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IBC Ref. # ________


Purdue University

Institutional Biosafety Committee 
[Please Type or Print]

APPLICATION FOR: BIOHAZARDOUS AGENTS AND RECOMBINANT DNA RESEARCH

Date:               (MM/DD/YYYY)
Principal Investigator:       


 Phone:          Email:       

Department:       

School:       
  Campus:       

Laboratory (Bldg/Room):     

Lab Phone:       
Office (Bldg/Room):       
Continuation Number :       
Protocol Title:       


1. Protocol Description: IMPORTANT: Enter a summary below or attach a copy of your protocol; Note: list all pathogens.  (Excerpts from related grants are acceptable) max 2000 characters
     
Attach additional pages if you need more space.

2. Protocol Category:  Check all that apply:

	 FORMCHECKBOX 

	The deliberate transfer of drug resistance trait to microorganism that are not known to acquire the trait naturally, if such acquisition could compromise use of the drug to control disease agents in humans, veterinary medicine or agriculture.  III-A (IBC, RAC, NIH)
Are you increasing the pathogenicity and/or drug resistance of a pathogen?

	 FORMCHECKBOX 

	Experiments involving the cloning of toxin molecules with LD50 of less than 100 nanograms per kilogram body weight.  III-B (IBC, OBA, NIH)
Will your experiment be placing (increasing) toxin producing components into a microorganism which would be lethal to vertebrates at the levels listed above?

	 FORMCHECKBOX 

	Experiments involving the deliberate transfer of rDNA or DNA or RNA derived from recombinant DNA, into human research subjects.  III-C (IBC, IRB, RAC)
Does your experiment involve transferring genetic material into a Human?

	 FORMCHECKBOX 

	Experiments using risk group 2, 3, 4, or Restricted Agents as Host-Vector Systems.  III-D (IBC)
Does your experiment involve using unaltered pathogens as vectors?  (Does not include commercial replication deficient “kits”).

	 FORMCHECKBOX 

	Experiments in which DNA from risk group 2, 3, 4 or Restricted Agents is cloned into non-pathogenic prokaryotic or lower eukaryotic host-vector systems. III-D (IBC)
Will the non-pathogen or lower eukaryotic host-vector become pathogenic?

	 FORMCHECKBOX 

	Experiments involving the use of infectious DNA or RNA viruses or defective DNA or RNA viruses in the presence of helper viruses in tissue culture systems.  III-D (IBC)
Will the use of a helper virus create a functioning pathogen?

	 FORMCHECKBOX 

	Experiments involving whole animals.  III-D (IBC, PACUC) 
Will your experiment alter an animal’s genome to produce a transgenic and/or will viable rDNA modified microorganisms (pathogens) be tested on whole animals? 
 

	 FORMCHECKBOX 

	Experiments involving whole plants:  III-D (IBC) 
Will the genetically altered plants be biohazardous and/or have the potential for detrimental impact on the natural ecosystem?


	 FORMCHECKBOX 

	Experiments involving whole plants: does not have the potential for detrimental impact to the natural ecosystem.  III-E (IBC notification)

	 FORMCHECKBOX 

	Experiments involving the formation of recombinant DNA molecules containing more than two-thirds of the genome of any eukaryotic virus.  III-E (IBC notification)

	 FORMCHECKBOX 

	Use of a Select Agent1 (IBC/CDC/APHIS Approval needed.)

	 FORMCHECKBOX 

	Manipulation of DNA or expression of proteins derived from a select agent (IBC) 

	 FORMCHECKBOX 

	Use of a Risk Group II or III biohazardous agent.  (IBC)

	 FORMCHECKBOX 

	Use of unfixed Human blood, blood products, tissue, cell lines, or other body 
fluids (IBC, IRB)

	 FORMCHECKBOX 

	Permits required (APHIS, USDA, CDC, DOT, FDA, etc.) Circle or add all that apply.

	 FORMCHECKBOX 

	PACUC or IRB approval required? (list reference numbers ) ___________________________   


	3. rDNA Description

Source and Nature of the Inserted DNA Sequences:       
Vectors Used (viruses, plasmids, cosmids, or phage viruses):       
Host Cell Used for Propagation or Expression:       

Foreign Gene Expression (indicate the protein produced):       
How will transgenic organisms be contained and/or destroyed?       


	4.  Personnel: (Report personnel changes to the IBC office via email )
Name(s) of personnel who will be working with Risk Group II or above biohazardous or recombinant materials: 

     

     


     

     


     

     




	5.  Risk Assessment/Facilities Inspection:  To be completed by Biosafety Officer or Designee

Agent/Risk Group:       


Awareness signs and symptoms:       
Training requirements:       
Personal Protective Equipment:       

Containment:       


BSC:       


Current Certification:        FORMCHECKBOX 
  Yes         FORMCHECKBOX 
   No

Decontamination Method:       


The facility for this work complies with the following requirements:

 FORMCHECKBOX 
   Yes     FORMCHECKBOX 
    No Door posts and hazard warnings.

 FORMCHECKBOX 
   Yes     FORMCHECKBOX 
    No Hazard assessment and personal protective equipment.

 FORMCHECKBOX 
   Yes     FORMCHECKBOX 
    No Biohazardous waste stream and Sharps handling procedures.
 FORMCHECKBOX 
   Yes     FORMCHECKBOX 
    No Lab personnel awareness training.
Lab safety Recommendations:       



Work is to be performed under the following Biosafety levels of containment:

 FORMCHECKBOX 
 BSL-1    FORMCHECKBOX 
 BSL-2    FORMCHECKBOX 
 BSL-3  


6. Principal Investigator Responsibility Certification
Signing this section indicates that you understand and have initiated all the related safety policies and procedures related to the protocol.
· Regulatory:  The following applicable biosafety guidelines have been reviewed:
· Purdue University Biological Safety Manual 
· NIH Guidelines for Research Involving Recombinant DNA Molecules
· CDC Biosafety in Microbiological and Biomedical Laboratories manual 5th 
· Awareness:  All laboratory staff and non-staff who could be exposed to biohazardous agents associated with this protocol have been made aware of the potential exposure routes, post exposure signs and symptoms, and safe handling procedures.  

· Safety:  All personnel participating in this project are knowledgeable and have been trained in the required laboratory techniques, decontamination, security, and are familiar with biohazard containment policies and procedures. 

· Sharing: If biological agents are shared with other labs not associated with my protocol I must first contact the Biosafety Officer.
· Renewal: Protocols are renewed on a triennial basis.  Changes in the project beyond the scope of this current protocol require the submission of an application for revision.  

Print PI Name:        _______________________________________________________

Principal Investigator Signature:  
Date:       
This protocol meets regulatory facility and training requirements.

Robert W. Golden, Biosafety Officer             Date

Following review by the Purdue University IBC of the proposed research, this protocol is:

	 FORMCHECKBOX 
  Approved
	 FORMCHECKBOX 
  Not approved
	 FORMCHECKBOX 
  Exempt (Exempt from NIH requirements but not from   Purdue requirements.)


Steven S. Broyles, Chair, IBC                        Date

Cc:
<P.I.>


<Dept Head>
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