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Burlington Board of Health– Protocol Form
Protocol Name:     						
Date:  Click or tap to enter a date.
Reason for Submittal:   Choose an item.

Regulated Agents Used:     

NIH Risk Group:   Choose an item.                     Biosafety Containment Level:   Choose an item.

Reviewed and Approved by the IBC:  Choose an item.

	
Principal Investigator:          

Address:     

Phone:                                 

Email:    

	By signing below, I certify that the information contained in this form is accurate and complete.  I am familiar with and agree to abide by all guidelines and regulations pertaining to this research include the current NIH Guidelines for Research Involving Recombinant and Synthetic Nucleic Acid Molecules, the CDC “Biosafety in Microbiological and Biomedical Laboratories, the DHHS and USDA Selection Agents and Toxin Regulations, the Burlington Board of Health Biological Safety Regulations, and other local, state and federal regulations that may be applicable.  

Principal Investigator’s
Signature:  Click or tap to enter a date.


X_   ____________________________

	[bookmark: _GoBack]This protocol has been reviewed and accepted by the Institutional Biosafety Committee (IBC).  Please note that the approval is not final until the Principal Investigator receives written confirmation of the approval.  

IBC Chairperson
Signature:Click or tap to enter a date.



X_   ______________________________


	
Please review the NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules and then check the appropriate level for this project registration in the chart below.  


	
CHECK
	
LEVEL
	
APPROVAL/REVIEW
	
EXAMPLE

	☐	III-A
	NIH Director, RAC, IBC
	A drug resistant gene transferred into a (new) microorganism if acquisition of gene may compromise disease control.

	
☐

	III-B
	NIH/OBA, IBC
	The cloning of toxin molecules with LD₅₀<100 ng/kg of body weight or experiments NIH determines are equivalent to a previously approved protocol under III-A

	
☐
	III-C
	RAC, IRB, IB
	Recombinant or Synthetic nucleic acid molecules (or DNA/rDNA derived from rDNA/SNA molecules) transferred into humans.

	


☐
	III-D
	IBC*
	Experiments using recombinant DNA/synthetic nucleic acids from Risk Groups 2-4:  in host vector systems, in non-pathogenic systems, in whole animal, whole plants.  Experiments involving >10 Liters of culture.  Experiments with Influenza viruses.

	

☐
	III-E
	IBC**
	Recombinant DNA/Synthetic Nucleic Acid molecules involving no more the 2/3 eukaryotic virus agents, whole plants, arthropods, transgenic rodents.  Expression in B strains of E. Coli.

	


☐
	III-F
	Exempt
	Recombinant or synthetic nucleic acid molecules used in a variety of experiments (e.g. SNA that can’t replicate or generate NA that can replicate, not found in organisms or viruses, single monochromal or vial DNA sources, or host DNA transferred to the same host or related species.



*Approval required before initiation.
**Notify IBC when project is initiated.  IBC approval required.
Note:  If an experiment falls into Sections III-A, III-B, or III-C and one of the other sections, the rules pertaining to Sections III-A, III-B, or III-C shall be followed.

	Provide brief summary of project goals stated in non-technical terminology.

	   










	Provide technical description of experiments.

	   


	What is the Source of the nucleic acids (include gene names and organism of origin?     
   



	What is the nature of the nucleic acid segment to be inserted (eg. Toxic, oncogenic, drug resistant, etc)?
   



	What hosts/vectors will be used?
   


	Will non-recombinant microorganisms be used (e.g. etiologic agents, blood, tissues, etc)?
   


	What is the scale of work?
   


	Will animals be used?    Choose an item.
If yes, specify the following:
Host:       
Vectors:      
Inserted DNA:      



	Will plants be used?     Choose an item.
If yes, specify the following:
Host:      
Vectors:      
Inserted DNA:      




	
Biosafety Containment Level:     Choose an item.

	Justification:
	
   

	Describe procedures to assure proper protection of personnel:
	
   

	Indicate any other safety considerations and special practices to address those:  
	
   



	CHECK
	HAZARD CATEGORY

	
          ☐
	Radioisotopes (may require changes to MA radiation materials license)

	
          ☐
	Chemical Hazards

	
          ☐
	Controlled Substances

	
          ☐
	Primary Human Tissue

	
          ☐
	Mammalian Cancer Cell Lines

	
          ☐
	Other (describe below):
Click or tap here to enter text: 



	PERSONNEL

	Provide below the names, titles, and training each person working under this protocol has received.  Include number of years working with rDNA and specific details of experience.  Use as much space as necessary.  Include a copy of each individual’s CV.

	NAME
	TITLE
	YEARS EXPERIENCE

	  
	  
	  

	  
	  
	  

	  
	  
	  

	  
	  
	  

	  
	  
	  



	Transfer of Materials

	Will any of the materials be shipped between facilities?  If yes, please explain.
   





Page 1 of 5
Updated: 5/31/22
image1.jpeg




image2.jpeg
PublicHealth

Prevent. Promote. Protect.




