
University at Buffalo Biosafety Research Application
Initial Approval

General Information:

	PI Last Name 	                                 First Name


	Department

	Office Address


	Office Telephone
	E-Mail

	Lab Address


	Lab Telephone
	Biosafety Containment Level :
(  ) BSL-1  (  ) BSL-2  (  ) BSL-2+  (  ) BSL-3

	
Title(s) of Research Project: 

	
Grant and/or Protocol Number(s):



Collaboration: If this project will be carried out in whole or in part though collaboration with another group (s) please list the group, contact information and the part this group will play in the project. This includes supplying agent, vectors, rDNA or toxins to your group as well carrying out portions of the research effort. Please attach any memorandums of understanding (MOU) or documentation supporting the collaborative effort as appropriate.

(    ) Documentation Attached	(   ) Not Applicable

Medical Surveillance: If employee health surveillance is recommended or required, please include that information as an attachment. Please include any relevant Memorandum of Understanding (MOU) or other contractual arrangements. All work with human subjects, Select Agents and/or agents in risk group 3 or 4 must include this information.
		         
(    ) Documentation Attached	(   ) Not Applicable

Human Subjects: All research involving Human Subjects must be reviewed by the appropriate Institutional Review Board (IRB) prior to submission to the University Biosafety Committee. 

(    ) Documentation Attached	(   ) Not Applicable


	Certification:	Acknowledgement of Responsibility and Knowledge



I 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, biohazard materials and chemicals.  I further certify that all technical and incidental workers involved in 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 bio-hazardous materials and chemicals.

	Principal Investigator (signed):
	Date:


		

	Committee Use Only

ID NO:  				                  Date of approval: 			     Expires: 




NATURE OF RESEARCH UNDER THIS PROPOSAL

Overview of project: Please provide a BRIEF OVERVIEW of the proposed research stating the purpose of the research. in terms that a colleague not in your discipline will clearly understand. Define abbreviations and acronyms. Use as much space as needed:
	Project Overview:












Personnel Contact Information (Only those persons listed here may carry out the proposed studies.)

	
	Name
	Research Role e.g. Technician, Post Doc
	Department
	Office Phone
	Home /Cell Phone

	PI
	     
	     
	     
	     
	     

	Co-PI
	     
	     
	     
	     
	     

	24 hour Emergency Contact
	     
	     
	     
	     
	     

	Personnel
	     
	     
	     
	     
	     

	Personnel
	     
	     
	     
	     
	     

	Personnel
	     
	     
	     
	     
	     

	Personnel
	     
	     
	     
	     
	     














Instructions:  Complete all 7 Sections in this application. 
Attach supporting documents when applicable.  Contact EH&S with questions at 829-3301.

Section I:  Infectious Agents/Toxins 

A. Are Infectious Agents or Toxins (Bacterial, Fungal, Parasitic, Viral Risk Group 1 to 3, Biological Containment BSL 1 to  3) used in this project: (    ) No – Skip to the next section	  (   ) Yes – complete the following: 

	Agent, Vector or Toxin
	Maximum Usage
	

	Name
	Strain
	Titer (conc.)
	Volume
	Risk Group
	Biosafety Containment

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     



NOTE – CDC/APHIS Select Agents:  A separate application must be filed with the University Responsible Official prior to review by the University Biosafety Committee for all biologic agents and toxins that pose a significant threat to public health as regulated by the Department of Homeland Security. http://www.selectagents.gov/select%20agents%20and%20Toxins%20list.html  

Contact EH&S at 829-3301 for further information and required submittal documentation. 

B. List Agent (s) characteristics: 

	
	     Agent          1
	  Agent            2
	   Agent            3
	  Agent             4

	Agent (s)

	
	
	
	

	Route(s) of entry

	
	
	
	

	Pathogenicity (e.g. Virulent respiratory pathogen, attenuated laboratory strain)

	
	
	
	

	Host Range ( e.g. mouse, human) (tropism if applicable)

	
	
	
	

	Antibiotic resistance

	
	
	
	

	Infectious dose (if known)
	
	
	
	




 		
C. Will a toxin be used or produced as a result of this research?  (    ) No   	(    ) Yes – identify toxin:
		
	






D. What is the LD50 of the toxin?    (   ) < 100ng/kg  (   ) 100-1000-ng/kg  (   ) 1ug/kg-100ug/kg  (   ) >100ug/kg


E. Provide an outline of the procedure, techniques and types of manipulations to be employed:

	






F. Description of risks to personnel handling this agent:

	






G. Specifically describe the safe practices, equipment, and facilities that will be used to protect personnel from exposure to the agent or material:

	






H. Will these agents (or components or products) be introduced/used in vivo experiments?  

(   ) No      
(   ) Yes – State Species Involved:

________________________________________________________________________________________
	

Section 2:  Recombinant DNA/RNA/Recombinant Protein

Part 1
		
My recombinant DNA procedures used in the laboratory are limited to PCR amplification of DNA segments (i.e. no subsequent cloning of amplified DNA).  (   ) Yes – Skip to the next Section	

(   ) No - Consult the current applicable section of the NIH guidelines for Research Involving Recombinant DNA Molecules and identify the Experimental category of the recombinant DNA research and complete this Part and Part 2: 
	Experimental Category (e.g., Section III-D-1, Section III-E-1, etc.):   



A. Describe Recombinant DNA Procedures:

Biological materials:

	Agent, Vector or Toxin
	
	Maximum Usage
	Biosafety Level

	Name
	Strain
	Cloned Gene
	Titer
	Volume
	Vector
	Cloned Gene

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     



B. Biological Source(s) of the inserted DNA sequences (e.g., species):
	




If virus source, is it:
(   ) Entire genome    (   ) Less than 2/3 of the viral genome     (   ) Less than 1/2 of the viral genome

C. What is the function of the gene sequence used to make the recombinant and the nature of the inserted DNA sequences (e.g., structural gene, regulatory gene, and oncogene): 
	





D. Host cells used for propagation/expression (e.g. bacterial (K-12), HEK 293, primary neurons, stem cells)
	





E. Antibiotic resistance and / or other markers: 	
	





F. Vector(s) used for cloning (e.g. pUC18, pCR 3.1):  
	





[bookmark: Text63]G.  Volume of culture(s):	     Maximum      ml.    	Normal working volume      ml.


H.   Will a deliberate attempt be made to obtain expression of a foreign protein?    (    ) No	(    ) Yes – 
	If yes Specify protein: 


		
What is the known or proposed function of the expressed foreign protein? 
	



   
I.  Types of manipulations planned: (An outline of the procedure and techniques to be employed):
		




J.  What are the risks to personnel handling this material?
		





K.  Specifically describe the safe practices, equipment, and facilities that will be used to protect personnel from exposure to the agent or material:
		




Part 2 - Viral Vectors 

Complete this part if you are conducting work with a virus, viral vector, or viral based promoter.

1) Describe the viral vector(s) to be used. Describe features of the viral vector, if any, that are intended to reduce the likelihood of a recombination event that would lead to a replication-competent vector (e.g., gene deletions, expression of packaging genes on multiple plasmids, self-inactivating long terminal repeats): Provide maps of plasmids if applicable.
	





2) Describe the risks that would be associated with accidental human exposure to the viral vector, including the probability and consequences of: (1) recombination events leading to restoration of a replication-competent virus, (2) expression of the gene insert product, and/or (3) integration of the viral vector into the host genome leading to insertional mutagenesis:
	





3)   Please indicate your approach to replication competence for this vector:		
	
	Replication Competence
	Approach
	Biosafety Containment
Level 1, 2, 
2+ or 3

	(    )
	This vector is capable of replication.  
	Appropriate precautions for safe lab and/or animal work are described in my laboratory SOP
	

	(    )
	The vector is intended to be replication deficient. However, the research will be conducted under conditions that would be appropriate for a replication-competent vector (RCV) that could arise as a result of a recombination event.
	Appropriate precautions for safe lab and/or animal work are described in my Laboratory SOP
	

	(    )
	The vector is intended to be replication-deficient.  Every vector stock will be screened for the presence of RCV prior to use in the lab or administration to animals
	I have attached a detailed SOP describing the screening assay, including the target level of detection for RCV in virus stock, the quantity of virus stock to be screened, and the positive control to be used to demonstrate sensitivity of the assay
	





A.  Will rDNA or RNA construct be introduced into animals?  (    ) No   (    ) Yes - State species involved:
	Species:  



	
B.  Will transgenic animals be generated in this research?   (    ) No 	(    ) Yes - Specify type of animal:
	Animal Type: 


 	
What genetic alterations will be made? 
	




	
C.  Will transgenic plants be generated in this research?  (    ) No	      (    ) Yes - Specify genus and species:
	Genus and species: 


		
What genetic alterations will be made? 
	




Describe methods, biological barriers and containment methods to prevent release into the environment.	
	




D.  Do the experiments involve the deliberate release into the environment (outside the facility) of an organism containing recombinant DNA?  (    ) No	      

(    ) Yes - please describe the proposed release in detail, including an environmental impact risk assessment in a separate attachment, and attach copies of the applicable federal and state permits. 

E.  Will this study involve gene transfer to humans?  (    ) No	(    ) Yes  

If Yes, please review Section III-C-1 “Experiments Involving the Deliberate Transfer of Recombinant DNA, or DNA or RNA derived from Recombinant DNA, into One or More Human Research Participants” and Appendix M-I-B, “RAC Review Requirements” of the “NIH Guidelines for Research Involving Recombinant DNA Molecules” : http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html

Contact the University Biosafety Officer (829-3301) for further information, and to initiate the review process.






Section 3:	Cells and Tissue Samples 


.A.	Will personnel work with human and/or animal blood, body fluids, organs, tissues tumors and/or primary or established cell lines?    (     ) No 	(    ) Yes – Specify:
	




	
		
B. 	Have these materials been tested for the presence of viruses or other adventious agents (   ) No   (  ) Yes

	If yes, please indicate results: 

C.	Will research studies represent a potential biohazard for laboratory personnel? 	(    ) No   (    ) Yes - specify the potential hazard and precautions employed to protect personnel in the laboratory: 
	





D.. 	Is the research group compliant with the OSHA Blood Borne Pathogen Standard?
	http://www.osha.gov/pls/oshaweb/owadisp.show_document?p_table=standards&p_id=10051 


(   ) Yes		(   ) A written Exposure Control Plan is Available
		(   ) Lab Workers have been Trained
		(   ) Workers are vaccinated against HBV (or have declined)

(   ) No – Please Contact EH&S for further instructions/assistance	      

 (   ) Not Applicable






Section 4: Use of Animals

Are animals to be used in this research protocol?      (    ) No, Proceed to next section	(    ) Yes -  Complete the Following:

	A. List IACUC registration number: 
	Date of application:   


	


	B. What animal species will be used? : 







	C. Will personnel introduce potentially infectious agents, recombinant DNA or RNA, biological toxins, carcinogens, mutagens or tetratogens into animals?
	(    ) No
	(    ) Yes - Complete Part 20 of the IACUC application and attach to this application.

	

	D. Will the agent (or a hazardous metabolite) be shed in the saliva, urine or feces ?
	(    ) No
	(   ) Yes- How long after introduction of the agent will it be shed ? : 




	E. Will the agent present a potential airborne hazard from animal or bedding?


	(   ) No
	(   ) Yes. Animals must be housed in the Biohazard Suite (305 BEB) and filter top cages must be used.




	F. How will the Animal waste be handled/ treated? :

	





	
G.. Will a deliberate attempt be made to obtain expression of a foreign gene in the animal?
	(    ) No
	(    ) Yes - specify gene:

	What is the known or proposed function of the expressed foreign gene?  



	

	H. Will a deliberate attempt be made to prevent/knock out expression of a gene in the animal?
	(    ) No
	(   ) Yes – specify gene:




	What is the known or proposed function of the gene to be disrupted.





	I. Will a deliberate attempt be made to obtain expression of a foreign protein in the animal?

	(    ) No
	(    ) Yes; specify protein

	What is the known or proposed function of the expressed foreign protein?  



	


	J.. Will the research involve the construction, use, breeding, or maintenance of transgenic animals?
	(    ) No
	
(    ) Yes -  Please identify the genetic modifications,  the proposed source of the animals and the construction, use, breeding, or maintenance of transgenic animals.

	
	Genetic Modification:


	Source;


	Breeding, maintenance:









	K. Are personnel trained on the special hazards posed in animal research including zoonotic diseases? (must be done before work can be initiated)
	(    ) No
	(    ) Yes  – Laboratory Animal Care Safety Training is Required 

	

	L. What measures (personal protective equipment, safety cabinets, filter top cages etc,)  will be implemented to protect the Research and the Animal Care Husbandry staff from hazards associated with the animal component of this  project: 







	M.  What is the required containment level of the Animal Laboratory Unit?
	Animal Biosafety Level:
(   ) ABSL-1	(   ) ABSL-2	(   ) ABSL-2+	(   ) ABSL-3



  
	



Section 5: Safety Equipment and Supplies 

A. Check those materials available for the project:
 
	Safety Equipment & Items Available in the Lab
	Yes
	No
	N/A

	Laboratory Hazard Signage posted on entrance door:
	
	
	

	Hazard Signage posted on equipment as needed:
	
	
	

	Chemical Fume Hood:
	
	
	

	Certification Date of Chemical Fume Hood:   
	
	

	Containment Centrifuge:
	
	
	

	Vacuum lines protected by in line filters:
	
	
	

	Waste flask in secondary containment:
	
	
	

	Biological Safety Cabinet:  (   ) Class I	(   ) Class II	(   ) Class III    
	
	
	

	Certification Date of Biological Safety Cabinet:
	
	

	     Autoclave  (   ) in Laboratory    (   ) on Same Floor     (   ) in Building
	
	
	

	State the quality control measures to verify effectiveness of the autoclave: 






B. List disinfectants to be used:

	Disinfectant Type
	Use Concentration
	ppm

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Note if using Sodium hypochlorite (bleach, Clorox), please indicate use concentration of hypochloride ion in ppm (parts per million)



C. Describe any other required safety equipment and its use in this project:
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Section 6: Waste Disposal

A. Has a Regulated Medical Waste Disposal Program compliant with New York State Regulations been implemented in the laboratory and applicable animal use areas? 
(   ) Yes		 (   ) No  	(    ) Not applicable 


B. Is a Sharps Disposal Program in place in the Laboratory?
(   ) Yes		 (   ) No  	(    ) Not applicable 


C. Specifically describe methods of inactivation and disposal of the agent or contaminated materials. Note that disposal must be in compliance with current NYSDEC and EPA regulations:
	









Section 7: Human Subjects 

Does this research involve human subjects?   (    ) No	(     ) Yes – Indicate IRB Registration Number:

	IRB Registration Number:
	(    ) IRB Registration Document Attached
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