LAWRENCE BERKELEY NATIONAL LABORATORY 

Biosafety Registration

for Biological Work

(work with recombinant DNA, microorganisms, cell cultures/lines, animal tissues, & human samples*)
LAWRENCE BERKELEY NATIONAL LABORATORY

Biosafety Registration Form

for

Recombinant DNA (r-DNA), Microorganisms, Cell Cultures,
& Human Samples


Instructions:

1.
All 12 sections on the attached form must be completed. This form has been placed in the EHS server for your convenience. Please place your responses on the appropriate lines in each section. Do not alter wording in any text section.  In the event that you come to a box for which there is no entry, or the item is not applicable, please use N/A to identify this response.

2.
When listing and classifying biological agents (Section 6), do not forget stored/frozen vectors, cell lines, bacteria, etc., which may or may not be in actual use.

3.
If you need assistance or have questions concerning form completion contact the Biosafety Program Manager, Bruce King, at 495-2768 (i.e, extension 2768).


4.
Please send an electronic copy of your completed registration form to Bruce King via email (BWKing@lbl.gov). 

5.
Investigators will receive notification of the Institutional Biosafety Committee (IBC) approval date, protocol registration number, and a copy of the approved form for their records.

6.
If an approval letter is needed for funding agency, please contact the Biosafety Officer as early as possible.

7. The Principal Investigator must notify the EH&S when significant changes occur in the project or biological materials, or when other significant changes occur, such as changes in personnel, rooms, or relocation of the laboratory.

8.
The IBC is required to review ongoing projects on an annual basis. Accordingly, the Principal Investigator will be contacted for updates at some time one year past the initial IBC approval date. 

* 
If the “human samples” include human or primate tissues, body fluids, blood, or blood products AND this is the ONLY above category involved in your work, fill out sections #1 - #6 of this form and stop.  Then go to the “Exposure Control Plan” listed under EH&S “Biosafety Program” on the LBNL Website, and fill it out.  Submit both forms together.


Principal 

Investigator(s):

	Name
	Division
	Mail Stop
	E-Mail Address
	Work 

Phone #
	Date

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Project Title:

	


------------------------------------------------  Do Not Write Below This Line  ----------------------------------------

INSTITUTIONAL BIOSAFETY COMMITTEE ONLY
	DATE RECEIVED: 
	

	INITIAL BIOSAFETY REGISTRATION #:
	

	COMPLETED BIOSAFETY REGISTRATION #:
	


Please forward the completed forms electronically to BWKing@lbl.gov
or

Completed hardcopy forms to Biosafety Officer, Environment, Health & Safety, M/S 75R0123.


1.
Project Title:

	


2.
Project Funding Sponsor:

	


3.
Anticipated Starting Date:

	


4. Personnel Information & Lab Locations:

	PI’s and Others’ Names
	LBNL Location
	Mail 

Stop
	E-Mail Address
	Work 

Phone #

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


(  Building(s) & Lab(s) where work will be conducted:  

5. Emergency Contact Person(s) for Lab Operations:

	Name
	Home/Cell Phone #
	Work Phone #

	
	
	

	
	
	


6.
Classification:

Please identify every biological used and the corresponding Risk Groups (RG) and Biosafety Levels (BL).  Please identify all strains and include ATCC or comparable information when applicable.

	
	Specific Name
	Strain
	Source (ATCC #, etc.)
	RG
	BL

	Virus
	
	
	
	
	

	Bacteria
	
	
	
	
	

	Fungi
	
	
	
	
	

	Parasite
	
	
	
	
	

	Cell Line/ Culture*
	
	
	
	
	

	Other (tissues, Animals)
	
	
	
	
	


* For Cell Cultures, please list all hosts, vectors, and donor genes.

SEE Classification of Biohazardous Agents or Cell Cultures IN THE LBL BIOSAFETY MANUAL.  

In most instances the Risk Group defines Biosafety Level; for example, Risk group 2 Agents are usually handled at Biosafety Level 2.

7.
Description Of Project:


Please provide a concise summary of the project in the space below.  Be sure that the sources of DNA are clearly defined and the reader can determine the nature of the biological materials used (i.e., fixed, fresh, a commercial kit, replication deficient, etc.). Remember that the goal of this form is to be able to understand and assess biological risk. NOTE: This registration form may serve for more than one research project (title) if all the biological agents, personnel, and locations are the same.  

	


Please describe your assessment of biological hazards that a lab employee can reasonably anticipate.

This is required information.

	


8.
Specific Questions That Require A Response (double click on box to check):

a) Does your research involve the use of r-DNA?

 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO    

If you answer YES to question (a), please continue with question’s (b)-(g).

If you answer NO to question (a), please skip ahead to question (f).
b) Are the experiments classified as Large Scale?

     
 (volume greater than or equal to 10 liters) 


 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO
c) Will transgenic or knockout animals be generated/used as part of the project?


 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO
d) Do the experiments require the use of viral vectors (other than bacteriophage)?  
 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO
If YES, please provide a restriction and genetic map of vectors and insert as well as promoters and other control sequences. Please indicate packaging cell line and assay system used to detect and measure replication competent virus.

	


Please include a description of the host range of packaged viral 
vector. If transfection is used please indicate, vector, recipient or host cell line.

e) Is a rDNA gene expressed?



 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO
If yes, describe the expression vector and indicate in which organism the rDNA gene will be expressed.

	



f) Do these experiments involve the use of live animals? 


 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO
 
If you answer YES to question (f), please note you must also register your work with the Animal Regulatory Committee.

g) Do these experiments involve the use of human material?

         
 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO

If you answer YES to question (g), please note you must also register your work with the

Human Use Committee.

h) Do these experiments involve the use of radionuclides?        

         
 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO

If you answer YES to question (h), please note you must also register your work with the Radioactive Materials Committee.

9.
Other Institutional Approvals:

If you have received an approval from the appropriate review committee, please check and indicate the registration number in the corresponding box below.  If you are in the process of applying to these Committees, please check “Pending”.  

	
	YES
	NO
	PENDING
	REGISTRATION #

	LABORATORY ANIMALS
	
	
	
	

	HUMAN SUBJECTS
	
	
	
	

	RADIOACTIVE MATERIALS
	
	
	
	


10.
Specify Primary Barriers:
	EQUIPMENT
	TYPE
	MANUFACTURER
	LOCATION
	CERTIFICATION DATE

	BIOSAFETY CABINET
	Class 
	
	
	

	FACE PROTECTION
	
	
	
	

	CLOTHING
	
	
	
	

	GLOVES
	
	
	
	


11.
Medical Surveillance:
Medical Surveillance requirements are usually determined on a case-by-case basis.  Please identify in the box below if there are any medical surveillance requirements or practices that you would recommend.  If none, state “None.”

	


12.
Certification & Investigator Signature:
I accept responsibility for the safe conduct of work with the recombinant DNA, microorganisms, cell cultures, and/or human samples involved in this project.  I have informed all personnel who may be at risk of potential exposure to these materials and have determined that the procedures to be used are appropriate for this work.  I also understand that I bear the responsibility for ensuring that all personnel are adequately trained.   For research that involves the use recombinant DNA, I will follow the National Institute of Health (NIH) and LBNL guidelines.  For all work, I will abide by the CDC/NIH “Biosafety in Microbiological and Biomedical Laboratories” (BMBL). The information above is accurate and complete.

X





Principal Investigator 


Date

------------------------------------------------ Do Not Write Below This Line----------------------------------------

BIOSAFETY USE AUTHORIZATION (Two Options)

I certify that the Institutional Biosafety Committee (IBC) has reviewed the proposed project and has approved it, and if appropriate (i.e., if the project involves the use of recombinant DNA), has found it to be in compliance with the provisions of the NIH Guidelines for research with recombinant DNA molecules.  The IBC will annually monitor the project to ensure its compliance with both LBNL and NIH procedures and practices. 

X












                                                                           

Signature of Chairperson, IBC







Date

PRINTED NAME of Chairperson, IBC







X












                                                                           

Signature of Division Line Manager if applicable




Date

PRINTED NAME of Division Line Manager





Title










OR

I certify that I have been authorized by the IBC to administratively review and approve NIH exempt and

Biosafety Level 1 experiments. The proposed project has been found to be in compliance with the NIH Guidelines. 

X




Signature of Chairperson, IBC or Biosafety Officer (BSO)

Date
PRINTED NAME of Chairperson, IBC or BSO
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