SAN DIEGO STATE UNIVERSITY

BIOLOGICAL USE AUTHORIZATION

Application and Approval for Biological Use Authorization

TO DETERMINE WHO SHOULD COMPLETE THIS APPLICATION, ANSWER THE QUESTIONS BELOW

1.  Does this application involve the use of Recombinant DNA? 
 FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
 No


If ‘Yes’ check the section(s) which apply. Consult Appendix A to determine the appropriate NIH section(s) of the proposed experiment(s). 

SECTIONS:
 FORMCHECKBOX 
 III A  FORMCHECKBOX 
 III B  FORMCHECKBOX 
 III C  FORMCHECKBOX 
 III D........
must receive approval from IBC before initiation of experiments



 FORMCHECKBOX 
III E.....................................…………
must notify IBC simultaneously upon commencement of research



 FORMCHECKBOX 
III F*......................................……….
requires IBC review 

2.  Does this application involve the use of Infectious Agents? 
  FORMCHECKBOX 
Yes     FORMCHECKBOX 
No 


If ‘Yes’ check the risk group(s) which apply. Consult Appendix B to determine the risk group of the agent(s). 


 FORMCHECKBOX 
RG4 Risk Group 4.................................................... must receive approval from IBC before initiation of experiments

 FORMCHECKBOX 
RG3 Risk Group 3.................................................... must receive approval from IBC before initiation of experiments

 FORMCHECKBOX 
RG2 Risk Group 2.................................................... must receive approval from IBC before initiation of experiments

 FORMCHECKBOX 
RG1 Risk Group 1..................................................   requires IBC review
3.
Does this application involve the use of Select Agents and Toxins or High Consequence Pathogens and Toxins?  FORMCHECKBOX 
Yes    
 FORMCHECKBOX 
No


If ‘Yes” you must register with CDC or APHIS through EHS and receive approval from IBC before initiation of experiments. Consult Appendix E to determine if it is DHHS Select Agents and Toxin or USDA High Consequence Pathogens and Toxins.
I.  Principal Investigator And Laboratory Contacts

Principal Investigator: 







Title: 





Department: 




Office Location: 


Lab Location: 




Office Phone:



Lab Phone: 



Home Phone: 




Mail Code: 

E-Mail Address: 





Fax:



 

Co-Investigator or SDSU Faculty Sponsor: 





Title: 





Department: 




Office Location: 


Lab Location: 




Office Phone: 




Lab Phone: 


Home Phone: 




Mail Code: 

E-Mail Address: 





Fax: 





Lab Supervisor: 








Title: 





Department: 




Office Location: _____________ Lab Location: 




Lab Phone: 



Mail Code: 

E-Mail Address: 





Fax: 





II.  Project/ Course Information:

Check type of BUA: 
 FORMCHECKBOX 
 New  FORMCHECKBOX 
 Renewal 
 FORMCHECKBOX 
 Amendment

Type of Study:    FORMCHECKBOX 
 Research
   FORMCHECKBOX 
 Teaching    FORMCHECKBOX 
 Graduate Work
Project Title: 



Project Period: 



Course Name and Number: 



Course Period:



Funding Agency:









APPROVALS
                IBC USE ONLY

IBC Chair:
  BUA #: 


BSO: 

                Date Submitted: 

Biosafety Level: 
                     IBC Approval Date:




                   IBC Expiration Date: 


III.  Project Summary

Provide sufficient information for the Institutional Biosafety Committee to evaluate the work for the purpose of making a biohazard risk assessment.  It is important to use the language that will be understood by individuals outside of your field of expertise.  Do not simply attach your grant proposal or course syllabus.

Provide a brief description of the project (include goals and objectives of work with biohazardous materials.


IV. Potentially Biohazardous Materials   

A. RECOMBINANT DNA (Consult Appendix A)

1. Genetically Modified Vectors     If none, check here  FORMCHECKBOX 

	List of Vectors
	Host Range

of Vector
	Infectious Particles Produced (Yes/No)
	Replication Competent

(Yes/No)
	If Replication Deficient, Please Explain Mechanism
	

	

	MLV Retrovirus
	Mammalian
	Yes
	No
	
	

	Human Adenovirus Type 5
	Human
	Yes
	No
	E1A and E1B Region deleted
	

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     



2. Transgenes and Recombinant Proteins     If none, check here  FORMCHECKBOX 


	Transgenes Expressed
	Pathogenic Potential

(Yes/No)
	Oncogenes

(Yes/No)
	Toxins (Yes/No)
	Genes or Proteins Produced Which Can Enter Cells
	

	

	Not Applicable
	Green fluorescent protein (GFP)
	No
	No
	No
	TAT-Fusion Protein

	MLV Retrovirus,

Human Adenovirus Type 5
	VEGF Vascular endothelial Growth Factor
	No
	No
	No
	None

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     



3. Genetically Modified Vectors In-Vivo (Animals, Plants or Cell Lines)
If none, check here  FORMCHECKBOX 

	Vector from Section 1


	Animal or Plant Species
	Max Infectious Units/Dose
	Max Dose Per Experi-ment
	Method of Delivery
	Specify Route(s) of Shedding/ Excretion of Infectious Agents

	MLV Retovirus,

Human Adenovirus Type 5
	Mice
	108 pfu
	5x108 pfu
	Injection IM,IP
	Urine/excreta for 72 hours

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     



If your R-DNA project also involves infectious agents or toxins, complete Section B: Infectious Agents and Toxins too.

If your R-DNA project also involves human or non-human primate materials, complete Section D: Human or Non-Human 

Primate Materials too.

If your project involves bacterial host used to propagate vector plasmid to generate recombinant virus, complete Appendix C.

If your project involves the use, importation or construction of transgenic animals, complete Appendix D.

B. INFECTIOUS AGENTS and TOXINS (Consult Appendix B)

1. Infectious Agents/Pathogens      If none, check here  FORMCHECKBOX 

	
	Name and Strain of Agents
	Host Range

of Agent
	Route of Transmission
	Disease or Toxins Produced
	Virulence or Toxicity

	
	

	
	
	
	
	
	

	1.
	     
	     
	     
	     
	     

	2.
	     
	     
	     
	     
	     

	3.
	     
	     
	     
	     
	     

	4.
	     
	     
	     
	     
	     

	5.
	     
	     
	     
	     
	     



2.  Infectious Agents in Cells     If none, check here  FORMCHECKBOX 

	Agent 
	Cells Infected
	Max Concentration
	Max

Volume
	Used in Animals
Or Plants

	Adenovirus
	Lymphocytes
	108 pfu /ml
	200 ml
	No

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     



3.  Infectious Agents In-Vivo (Animals or Plants)    If none, check here  FORMCHECKBOX 

	Agent  
	Animal or Plant Species


	Max 

Infectious

Units/Dose
	Max Dose

per

Experiment
	Method of Delivery
	Specify Route(s) of Shedding/Excretion of Infectious Agents

	Adenovirus
	Mice
	108pfu
	10x108pfu
	Tail vein,IV
	Urine, Feces

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     


A. SELECT AGENTS and TOXINS or HIGH CONSEQUENCE PATHOGENS and TOXINS (Consult Appendix E)
	Agent/Toxin Name
	Viable 
	Genomic Material 
	Recombinant DNA
	Small Animal
	Large Animal
	Large Scale
	Toxin
	Laboratory Area
	 Storage Area 
	Laboratory Safety Level*
	Authorized Personnel 

	
	Indicate with an "X" for each agent as appropriate
	
	
	
	Bldg/Room
	Bldg/Room
	
	

	
	
	 
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	


*Laboratory Safety Level

Biosafety Level 2= BSL2 
Animal Biosafety Level 2= ABSL2 
R-DNA BSL2= NIHBL2 
R-DNA Large Animal BSL2= NIH BL2N

R-DNA Large Scale BSL2= NIH BL2- LS

Biosafety Level 3= BSL3 
Animal Biosafety Level 3= ABSL3 
R-DNA BSL3= NIHBL3 
R-DNA Large Animal BSL3= NIH BL3N 

R-DNA Large Scale BSL3= NIH BL3- LS

Biosafety Level 4= BSL4 
Animal Biosafety Level 4= ABSL4 
R-DNA BSL4= NIHBL4 
R-DNA Large Animal BSL4= NIH BL4N 

R-DNA Large Scale BSL4= NIH BL4- LS

D.
Human/Primate Materials (Human or primate cells, cell lines, body fluids, tissues, etc.) It is not necessary to list specific cell lines.  If none, check here  FORMCHECKBOX 

	Material
	Established 
Cell Lines 
(Yes/No)
	Primary 
Tissue 
(Yes/No)
	Source
	Known Pathogens

	Blood
	No
	Yes
	Human
	None

	293 Human embryonic kidney cells
	Yes
	No
	Human
	None

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     




Human/Primate Materials In Animals     If none, check here   FORMCHECKBOX 

	Material from Section D
	Species of Recipient Animal
	Expected Outcome

	Blood
	SCID Mouse
	Tumor development

	
	
	

	
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


V.  Medical Surveillance
If you are working with any of the agents listed below, you must call Environmental Health and Safety at 594-2865 to enroll in the medical surveillance and/or immunization program for the safe conduct of your protocol. 

	Bloodborne pathogens: HBV vaccination and declination, post-exposure follow-up, treatment at no cost to employees, vaccination record retention by PI, initial BBP training and annual retraining, and universal precautions.

	Q-Fever: Annual medical exams, serologic testing, vaccine use when available, respiratory protection and training.

	Orthopoxviruses (vaccinia and others): Medical screening, vaccination and contraindication awareness, and training.


	Prion research: Training and special procedures for exposure reporting, decontamination and records handling.

	Cercopithecine herpesvirus-1 (Herpesvirus simiae): Post-exposure follow-up and treatment at no cost to employee as well as training.


VI.  SUPPLEMENTAL INFORMATION

A. Authorized Users and Training Taken:

	
	
	
	
	
	
	Appropriate Training Taken and Documented

	Last and First Name
	
	Email Address
	
	Materials
	
	Biosafety
	Bloodborne Pathogen
	Medical Waste

	
	
	
	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



B. Location

Laboratory Room#(s) where biohazardous materials will be used:



Materials


Location

Shared Room







 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No








 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No








 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

Laboratory Room#(s) where biohazardous materials will be stored: 



Materials


Location

Shared Room







 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No








 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No








 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

Laboratory Room# where biosafety cabinet(s) will be located:







C. Containment Equipment

Provide the following information for each equipment unit:



Make

Model

Serial Number 

Certification Expiration Date

D. Shipping

Are you shipping this material off campus*?  
  FORMCHECKBOX 
  Yes  
 FORMCHECKBOX 
 No

*If “Yes”, consult the NIH Guidelines for shipping regulations.  If needed, contact the Graduate and Research Affairs

  for Materials Transfer Agreement form. 

E. Biohazard Signs


Do you currently use biohazard signs?
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

If yes, where?
 FORMCHECKBOX 
 Lab Entrance







 FORMCHECKBOX 
 Storage Areas (refrigerators, freezers)







 FORMCHECKBOX 
 Work Areas (biosafety cabinet, incubators)








 FORMCHECKBOX 
 Other (please specify)


Are the biohazards identified on these signs?

 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

If yes, which biohazards are identified? 






F. Other Information

	

	Do you have a current animal use protocol?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 

	N/A
	 FORMCHECKBOX 

	    Protocol No. 
	

	Do you have a current human use protocol or exemption?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 

	N/A
	 FORMCHECKBOX 

	    Protocol No.
	


VII.  BIOSAFETY SUMMARY

A. What are the conditions for collection, growth, and maintenance of biohazardous materials.


B. What are the experimental procedures involving biohazardous materials that are used to accomplish the objectives of your work?


C. In each experimental procedures described in B., describe specific methods/procedures that will be taken to prevent exposure to biohazardous materials.


D. Describe waste disposal procedure.


E. Describe spill decontamination procedures and terminal inactivation procedures.


F. Describe transportation procedures of biohazardous materials.


VIII.  Acknowledgement of Responsibilities

By signing below, I certify that I have read the following statements and agree that I and all listed participants will abide by those statements as well as all SDSU policies and procedures governing the use of recombinant DNA, infectious agents and other biological materials as outlined in this application and in the SDSU Biosafety Manual.  In addition, I:

1) Recognize that I have responsibility for ensuring that anyone who enters my laboratory practices appropriate biosafety precautions.

2) Recognize that I have responsibility for ensuring that all listed participants conducting this work have received or will receive appropriate training on safe laboratory practices and procedures for this protocol before any work begins on this project.  Also, I have responsibility for ensuring that anyone working in or having access to spaces where this project is conducted must be instructed on the hazards associated with this project.  The IBC or EHS may review my records documenting the training or instruction and may enter my laboratory at any time to review my operations.

3) Recognize that I have responsibility for complying with the requirements pertaining to the shipment and transfer of infectious agents and/or recombinant DNA.

4) Recognize that I have responsibility for reporting to the Biosafety Officer immediately any spill of biohazardous material, any equipment or facility failure, and/or any breakdown in procedure, which may result in potential exposure of laboratory personnel and/or the public to the biohazardous material.

5) Recognize that I have responsibility for reporting to the Biosafety Officer immediately should an employee become ill and/or exhibit symptoms and signs consistent with an infection by an organism associated with my research.

6) Recognize that I have responsibility for following the health surveillance procedures as approved for this protocol.

7) Recognize that I have responsibility for submitting in writing a request for approval from the IBC of any significant modifications to the study, facilities or procedures, which will result in an increased level of biohazard.  

8) Recognize that I will not carry out the work described in this application until it has been approved by the IBC.

Signatures

Signature of Principal Investigator who will be working on this project


Date

Signature of Co-Principal Investigator who will be working on this project

Date



Signature of Faculty Member to whom laboratory space is assigned


Date







Example











Example





Example





Example





Example





TO DETERMINE WHICH SECTION TO COMPLETE, READ THE FOLLOWING DIRECTIONS





If your research involves Recombinant DNA molecules, complete Section A.





If your research involves Infectious Agents, complete Section B.





If your research involves Infectious Agents that are considered “Select Agents and Toxins” or “High Consequence Pathogens and Toxins”, complete Section C too.





If your project involves the use, importation or construction of transgenic animals, complete Appendix D.








Example
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