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	If you plan on working with any of the etiologic agents listed below, please complete entire form and submit to Ann Emrick, Institutional Biosafety Committee (IBC) Coordinator at IBC@bnl.gov.  IBC Approval is required before using any of these agents

	Bacterial Agents

· Acinetobacter calcoaceticus.

· Actinobacillus-- all species.

· Actinomycetaceae-- all members.

· Aeromonas hydrophila.

· Arachnia propionica.

· Arizona hinshawii-- all serotypes.

· Bacillus anthracis.

· Bacteroides spp.

· Bartonella-- all species.

· Bordetella-- all species.

· Borrelia recurrentis, B. vincenti.

· Brucella-- all species including B. abortus, B. melitensis, B. suis
· Burkholderia (Pseudomonas) mallei.

· Burkholderia (Pseudomonas) pseudomallei.

· Campylobacter (Vibrio) foetus, C. (Vibrio) jejuni.

· Chlamydia psittaci, C. trachomatis.

· Clostridium botulinum, C. chauvoei, C. haemolyticum, C. 

histolyticum,C. novyi, C. septicum, C. tetani.
· Corynebacterium diphtheriae, C. equi, C. haemolyticum, C. 

pseudotuberculosis, C. pyogenes, C. renale.

· Edwarsiella tarda.

· Erysipelothrix insidiosa.

· Escherichia coli, all enteropathogenic serotypes.

· Francisella (Pasteurella) tularensis.

· Haemophilus ducreyi, H. influenzae.

· Klebsiella-- all species and all serotypes.

· Legionella-- all species and all Legionella-like organisms.

· Leptospira interrogans-- all serovars.

· Listeria-- all species.

· Mimae polymorpha.

· Moraxella-- all species.

· Mycobacterium-- all species.

· Mycoplasma-- all species.

· Neisseria gonorrhoeae, N. meningitidis.

· Nocardia asteroides.

· Pasteurella-- all species.

· Plesiomonas shigelloides.

· Proteus-- all species.

· Pseudomonas mallei.

· Pseudomonas pseudomallei.

· Salmonella-- all species,serotypes

· Shigella-- all species, all serotypes

· Sphaerophorus necrophorus.

· Staphylococcus aureus.

· Streptobacillus moniliformis.

· Streptococcus pneumoniae.

· Streptococcus pyogenes.

· Treponema careteum, T. pallidum,

and T. pertenue.

· Vibrio cholerae

· V. parahemolyticus.

· Yersinia (Pasteurella) pestis
· Y. enterocolitica.
	Fungal Agents

· Blastomyces dermatitidis.

· Coccidioides immitis.

· Cryptococcus neoformans.

· Histoplasma capsulatum.

· Paracoccidioides brasiliensis.

	
	Viral Agents

· Adenoviruses--human--all types.

· Arboviruses--all types.

· Coxsackie A and B viruses--all types.

· Creutzfeldt--Jacob agent.

· Cytomegaloviruses.

· Dengue viruses--all types.

· Eastern Equine Encephalitis virus.

· Ebola virus.

· Echoviruses--all types.

· Encephalomyocarditis virus.

· Equine Morbillivirus.

· Hantavirus pulmonary syndrome viruses.

· Hemorrhagic fever agents including, but not limited to, Crimean hemorrhagic fever (Congo), Junin, Machupo viruses, and Korean hemorrhagic fever viruses.

· Hepatitis associated materials (hepatitis A, hepatitis B, hepatitis nonA-nonB).

· Herpesvirus--all members.

· Infectious bronchitis-like virus.

· Influenza viruses--all types.

· Kuru agent.

· Lassa virus.

· Lymphocytic choriomeningitis virus.

· Marburg virus.

· Measles virus.

· Mumps virus.

· Parainfluenza viruses--all types.

· Polioviruses--all types.

· Poxviruses--all members. Rabies virus--all strains.

· Reoviruses--all types.

· Respiratory syncytial virus.

· Rhinoviruses--all types.

· Rift Valley fever virus Exemptions: strain MP-12

· Rochalimaea quintana.

· Rotaviruses--all types.

· Rubella virus.

· Simian virus 40.

· South American Haemorrhagic fever viruses (Junin, Machupo, Sabia, Flexal, Guanarito)

· Tick-borne encephalitis virus complex, including Russian spring-summer encephalitis, Kyasanur forest disease, Omsk hemorrhagic fever, and Central European encephalitis viruses.

· Vaccinia virus.

· Varicella virus.

· Variola major (Smallpox virus) and Variola minor viruses.

· Venezuelan Equine Encephalitis virus Exemptions: strain TC-83.

· Vesicular stomatis viruses--all types.

· White pox viruses.

· Yellow fever virus Exemption: strain 17-D.

 

	Rickettsiae

· Coxiella burnetii.

· Rickettsia-- all species
	

	   Toxins

· Abrin.

· Aflatoxins.

· Botulinum toxins.

· Clostridium

        perfringens epsilon toxin

· Conotoxins.

· Diacetoxyscirpenol

· Ricin.

· Saxitoxin

· Shigatoxin

· Staphylococcal enterotoxin
	

	· 
	

	
	Recombinant Organisms /Molecules  

· Genetically modified microorganisms or genetic elements that contain nucleic acid sequences coding for any of the toxins listed in this list, or their toxic subunits or other factors known to cause disease (ex. Pili, colonization factors).
Note: Items in these columns listed in bold are CDC Select Etiologic Agents


A.  Application Type

   __ New
__ Renewal without modifications
   __ Renewal with modifications

B.  Personnel and Project Information

	Principal Investigator:
	

	Telephone:
	
	Fax: 
	E-mail: 

	Department:
	

	Mail Stop
	

	Project Title:


	


Funding Status:

__ Internally funded

__ Seeking External Funding

__Externally Funded

Sponsoring Agency(ies): _____________________    

List all personnel involved with this project. Include lab technicians, animal handlers, etc. Each employee must initial to indicate they have been informed of potential hazards, safe work practices, availability of medical surveillance, and training related to this project. Add additional sheets as necessary.
	Employee Name
	Employee ID
	Position/Title
	Citizenship(s)
	Experience

(A, B, C, D, E)*
	Initials

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


*Experience: 

A. Prior hands on experience in working with infectious agents (include number of years): _________
B. For Principal Investigator: No prior hands-on experience, but will be collaborating with: _________

C. For Principal Investigator: No prior hands-on experience, but will be receiving training from: _______________________________________________ who does have experience.

D. For other personnel: No prior hands on experience but will receive training from Principal Investigator.

Please insert below or attach a lay summary of the proposed work.  It should be written so that laypersons can understand it.  Describe the importance of the research project to the furtherance of biological or medical science. If the project involves infectious material, the summary should emphasize the potential pathogenicity of the microorganisms and recombinants to be used, and the safety precautions to be taken.

C.  Information on Biological Material

1. Biological Agent or Toxin: __________________________
2. Specific strains, genotype or CAS number: _________________________________

3. Maximum amount to be stored: 

4. Where does this material come from? Provide name of commercial or other source and product number, if applicable.  Include quantity to be received. If it is a gift from a collaborator include a statement verifying contents and how it was prepared and how it will be shipped (get approval from BNL Transportation Safety Officer).


5. Is material a potential pathogen or toxin?  __ Human  __ Animal __ No
__ Risk Group 1: Agents that are not associated with disease in healthy adult humans. 
__ Risk Group 2: Agents that are associated with human disease which is rarely serious and for which preventive or therapeutic interventions are often available.

__ Risk Group 3: Agents that are associated with serious or lethal human disease for which preventive or therapeutic interventions may be available (high individual risk but low community risk.)

For details, see CDC BMBL  (http://www.cdc.gov/od/ohs/biosfty/bmbl4/bmbl4toc.htm) or American Biological Safety Association, Risk Group Classification for Infectious Agents  (http://www.absa.org/riskgroups/index.htm)

6. Is the agent listed on the CDC List of Select Agents, 42 CFR 72.6, Appendix A?  __ Yes  _ No 

For details, see: CDC Select Agent Transfer Program, Appendix A, List of Select Agents (http://www.cdc.gov/od/ohs/lrsat/42cfr72.htm#Appendix A) or see bold agents in list on page 1 of this form.

If yes, answer the following:

a)  If you are using a listed agent toxin, does it have an LD50 greater than 100 ng/kg of body weight? __ Yes  __ No 

b) Is this agent an FDA approved vaccine strain?   __ Yes   __ No

7. Are you using recombinant organisms/molecules that are

a)  Genetically modified microorganisms or genetic elements from organisms listed on the CDC Lis of Select Agents, Appendix A (or see items that are in bold on page 1 of this form), shown to produce or encode for a factor associated with a disease.  __ Yes   __ No

b)  Genetically modified microorganisms or genetic elements that contain nucleic acid sequences coding for any of the toxins listed in the CDC List of Select Agents, Appendix A, or their toxic subunits.  __ Yes  __ No

If applicable, what is the IBC rDNA Approval number for this protocol? _______
8. Does the experiment involve whole animals?  __ Yes  __ No

If yes, what is the IACUC Approval number for this protocol? __________________________
9. Does the experiment involve more than 10 liters of culture?  __ Yes  __ No
Largest volume used is:  ___________ Usual volume used is:  __________________
10. Will radiological material be used in this protocol?   __ Yes   __ No

If yes, what is the RWP number for this protocol? ____________________________

11. Will the material be transported on or off BNL site? __ Yes   __ No

If yes, contact the Transportation Safety Officer or discuss why it is exempt from transportation safety requirements:

.

D:  Information on Biosafety Level:

1. Physical Containment Level to be used in this protocol (see table below):   __ BSL1  __ BSL 2 

Physical containment is achieved through the use of laboratory practices, containment equipment, and special laboratory design.  Emphasis is placed on primary means of physical containment, which are provided by laboratory practices and containment equipment.  Special laboratory design provides a secondary means of protection against the accidental release of organisms outside the laboratory or to the environment.  Special laboratory design is used primarily in facilities in which experiments of moderate to high potential hazard are performed. See:  CDC BMBL, (http://www.cdc.gov/od/ohs)

	Biosafety Level
	Agents
	Practices
	Safety Equipment
	Facilities
	Reviews and Approvals

	1
	Not known to cause disease in healthy adults
	Standard Microbiological Practices
	None required
	Open bench top sink required.
	Required:

Dept. Expt’l safety review Committee Occupational Medicine



	2
	Associated with human disease.

Hazard= percutaneous injury, ingestion, mucous membrane exposure
	BSL1 Plus:

-Limited access

-Biohazard warning signs

-Sharps precautions

-Biosafety manual/SOPs defining any needed waste decontamination or medical surveillance policies.
	Biosafety Cabinet for all manipulations of agents that cause splashes or aerosols of infectious materials.

PPE – lab coats, gloves, face protection as needed
	BSL1 Plus:

- Autoclave available
	Required:

Dept. Expt’l Safety Review Committee

For Select and Etiologic Agents IBC approval

Occupational Medicine

Notify:

Emergency Services

Security

Community Involvement



	3
	There are on approved BSL 3 or 4 Facilities at BNL.  


2. Specific laboratory location(s) where this work will occur: ______________________________
3. Maximum Amount and specific location will material will be stored:   __________________
4. What type of protective equipment will be used (i.e., type of gloves, lab coat)

_________________________________________________________________
5. For etiologic agents, Occupational Medicine must review and approve use (contact  

      Manager, Occupational Medicine Clinc).  Attach the approval notice if applicable.  

a) Does the work require special medical surveillance?   ___Yes  __No

b) Is there a specific vaccine or other preventive pre- or post- exposure treatment recommended or required for work with this agent?  ___Yes ___No  

c) Will special preparation be required to protect employees, coworkers and/or others in the event of an unplanned release of this agent?  ___Yes  ___No

6. Will a Biosafety Cabinet (Tissue Culture Hood) be used for this project:  __ Yes   __ No

If yes, specify location: __________________________________________________
7. Will a Fume Hood be used for this project:  __ Yes    _ No

If yes, specify location: __________________________________________________
8. Will a Cold Room/Environmental Chamber be used for this project:  __ Yes   __No

If yes, specify location: __________________________________________________
9. Will any biological material used for this project be stored outside of the lab listed above?   __ Yes  __ No

If yes, specify location: ____________________________________________________
10. Will there be any transporting of the material on or off-site? (If so, contact the Transportation Safety Officer)

________________________________________________________________________

11. How will the material be disposed of? (Contact your Environmental Compliance Rep for assistance)____________________________________________________________

E.  Compliance with the USA Patriot Act

SEC. 175b. POSSESSION BY RESTRICTED PERSONS.

(a) No restricted person described in subsection (b) shall ship or transport interstate or foreign commerce, or possess in or affecting commerce, any biological agent or toxin, or receive any biological agent or toxin that has been shipped or transported in interstate or foreign commerce, if the biological agent or toxin is listed as a select agent in subsection (j) of section 72.6 of title 42, Code of Federal Regulations, pursuant to section 511(d)(l) of the Antiterrorism and Effective Death Penalty Act of 1996 (Public Law 104-132), and is not exempted under subsection (h) of such section 72.6, or appendix A of part 72 of the Code of Regulations.

(b) In this section:

(1) The term `select agent' does not include any such biological agent or toxin that is in its naturally-occurring environment, if the biological agent or toxin has not been cultivated, collected, or otherwise extracted from its natural source.

(2) The term `restricted person' means an individual who--

(A) is under indictment for a crime punishable by imprisonment for a term exceeding 1 year;

(B) has been convicted in any court of a crime punishable by imprisonment for a term exceeding 1 year;

(C) is a fugitive from justice;

(D) is an unlawful user of any controlled substance (as defined in section 102 of the Controlled Substances Act (21 U.S.C. 802));

(E) is an alien illegally or unlawfully in the United States;

(F) has been adjudicated as a mental defective or has been committed to any mental institution;

(G) is an alien (other than an alien lawfully admitted for permanent residence) who is a national of a country as to which the Secretary of State, pursuant to section 6(j) of the Export Administration Act of 1979 (50 U.S.C. App. 2405(j)), section 620A of chapter 1 of part M of the Foreign Assistance Act of 1961 (22 U.S.C. 2371), or section 40(d) of chapter 3 of the Arms Export Control Act (22 U.S.C. 2780(d)), has made a determination (that remains in effect) that such country has repeatedly provided support for acts of international terrorism (http://www.state.gov/s/ct/rls/pgtrpt/2000/2441.htm); or

(H) has been discharged from the Armed Services of the United States under dishonorable conditions.

(3) The term `alien' has the same meaning as in section 1010(a)(3) of the Immigration and Nationality Act (8 U.S.C. 1101(a)(3)).

(4) The term `lawfully admitted for permanent residence' has the same meaning as in section 101(a)(20) of the Immigration and Nationality Act (8 U.S.C. 1101(a)(20)).

(c) Whoever knowingly violates this section shall be fined as provided in this title, imprisoned not more than 10 years, or both, but the prohibition contained in this section shall not apply with respect to any duly authorized United States governmental activity.

Investigator Assurance of Compliance

By signing this document, the Principal Investigator accepts responsibility for maintaining full compliance with current CDC Department of Health and Human Services 42 CFR Part 72, Additional Requirements for Facilities Transferring or Receiving Select Agents, and confirms that no one will have access to or is working on this project that meets the definition of “restricted person” in the USA Patriot Act. 

Signature






Date
IBC Approval Sheet

For Interim Approval (IBC Chair and whoever he designates for subcommittee review must sign):

	Name
	Signature
	Date

	
	
	

	
	
	

	
	
	

	
	
	


Full Committee Approval (A quorum will approve and shall consist of a simple majority of the term members (i.e., not including the ex officio members).
	Name
	Signature
	Date

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	








Tetrodotoxin


T-2 toxin





Livestock Pathogens/Toxins


African Horse Sickness Virus


African Swine Fever Virus


Akabane Virus


Avian Influenza Virus


Blue Tongue Virus


Bovine Spongiform Encephalopathy


Camel Pox Virus


Classical Swine Fever Virus


Cowdria Ruminantium


Foot and Mouth Disease Virus


Goat Pox Virus


Japanese Encephalitis Virus


Lumpy Skin Disease Virus


Malignant Catarrhal Fever Virus


Menangle Virus


Mycoplasma Capricolum


Mycoplasma Mycoides


NewCastle Disease Virus


Nipah Virus


Peste Des Petits Ruminants Virus


Rinderpest Virus


Sheep Pox Virus


Swine Vesicular Disease Virus


Vesicular Stomatitis Virus
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