Revised November, 2005
VA Healthcare Network, Upstate New York at Syracuse, 528E

Subcommittee on Research Safety

Proposal Safety Information and Certification of Proposal Approval

PRINCIPAL INVESTIGATOR’S STATEMENT OF AGREEMENT FOR RESEARCH INVOLVING BIOHAZARDOUS MATERIALS AND/OR RECOMBINANT DNA 

(SARIB)

For use by VA Investigators (on or off VA grounds) or non-VA Investigators utilizing VA grounds.

Principal Investigator:  









    E-mail Address:                                                 
  Ext:                          
  Fax: 

                Co-Investigator(s):     



              Date of Submission:  


Biosafety Level of Biological Materials (per CDC Guidelines) 



                VA & Non-VA Locations in which PI Conducts Research: 




                                                                                                                                                                                I attest that the information contained in the attached application, dated                                         , is accurate and complete.  I agree to comply with the requirements pertaining to shipment and transfer of biohazardous materials and/or recombinant DNA.  I am familiar with and agree to abide by the provisions of the current federal (including the VAMC), state, local and other specific granting agency instructions governing the use of chemical, physical, radioactive and biohazardous materials.  

I attest further that all research personnel (technical and incidental) are familiar with and understand the potential biohazards, proposed precautions, and appropriate emergency procedures, and that the practices and techniques required to ensure safety will be followed.  I agree to accept responsibility for training of all laboratory workers involved in the research in the proper handling and use of all chemical, radioactive and biohazardous materials.

Before initiation of any biohazardous research projects, I agree to submit a biosafety manual (BSL1 excluded from manual), a chemical inventory, review the Research Chemical Hygiene Plan and complete training requirements.
Written reports will be submitted to the Subcommittee on Research Safety concerning:

1.
Any accident that results in inoculation, ingestion, and/or inhalation of biohazardous materials or recombinant DNA or any incident causing serious exposure of personnel or danger of environmental contamination.

2.
Any problems pertaining to operation and implementation of biological and physical containment safety procedures or equipment or facility failure.

3.
Any new information bearing on the Guidelines such as technical information relating to hazards and safety procedures or innovations.

4.
Any revisions to this document and/or additional information (submitted as addendum), that requires an approval before work is performed. 

In addition to this application, a subsequent renewal form is required to request annual approval.

Principal Investigator Signature                                                             
Date                            

Will your  projects use any of the following biohazardous agents?  (Please check all that apply)

a.  Human or non-human cell or tissue/sample*      
  b.  Animals*       

c.  Radioactive materials       
  d.  Radiation generating equipment        
e.  Ultraviolet light         
f.  Lasers (class 3b or class 4)         g.  Radio frequency or microwave sources              
h.  Microbial agents       
i.  Chemicals       
j.  Recombinant DNA       

k.  Other pathogens, i.e., protozoan, multicellular parasites       
l.  Poisonous, toxic, venomous animals/plants       
m.  Physical agents, i.e., electricity, trauma, etc.       

n.  Viral Agents      



o.  Select Agents and Toxins as defined in the CDC list, 42 Code of Federal Regulations (CFR) Part 73, and APHIS  biological agents as defined in 7 CFR Part 331 & 9 CFR Part 121 

 

p.  Controlled substances       

If your research involves the use of biological hazards, it is the responsibility of each PI to consult either: The National Institutes of Health (NIH)-Center for Disease Control and Prevention (CDC) publication entitled Biosafety in Microbiological and Biomedical Laboratories or the CDC online reference at http://www/cdc.gov.
*Animal Protocols (list local project number) and approval dates that this application covers:                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                         *Human Protocols (list project titles) and approval dates that this application covers:                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                            
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                         Human Tissue/Samples
IF these studies involve the use of human subjects or human tissues, Institutional Review Board (IRB) review is required.
1.) Will personnel work with blood or body fluids?      YES
     NO

If yes, please specify:                                                                                                                                                                                                                                                                                                                                                                                                                                                                   

Location (room #)                                                                                                                                    
2.) Will personnel work with organs or tissues?      YES
     NO

If yes, please specify:                                                                                                                                                                                                                                                                                                                                                                                                                                                                   

Location (room #)                                                                                                                                    
3.) Will personnel work with human cell lines or cell clones?      YES
     NO

If yes, please specify: 
Name:                                                                                                       



BSL Level:                                                                                              



Location (room #)    






                                                                                

Specify the potential hazard and precautions employed to protect personnel in the laboratory:

Animals

IF these studies involve animals, the Animal Component of Research Protocol (ACORP) must be completed and reviewed by the IACUC.
1.) Will personnel work with live animals?       YES           NO

If yes, please specify species:                                                                                                                                                                                                                                                                                 Location (room #):                                                                                                                                   

Biosafety Level:                                                                                                                                       

2.)  Will personnel work with blood or body fluids?       YES         NO

If yes, please specify:                                                                                                                                                                                                                                                                                                                                                                                                                                                   Location (room #)                                                                                                                                     
3.) Will personnel work with organs or tissues?       YES          NO

If yes, please specify:                                                                                                                                                                                                                                                                                                                                                                                                                                                              Location (room #)                                                                                                                                    

4.) Will personnel work with animal cell lines or cell clones?      YES
     NO

If yes, please specify: 
Name:                                                                                                       



BSL Level:                                                                                              



Location (room #)  







                                                                                  

Specify the potential hazard and precautions employed to protect personnel in the laboratory:

 Radioisotopes

Isotopes*

Maximum Amount in Laboratory at Any Given Time

*Note: If iodine is used, will compounds be radio iodinating?

     YES
     NO

What shielding/protection will be used?                                                                                                 
Location (room #):                                                                                                                                  Will radioisotopes be used in humans?       YES
     NO

Has the VA Medical Center’s Radiation Safety Committee approved your laboratory for the above use of radiation?       YES
     NO

Date of approval                                                          

Microbial Agents
Is the agent (potentially) infectious to humans?       YES
     NO

If yes, complete the following section for each microorganism to be used in the laboratory.

Name of Agent:                                                                                                                                        

If this is a Select Agent (42 CFR 72.6), provide the CDC Laboratory Registration # and the date of the CDC inspection:                                                                                                                                Specify Strains:                                                                                                                                       Biosafety Level:                                                                                                                                      Location(s) where Agent will be used/handled:                                                                                     Is antibiotic resistance expressed?       YES
     NO What is the nature of this antibiotic resistance?

Largest volume of organism used is:                          liter(s)

Concentration (per ml):                                                                                                                           Is organism inactivated prior to other lab manipulations?       YES
     NO

Specify methods of agent concentration:

     Centrifugation
     Precipitation
     Filtration

     Other:                                                                                                                                                 
Specify methods of agent inactivation:

     Heat
     Chemical

     Radiation

     Other:                                                                                                                                                  

Is a toxin produced?
     YES
     NO

Do you work with toxins?       YES
     NO

If yes, please specify:                                                                                                                               
What containment equipment is available?  (check all that apply)

     Biological Safety Cabinet

           Date of Last Certification

      Class I
     Class II
     Class III

     Chemical Fume Hood
     Containment Centrifuge
     Centrifuge
     Other (Describe Protective Clothing)                                                                                                      
Location (room #)                                                                                                         
Describe the proposed methods to be employed in monitoring the health and safety of personnel involved in this research:                                                                                                                                                                                                                                                                                          
Chemicals (check all that apply)

Are personnel knowledgeable about the special hazards posed by:

1.  Toxic chemical (including heavy metals)


     YES
     NO

2.  Flammable/reactive/explosive/corrosive chemicals
     YES
     NO

3.  Carcinogenic/mutagenic/teratogenic chemicals

     YES
     NO

4.  Toxic compressed gases




     YES
     NO

5.  Acetylcholinesterase inhibitors/neurotoxins

     YES
     NO

Have you submitted your chemical inventory to the Research Administration Office within the last 12 months? 

      YES
     NO

Storage location (room #)                                
Use location (room #)                                          

Recombinant DNA
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

If yes, your recombinant DNA studies are exempt from restrictions described in the NIH Guidelines for Research Involving Recombinant DNA Molecules.
If no, it is the responsibility of the PI to:

a) 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.htm.

b) Identify the experimental category of their recombinant DNA research.

1.  Identify the NIH classification (and brief description) for these recombinant DNA studies:

                                                                                                                                                                                                                                                                                                                                2.  Biological source(s) of DNA insert or gene:                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                     3.  Function of the insert or gene:                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                           
4.  Vector(s) used or to be used for cloning (e.g., pUC18, pCR3.1):                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                    
5.  Host cells and/or virus used or to be used for cloning (e.g., bacterial, yeast or viral strain, cell 
line):                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                           
6.  Cell/animal/plant recipient(s):                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                           7.  Assessment of levels of physical and biological containment (check relevant sections of NIH 
Guidelines):                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                 8.  Location:                                                                                                                                             
Other Pathogens, i.e. Protozoan, Multicellular Parasites
Name:                                                                                                                                                      
Hazard:                                                                                                                                                    
Biosafety Level:                                                                                                                                      Location:                                                                                                                                                 
Poisonous, Toxic, Venomous Animals/Plants
Name:                                                                                                                                                      
Hazard:                                                                                                                                                    
Biosafety Level:                                                                                                                                      Location:                                                                                                                                                  

Physical Agents, i.e., Electricity, Trauma, etc.
Name:                                                                                                                                                      

Hazard:                                                                                                                                                    Biosafety Level:                                                                                                                                      Location:                                                                                                                                                 
Controlled Substances

Does your research involve the use of any substance regulated by the Drug Enforcement Agency?

       Yes
       No

If yes, list the controlled substances to be used:

Are all Schedule II and III drugs stored in a double-locked vault        Yes
      No

Note: The schedule of controlled substances can be found at the Internet site: http://www/usdoj.gov/dea/pubs/schedule.pdf

Personnel

The list of personnel should include all those who will engage directly in the conduct of the experiment and others for whom a potential risk exists by virtue of their presence within the research environment.  Approval of the project is given only for the identified personnel.  The Subcommittee on Research Safety must be notified of any new personnel.  

Name




Title




Telephone

Personnel Training
With regard to any of the potential hazards identified in this document, describe the training that will be provided to laboratory staff in:

1.)  Coordination with facility safety officials:                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                       2.)  The practices and techniques required to ensure safety:                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                  3.)  The procedures for dealing with accidents:                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                               

4.)  Physical hazards:                                                                                                                                                                                                                                                                                                                                                                                                                                                                  
Locations of Experiments, Storage of Materials, and Transportation
Approval of the proposed experiments is given only for the designated location.  It is the Principal Investigator’s responsibility to notify the Subcommittee on Research Safety if the designated locations of the experiment or the storage of materials change.  Discuss the details of the safe transport of the materials to, from and within the VA Medical Center in part F of the Project Description.  If materials are stored within a common area, they must be labeled with the Principal Investigator’s name and the date.
Location(s) where the experiment(s) are conducted:

Room Number(s)                                                                                                                                    Biosafety Level        
Shared Room #                                                     (if used by more than one PI)

Location(s) where the materials are stored:

Room Number(s)                                                                                                                                    Biosafety Level       
Shared Room #                                                     (if used by more than one PI)

Physical Containment Equipment (biological safety cabinets)
Room Number(s)                                                                                                                                     

Class            
Type            
Serial #             
Date of Certification            

DESCRIPTION OF THE PROJECT(S)

Please attach a short (1-page) summary of the project in lay language for review by the Subcommittee on Research Safety.  Specifics to be included for each type of work are listed below.  If the work involves both recombinant DNA and biohazardous agents and/or human specimens, include the appropriate elements from each list.  

FOR RECOMBINANT DNA:

Pertains only to recombinant DNA molecules and organisms and viruses containing recombinant DNA molecules, exclusive of naturally occurring biohazardous materials.

a.) Sources of DNA (species, organ or tissue, etc.)

b.) Nature of the inserted DNA sequence

c.) Describe vectors and hosts

d.) Will a deliberate attempt be made to obtain expression of a foreign gene?  If so, what protein 
will be produced?

e.) Biosafety level specified in the NIH Recombinant DNA Guidelines

f.) Procedures for storage, transport (both within and outside of the VA), and disposal

g.) Describe the containment capabilities and a brief assessment of the risk involved

h.) Culture volumes in excess of 10 liters at any given time.

i.) Review of the medical surveillance practices recommended in the agent summary statement of the CDC-NIH Biosafety Manual for personnel at risk.

FOR BIOHAZARDOUS AGENTS

Pertains only to Class 2 or 3 agents, exclusive of recombinant DNA constructs.

a.) Name of the agent(s)

b.) Source of the agent (origin)

c.) Biosafety level (relevant sections of the CDC-NIH Guidelines to be cited)

d.) Purpose of the project and procedures

e.) Hazard assessment (nature of the hazards to personnel-sections of the CDC-NIH Guidelines must 
be cited when relevant), including use of radiological hazards in conjunction with 
biohazardous agents

f.) Procedures for storage, transport (both within and outside the VA), and disposal

g.) Describe the containment capabilities and a brief assessment of the risk involved

h.) Concentration and amount of agents to be generated

i.) Review of the medical surveillance practices recommended in the agent summary statement of 
the CDC-NIH Biosafety Manual for personnel at risk

FOR SPECIMENS OF HUMAN ORIGIN

Pertains only to the use of all biological specimens of human origin.  These materials require Biosafety Level 2 precautions at a minimum.
a.) The material or human tissue to be used.

b.) Source of the specimen (origin)

c.) Procedures for storage, transport (both within and outside the VA), and disposal:  Written procedures for the removal of stored human specimens from the VAMC must be provided.  All human specimens being stored within the Research D-Wing (or within the main hospital) must be destroyed, de-identified, or coded before leaving the VAMC.  If the specimens are coded, the code must remain at the VAMC with a VA Principal Investigator in a secured area.  Specimens cannot be stored/banked at a non-VA site; only those that are being ‘used or tested’ per an active protocol can be taken off site.  Following completion of the work, they must be returned or destroyed.  If destroyed, then written notification from the non-VA site is required.
d.) Documentation of appropriate training (universal precautions training, etc.)

CERTIFICATION OF PROPOSAL APPROVAL

I have read the above proposal safety information for this application and find it in compliance with federal, state and local policies and regulations governing the use of chemical, physical and biohazardous materials.  Resources necessary for the performance of these proposed studies are available and adequate.

Chair, R&D Committee:                                                                
Date:                                        

Charles Robinson, D.Sc., P.E.
Chair, Subcommittee on Research Safety:                                    
Date:                                        Michael Miller, Ph.D.

Facilities Radiation Safety Officer:                                                
Date:                                         (if applicable)

Gary Gamble

VA Industrial Hygiene Safety Manager:                                        
Date:                                         John Schlicht

For Administrative Use Only:
SRS Proposal Number:                                
SRS Approval Date: 
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