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IBC Registration for Use of Biological Materials

(recombinant DNA, artificial gene transfer, biological agents, toxins and human/animal tissues, fluids and cultures)

Please use the Tab key to fill in form.  To tab backwards, hold the shift key then Tab.

New Protocol
 FORMCHECKBOX 

Amendment
 FORMCHECKBOX 

Date:
     
If applicable, revision date:
     
	Responsible Individual:
	     
	Phone:
	     

	Department:
	 FORMDROPDOWN 

	Email:
	     

	Office Location:
	     
	L-Code:
	     

	
	
	
	

	Alternate Contact:
	     
	Phone:
	     

	Department:
	 FORMDROPDOWN 

	Email:
	     

	Office Location:
	     
	L-Code:
	     


	Project Title:
	     

	Funding Directorate:
	 FORMDROPDOWN 


	Funding Agency:
	 FORMDROPDOWN 


	Project Duration:
	From:
	     
	To:
	     


	If applicable, LBOC review date:
	     


Note:
The IBC suggests that new protocols involving biological materials be reviewed by the Laboratory Biosafety Operations Committee (LBOC) prior to review by the IBC.

	Where will this project take place?
	Bldg:      
	Room:      


Relevant IWS #(s):      
To assist the IBC in identifying hazards associated with this activity, please answer the following questions:

1) 
Does this project involve biohazardous agents?
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

Note:
Biohazardous agents are defined as infectious or pathogenic agents classified as Risk Groups 2, 3, or 4 bacterial, fungal, parasitic, viral, rickettsial, or chlamydial agents or other infectious agents or toxin-producing agents, either isolated naturally or constructed by recombinant DNA techniques, that have the potential for causing disease in healthy individuals, animals, or plants. Blood, body fluids, tissues and cell cultures of human or animal origin are assumed to contain at least RG2 agents and are thus considered biohazardous.

2)
With respect to recombinant DNA materials or technology:

Note:
Recombinant DNA molecules are defined as either (i) molecules that are constructed outside living cells by joining natural or synthetic DNA segments to DNA molecules that can replicate in a living cell, or (ii) DNA molecules that result from the replication of those described in (i) above.


a) Does this project involve recombinant DNA materials or technology?



Yes   FORMCHECKBOX 

No   FORMCHECKBOX 


b) If YES, is it exempt from IBC review per the NIH Guidelines?



Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If YES, please provide exemption category. 
 FORMDROPDOWN 

Note:
Please see Section III-F of the NIH Guidelines for Research Involving Recombinant DNA Molecules for the list of exemption categories (http://www4.od.nih.gov/oba/rac/guidelines_02/NIH_Guidelines_Apr_02.htm#_Toc7261577).


If your answer to a) is NO or you answered YES to a) and b) above, check this box:



 FORMCHECKBOX 
 2c


If your answers to a) and b) above are YES and NO respectively, check this box:



 FORMCHECKBOX 
 2d

3)
Is this project classified as Large Scale?
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

Note:
Large scale work involves volumes greater than or equal to 10 liters.

4)
Does the project involve deliberate aerosolization of biological materials?



Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

5)
Please identify which biological materials will be used and the corresponding Risk Groups (RG) and Biosafety Level (BSL) for each organism, as appropriate. Identify all strains and include ATCC or comparable information when applicable.

Note:
Please see Appendix B of the NIH Guidelines for information relating to Risk Groups (www4.od.nih.gov/oba/rac/guidelines_02/APPENDIX_B.htm) and Appendix G of the Guidelines (www4.od.nih.gov/oba/rac/guidelines_02/APPENDIX_G.htm ) for information relating to Biosafety Levels.  In most instances, the Risk Group defines the Biosafety Level.

	
	Specific Name(s)
	Strain(s)
	Source(s)
	Risk Group(s)
	Biosafety

Level(s)

	Viruses
	     
	     
	     
	     
	     

	Bacteria
	     
	     
	     
	     
	     

	Fungi
	     
	     
	     
	     
	     

	Toxins
	     
	     
	     
	N/A
	N/A

	Parasites
	     
	     
	     
	     
	     

	Cell Lines / Cultures
	     
	     
	     
	     
	     

	rDNA Hosts/ Vectors
	     
	     
	     
	     
	     

	rDNA Trans-genes
	     
	     
	     
	N/A
	N/A

	Others (Tissue, etc.)
	     
	     
	     
	     
	     


6)
Please attach a narrative description of your project or process that includes: 

· the experimental design and goals;

· an assessment of the hazardous potential, including release of materials to the environment;

· controls you will use to ensure the safe conduct of the procedures;

· emergency procedures, including management of spills and exposures;

· safe transport, import or export of biological materials within, to and from LLNL.

Note:
To avoid unnecessary approval delays, please ensure that you provide enough detail that a biomedical scientist not working in your specific field can understand your work and assess the hazards and risks. Your narrative should address not only what you’ll do but how you’ll do it.  Standard procedures can be referred to by common name (e.g., Southern blot, PCR, transfection by electroporation) but novel procedures and significant modifications to standard procedures should be briefly described.  Step-by-step protocols are not necessary.  This level of detail is very important to the IBC.
This cell will expand to accept unlimited text. 
	     



7)
If you are using biological materials from animal or human sources, please indicate whether or not you have applied to the relevant committee for review and approval.  If you are in the process of applying to these committees, please check the pending box.

	
	Yes
	No
	Pending
	Approval #

	IRB 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	
	
	
	
	

	IACUC 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


Certification and Investigator Signature

I accept responsibility for the safe conduct of work with the recombinant DNA, microorganisms, cell cultures, and/or human or animal 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 and have met the medical requirements for this work.   For research that involves the use of recombinant DNA, I will follow the National Institute of Health (NIH) and LLNL guidelines.  For all microbiological work, I will abide by the CDC/NIH manual “Biosafety in Microbiological and Biomedical Laboratories” and all applicable LLLNL Work Smart Standards.

I attest that the information provided in this registration document, dated 

 is accurate and complete.

Signature of Responsible Individual: 

(  If you have answered NO to Questions 1, 3, and 4 and checked Box 2c, STOP HERE. 

1) Email this form to wrigley2@llnl.gov. 

2) Sign and date this form in blue ink and send to the Institutional Biosafety Office, c/o Nancy Wrigley, T3703, R1245, L- 448, 925/423-6287.

(  If you have answered YES to Questions 1, 3, and 4 and checked Box 2d, please complete the remainder of this application before submitting the entire document to the IBC Office.

A.
Scientific/Technical Information

A.1)
Please describe your assessment of biological hazards that a laboratory employee can reasonably anticipate. (This is required information.)
This cell will expand to accept unlimited text. 
	     


A.2)
Does the project require the use of viral vectors (other than bacteriophage)? 


Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

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. A description of the host range of packaged viral vector should also be included. If transfection is used, indicate vector, recipient or host cell line.

This cell will expand to accept unlimited text.
	     



A.3)
Is a recombinant DNA gene expressed?
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If YES, describe the expression vector and indicate in which organism the rDNA gene will be expressed.

This cell will expand to accept unlimited text.
	     



A.4)
Does this work involve human gene transfer? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 


If YES, you must also contact the Institutional Review Board.

A.5)
Will transgenic or knockout animals be generated/used as part of the project?


Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

B.
Personnel and Facilities Information

B.1)
Identify personnel conducting the experiments (including students and temporary staff). Specify degree, applicable training and experience including duration (e.g. 2 years), and project responsibilities.

	Name, Degree
	Dept./Ext
	Training/Experience
	Role

	     
	     
	     
	Responsible Individual (RI)

	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	 FORMDROPDOWN 



B.2)
Please identify all locations where these materials will be used or stored. 

Note: Approval for use and storage of these materials is given only for the locations designated below. The Responsible Individual (RI) must notify the program Safety Officer and the IBC Chairperson if the designated locations change.

	Bldg and

Rm #
	Name of Biological Material(s)
	BSL

of Room
	Shared Room
	

	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	Stored  FORMCHECKBOX 
  Used   FORMCHECKBOX 


	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	Stored  FORMCHECKBOX 
  Used   FORMCHECKBOX 


	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	Stored  FORMCHECKBOX 
  Used   FORMCHECKBOX 


	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	Stored  FORMCHECKBOX 
  Used   FORMCHECKBOX 


	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	Stored  FORMCHECKBOX 
  Used   FORMCHECKBOX 


	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	Stored  FORMCHECKBOX 
  Used   FORMCHECKBOX 



B.3
Please specify your primary barriers.

Note: Biosafety cabinets that are externally exhausted to the roof of the building are required when using volatile radioactive isotopes, carcinogens, or other hazardous materials in work involving biohazardous agents. Consult the Health and Safety Manual or contact the ES&H team industrial hygienist or health physicist for recommended practices.

	Equipment
	Class/Type
	ID Number
	Location
	Certification Date

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


B.4)
Based on your review of the medical surveillance practices recommended in the agent summary statement of the CDC-NIH Biosafety Manual (available from the IBC Office or on the IBC web-site), please identify any medical surveillance requirements or practices that you would recommend.  If none, state “None”.

This cell will expand to accept unlimited text.
	     


Please email this completed form to wrigley2@llnl.gov and send a signed and dated hard copy to: 

IBC Office, c/o Nancy Wrigley

T3703, R1245

L- 448




IBC Registration Form, Rev. 1 (3/9/04)
- 1 -
IBC Registration Form, Rev. 1 (3/9/04)
- 7 -

