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Registration of Research with Microbiological Hazards

Please answer each question, Check all boxes either Yes or No and indicate Biosafety Level where appropriate
	Principal Investigator:
	
	Academic Title:

	      

	

	Department:
	Division:

	
	

	Office Address:
	Lab Address:

	
	

	Office Phone:
	Fax #
	ORA Log #
	Project Start Date:
	Project Duration:

	
	
	
	
	

	Project Title:

	

	Granting Agency:

	

	Name and Source of Materials:
	Strain, Genotype, Catalog Number, or CAS Number:

	
	



Section One General Information:

1. Is the agent infectious to humans and/or animals?                                                     
 FORMCHECKBOX 
  Yes  
 FORMCHECKBOX 
  No

          If infectious to humans please specify the infectious dose for a healthy adult: 

2. Does this project involve the use of recombinant DNA?                                         
 FORMCHECKBOX 
  Yes  
 FORMCHECKBOX 
  No

3. Will experiments result in acquisition of new characteristics by a pathogen?         
 FORMCHECKBOX 
  Yes  
 FORMCHECKBOX 
  No

If yes please specify:

4. Is there any known antibiotic resistance to this agent?                                            
 FORMCHECKBOX 
  Yes  
 FORMCHECKBOX 
  No

If yes please explain:  

5. Largest volume of material to be used: 
6. Maximum concentration:  

7. Minimum biosafety level (BSL) required for work with this material:                         FORMDROPDOWN 


Section Two Equipment and Experimental Procedures:

	Cell Biology:
	Molecular Biology:
	Equipment:

	 FORMCHECKBOX 
 Mammalian cell culture

 FORMCHECKBOX 
 Cryopreservation of cell/virus

 FORMCHECKBOX 
 Virus Production

 FORMCHECKBOX 
 Tissue Grinding

 FORMCHECKBOX 
 Bacterial Cultures

 FORMCHECKBOX 
 Large Bacterial Cultures >10L)

 FORMCHECKBOX 
 FACS analysis
	 FORMCHECKBOX 
 PCR

 FORMCHECKBOX 
 Plasmid Preparation

 FORMCHECKBOX 
Transformation/transfection

 FORMCHECKBOX 
 RNA/DNA isolation

 FORMCHECKBOX 
 Northern/Southern/Western Blots

 FORMCHECKBOX 
 Cloning

 FORMCHECKBOX 
 Protein crystallography


	 FORMCHECKBOX 
 Cryostat/Vibrotome

 FORMCHECKBOX 
 Bunsen Burners

 FORMCHECKBOX 
 Blender

 FORMCHECKBOX 
 Sonicator

 FORMCHECKBOX 
 Cell-disrupting/grinding

 FORMCHECKBOX 
 Centrifuge

 FORMCHECKBOX 
 Autoclave

 FORMCHECKBOX 
 Biosafety cabinet

 FORMCHECKBOX 
 Vacuum

	Additional Comments: 



 Is There Is a Vacuum System Used:                                           
 FORMCHECKBOX 
  Yes           
 FORMCHECKBOX 
  No
  If yes, the vacuum system will be protected with:

 FORMCHECKBOX 
 Two filter flasks                 FORMCHECKBOX 
 HEPA filter inline             FORMCHECKBOX 
 Other (Please explain) 

Will the Project Involve Vertebrate Animals:                             
 FORMCHECKBOX 
  Yes              
 FORMCHECKBOX 
  No

    If Yes:

1. Describe the route of administration:      
2. List the species of animals:      
3. Can the infectious agent be released once administered to the animal? 
 FORMCHECKBOX 
  Yes            
 FORMCHECKBOX 
  No

4. Minimum animal biosafety level (ABSL) required for work with this material:   FORMDROPDOWN 


Section Three Health Surveillance:

	Route of Transmission:
	Pathogenic Potential to:
	Immunizations Recommended or Required:
	Conditions that Significantly Increase Risk to Worker:

	 FORMCHECKBOX 
 Inhalation

 FORMCHECKBOX 
 Ingestion

 FORMCHECKBOX 
 Inoculation

 FORMCHECKBOX 
 Mucus Membrane


	 FORMCHECKBOX 
 Humans

 FORMCHECKBOX 
 Animals

 FORMCHECKBOX 
 Cell lines

 FORMCHECKBOX 
 Transforming agent


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Pregnancy

 FORMCHECKBOX 
 Immunosuppression

 FORMCHECKBOX 
 Other



	Are there signs and symptoms of exposure? If yes, please identify.     


	Identify prophylaxis, if available: 

	Additional Comments: 




Section Four Personal Protective Equipment:

	Personal Protective Equipment Required For Individuals Working with the Agent:
	Please Check All That Should Be Worn By Any Others Present In The Laboratory During Work:

	 FORMCHECKBOX 
 Lab Coat                
 FORMCHECKBOX 
 N-95 Respirator 

 FORMCHECKBOX 
 Nitrile Gloves         
 FORMCHECKBOX 
 PAPR Respirator

 FORMCHECKBOX 
 Gown                      
 FORMCHECKBOX 
 Safety Glasses
 FORMCHECKBOX 
 Tyvek Coveralls    
 FORMCHECKBOX 
 Face Shield

 FORMCHECKBOX 
 Shoe Covers          
 FORMCHECKBOX 
 Surgical Mask


	 FORMCHECKBOX 
 Lab Coat                
 FORMCHECKBOX 
 N-95 Respirator

 FORMCHECKBOX 
 Nitrile Gloves        
 FORMCHECKBOX 
 PAPR Respirator

 FORMCHECKBOX 
 Gown                   
 FORMCHECKBOX 
 Safety Glasses      

 FORMCHECKBOX 
 Tyvek Coveralls     
 FORMCHECKBOX 
 Face Shield

 FORMCHECKBOX 
 Shoe Covers            
 FORMCHECKBOX 
 Surgical Mask



	Additional Comments: 




Section Five Dual Use:

PI’s are required to determine if the research produces or is reasonably anticipated to produce one or more of the experimental effects listed below:

1. Enhances the harmful consequences of the agent or toxin                      


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
  No

2. Disrupts immunity or the effectiveness of an immunization against the agent or 
toxin without clinical or agricultural justification 




 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
  No                                                             

3. Confers to the agent or toxin resistance to clinically and/or agriculturally useful 
prophylactic or therapeutic interventions against that agent or toxin or facilitates their 
ability to evade detection methodologies      





 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
  No

4. Increase the stability, transmissibility, or the ability to disseminate the agent or toxin       
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
  No

5. Alters the host range or tropism of the agent or toxin                                                         
 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
  No

6. Enhances the susceptibility of a host population to the agent or toxin            

 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
  No

7. Generates or reconstitutes an eradicated or extinct listed agent or toxin           

 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
  No

If any boxes are checked Yes under Section Five Dual Use, please provide a detailed explanation below:


Note: If there is a change in research with respect to the applicability of any of the any of the dual use experimental effects, the PI should resubmit this form with a revised assessment.


Section Six Project Personnel:
Describe the Principal Investigator’s experience relative to the material being used: 


List All Personnel involved in the project who may come into contact with the biohazardous materials:  
Attach additional sheets as necessary.

	Name:
	Job Title & 
Number Years of Experience
	Please indicate which (if any) of the following trainings each personnel has completed: 

	
	
	General Bio-Safety
	N.I.H. Guide-lines
	Proper use of a Bio-safety Cabinet
	IATA Shipping
	Dual Use

	
	
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
	
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 



Training Requirements: Please read each requirement listed below. If lab personnel meet the requirement, but have not taken the appropriate training, they will be required to complete it before Registration is approved. 
· General Biosafety: Must be taken if personnel has less than one year of experience 
· Dual-Use: Must be taken if registration qualifies as Dual-Use (see Section Five)
· Proper Use of a Biosafety Cabinet: Must be taken if personnel has less than one year of experience
· IATA Shipping: Must be taken if a lab personnel wishes to ship or receive Biological Materials internationally or domestically 


· N.I.H. Guidelines: Must be taken by all lab personnel within the last three years if the project involves recombinant and/or synthetic nucleic acid molecules.
Section Seven Research Summary and Biosafety Practices:

1. Provide a detailed description, in NON-TECHNICAL terms,  the nature and purpose of research:


     
2. Provide a detailed description of the procedures and techniques to be employed in the project.  If any of the procedures will be carried out in an area other than the PI’s laboratory listed on page one please list locations where the procedures will take place.  
  
     
3. Provide an assessment of risks to personnel working with the material, including identification of potential exposure hazards. 
     
4. Describe SPECIFIC practices, equipment, and facilities that will be used to protect personnel from exposures to the material.

     
5. Please provide a detailed list explaining how personnel will respond to an accidental spill and/or release.

     
6. Describe SPECIFIC methods of inactivation or disposal of the agent itself, and the solid and/or liquid contaminated materials.  If animals will be exposed to the material please include methods to decontaminate/dispose of animal contact items, bedding and carcasses. 
 



The registration form (summary and any attachments) must provide sufficient detail for the Institutional Biosafety Committee to understand and experiments involving microbial hazards. For attached published references, please highlight pertinent paragraphs or sentences. Submissions that lack detail or are illegible will be deferred from action and returned for revision and resubmission. The project registration must be updated annually, and must include a summary of results and changes to the project. Major changes to the project require submission of a new registration form.

Incomplete registration forms will be returned.

As Principal Investigator, I accept responsibility for the safe conduct of work with this material. I will ensure that all personnel receive training in regard to proper safety practices and personal protective equipment needed for this work. I agree to comply with the requirements pertaining to the use, shipment, and transfer of biological agents and/or CDC or USDA-regulated agents.
Signature (Principal Investigator):                               Date:       
When completed, please return this document to:

Electronic version: nymc_biosafety@nymc.edu ; Hard copy: Biosafety Officer EHS 226 Vosburgh Pavilion. Phone: 914-594-4078 Fax: 914-594-3665

Please save a copy for your records.

NYMC IBC#_________________________________


Conditionally Approved □


Not Approved: □





Committee Use Only. Do not write in this space.
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