                                                                
	

	
	     
	                                                                             FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No                                                                                
	

	
	
	

	
	a.
Where radioactive materials will be used: 


	Building:      
	Room #:      

	
	b.
Users (List Authorized User, and all personnel working with radioactive materials)

	     


	
	c.
Date of Radiation Safety Committee Approval


	     

	
	NOTE:  Approval is valid 2 yrs from date; if your current approval will expire within the time frame of this Research Project, a new application must be completed in a timely manner to maintain Authorization for use of Radioactive Materials.

	The studies described include external source (X-ray machine, Linear Accelerator,  or Irradiator) Use
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No                                                                               

	
	If ‘Yes’, Name of equipment           and Location of equipment to be used:      

	The studies described include Nuclear Scan Use 


	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

	
	If performed in a Research area(s), please provide location of equipment (Bldg & Rm):      

	If YES to above and your study involves Human Exposure to Radiation, consult Policy and complete Application for approval by the RSC.  Contact Dr. Barry Kart at ext 815275 or Barry.Kart@va.gov with any questions, or for the procedures necessary for Approval, when applicable, by the VA Radiation Safety Committee.


	8.
	Non-Ionizing Radiation
	NOT APPLICABLE   FORMCHECKBOX 


	
	Ultraviolet Light (UV crosslinker, transilluminator, hand-held UV, germcidal lights, etc.)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Lasers (class 3b or 4)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Radiofrequency or microwave sources
	 FORMCHECKBOX 
 Yes


	 FORMCHECKBOX 
 No



	
	If Yes for Microwave, Clean oven ROUTINELY
	
	


	9.
	Recombinant DNA and/or Proteins
	NOT APPLICABLE   FORMCHECKBOX 


	
	Does your research involve any of the following? 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.html

	
	a.  Use of rDNA molecules for detection purposes (e.g. probes, PCR, etc)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	Are recombinant DNA procedures used in your laboratory limited to PCR amplification of DNA segments (i.e. no subsequent cloning of amplified DNA)?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	Are recombinant DNA procedures used limited to commercially purchased oligionucleotides?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	b.
Creation or use of cDNA/genomic/expression libraries
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	c.
Cloning and vector construction in bacteria and/or yeasts
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	d.
Cloning of toxin molecule genes or proteins
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	e.
Use of, or cloning of gene from, or into, a Class 2, 3, 4, or restricted agent
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	f.
Cloning greater that 2/3 of the genome of any eucaryotic virus
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	g.
Expression of rDNA products in cultured cells
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	h.
Propagating culture volumes exceeding 10 liters
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	i.
Use of vectors derived from a eucaryotic virus
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	j.
Transfer of rDNA molecules into humans (i.e. gene transfer protocol)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	k.
Transfer of rDNA molecules into live (intact) animals or whole plants
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	l.
Transfer of purified peptides or proteins into live (intact) animals or whole plants
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	Please provide an explanation for any “Yes” answer:      
	

	
	For each specific rDNA or peptide used answer the following:
(a) NIH classification (and brief description) for these recombinant DNA studies.
     
(b) Biological source of DNA insert, gene, or peptide.      
(c) Function of the insert, gene, or peptide.      
(d) Vector(s) used or to be used for cloning (e.g. pUC18, pCR3.1).
     
(e) Host cells and/or virus used or to be used for cloning (e.g. bacterial, yeast or viral strain, cell line).
     
(f) Identify assessment levels of physical and biological containment (Same as BSL levels – See Attachment B for BSL level descriptions).       
NOTE:  all rooms/work areas where BSL 2 or higher materials are used should be identified with appropriate signs.
	

	
	Does this work involve “replication-defective” viruses?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	If ‘Yes’ please provide the upper limit (in pfu) of the replication competent virus in the viral stocks and the methodology used to determine this number:      

	

	
	Does this work involve replication-competent or wild-type viruses?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	If ‘Yes’ please provide details:      
	


	10.
	Chemicals 
	NOT APPLICABLE   FORMCHECKBOX 


	
	a.
Has the use of chemicals in your laboratory been reviewed by the Institutional Biosafety Committee in the past 12 months (i.e. chemical inventory submitted)?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	b.
Have all lab personnel been trained regarding any special hazards posed by chemicals used in your laboratory?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	c.
Check all that apply to THIS proposal only.
	

	
	
	Toxic chemicals (including heavy metals)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	
	Flammable/explosive/corrosive chemicals
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	
	Carcinogenic/mutagenic/teratogenic chemicals
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	
	Toxic compressed gases
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	
	Acetycholinesterase inhibitors/neurotoxins
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	Reminder:  MSDS sheets may be obtained by utilizing the VA Center for Engineering and Occupational Safety and Health (CEOSH) Website;  http:vaww.ceosh.med.va.gov  or contacting by phone: 412-543-6700.

I certify that:

A Chemical Matrix containing all chemicals, radiochemicals, and controlled substances used in this protocol is visibly posted in the work environment. 

A complete Laboratory Chemical Inventory and associated MSDS sheets are maintained in my lab and these materials are readily available to employees and Safety/Biosafety Committee personnel as required.

	
	
	
	
	

	​ 
	Principal Investigator (signature) 
	
	Date
	


	11.
Chemical Matrix for (project title):      
(Add supplemental sheets as needed.  MSDS Sheets for all chemicals must be on file in the Laboratory.  If you submit your complete Laboratory Chemical Inventory, highlight those specific to this protocol).

	LIST OF CHEMICALS

	
	Physical Hazard
	Health Hazards
	Handling
	Exposure/ Controls
	Protective equipment

	Chemicals
	Compressed gas
	Flammable
	Combustible Liquid
	Combustible Gas
	Explosive
	Organic Peroxide
	Oxidizer
	Pyrophoric
	Carcinogen
	Corrosive
	Toxic
	Irritant
	Sensitizer
	Reproductive
	Target Organs
	Location/

Procedure/
Storage
	Skin
	Eye
	Inhalation
	Ingestion
	Ventilation
	Administrative
	Respirator
	Gloves
	Apron
	Glasses/goggles
	Other

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Radioactive Materials
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


(If additional space is needed, reproduce this page as needed, complete, and place after this page.)
	12.
	Animals 
	NOT APPLICABLE  FORMCHECKBOX 


	
	Species and, if applicable, strain.  Enter one species per line

Note: PART IV:  ACORP  must be completed and approved by the IACUC/SAR for each species before work can begin.
	

	
	a)      
	

	
	b)      
	

	
	c)      
	

	

	a.
Will animals be experimentally or naturally exposed to any biologicals hazardous to humans?
(see CDC-NIH Biosafety 4th Edition, pp. 53-75)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If ‘Yes’, please list potential hazards:
	     
	

	b.
Will lab personnel work with animal blood, body fluids, organs, tissues, cell lines or cell clones, even if not listed on an ACORP? 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	 If  12b is Yes, list all such personnel:       
     Note:  Both the VA and University of Pittsburgh require that personnel working with 'viable', 'unfixed' animal tissues be enrolled in an Employee Health Program for Animal Exposure.  This enrollment will be checked by the Research Office and must be verifiable before this Safety/Biosafety form can be approved.  Contact E

 HYPERLINK "mailto:elizabeth.toth2@va.gov" lizabeth.Toth2@va.gov with any questions concerning this requirement.



	c.   If 12b = Yes, will these substances represent a potential biohazard for laboratory personnel?
	 FORMCHECKBOX 
 Yes     
	 FORMCHECKBOX 
 No

	d.
If 12c = Yes, specify the hazards and detail the precautions employed to protect personnel in the lab:
	Potential Hazards:      

	
	Precautions routinely used in laboratory/area:       


	13.
	Controlled Substances, including those used for animal surgeries: (See Attachment D or visit http://www.usdoj.gov/dea/pubs/schedule.pdf for list of controlled substances).
	NOT APPLICABLE   FORMCHECKBOX 


	
	
	

	
	Name of Controlled

Substance
	Location of Storage
(Bldg & Rm #)
	Method of Storage
(double-locked box)
	Safety Precautions (appropriate PPE, used in fume hood)
	Disposal
(chemical waste hauler or turn in to Safety Officer)
	

	
	     
	     
	     
	     
	     
	

	
	     
	     
	     
	     
	     
	

	
	     
	     
	     
	     
	     
	

	


	14.
Physical Hazards
	

	a.
Is  the facility Occupational Safety and Health Plan that addresses Physical Hazards available to personnel in the lab?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	b.
Have all personnel completed annual training addressing physical hazards?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	c. Does this Protocol involve additional/unusual Physical Hazards?

             If yes, explain: 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No



INVESTIGATOR ACKNOWLEDGEMENTS OF RESPONSIBILITY

(Sections 1-14)

15.  Statement of Laboratory Staff Training and Acknowledgement of Responsibility.   With regard to any of the potential hazards identified in this form, specific training will be provided to laboratory staff. This will include:

(1) Required participation in safety training:

a.  Web based  Basic Laboratory Safety as mandated for all participants in lab-based research, and annual face-to face instruction provided by the VAPHS Industrial Hygienist, Steven Baker.  This will normally include annual training in Fire Safety presented by John Campbell. 

b.
Researchers working with Ionizing or non-ionizing Radiation will have annual training in working safely with these materials. It is the responsibility of the PI to assure that their staff has completed training BEFORE working with radioactive materials.   

c.
Researchers working with Biological Hazards will have annual training in Universal Precautions for prevention of transmission of blood borne pathogens, and if applicable, transport or mailing of human or hazardous specimens.

Finally, as specified below, the Principal Investigator is responsible for the safety and training of employees relative to the hazards, techniques and other issues unique to the PI’s laboratory.
(2) Coordination with facility safety officials: The Hazardous Chemical Lab Policy including the Chemical Hygiene Plan is reviewed on an annual basis by affected Service Lines.  The Radiation Safety Committee must review every proposal that involves the use of radioactive materials.  The minutes of the IBC are submitted both to the Research and Development Committee for review and approval and to the Hospital Safety Committee (Jo Ann Faas) for purposes of communication.

(3) Practices and techniques required to ensure safety: This proposal has been reviewed by the Institutional Biosafety Committee as well as the Research & Development Committee.  Standard Operating Procedures have been prepared by the Principal Investigator, are available in the laboratory, and personnel are knowledgeable of and adhere to these SOPs.  Material Safety Data Sheets (MSDS) are available for all chemicals used in this project.  The Research Laboratory Safety/Biosafety Manual and Chemical Hygiene Plan is also present in the laboratory providing additional safety information and precautions to be followed when using hazardous chemicals, radioisotopes, biohazards and physical hazards.  Annual review of the manual by employees is  mandatory.

(4) Procedures for dealing with accidents: The precautions for dealing with accidents as detailed in the Hazardous Chemical Lab Policy and the Chemical Hygiene Plan are an integral and important component of mandatory training, orientation and an annual review is required for all employees. 

I further 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 used in this proposal is included in this survey.

	
	
	
	

	Principal Investigator
	
	Date
	




	For Office Use Only
The Research Office will secure the following signatures on your behalf.

Certification of IBC 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, IBC
	
	

	
	Miguel Estevez, MD, Ph.D.
	
	Date

	Radiation Safety Officer:

(if applicable)
	
	
	

	
	Mitchell Belanger
	
	Date

	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.



	Industrial Hygienist/   Facility Safety Officer

(if applicable)
	                                                                       
	
	

	
	Steve Baker
	
	Date

	Chair, R&D Committee:

	
	Gretchen Haas, Ph.D.
	
	Date

	
	
	
	


Note:  Attachments are provided for your information to assist in completion of the Safety/Biosafety Survey.  Delete before submitting your completed survey to the Office of Research.

ATTACHMENT A

DEFINITION OF HAZARD CATEGORIES

Excerpted from:

“VHA Handbook 1200.8 (June 2002)”

a.  Biohazards.  Biohazards include, but are not limited to, the following:


(1)  Pathogens and non-pathogens (e.g. clinical isolates), and/or etiologic agents, human and non-human primate tissues including blood and body secretions, and human cell lines corresponding to BSL 1-4;


(2)  Toxins produced by microbial organisms (see Centers for Disease Control and Prevention (CDC)-National Institutes of Health (NIH).  Biosafety in Microbiological and Biomedical Laboratories 4th Edition p. 237);


(3)  Poisonous, toxic, parasitic and venomous animals or plants;


(4)  Recombinant DNA molecules;


(5)  Select agents, as specified in Title 42 Code of Federal Regulations - http://www.cdc.gov/od/ohs/lrsat/saform.pdf.


(6)  Animals experimentally or naturally exposed to any of the above (see CDC-NIH. Biosafety in Microbiological and Biomedical Laboratories 4th Edition pp. 53-75).


b.  Chemical Hazards.  Chemical hazards include any substance or mixture of substances with properties capable of producing adverse effects on the health and/or safety of humans.  Chemical hazard categories include, but are not limited to, the following:

     (1)  Corrosives;


(2)  Toxic substances (poisons, irritants, asphyxiates);


(3)  Sensitizers;


(4)  Carcinogens, mutagens and/or teratogens;


(5)  Flammables; and


(6)  Explosives.  


c.  Physical Hazards.  Physical hazards include, but are not limited to, the following:

     (1)  Ionizing and non-ionizing radiation


(2)  Noise,


(3)  Vibration,


(4)  Extremes of temperature and pressure,


(5)  Explosive hazards,


(6)  Electrical hazards, and


(7)  Mechanical hazards.


ATTACHMENT B
Description of Biosafety Levels (BSL levels) and Biological Safety Cabinets
Adapted from:

“Biosafety in Biomedical and Microbiological Laboratories”; U.S. Department of Health and Human Services, National Institutes of Health, June 17, 1999.
Summary of Recommended Biosafety Levels for Infectious Agents

	Bio-safety Level
	Agents
	Practices
	SafeTy Equipment 
(Primary Barriers)
	Facilities
(Secondary Barriers)

	1
	Not known to cause disease in healthy adults.
	Standard Microbiological Practices
	None required
	Open bench top

sink required.

	2
	Associated with human disease, hazard = auto-inoculation, ingestion, mucous membrane exposure.
	BSL-1 practice plus:

( Limited access;

( Biohazard warning signs;

( "Sharps" precautions;

( Biosafety manual defining any needed waste decontamination or medical surveillance policies.
	Primary barriers = Class I or II BSCs or other physical Containment devices used for all manipulations of agents that cause splashes or aerosols of infectious materials; PPEs: laboratory coats; gloves; face protection as needed.
	BSL-1 plus:

Autoclave available

	3
	Indigenous or exotic agents with potential for aerosol transmission; disease may have serious or lethal consequences.
	BSL-2 practice plus:

( Controlled access;

( Decontamination of all waste;

( Decontamination of lab clothing before laundering;

( Baseline serum.
	Primary barriers = Class I 
or II

BSCs or other physical devices used for all containment  manipulations of agents; PPEs: protective lab clothing; gloves;  respiratory protection as needed.
	BSL-2 plus:

( Physical separation from access corridors;

( Self-closing, double- door access;

( Exhausted air not recirculated;

( Negative airflow into laboratory.

	4
	Dangerous/exotic agents that pose high risk of life- threatening disease, aerosol-transmitted lab infections; or related agents with unknown risk of transmission. 
	BSL-3 practices plus:

( Clothing change before entering;

( Shower on exit;

( All material decontaminated on exit from facility.
	Primary barriers = All procedures conducted in Class III BSCs or Class I or II BSCs in combination with full-body, air-supplied, positive pressure personnel suit.
	BSL-3 plus:

( Separate building or isolated zone;

( Dedicated supply/exhaust, vacuum, and decon systems;

( Other requirements outlined in the text. 


ATTACHMENT C
Biological Safety Cabinets:  Description of and appropriate Biosafety Levels for use. 

Adapted from:

“Biosafety in Biomedical and Microbiological Laboratories”; U.S. Department of Health and Human Services, National Institutes of Health, June 17, 1999.
Comparison of Biological Safety Cabinets

	Type
	Face

Velocity

(Ifpm)
	Airflow Pattern
	Radio-Nuclides/
Toxic Chemicals
	Biosafety Levels)
	Product

Protection

	Class I 
* open front
	75
	In at front; rear and top through HEPA filter
	No
	2,3
	No

	Class II Type A
	75
	70% recirculated through HEPA; exhaust through HEPA
	No
	2,3
	Yes

	Type B1
	100
	30% recirculated through HEPA; exhaust via HEPA and hard ducted
	Yes

(Low levels/

volatility)
	2,3
	Yes

	Type B2
	100
	No recirculation; total exhaust via HEPA and hard ducted
	Yes
	2,3
	Yes

	Type B3
	100
	Same as IIA, but plena under negative pressure to room and exhaust air is ducted
	Yes
	2,3
	Yes

	Class III
	NA
	Supply air inlets and exhaust through 2 HEPA filters
	Yes
	3,4
	Yes

	Type
	Face

Velocity

(Ifpm)
	Airflow Pattern
	Radio-Nuclides/
Toxic Chemicals
	Biosafety Levels)
	Product

Protection


* Glove panels may be added and will increase face velocity to 150 lfpm; gloves may be added with an inlet air pressure release that will allow work with chemicals/radionuclides.


ATTACHMENT D
Listing of common controlled substances.  A complete list can be found at 

http://www.usdoj.gov/dea/pubs/schedule.pdf
CONTROLLED SUBSTANCES

	SCHEDULE II

· Droperidol-Fentanyl citrate
(Innovar-Vet®)

· Meperidine hydrochloride

· Morphine sulfate

· Oxymorphone hydrochloride

· Pentobarbital sodium


	SCHEDULE III

· Euthasol®
(Euthanasia solution containing Pentobarbital sodium and Phenytoin sodium)

· 
Hexobarbital sodium

·    Ketamine hydrochloride

· 
Thiamylal sodium

· 
Thiopental sodium

· Telazol®
(Tiletamine hydrochloride and Zolazepam hydrochloride)



	SCHEDULE IV

· Chloral hydrate

· Diazepam

· Methohexital Sodium

· Pentazocine Lactate

· Phenobarbital Sodium


	SCHEDULE V

· Buprenorphine hydrochloride

	
	NON-SCHEDULE

Acepromazine maleate        a-chloralose     Butorphanol tartrate    Guaifenesin

Naloxone hydrochloride   Tricaine methanesulfonate  
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