BIOHAZARD AGENT REGISTRATION [BAR] FORM INSTRUCTIONS

Any use of microbiological agents in research, must be reviewed and approved or exempted by the Institutional Biosafety Committee before the procedure is initiated.  The CDC/NIH manual entitled “Biosafety in Microbiological laboratories” (BMBL), 5th edition contains safe practices and laboratory equipment for research using microbiological agents.  Renewal is requested every two years.

Section 1: General Information

Principal Investigator (PI): Enter the name of the individual who has primary responsibility for the design, execution, and management of the research project and who will be involved in the project in a significant manner.

Alternate Contact:  Enter the name of another person (not the P.I. identified above) who is involved with the design, execution, and management of the research project and who will be involved in the project in a significant manner.

Department:  Enter the name of the department in which the P.I. is working on this specific project.

Department Chairperson:  Enter the name of the person who has ultimate responsibility over the department listed above.  The Department Chairperson is responsible for the space utilization, personnel and budget, among other things, within this department. 

Office Address:  Enter the building abbreviation and room number of your office as recognized by the University of South Alabama Post Office ((251) 460-6279).

Location of Experiments:  Enter the building abbreviation and room number (as recognized by the University of South Alabama Post Office) of each laboratory where biohazardous agents will be used in the project named in the ‘Project Title’ below.

Lab Storage Room No. if Different:  Enter the building abbreviation and room number (as recognized by the University of South Alabama Post Office) of each room where biohazardous agents will be stored for use in the project named in the ‘Project Title’ below.

Contact Information: Enter the requested contact information for the P.I. named above.

Project Title:  Enter the name of the project as described in this application.

Planned work start date:  Enter the date when you expect to begin working with biohazardous agents used in this project.

List the names of all personnel involved in biohazardous research:  Enter the name of any person involved in biohazardous research and title/position as recognized by the University of South Alabama Department of Human Resources or the Department Chairperson named above.

Section 2:  Research Description 

Describe the work to be conducted in the laboratory directly related to biological hazard agents

Please, include:

1)     name/strain and form of organism;
2) how it will be propagated;

3) in what type of experiments it will be used (transfection, infection, protein and/or nucleic acids purification and analysis, etc.)

Please, do not include background and significance of your research.

Section 3: Use of Infectious Agents

Infectious agents:

This section is self-explanatory

Check appropriate box to indicate the type of animals used.  After “identify” please specify the species to be used.  In the event that infectious agents will be inoculated into an animal model, please specify the agent to be used and the route of administration.  For example, for a mouse model of Klebsiella septicemia the form would look like this:

Use of Animals:
 FORMCHECKBOX 

Not applicable     FORMCHECKBOX 
 
Invertebrates
Identify:      
 FORMCHECKBOX 

Vertebrates
Identify: Mus
 FORMCHECKBOX 

Use of infectious agents in animals: - Please describe:  Klebsiella will be administered IV to induce septicemia.
Next, list the IACUC protocol # or state “pending” if the IACUC application has been submitted but not yet approved.  Please list an approval date if available.  Finally, please answer the remaining 3 questions regarding aerosols and personal protective equipment (PPE).  Typically, if aerosols will be generated, the use of a biosafety hood during inoculations is required.  For BSL2 work - PPE when handling animals changes based on the animal model but frequently includes but not limited to a lab coat, gloves, mask, and eye protection. If you are using infectious agents in an animal model, please consult the appropriate MSDS for guidance in selecting PPE.  

Section 4:  Biohazard Information 

1.   This section is used to identify and describe the SPECIFIC Biohazard Agent that is being registered for use in your laboratory.  These include infectious agents (bacteria, viruses, fungi, protozoa, parasites, prions) or potentially infectious materials such as any human and animal blood products, tissues , body fluids, human cell lines, etc.  (note:  mouse cell lines, etc.. does not require registration)  

2.   In this section describe the techniques that will be used to examine the Biohazard Agent and that might cause exposure to laboratory workers or others.  Please address specific questions?  How will the agent be propagated?  How will the agent be contained?  Will any techniques result in the production of aerosols?   What is your Exposure Control Plan in the event of an accident?  What special equipment (e.g. biosafety cabinets) is needed for work with this agent?  

3.   Use this section to describe standard operating procedures for the specific agent.  What level of containment is required?   Describe precautions to be taken when working with the Biohazard Agent.  For example, will workers wear gloves, masks, gowns, or goggles?  Will workers only handle the agent in a biosafety hood?  How will centrifugations be performed to ensure containment of the agent?  

Section 5: Medical/Health Information

1. Please indicate any known health risk/hazard associated with this research. 

Note: This would include any possible increased risk of infectious or non-infectious disease associated with materials or technology used in this research.
2. Are there any special immunizations necessary for personnel involved in the research?   ___ Yes;    ___ No

Note: Documentation of Hepatitis B vaccination status is required for all individuals participating in research; for those not already vaccinated at the proposed start of research, documentation of acceptance or refusal of Hepatitis B vaccination is required. Depending on the specific nature of the research, additional vaccines may be useful. To ensure the safety of those involved in this research project, please review the vaccine-preventable diseases listed on the Center for Disease Control’s web site at http://www.cdc.gov/vaccines/vpd-vac/default.htm.

3. If the answer to question #2 is yes, please indicate the specific vaccines which have been or will be administered: ______________________________________________.

4. For infectious agents to which no vaccine is currently available, is an effective antibiotic, antiviral, or other chemotherapeutic modality (serologic immune globulin, protective antibody treatment) available for prompt therapy? 

___ Yes; ___ No; ___ Not applicable

5. If the answer to question #4 is yes, please indicate the specific therapies which could be administered in the event of infection: ______________________________.

6. Have research personnel been made aware of their ability to review any possible health risks associated with this research? ___ Yes;    ___ No

Note: Infectious agents may pose a particular health risk for patients who are temporarily or chronically immunosuppressed due to human immunodeficiency virus infection, congenital immune disorders, transplant-associated immunosuppression, or the use of immunosuppressive drugs such as corticosteroids. Such individuals or personnel who are pregnant, diabetic, or have specific allergies should be given the opportunity to review health risks associated with the particular research project with which they are involved.  Personnel are not required to divulge private health information to their employer but should have the opportunity to explore health risks they may face based on their individual health situation.  Information on individual diseases and associated health risks can be reviewed at the Center for Disease Control’s website at: http://www.cdc.gov/DiseasesConditions/
Section 6: Select Agent and Toxin (CFR 42 Part 73)
The use of select agents and toxins (listed on page 6) is regulated by the Select Agent Regulation, 42 CFR 73.0, and the Agricultural Bioterrorism Protection Act of 2002. Facility Registration is required and is administered by the Centers for Disease Control, and/or the USDA. If you anticipate obtaining these materials, contact the Office of Research Compliance and Assurance, 460-6625 for additional information.
Section 7:  Biosafety and Containment Level 

Principal Investigators must first review the essential elements of their proposed basic or clinical research to designate an appropriate biosafety level. BMBL, 5th edition or a more recent edition: allows for four biosafety levels, each with escalated degrees of protection for personnel, environment and the community to be utilized in making the BSL determination. 

A. Standard Microbiological Practices are common sense, normal laboratory operation rules that establish basic infection control standards and practices for personnel. As the BSL increases additional requirements for manipulation of materials and handling are applied. 

B. Special Practices can be interpreted as security, occupational health and training measures. Starting with BSL#2 and higher all health work and training documentation must be well defined. 

C. Safety Equipment (primary Barriers) such as biological safety cabinets, personal protection equipment, dress code and their appropriateness are provided. In many cases a Principal Investigator will have agreements with others to share equipment and laboratory space when safety equipment isn't readily available in their assigned laboratories. Verification must be made by the [BAR] applicant that all equipment is in place and functioning before submitting their application. Biological safety cabinets and Chemical fume hoods must have a current certification posted prior to use. If a unit remains inactive for more than (12) months the unit will be decertified. Contact Safety and Environmental Compliance for assistance if needed. 

D. Laboratory Facilities (Secondary Barriers) will traditionally be the same through out the majority of University buildings with exception BSL#3 facilities. Security, engineering controls and primary barriers are strictly mandated. BSL#2 work can be performed in BSL#3 facilities as per BMBL 5th edition criteria however BSL#3 work can not be performed in lesser facilities. 

Disposal of Contaminated Materials: 

The University and the College of Medicine has three options for disposing of infectious waste/materials. 

Incineration by a medical waste contractor should be considered the last alternative for waste disposal and for materials that cannot be rendered safe by other means. Waste generated by chemotherapy (antineoplastics) or prion related research must be designated as incineration. 
Autoclaving on site or by the medical waste contractor is the currently preferred method of waste disposal. On site autoclaving must be under conditions specified by the PI. Time, temperature and pressure of the autoclaving cycle will vary based on the material and associated hazard. Hazardous waste chemicals associated with research activities are never to be incinerated or autoclaved. Chemotherapy agents are the exception to this rule and may be designated as infectious waste for incineration. Proper labeling of waste containers to include "CHEMO Waste". 

Sterilant or disinfectants utilized in general laboratory for surface cleaning and for small spill clean ups should be compatible with work surfaces and other materials. A I:10 dilution of 5.6% household bleach is traditionally preferred disinfectant for most BSL facilities. The solution remains relatively effective for up to 7 days when stored in a mixed ratio. Date the container or note on a log book when the solution is created to record when it should be replaced. Other products such as phenolics, iodophors and alcohols may be used for disinfecting. Review all product information for recommended applications.
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THE UNIVERSITY OF SOUTH ALABAMA COLLEGE OF MEDICINE
BIOHAZARD AGENT REGISTRATION [BAR] FORM 

Institutional Biosafety Committee (IBC)

INSTRUCTIONS: This form is for registration of basic or clinical research-related work with biohazardous microbes [bacterium fungus, fungal, parasite, virus, prion, agent, etc.] or human or non-human primate primary cell cultures, established cell cultures, cell strains, tissues, blood, serum, body fluids, non-fixed cells, frozen tissue sections, cell or tissue extracts, animal pathogens or animal tissues potentially infected with animal pathogens, or plant pathogens.   For additional information, please access the biosafety website at

http://southmed.usouthal.edu/com/research/Biosafety/biosafety.html
All the following sections must be completed and returned to the Office of Research Compliance, [CSAB 128, Attn: Dusty Layton] .  Failure to complete all parts below will result in a return of the application to the Principal Investigator. Registrations are renewed on a two year basis.

SECTION 1: General Information
	Principal Investigator (PI):
	Alternate Contact: (when PI is away)

	
	

	Department:
	Department Chairperson:

	
	

	Office Address:

	

	Location of Experiment(s):  
	Lab Storage Room No. if Different:

	
	

	Contact Information:
	

	Office Phone:
	FAX:

	Email address:
	

	Project Title:

	


Planned work start date:      
List the names of all personnel involved in biohazardous research. (Add additional page if needed)


Name





Title/Position





     





     
     





     
     





     
     





     
     





     
NOTE:    All personnel involved in biohazardous research must complete biosafety training before conducting   biohazardous procedures.  The BBP training handout materials and post test is available on the biosafety website at: http://www.southalabama.edu/com/research/biosafety.shtml.  The post test and Hepatitis B vaccination form should be submitted to the Office of Research Compliance.
SECTION 2 - Research Description (Describe the work to be conducted in the laboratory directly related to biological hazard agents) Add page(s) if needed.

[image: image2.wmf]
SECTION 3: Use of Infectious Agents
CHECK ALL THAT APPLY TO THE RESEARCH DESCRIBED IN SECTION 2.
1.  Biological Agents: 
 FORMCHECKBOX 
 Viruses

 Bacteria

 Fungi



 Prions

 Parasitic Agents
 Toxin




 Human cell lines, tissues, blood and/or body fluids
2.  Use of Animals:
 FORMCHECKBOX 

Not applicable

 FORMCHECKBOX 
 
Invertebrates
Identify:      
 FORMCHECKBOX 
 
Vertebrates
Identify:      
 FORMCHECKBOX 
 
Use of infectious agents in animals: - Please describe:       

IACUC Protocol #:       
IACUC Approval Date:      
-
Will potential biohazardous aerosols be generated in inoculation/introduction of pathogen 
into test animals?     FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO

-
If yes, what containment equipment will be used to protect the other animals and/or personnel in animal facility?       
-
Describe biosafety practices to be used when handling animals and required personal protective equipment:       
3.  Human Subjects:
 FORMCHECKBOX 

Not applicable

 FORMCHECKBOX 
 
Biological hazard agents used in human subjects

 FORMCHECKBOX 

Human gene therapy trials  - NIH Recombinant Advisory Committee (RAC) approval is required prior to 
              IBC review and approval, see NIH guidelines at  GOTOBUTTON BM_1_ http://nih.gov/od/orda/sect3.htm
IRB Protocol #:      
IRB Approval Date:      
SECTION 4: Biohazard Information

1.
Describe Biohazard(s)  [name pathogen(s) or biohazardous material used e.g., M. tuberculosis cultured in human cell line U293, or human or non-human blood, body fluid, tissues, etc.]:


     
2.
Name general biohazardous techniques to be used [e.g., blender aerosols of cell extracts, centrifugation, pipetting, sonification, pressure cell disruption, cell or microbe transfer, tissue culturing, animal studies with infectious agent(s), etc.]. Add pages and describe detailed Exposure/ Biohazard Control Plan if Biosafety Level [BSL-3 or BSL-4 pathogens or tissues or body fluids potentially containing pathogens are  used specifying containment equipment and biosafety practices to be used] e.g., Blood Borne Pathogens (BBPs) / OSHA and CDC/NIH BBP containment and practices specificed by Biosafety in Microbiological and Biomedical Laboratories [BMBL] , 5th edition:


     
3.
Describe precautions to be taken when handling biohazardous materials.


     
SECTION 5: Medical/Health Information

1.  Are any special immunizations necessary for personnel involved in the research (e.g. Hepatitis B, etc.?)     FORMCHECKBOX 
 Yes;   FORMCHECKBOX 
  No 

2.   If the answer to question #1 is yes, please describe:       
3.  Is an effective antibiotic or anti-viral or other chemotherapy or serological immune globulin or protective antibody treatment available?  Please describe it:       
4. NOTE:  Human tissues pose a biohazard to at least some individuals.  If you answered that you will work with human blood, body fluids or tissues or any infectious agents please review carefully before answering the following questions: 

Are there any other health issues or conditions that would require monitoring or review before personnel are allowed to work with biohazard(s)? Examples of health issues are allergies, diabetes, the use of 

immunosuppressant medications, pregnancy, immune deficiency, race/gender susceptibilities, etc.

   FORMCHECKBOX 
  Yes;   FORMCHECKBOX 
    No.  If yes, describe these briefly and as specifically as possible:        
5.  Please indicate any known health risk/hazards in this research.        
SECTION 6: Select Agent and Toxin  (CFR 42 Part 73)

The USA Patriot Act of 2001 and the Public Health and Bioterrorism Preparedness Act of 2002 were signed into law by the President on June 12, 2002.  In order to comply with federal law, investigators must register the possession of Select Agents with the IBC. 

1.
Are any of these agents restricted according to the enclosed Select Agent List? (see page 6)

  
 FORMCHECKBOX 
 Yes;    FORMCHECKBOX 
  No 

2. If no, please skip to Section 6.  If yes, please complete the Select Agent table below.

	AGENT
	Amount in Lab
	Storage
	Planned Use
	Supplier

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


On the basis of this information you may be required to register your laboratory with the CDC Select Agent Program. The IBC will determine if the agent/toxin meets exempt status and are exempt from registration with the CDC under 42 CFR 72.6(h).

SECTION 7: Biosafety and Containment Level
Principal Investigator’s recommendation of Biosafety Level as required by BMBL, 5th edition:

 FORMCHECKBOX 
 BSL-1    FORMCHECKBOX 
 BSL-2     FORMCHECKBOX 
  BSL-3    FORMCHECKBOX 
  Large Scale BSL-2 or BSL-3    FORMCHECKBOX 
  Other:        
Disposal of Contaminated Materials:
-
How will infectious waste be disposed?

 FORMCHECKBOX 
  incineration/autoclaving by medical waste contractor;  

 FORMCHECKBOX 
  Autoclaving on site --- specify conditions:
 FORMCHECKBOX 
  normal 121 C, 15-18 psi, 30 minutes;

 FORMCHECKBOX 
  special 130 C at 20-22 psi for 4.5 hours;
 FORMCHECKBOX 
  Other: describe:      
-
What sterilant or disinfectant will be used to clean up small spills?

 FORMCHECKBOX 
  1:10 dilution of 5.6% household bleach;
 FORMCHECKBOX 
  Other: Describe briefly:      
Signatures and Acknowledgment:

I acknowledge my responsibility as Principal Investigator for conducting this biohazardous research in compliance with the assigned biohazard level [risk group] of pathogens or potentially biohazardous materials involved and in compliance with the USACOM Biosafety Manual or any Federal, State, or local guidelines or standards (Laws) pertaining.

Signature of Investigator: 





Date: 


Signature of Department Chair: 





Date: 

 

APHIS Select Plant Pathogens, HHS Select Infectious Agents, and USDA Select Livestock Pathogens or Toxins 

Updated: March 18, 2005
	Viruses

1. African horse sickness virus 3

2. African swine fever virus 3

3. Akabane virus 3

4. Avian influenza virus (highly pathogenic) 3

5. Blue tongue virus (exotic) 3

6. Camel pox virus 3
7. Cercopithecine herpes 1 virus (Herpes B virus) 2
8. Classical swine fever virus 3

9. Crimean-Congo haemorrhagic fever virus 2
10. Eastern equine encephalitis virus 4
11. Ebola viruses 2

12. Foot and mouth disease virus 3
13. Goat pox virus 2

14. Japanese encephalitis virus 3
15. Lassa fever virus 2
16. Lumpy skin disease virus 3
17. Malignant catarrhal fever (Alcelaphine herpes virus type 1)3

18. Marburg virus 2
19. Menangle virus 3
20. Monkeypox virus 2
21. Newcastle disease virus (velogenic) 3
-Avulavirus avian paramyxovirus 1 (highly virulent strains)

22. Nipah and Hendra complex viruses 4

23. Peste des petits ruminants 3
24. Rift Valley fever virus 4
25. Rinderpest virus 3
26. Sheep pox virus3
27. South American haemorrhagic fever viruses [(Junin, Machupo, Sabia, Flexal, Guanarito)] 2
28. Swine vesicular disease virus  3
29. Tick-borne encephalitis complex (flavi) viruses [Central European Tick-borne encephalitis, Far Eastern Tick-borne encephalitis (Russian Spring and Summer encephalitis, Kyasanur Forest disease, Omsk Hemorrhagic Fever)] 2
30. Variola major virus (Smallpox virus) and Variola minor (Alastrim) 2
31. Venezuelan equine encephalitis virus 4
32. Vesicular stomatitis virus (exotic) 3
Prions
1. Bovine spongiform encephalopathy agent 3
	Toxins
1. Abrin (=> 100 mg) 2
2. Botulinum neurotoxins (=> 0.5 mg) 4

3. Clostridium perfringens epsilon toxin (=> 100 mg) 4
4. Conotoxins (=> 100 mg)2

5. Diacetoxyscirpenol (=> 1,000 mg) 2
6. Ricin (=> 100 mg) 2
7. Saxitoxin (=> 100 mg) 2
8. Shigatoxin (=>100 mg) 4
9. Shiga-like ribosome inactivating proteins (=> 100 mg) 4
10. Staphylococcal enterotoxins (=> 5 mg) 4

11. Tetrodotoxin ((=> 100 mg) 2
12. T– 2 toxin (=> 1,000 mg) 4
Bacteria

1. Bacillus anthracis  4
2. Botulinum neurotoxin producing strains of Clostridium 4
3. Brucella abortus 4
4. Brucella melitensis 4

5. Brucella suis 4
6. Burkholderia mallei  4
7. Burkholderia pseudomallei 4

8. Cowdria Ruminantium (Heartwater)  1
9. Coxiella burnetii 4
10. Francisella tularensis 3
11. Liberobacter africanus 1 
12. Liberobacter asiaticus 1
13. Mycoplasma capricolum/M. F38/M. mycoides capri (contagious caprine pleuropneumonia agent) 3
14. Mycoplasma mycoides mycoides (contagious bovine pleuropneumonia agent) 3
15. Ralstonia solanacearum Race 3, biovar 2 1

16. Rickettsia prowazekii  2
17. Rickettsia rickettsii 2

18. Xanthomonas oryzae pv. oryzicola 1

19. Xylella fastidiosa (citrus variegated chlorosis strain) 1

20. Yersinia pestis 2
Fungi
1. Coccidioides immitis 4
2. Coccidioides posadasii 2
3. Peronosclerospora philippinensis  1
4. Sclerophthora rayssiae var zeae 1

5. Synchytrium endobioticum 1
	Exemptions

· The agents or toxins that are marked with amounts are exempt if the aggregate amount under the control of a principal investigator does not, at any time, exceed the amount given.

The following agents or toxins are also exempt:

· 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 (exclusion does not apply to plant pathogens listed within Title 7 CFR Part 331 or Botulinum neurotoxin producing strains of Clostridium)
· Non-viable select agent organisms or nonfunctional toxins.

The following attenuated strains are exempt if used in basic or applied research, as positive controls, for diagnostic assay development, or the development of vaccines and therapeutics:  

Coccidioides posadasii ∆chs5 strain. Conotoxins specifically excluded are: the class of sodium channel antagonist μ-conotoxins, including GIIIA; the class of calcium channel antagonist ω-conotoxins, including GVIA, GVII, MVIIA, MVIIC, and their analogs or synthetic derivatives; the class of NMDA-antagonist conantokins, including con-G, con-R, con-T and their analogs or synthetic derivatives; and the putative neurotensin agonist, contulakin-G and its synthetic derivatives. Yersinia pestis strains which are Pgm- due to a deletion of a 102-kb region of the chromosome termed the pgm locus (i.e., ∆pgm). Examples are Y. pestis strain E.V. or various substrains such as EV 76. Yersinia pestis strains (e.g., Tjiwidej S and CDC A1122) devoid of the 75 kb low-calcium response (Lcr) virulence plasmid. Bacillus anthracis strains devoid of both plasmids pX01 and pX02 & Bacillus anthracis strains devoid of the plasmid pX02 (e.g., Bacillus anthracis Sterne, pX01+pX02-). Brucella abortus Strain 19 & Brucella abortus strain RB51 (vaccine strain).  Coxiella burnetii Phase II, Nine Mile Strain, plaque purified clone 4.  Francisella tularensis subspecies novicida (also referred to as Francisella novicida) strain, Utah 112 (ATCC 15482) & Francisella tularensis subspecies holartica LVS (live vaccine strain; includes NDBR 101 lots, TSI-GSD lots, and ATCC 29684) & Francisella tularensis ATCC 6223 (also known as strain B38).  Rift Valley fever virus, MP-12 vaccine strain.  Venezuelan Equine Encephalitis (VEE) virus vaccine candidate strain V3526 & Venezuelan equine encephalitis virus, TC-83 strain. Highly pathogenic avian influenza (HPAI) virus, recombinant vaccine reference strains of the H5N1 and H5N3 subtypes.  Japanese encephalitis virus, SA14-14-2 strain..  
The medical use of toxins for patient treatment is exempt.
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