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DTRA/SCC-WMD COOPERATIVE BIOLOGICAL ENGAGEMENT PROGRAM (CBEP)  PROTOCOL RISK ASSESSMENT TOOL
DEFENSE THREAT REDUCTION AGENCYEmployee Report Of Unsafe Or Unhealthy Working Conditions
General Information:
 
The CBEP Protocol Risk Assessment Tool (PRAT) is to be completed when submitting laboratory protocols and research proposals involving infectious or potentially infectious materials.  The purpose of this form is to ensure research funded by CBEP (or other CBEP-sponsored laboratory activity) is conducted safely, securely and responsibly.  For protocols that involve potentially high-risk activities (i.e., work performed at BSL-3 or BSL-4), CBEP may request supplemental information for a secondary review such as facility-specific site assessments and design specifications, and project-specific SOPs.                                                               
It is the responsibility of the Principal Investigator (PI) or other appropriate laboratory manager or supervisor to complete this form, in close collaboration with biorisk management advisors (i.e., biosafety officer, security officer, safety manager), after conducting a comprehensive risk assessment.  A number of factors must be carefully considered in order to adequately assess risk including the characteristics of the agents/samples, the equipment that will be used, the procedures to be performed, the involvement of animals, the containment and security of available facilities, and the capabilities of the laboratory staff.  Information in the following publications should be used as references to develop the risk assessment:                                                               
•   WHO Laboratory Biosafety Manual, 3rd Edition                                                      •   WHO Biorisk Management: Laboratory Biosecurity Guidance, September 2006                                                      •   World Organization for Animal Health (OIE) Manual of Diagnostic Tests and Vaccines for                                                          Terrestrial Animals, 7th Ed. 2012                                                      •   Biosafety in Microbiological and Biomedical Laboratories (BMBL), 5th Edition                                                      •   Public Health Agency of Canada’s Pathogen Safety Data Sheets                                                      •   NIH Guidelines for Research Involving Recombinant DNA Molecules                                                      •   Occupational Health and Safety in the Care and Use of Research Animals                                                      •   DOD Instruction 3216.1 Use of Laboratory Animals in DOD Programs
Specific Instructions:
 
•  Please respond to all questions/statements.
 
•  Buttons are used throughout the PRAT to help the user navigate between the main form and the various attachments  
   when additional information is required. Simply click on the button when necessary and/or directed to do so.
                                             •  You may Save and Close the file at any time, and resume at a later time.
 
•  The PRAT is made up of the Main Form and several attachments.  The attachments (sub-forms) will be accessed and visible when necessary.         
 
•  Responses to the information requests on this form will be entered by either typing information into a response box or   by using a drop-down arrow to select the appropriate response from a list of choices.  Simply click on a response box with your mouse and enter the appropriate response.  
 
•  For technical and other questions concerning this PRAT, contact the CBEP BS&S Team.
It is the responsibility of the Principal Investigator (PI) or other appropriate laboratory manager/supervisor to complete this form, in close collaboration with biorisk management advisors (i.e., biosafety officer, security officer, safety manager), after conducting a comprehensive risk assessment.
 
Please respond to all questions/statements
 
 For protocols that involve potentially high-risk activities (i.e., work performed at BSL-3 or BSL- 4), CBEP may request supplemental information for a secondary review such as facility-specific site assessments and design specifications, and project-specific SOPs.
1. GENERAL INFORMATION: 
e. PROJECT FACILITY INFORMATION (TO INCLUDE U.S. FACILITIES). FOR FIELD COLLECTIONS PLEASE ENTER AS A FACILITY & ANSWER ALL       APPLICABLE QUESTIONS:
PROJECT FACILITY #1 
PROJECT FACILITY #2
PROJECT FACILITY #2
PROJECT FACILITY #3
PROJECT FACILITY #3
If this project involves more than four (4) facilities, create a separate PRAT and complete Sections 1a, 1b, 1c, and the facility-specific sections for the remaining facilities.  You DO NOT need to repeat any of the project information on the continuation PRAT.
PROJECT FACILITY #4
PROJECT FACILITY #3
f. LABORATORY INFORMATION: (LIST INDIVIDUAL LABORATORY AREAS, THEIR BSL, USE, AND CONTAINMENT EQUIPMENT) 
FACILITY/BUILDING/ROOM NUMBER(S)
LABORATORY BIOSAFETY LEVEL
USE OF ROOM 
(If a room has multiple uses,
 list each use in separate line entries) 
EQUIPMENT
g. RESEARCH PROTOCOL WORKFLOW SUMMARY: 
h. KEY PERSONNEL INFORMATION: (i.e. Laboratory Manager, Laboratory Technicians, etc.) 
KEY PERSON #1 
KEY PERSON #2
KEY PERSON #3 
KEY PERSON #4
KEY PERSON #5
a.  DOES THIS PROJECT INVOLVE BIOLOGICAL MATERIALS OF ANY TYPE? (HUMAN, ANIMAL, PLANT, OR ISOLATED CULTURES): 
2. PROTOCOL RISK ASSESSMENT:
CONFIRMED PATHOGEN AND/OR SUSPECT SAMPLE 
(NOTE: * next to the name denotes a U.S. Select Agent)
SELECT AGENT?
MATERIAL/ SAMPLE
MATERIAL  STATUS
TO BE  PROPAGATED
INFECTED  HOST/MODEL
IF "YES", COMPLETE THE INFORMATION TABLES BELOW. 
BELOW:  List other Samples/Organisms not found in the above table's drop-down list  (Do NOT list Excluded or Exempt Select Agents/Toxins, rDNA, OTCC, or Chemicals Administered to OTCC - they are addressed in next section)
OTHER RESEARCH MATERIALS
b.  ACTIVITIES TO BE CONDUCTED DURING THIS PROJECT: (Select responses from drop-down list)
FACILITY 1
FACILITY 2
FACILITY 3
FACILITY 4
ANIMAL SUBJECT RESEARCH
MEDICAL ENTOMOLOGY/ARTHROPOD RESEARCH
HUMAN SUBJECT RESEARCH
IN VIVO RESEARCH
AUTOPSY/NECROPSY
BACTERIOLOGY
MICROBIOLOGY
MOLECULAR BIOLOGY
PARASITOLOGY
SAMPLE PROCESSING
SAMPLE TRANSPORT/SHIPPING
IMMUNOLOGY/SEROLOGY
TOXICOLOGY
VIROLOGY
PATHOLOGY/HISTOLOGY
VACCINE RESEARCH/VACCINE VALIDATION**
VECTOR RESEARCH**
OTHER ACTIVITIES NOT LISTED ABOVE
** - If Vaccine Research/Vaccine Validation or Vector Research are selected, elaborate on this activity in the box below        (i.e. Vector Research:  viral vector – target gene isolation)
c.  LAB EQUIPMENT TO BE USED: (Select responses from drop-down list)
FACILITY 1
FACILITY 2
FACILITY 3
FACILITY 4
CENTRIFUGE
SONICATOR
AEROSOL CHAMBER
HOMOGENIZER
SHAKER
VACUUM/ASPIRATING EQUIPMENT
CELL SORTERS
PIPETTORS
FRENCH PRESS
NEEDLES (SYRINGES)
OTHER LAB EQUIPMENT NOT LISTED ABOVE
d.  DO YOU PLAN TO USE BIOSAFETY CABINETS (BSCs)? 
FACILITY 1
FACILITY 4
FACILITY 3
FACILITY 2
e.  ADDITIONAL BARRIER EQUIPMENT TO BE USED: (Select responses from drop-down list)
FACILITY 1
FACILITY 2
FACILITY 3
FACILITY 4
SAFETY CENTRIFUGE CUPS
SEALED CENTRIFUGE ROTORS
VENTILATED ANIMAL CAGE RACK SYSTEM
FILTER TOP ANIMAL CAGE
CHEMICAL FUME HOOD
OTHER BARRIER EQUIPMENT NOT LISTED ABOVE
f.  DOES THIS PROJECT INVOLVE ANIMALS (VETERINARY, LABORATORY, WILD,    AND/OR INSECTS)?
g.  DOES THIS PROJECT INVOLVE HUMAN SUBJECTS?
h.  HAS THIS PROJECT BEEN REVIEWED BY AN INSTITUTIONAL REGULATORY REVIEW COMMITTE (i.e. IBC):
WHEN COMPLETE, CLICK HERE TO RETURN TO MAIN PAGE
If an institutional committee review has occurred (above answer is "Yes"), please provide the below information and include (required) the review committee's approved Charter and Membership List when submitting this form. 
WHAT IS THE STATUS OF THE COMMITTEE REVIEW?
3. BIORISK MANAGEMENT PROGRAM:
This information refers to the facility or site where the protocol will be conducted and the personnel that will be directly involved in the protocol. For each facility participating in the protocol, please use the individual facility sections provided to provide the necessary information. Be sure to include the field collection site here if applicable.
a.  IS A BIORISK MANAGEMENT ADVISOR (i.e. biosafety officer) BEING CONSULTED FOR
     THIS PROJECT?: (If "Yes", enter Name and Affiliation below)
b.  BS&S TRAINING TO BE COMPLETED PRIOR TO PROTOCOL START DATE: (Select responses from drop-down list)
Facility 1
Facility 1
Facility 2
Facility 2
Facility 3
Facility 4
BIOETHICS
BIORISK ASSESSMENT (BIOSAFETY AND LABORATORY BIOSECURITY)
BIOLOGICAL SAFETY CABINET OPERATION
LABORATORY SPILL RESPONSE
PERSONAL PROTECTIVE EQUIPMENT (PPE)
SAMPLE COLLECTION
SAMPLE TRANSPORTATION AND SHIPPING
WASTE HANDLING AND DISPOSAL
BSL-2 WORK PRACTICES
BSL-2 EQUIPMENT
BSL-2 FACILITIES
BSL-3 WORK PRACTICES
BSL-3 EQUIPMENT
BSL-3 FACILITIES
OTHER BS&S TRAINING NOT LISTED ABOVE
c.  DOCUMENTS THAT ARE IN PLACE OR PLANNED FOR THIS PROJECT: (Select responses from drop-down list)
Facility 1
Facility 2
Facility 3
Facility 4
TRAINING RECORDS
FACILITY RECORDS (VALIDATION, CERTIFICATION, COMMISSIONING)
EQUIPMENT RECORDS (VALIDATION, CERTIFICATION, CALIBRATION)
LABORATORY INSPECTION RECORDS
MATERIAL SAFETY DATA SHEETS (CHEMICAL SAFETY INFORMATION)
FACILITY BIORISK ASSESSMENT
BIORISK MANAGEMENT MANUAL
SOP - PERSONAL PROTECTIVE EQUIPMENT (PPE)
SOP - SAMPLE COLLECTION
SOP - TRANSPORTATION AND SHIPPING 
SOP - BIOLOGICAL SAFETY CABINET OPERATION & MAINTENANCE
SOP - WASTE HANDLING AND DISPOSAL
SOP - SURFACE AND EQUIPMENT DECONTAMINATION
SOP - LABORATORY SPILL RESPONSE
PROJECT-SPECIFIC SOPs (Explain below)
OTHER DOCUMENTS NOT LISTED ABOVE
4. PRACTICES, EQUIPMENT AND FACILITIES:
Facility 1
Facility 1
Facility 2
Facility 2
Facility 3
Facility 3
Facility 4
Facility 4
IS THERE A MEDICAL SURVEILLANCE/OCCUPATIONAL HEALTH (MS/OH) PROGRAM IN PLACE FOR THIS PROJECT/PROTOCOL?
IF "YES" ABOVE, IDENTIFY APPLICABLE MS/OH ELEMENTS BELOW.
(Select responses from drop-down list)
SEROLOGICAL TESTING
IMMUNIZATIONS
PURIFIED PROTEIN DERIVATIVE (PPD) SKIN TEST OR OTHER  TUBERCULOSIS (TB) SCREENING
MEDICAL CLEARANCE
FIT TESTING FOR RESPIRATORY PROTECTIVE EQUIPMENT (e.g. N-95)
POST-EXPOSURE EVALUATION/TREATMENT
SCREENING/MONITORING
OTHER MS/OH ELEMENTS NOT LISTED ABOVE
a.  MEDICAL SURVEILLANCE/OCCUPATIONAL HEALTH (MS/OH):
Facility 1
Facility 1
Facility 2
Facility 2
Facility 3
Facility 3
Facility 4
Facility 4
LABORATORY SEAMS, FLOORS, WALLS, CEILING SURFACES ARE SEALED 
LIMITED ACCESS WHERE APPLICABLE
CONTROLLED ACCESS WHERE APPLICABLE
PHYSICAL SEPARATION FROM ACCESS CORRIDORS
SELF-CLOSING, DOUBLE-DOOR ACCESS
ENTRY THROUGH AIRLOCK OR ANTEROOM
CLOTHING CHANGE BEFORE ENTERING LABORATORY
BIOHAZARD WARNING SIGNS AND LABELS
"SHARPS" PRECAUTIOUS
HAND WASHING SINK NEAR LABORATORY EXIT
EYEWASH STATION AVAILABLE
SHOWER ON EXIT
AUTOCLAVE AVAILABLE
DUNK TANKS (PASS-THROUGH TANK WITH DISINFECTANT)
DECONTAMINATION OF ALL WASTE
DECONTAMINATION OF LABORATORY CLOTHING BEFORE LAUNDERING
ALL MATERIAL DECONTAMINATED ON EXIT FROM FACILITY
EFFLUENT (WASTE WATER) DECONTAMINATION
EXHAUST AIR NOT RECIRCULATED
HEPA-FILTERED EXHAUST
NEGATIVE AIRFLOW INTO LABORATORY
VERIFICATION OF DIRECTIONAL AIRFLOW
DEDICATED SUPPLY AND EXHAUST SYSTEMS
DEDICATED VACUUM SYSTEMS
OTHER EQUIPMENT/PRACTICES NOT LISTED ABOVE
b.  LABORATORY EQUIPMENT/PRACTICES: (Select responses from drop-down list)
5.  BIOSAFETY: 
a.  PERSONAL PROTECTIVE EQUIPMENT (PPE) THAT WILL BE USED IN THE LABORATORY AND/OR FIELD USED IN THE LABORATORY AND/OR       FIELD: (Select responses from drop-down list): 
Facility 1
Facility 1
Facility 2
Facility 2
Facility 3
Facility 3
Facility 4
Facility 4
LABORATORY COAT
SOLID-FRONT LABORATORY COAT
COVERALL OR DISPOSABLE TYVEK SUIT
SCRUB SUIT
GLOVES
DOUBLE GLOVES
TYVEK SLEEVES
SAFETY GLASSES/GOGGLES
FACE SHIELD
N-95 RESPIRATOR (OR EQUIVALENT)
POWERED AIR PURIFYING RESPIRATOR (PAPR)
SHOE COVERS
BOOTS
HAIR BONNETS
OTHER PPE NOT LISTED ABOVE
b.  METHODS USED FOR LABORATORY WASTE DECONTAMINATION AND DISPOSAL: (Select responses from drop-down list)
Facility 1
Facility 1
Facility 2
Facility 2
Facility 3
Facility 3
Facility 4
Facility 4
CHEMICAL DISINFECTION
SHARPS CONTAINERS
ON-SITE AUTOCLAVE
ON-SITE INCINERATOR
PACKAGED FOR OFF-SITE TREATMENT
PACKAGED FOR OFF-SITE DISPOSAL
OTHER METHODS NOT LISTED ABOVE
6.  BIOSECURITY:
Facility 1
Facility 1
Facility 2
Facility 2
Facility 3
Facility 3
Facility 4
Facility 4
a.  ARE THERE ANY SOCIAL, ENVIRONMENTAL, OR GEOGRAPHICAL FACTORS AND/OR CONCERNS THAT MAY AFFECT THE PROJECT'S/FACILITIES' SECURITY POSTURE? (If "Yes", describe below)
Facility 1
Facility 1
Facility 2
Facility 2
Facility 3
Facility 3
Facility 4
Facility 4
LOCKABLE EXTERIOR (BUILDING) DOORS
LOCKABLE EXTRIOR WINDOWS
METAL GRATING ON GROUND-ACCESSIBLE EXTERIOR WINDOWS
LOCKABLE INTERIOR (LABORATORY) DOORS
WALLS/DOORS/WINDOWS HAVE SUFFICIENT STRENGTH/INTEGRITY
PERIMETER FENCING
MANNED ENTRY CONTROL (RECEPTIONIST, GUARD STATION)
FACILITY ACCESS LOGS
VISITOR SIGN-IN LOGS
KEY AND CODE CONTROL PROGRAM
ELECTRONIC ACCESS CONTROL BADGE SYSTEM
INTRUSION DETECTION (MOTION DETECTION, GLASS BREAK SENSORS)
INTERIOR MONITORING/SURVEILLANCE
EXTERIOR MONITORING/SURVEILLANCE
ON-SITE SECURITY FORCE
OTHER PHYSICAL SECURITY MEASURES NOT LISTED ABOVE
b.  PHYSICAL SECURITY MEASURES IN PLACE AT THE PROJECT FACILITIES: (Select responses from drop-down list)
c.  INFORMATIONS SECURITY MEASURES IN PLACE AT THE PROJECT FACILITIES: (Select responses from drop-down list)
Facility 1
Facility 1
Facility 2
Facility 2
Facility 3
Facility 3
Facility 4
Facility 4
SECURE HARD-COPY DATA STORAGE
PASSWORD PROTECTION/ENCRYPTION OF ELECTRONIC FILES/COMPUTERS
UPDATED ANTI-VIRUS/ANTI-MALWARE SOFTWARE ON ALL COMPUTERS
NETWORK SECURITY MEASURES IN PLACE (INTERNAL/EXTERNAL)
COMPUTERS PROPERLY SECURED (DESKTOPS AND LAPTOPS)
OTHER INFORMATION SECURITY MEASURES NOT LISTED ABOVE
d.  MATERIAL CONTROL & ACCOUNTABILITY (MC&A) MEASURES IN PLACE: (Select responses from drop-down list)
Facility 1
Facility 1
Facility 2
Facility 2
Facility 3
Facility 3
Facility 4
Facility 4
LOCKABLE PATHOGEN STORAGE CONTAINERS
RECEIPT, TRANSFER, AND/OR DISPOSAL OF ALL BIOLOGICAL MATERIAL IS LOGED AND TRACKED
PATHOGEN ASSET CONTROL SYSTEM (PACS) OR EQUIVALENT LABORATORY INVENTORY MANAGEMENT SYSTEM IS INSTALLED,  OPERATED, AND MAINTAINED
PERIODIC PATHOGEN INVENTORY AUDITS
OTHER MC&A MEASURES NOT LISTED ABOVE
e.  TRANSPORT SECURITY MEASURES IN PLACE FOR THIS PROJECT/PROTOCOL: (Select responses from drop-down list)
Facility 1
Facility 2
Facility 3
Facility 4
ONLY AUTHORIZED CARRIERS ARE USED FOR SHIPPING/TRANSPORTATION
ALL SHIPPING/TRANSPORTATION OF BIOLOGICAL MATERIALS IS TRACKED
BIOLOGICAL MATERIALS ARE PROPERLY PACKAGED PRIOR TO SHIPMENT
CHAIN OF CUSTODY IS MAINTAINED FOR ALL SELECT AGENTS/TOXINS
OTHER TRANSPORT SECURITY MEASURES NOT LISTED ABOVE
Facility 1
Facility 2
Facility 3
Facility 4
PERSONNEL SUITABILITY SCREENING IS PERFORMED
BIOSECURITY TRAINING IS PROVIDED TO ALL LABORATORY PERSONNEL
PERSONNEL ARE GIVEN ACCESS TO ONLY THOSE AREAS NEEDED
UNCLEARED PERSONNEL ARE ALWAYS ESCORTED IN RESTRICED AREAS
ACCESS ROSTERS/SYSTEMS ARE ACTIVELY MAINTAINED 
OTHER PERSONNEL MANAGEMENT MEASURES NOT LISTED ABOVE
f.  PERSONNEL MANAGEMENT MEASURES IN PLACE FOR THIS PROJECT/PROTOCOL: (Select responses from drop-down list)
7. PRINCIPAL INVESTIGATOR/RESPONSIBLE SCIENCE MANAGER ATTESTATION:
 
As the Principal Investigator (PI) / Responsible Science Manager of the above-titled project, and with my signature below, I attest and affirm that the below statements are true: 
 
1. The information and responses given herein are complete, true, and accurate to the best of my knowledge. 
 
2. All necessary and appropriate biorisk management policies, practices, procedures, training, equipment, and facilities will be put in place prior to the start of the project, to ensure this project can be executed safely and securely. 
 
3. I acknowledge and understand that DTRA/CBEP/BS&S must be notified, by submitting a supplemental document to this PRAT, if there are any changes to this project's workflow and/or BS&S practices, equipment, or facilities, to guarantee the continued safety and security of the project. 
 
4. I certify that all participants working with biological materials as part of this project will receive the necessary protocol-specific and annual refresher training in biosafety and biosecurity prior to the start of the project. 
 
5. I acknowledge and understand that the Cooperative Biological Engagement Program (CBEP) may request additional information and/or documents before granting full approval of this project.
PROJECT FACILITY INFORMATION
Enter the requested information for each supporting Research Facility, including U.S. facilities
I. PROJECT FACILTY # 1
I. PROJECT FACILTY # 2
PROJECT FACILITY INFORMATION (Continued)
Enter the requested information for each supporting Research Facility, including U.S. facilities
I. PROJECT FACILTY # 3
I. PROJECT FACILTY # 4
If this project involves more than four (4) facilities, create a separate PRAT and complete Sections 1a, 1b, 1c, and the facility-specific sections for the remaining facilities.  You DO NOT need to repeat any of the project information on the continuation PRAT.
FACILITY/BUILDING/ROOM NUMBER(S)
FACILITY/BUILDING/ROOM NUMBER(S)
LABORATORY BIOSAFETY LEVEL
LABORATORY BIOSAFETY LEVEL
USE OF ROOM 
(If a room has multiple uses,
 list each use in separate line entries) 
USE OF ROOM. (If a room has multiple uses, list each use in separate line entries)
EQUIPMENT
EQUIPMENT
LABORATORY INFORMATION CONTINUATION SHEET
Laboratory Information: (List individual laboratory area, their BSL, use, and containment equipment)
Briefly describe the project's workflow
f) LABORATORY INFORMATION: (LIST INDIVIDUAL LABORATORY AREAS, THEIR BSL, USE, AND CONTAINMENT EQUIPMENT) 
RESEARCH PROTOCOL WORKFLOW SUMMARY
f) LABORATORY INFORMATION: (LIST INDIVIDUAL LABORATORY AREAS, THEIR BSL, USE, AND CONTAINMENT EQUIPMENT) 
KEY PERSONNEL INFORMATION
I. KEY PERSON #1
Enter the requested information for all Key Personnel
WORK EXPERIENCE RELATIVE TO THIS PROJECT/ROLE:
START/END DATE: 
COMPLETED TRAINING RELATIVE TO THIS PROJECT/ROLE:
START/END DATE: 
I. KEY PERSON #2
WORK EXPERIENCE RELATIVE TO THIS PROJECT/ROLE:
START/END DATE: 
COMPLETED TRAINING RELATIVE TO THIS PROJECT/ROLE:
START/END DATE: 
Enter the requested information for all Key Personnel
KEY PERSONNEL INFORMATION (Continued)
I. KEY PERSON #3
WORK EXPERIENCE RELATIVE TO THIS PROJECT/ROLE:
START/END DATE: 
COMPLETED TRAINING RELATIVE TO THIS PROJECT/ROLE:
START/END DATE: 
I. KEY PERSON #4
Enter the requested information for all Key Personnel
KEY PERSONNEL INFORMATION (Continued)
WORK EXPERIENCE RELATIVE TO THIS PROJECT/ROLE:
START/END DATE: 
COMPLETED TRAINING RELATIVE TO THIS PROJECT/ROLE:
START/END DATE: 
I. KEY PERSON #5
WORK EXPERIENCE RELATIVE TO THIS PROJECT/ROLE:
START/END DATE: 
COMPLETED TRAINING RELATIVE TO THIS PROJECT/ROLE:
START/END DATE: 
SELECT AGENTS AND TOXINS LIST (Revised Dec 4, 2012)
Per U.S. Dept of Health and Human Services (HHS) and U.S. Dept of Agriculture (USDA)
HHS SELECT AGENTS & TOXINS
OVERLAP SELECT AGENTS & TOXINS
USDA SELECT AGENTS & TOXINS
USDA PLANT SELECT AGENTS & TOXINS
Abrin
Botulinum neurotoxins*
Botulinum neurotoxin producing species of Clostridium*
Conotoxins (Short, paralytic alpha conotoxins  containing the following amino acid sequence X1CCX2PACGX3X4X5X6CX7)
Cociella burnetii
Crimean-Congo haemorrhagic fever virus
Diacetoxyscirpenol
Eastern Equine Encephalitis virus
Ebola virus*
Francisella tularensis*
Lassa fever virus
Lujo virus
Marburg virus*
Monkeypox virus
Reconstructed replication competent forms of the  1918 pandemic influenza virus containing any   portion of the coding regions of all eight gene segments (Reconstructed 1918 Influenza virus)
Ricin
Rickettsia prowazekii
SARS-associated coronavirus (SARS-CoV)
Saxitoxin
South American Haemorrhagic Fever viruses:
Chapare virus
Guanarito Virus
Junin Virus
Machupo Virus
Sabia Virus
Staphylococcal enterotoxins A,B,C,D,E subtypes
T-2 toxin
Tetrodotoxin
Tick-borne encephalitis complex (flavi) viruses:
Far Eastern subtype
Siberian subtype
Kyasanur Forest disease virus
Omsk hemorrhagic fever virus
Variola major virus (Smallpox virus)*
Variola minor virus (Alastrim)*
Yersinia pestis*
Bacillus anthracis*
Bacillus anthracis Pasteur strain
Brucella abortus
Brucella melitensis
Brucella suis
Burkholderia mallei*
Burkholderia pseudomallei*
Hendra virus
Nipa virus
Rift Valley fever virus
Venezuelan Equine Encephalitis virus
African horse sickness virus
African swine fever virus
Avian influenza virus
Classical swine fever virus
Foot-and-mouth disease virus*
Goat pox virus
Lumpy skin disease virus
Mycoplasma capricolum
Mycoplasma mycoides
Newcastle disease virus
Peste des petits ruminants virus
Rinderpest virus*
Sheep pox virus
Swine vesicular disease virus
Peronosclerospora philippinensis (Peronosclerospora sacchari)
Phoma glycinicola (formerly Pyrenochaeta glycines)
Ralstonia solanacearum
Rathayibacter toxicus
Sclerophthora rayssiae
Synchytrium endobioticum
Xanthomonas oryzae
* Denotes Tier 1 Agent/Toxin
DIAGNOSTIC SAMPLES AND MICROBIOLOGICAL ORGANISMS
Complete table below for each Sample/Organism listed
SAMPLE/ORGANISM (genus, species, strain)
SELECT AGENT
TO BE  PROPAGATED
MATERIAL/SAMPLE
MATERIAL STATUS
INFECTED HOST/MODEL
TOXIN PRODUCTION?
>10 LITERS?
RECIPIENT OF rDNA CONSTRUCT?
DIAGNOSTIC SAMPLES AND MICROBIOLOGICAL ORGANISMS (Continued)
SAMPLE/ORGANISM (genus, species, strain)
SELECT AGENT
ACTIVITIES TO BE CONDUCTED WITH EACH LISTED SAMPLE/ORGANISM: (Click "X" next to all that apply)
Per U.S. Dept of health and Human Services (HHS) and U.S. Dept of Agricultural (USDA)
SELECT AGENTS AND TOXINS EXCLUSION LIST
EXCLUDED HHS AGENTS &TOXINS
EXCLUDED OVERLAP AGENTS & TOXINS
EXCLUDED USDA AGENTS & TOXINS
To review the current U.S. Select Agents & Toxins Exclusion List, go to http://www.selectagents.gov 
RECOMBINANT DNA (rDNA)
Complete the Gene Source and Vector Description tables below as necessary
GENE SOURCE(s)/ RISK GROUP
GENE NAME
NATURE OF INSERT/PROTEIN EXPRESSED
USE OF CONSTRUCT
GENE SOURCE(s) - If more space is needed, attach additional sheets.
VECTOR TYPE
(plasmid, viral, cosmid, phage)
VECTOR SOURCE
(Genus, species; if plasmid or viral)
TECHNICAL NAME OF VECTOR
RISK ATTENUATION
(Replication defective? Helper virus? Disarmed? K-12 derivative)
VECTOR DESCRIPTION(s) - If more space is needed, attach additional sheets.
ORGAN, TISSUE, OR CELL CULTURES (OTCC) OR ORGANISM PROPAGATION
Complete the table below as necessary
OTCC (genus, species, strain)
TECHNICAL NAME (e.g. 3T3NH, Hep2)
OTCC SOURCE (Select all that apply)
PASSAGE (Select from list)
PROPAGATION ACTIVITIES INVOLING
RECIPIENT OF rDNA CONTSTRUCT?
RECIPIENT OF PATHOGEN?
If more space is needed, attach additional sheets.
Complete the table below as necessary
CHEMICALS ADMINISTERED TO OTCC
NATURE OF CHEMICAL (carcinogens, mutagens, pesticides, toxins, etc.)
CHEMICAL  NAME
ROUTE OF ADMINISTRATION (IV, IP, etc.)
HIGHEST CONCENTRATION ADMINISTERED
ADMINISTERED TO  MICROBE?
ADMINISTERED TO  OTCC?	
ADMINISTERED TO  ORGANISM?
If more space is needed, attach additional sheets.
Provide number of BSC's in each class/type and Certification Data as requested, for each facility
BIOSAFETY CABINET (BSC) INFORMATION
CLASS I BSC QUANTITIES 
Facility 1 (F1)
Facility 1 (F1)
Facility 2 (F2)
Facility 2 (F2)
Facility 3 (F3)
Facility 3 (F3)
Facility 4 (F4)
Facility 4 (F4)
Total number of Class I BSC's for each facility:
Do all BSC's counted above have current certifications?
List Class I BSC expiration dates, by Month/Year, and the quantity in each facility that will expire that month
MONTH/ YEAR
F1
F1
F2
F2
F3
F3
F4
F4
MONTH/YEAR
MONTH/YEAR
F1
F1
F2
F2
F3
F3
F4
F4
MONTH/YEAR
F1
F1
F2
F2
F3
F3
F4
F4
CLASS II TYPE A1 BSC QUANTITIES 
Facility 1 (F1)
Facility 2 (F2)
Facility 3 (F3)
Facility 4 (F4)
Total number of Class II-A1 BSC's for each facility:
Do all BSC's counted above have current certifications?
List Class II-A1 BSC expiration dates, by Month/Year, and the quantity in each facility that will expire that month
MONTH/ YEAR
F1
F2
F3
F4
MONTH/YEAR
F1
F2
F3
F4
MONTH/YEAR
F1
F2
F3
F4
CLASS II TYPE A2 BSC QUANTITIES 
Facility 1 (F1)
Facility 2 (F2)
Facility 3 (F3)
Facility 4 (F4)
Total number of Class II-A2 BSC's for each facility:
Do all BSC's counted above have current certifications?
List Class II-A2 BSC expiration dates, by Month/Year, and the quantity in each facility that will expire that month
MONTH/ YEAR
F1
F2
F3
F4
MONTH/YEAR
F1
F2
F3
F4
MONTH/YEAR
F1
F2
F3
F4
CLASS II TYPE B1 BSC QUANTITIES 
Facility 1 (F1)
Facility 2 (F2)
Facility 3 (F3)
Facility 4 (F4)
Total number of Class II-B1 BSC's for each facility:
Do all BSC's counted above have current certifications?
List Class II-B1 BSC expiration dates, by Month/Year, and the quantity in each facility that will expire that month
MONTH/YEAR
F1
F2
F3
F4
MONTH/YEAR
F1
F2
F3
F4
MONTH/YEAR
F1
F2
F3
F4
BIOSAFETY CABINET (BSC) INFORMATION (Continued)
CLASS II TYPE B2 BSC QUANTITIES 
Facility 1 (F1)
Facility 2 (F2)
Facility 3 (F3)
Facility 4 (F4)
Total number of Class II-B2 BSC's for each facility:
Do all BSC's counted above have current certifications?
List Class II-B2 BSC expiration dates, by Month/Year, and the quantity in each facility that will expire that month
MONTH/ YEAR
F1
F2
F3
F4
MONTH/YEAR
F1
F2
F3
F4
MONTH/YEAR
F1
F2
F3
F4
CLASS III BSC QUANTITIES 
Facility 1 (F1)
Facility 2 (F2)
Facility 3 (F3)
Facility 4 (F4)
Total number of Class III BSC's for each facility:
Do all BSC's counted above have current certifications?
List Class III BSC expiration dates, by Month/Year, and the quantity in each facility that will expire that month
MONTH/ YEAR
F1
F2
F3
F4
MONTH/YEAR
F1
F2
F3
F4
MONTH/YEAR
F1
F2
F3
F4
Provide number of BSC's in each class/type and Certification Data as requested, for each facility
BIOSAFETY CABINET (BSC) INFORMATION (Continued)
NOTE:  To list BSCs that are not classified by one of the above Class/Types, or to include additional information on the BSCs listed, please use the comment boxes below.
COMMENT BOXES (Other BSCs and additional information)
To list other BSCs not classified above, list the Facility Number in which it is being used, the Make or Manufacturer of the BSC, the Model Number, the Year it was obtained, and whether or not it is certified (along with the expiration date)
ANIMAL RESEARCH AND IACUC INFORMATION
Please enter all applicable information in the below table
Use drop-down arrows to enter Animals used, then place an "X" next to all applicable items.
COLLECTION SOURCE
ANIMAL WORK AND TYPES (Click "X" next to all that apply)
Please enter the appropriate IACUC dates below; If the date has not yet occurred, give estimate. Please include the IACUC review documentation 
when submitting this form
IACUC INFORMATION
Please enter all applicable information in the below form. 
Click the check boxes next to all applicable items.
HUMAN RESEARCH AND INSTITUTIONAL REVIEW BOARD (IRB) INFORMATION
MATERIAL SAMPLE COLLECTION
Please enter the appropriate IRB dates below; If the date has not yet occurred, give estimate. Please include the IRB review documentation when submitting this form.
IRB INFORMATION
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