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	FOR COMMITTEE USE ONLY
IBC#      

Application received by IBC      

Application approved by IBC      

Approved Biosafety Level      

Date      



REGISTRATION FORM FOR PATHOGENS, 
CELLS, TISSUES AND OPIM
Please complete (hard copy or MS Word file) and return to: 

Dan Schabacker, Chair, IBC, Biosafety Office, Bldg. 202, room B333, Argonne National Laboratory, Phone: 630-252-5191, Fax: 630-252- 9155, e-mail: DSchabacker@anl.gov
Principal/Responsible Investigator (print):      

Department:      

Phone (PI):      

Email (PI):      

Alternate Contact Person (print):      

Department:      

Phone (Alt. Contact):      

Email (Alt. Contact):      

Laboratory Location(s):      

Project Title:      

Date:      

Please check off the Parts being completed:

 FORMCHECKBOX 

Part A:  Pathogenic Microorganisms: Agents or vectors capable of causing or transmitting disease in immune-normal, healthy adults and includes organisms classified as requiring work at BSL-2 or higher in the latest edition of the CDC/NIH Biosafety in Microbiological and Biomedical Laboratories (BMBL) 4th Edition. Registration is required for BL 2 organisms or higher.
 FORMCHECKBOX 

Part B:  Human Blood, Human and/or Mammalian Cell Lines and Tissues or Other Potentially Infectious Materials (OPIM):
Includes established cell lines of human/primate origin (including those obtained from commercial sources) and OPIM (material with the potential for transmission of HIV, HBV, HCV, and other bloodborne diseases, including tissue from animals known to be infected with any of these agents, microbial stocks and cultures, certain body fluids, unfixed human tissue, primary tissue/cell cultures), mammalian cells, cell lines and/or tissue. Most of these must be handled under BSL‑2 conditions as if they were primary cells or tissues.  http://www.cdc.gov/od/ohs/biosfty/bmbl4/b4ah.htm  

 FORMCHECKBOX 

Part C: Select Agents:  This section must be completed for all registrations.  
(refer to 42 CFR Part 73, 7 CFR Part 331, and 9 CFR Part 121 for more information or  http://www.cdc.gov/od/sap/docs/salist.pdf)
 FORMCHECKBOX 

Part D:
Toxins:  Includes all biological toxins NOT included on the select agent list in Section C.
 FORMCHECKBOX 

Part E:
Safety Measures:  This section must be completed for all registrations. 
 FORMCHECKBOX 

Part F:
Training and Experience:  This section must be completed for all registrations. 
 FORMCHECKBOX 

Part G:
Affirmation:  This section must be completed for all registrations. 
 FORMCHECKBOX 

Part H:
Attached Protocols:  This section must be completed for all registrations. 
Part A:  Pathogenic Micro-organisms: To be completed by the Principal Investigator for all laboratories handling or storing pathogenic microorganisms (agents capable of causing disease in immune-normal, healthy adults and includes organisms classified as requiring work at BSL-2 or higher in the latest edition of either the CDC/NIH publication, Biosafety in Microbiological and Biomedical Laboratories or the NIH's Guidelines for Research Involving Recombinant DNA Molecules.  Complete Part A for each organism used in the lab. For guidance, see the IBC Biological Safety Levels of Infectious Microorganisms Fact Sheet on the biosafety web site.

	1.
Name of Organism (genus, species, strain description):


     
	
	
	
	

	
a.
Is organism attenuated? 
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	
	
	
	
	

	2.
Is a toxin produced?  LD50  route/animal:      
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	
a.
Work with toxin? 
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	
	
	
	
	

	3.
Is drug resistance expressed? 
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	
a.
If yes, indicate to which drugs:      

	
	
	
	

	4.
Where is organism to be stored?  Bldg:         Room:      
	
	
	
	

	
a.
Are Biohazard Warning Labels in use? 
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	
	
	
	
	

	5.
Building and room where organism is used?  Bldg:         Room:      

	
	
	
	

	6.
Source of Organism (Institution, Company, Collaborator, etc.):       

	
	
	
	

	7.
CDC Shipping permit #:      

USDA Permit #,  Other permit # and agency


	
	
	
	

	8.
Is a stock culture prepared? 
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	
If yes, indicate:


a.
Total volume of stock culture      

b.
Volume aliquoted per individual vial      

c.
Concentration /ml individual vial      

d.
Maximum volume used in an experiment      

	
	
	
	

	9.
Is organism inactivated prior to use?  
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	
a. 
Specify Method:      

	
	
	
	

	10.
Do you concentrate the organism in your protocol?
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	
a.
Specify method: 
 FORMCHECKBOX 
 centrifugation  




 FORMCHECKBOX 
 precipitation  




 FORMCHECKBOX 
 filtration     




 FORMCHECKBOX 
 other:      

	
	
	
	

	11.
Does the laboratory work with human blood or blood products, unfixed human
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	tissue, or human or other primate cells?  If yes, fill out Part B on next page.


	
	
	
	

	12.
Are cultures, stocks, and contaminated items decontaminated prior to disposal?         
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	
a.
Method:  



 FORMCHECKBOX 
 autoclave   



 FORMCHECKBOX 
 chemical disinfectant    



 FORMCHECKBOX 
 other  (specify):      
	
	
	
	


	Brief description of proposed research (please include enough information to describe project’s specific aims):

     


Part B:  Human/Mammalian Cells, Tissues and OPIM: Please list the cell lines, tissues or OPIM that you will be using, attach additional sheets if needed.  Include established human or primate ATCC cell lines and any other potentially infectious materials.

Note: Use of human cell lines or human source materials may require registration with the Institutional Review Board (IRB at the University of Chicago).  Please contact the IBC to determine if your protocol will require review.

	1.       

	2.       
	3.       

	4.       

	5.       
	6.       

	7.       

	8.       
	9.       


	Brief description of proposed research (please include enough information to describe projects’s specific aims): 
     


Part C:  Possession, Use or Transfer of "Select Agents, Toxins, High Consequence Livestock/Plant Pathogens". Laboratories are required to register with the CDC or USDA for possession, use or transfer of any of these agents, toxins or pathogens.  These agents are regulated by  Select Agent Regulation, 42 CFR 73.0 and the Agricultural Bioterrorism Protection Act of 2002. Additional requirements of the "USA Patriot Act" and the "Public Health Security, Bioterrorism and Response Act of 2002" must also be satisfied. (7 CFR Part 331 and 9 CFR Part 121; http://www.cdc.gov/od/sap/docs/salist.pdf  and www.cdc.gov/od/ohs/lrsat.htm )
To date, ANL is not licensed to for Select Agents. Therefore, the following materials cannot be brought onto campus or worked with on site. Please go over the checklist to ensure compliance with Federal law.
SELECT AGENTS, TOXINS, HIGH CONSEQUENCE LIVESTOCK/PLANT PATHOGENS

See www.cdc.gov/od/sap/docs/salist.pdf for most recent list of Select Agents. Select Agent toxins are exempt below certain quantities as listed below. In addition:
a. Exemptions: 

b. Medical use of toxins for patient treatment is exempt. 

c. If the aggregate amounts of the following agents or toxins under the control of a principal investigator do not, at any time, exceed the limits below, they are exempt:



0.5 milligrams (mg) of Botulinum neurotoxins



5 mg of Staphylococcal enterotoxins


100 mg of abrin, Clostridium perfringens epsilon toxin, conotoxin, ricin, saxitoxin, shigatoxin, shiga-like ribosome 


inactivating protein, and tetrodotoxin


1,000 mg of diacetoxyscirpenol and T-2 toxin
d. Other exempted agents and toxins are:

e. Any agent or toxin that is in its naturally occurring environment provided it has not been intentionally introduced, cultivated, collected, or otherwise extracted from its natural source.

f. Non-viable Select Agent organisms or non-functional toxins.

g. The vaccine stains of Junin virus (Candid #1), Rift Valley fever virus (MP-12), Venezuelan Equine encephalitis virus vaccine strain TC-83.

Part D:  Toxins: Please list the toxin(s) you will be using, what quantities will be involved, what form the toxin will be used in, the source of the toxin, and a brief overview of the degree of handling that the toxin work will involve (in terms of potential for splashing, accidental injection, etc.): (sheets may be attached with details).  Also include a LD50 (route and species defined) applicable for the material (this will aid in transportation and handling classification on site, especially if it is a dilute material).

	1.       

	2.       
	3.       


Part E:  SAFETY MEASURES
Research will be conducted at Biosafety Level         Contact the IBC if you need assistance in determining the appropriate classification.  Reference the CDC/NIH BMBL5th Edition available at: http://www.cdc.gov/od/ohs/biosfty/bmbl5/bmbl5toc.htm.  

1. Engineering controls: available to control significant aerosol generating steps for work requiring BL-2 containment or higher (e.g., centrifugation, vortexing, sonication, egg harvesting.  Check all that apply:  

	Indicate the engineering controls used to prevent potential contamination:

	a. Containment Suite (e.g, BL2)
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	b. Biocontainment Animal Housing (if applicable)
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	c. Class II Biological Safety Cabinet 
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	i. Type A ( FORMCHECKBOX 
 A1 or  FORMCHECKBOX 
 A2) or Type B ( FORMCHECKBOX 
 B1 or  FORMCHECKBOX 
 B2)?  

	ii. Last date of biological safety cabinet certification (Mo/Yr):      

	d. Centrifuge Safety Cups 
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	e. Other (please specify):      


2. Sharps: (e.g., syringes, scalpels, glass) used with BSL-2 and higher organisms must be minimized. 

	a. Will syringes, scalpels, glass, or other sharps be used?
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	b. Has the research protocol been reviewed to eliminate or minimize the use of  

       sharps where possible? 
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	c. Are sharps with integrated safety devices/mechanisms available and used?  
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	If yes, describe device (Type, Model, Brand):      


3. Personal protective equipment Indicate work the personal protective equipment required for your work (check all that apply):

	a. Lab coat (disposable/non-disposable)
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	b. Tyvek® suit
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	c. Bonnet
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	d. Powered Air Purifying Respirator (PAPR)
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	e. N-95 respirator
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	f. N-100 respirator
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	g. Shoe covers
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	h. Safety glasses
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	i. Gloves (check box for all that apply)
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	i.  FORMCHECKBOX 
 nitrile 

ii.  FORMCHECKBOX 
 non-powdered latex (powdered latex not recommended) 

iii.  FORMCHECKBOX 
 vinyl 

iv.  FORMCHECKBOX 
 other:        


4. Decontamination/Disinfection:  See the IBC Fact-sheet on the biosafety web site for guidance.
	a. Indicate the disinfection method per application (see columns to the right):
	Routine cleaning  & spills
	Solid waste
	Liquid waste
	Animal Carcasses (if applicable)

	1. Autoclave
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. 1/5 fresh bleach solution
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Povidone-iodine product e.g. Betadine ®
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. 70% ethanol
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Phenolic product e.g. Vesphene ®
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Chlorine dioxide product e.g. Clidox ®
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Quaternary ammonium product e.g. Quatricide ®
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Other: 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	
	
	

	b. Will radioactive infectious waste be generated? 
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	
	
	
	
	

	c.     Provide a statement of any additional measures (attach additional pages if necessary) that will be taken to prevent dissemination of the rDNA or any potentially infectious virus, microorganisms or toxin involved.  Include a list of measures and materials necessary and available to decontaminate and control spills.  For Decontamination and Disinfection information, see the IBC Fact sheet on the biosafety web site.


5. Medical Surveillance (check all that apply):

 FORMCHECKBOX 

1)
Employees have attended Bloodborne Pathogens (BBP) training within the past year.  All potentially exposed employees have received Hepatitis B vaccine or proven immunity.  Contact IBC if more information on training is required.

 FORMCHECKBOX 

2) 
Additional surveillance required for work on this project. If yes to D.4.b. above, must be approved by Health Physics (630‑252-XXXX). If human subjects issues are involved, this must be approved by the University of Chicago IRB (http://humansubjects.uchicago.edu/ for information on whether your work may be considered human subjects research). 
 FORMCHECKBOX 

3)
If work with purified infectious agents or potentially infectious material is proposed, individuals must be screened for increased risk of susceptibility to agent (e.g., preexisting diseases, medications, compromised immunity, pregnancy or breast feeding) and have been referred to Medical Department (630-252-2800) for counseling. 
6. Project Personnel:  Principal Investigators, use the following table to list all personnel (including any students) in your laboratory who handle or may otherwise be exposed to any of the microorganisms.  Please print  (attach sheet if necessary).
	Name
	Title
	Lab Person’s Signature*

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


*indicates person who signed this form has been informed of potential hazards and safe work practices
Part F:  Training and Experience - This section must be completed for all registrations.

	Brief description of the degree of previous experience and training that the P.I. has working with biohazardous material of this type (please include enough information to enable assessment by the Committee of the ability of the P.I. to supervise handling of the material): 

     


Part G:  AFFIRMATION - This section must be completed for all registrations.

I accept responsibility for the safe conduct of work with this material.  I accept responsibility for ensuring that all personnel associated with this work have received the appropriate training on the hazards and the level of containment required to perform this research safely.  I will report to the IBC any accident or incident that results in a potentially toxic exposure to personnel or any incident releasing recombinant DNA or other potentially hazardous materials into the environment.  

Principal/Responsible Investigator:      

Signature:      

Date:      

Part H:
 Attached Protocols : This section must be completed for all registrations.
Please attach a detailed protocol for how the material will be handled. Be sure to include exposure controls and safety precautions for all identified potential risks of exposure associated with the types of procedures the organisms may be used for, i.e. centrifugation, contaminated sharps, homogenization, etc.  Every SOP should include:

· date written, dates of revisions, name of person that wrote the SOP 

· procedural methods/materials (detailed enough to allow someone to complete the procedure) 

· risk identification 

· exposure controls 

· waste disposal 

· spill procedures 

· accident procedures 

· any pertinent references 

· any required record keeping 

SOPs must be project and lab specific. They should not consist of copies of manufacturer's inserts, manuals from other sources, or another lab's SOPs (unless work is collaborative and carried out in the same research space). If you need assistance, see ANL IBC SOP 

For Committee Use

Approval:   FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 Yes, approved with modifications *(see notes below)       FORMCHECKBOX 
 No

Committee’s Determination of Required Biological Containment-Biosafety Level:      
Signatures
IBC Chairman/Representative:      

Date:      

Division ES&H Representative (as appropriate):      

Date:      

Modifications:
	i. OBA approval required
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	ii. IRB approval required 
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	a. IRB pending
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	b. IRB approved
	YES
	 FORMCHECKBOX 

	NO
	 FORMCHECKBOX 


	c. IRB #      

	iii. Other:      
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