
Inspection Checklist for BSL-4 Cabinet Laboratories (7 CFR 331, 9 CFR 121, 42 CFR 73; BMBL 5th Edition)

When information is entered in this form, the form is to be considered "Sensitive Select Agent Information."
Section Regulation Text Observation Status Comments

12(a)

An individual or entity required to register under this part must 
develop and implement a written biosafety plan that is 
commensurate with the risk of the select agent or toxin, given its 
intended use. The biosafety plan must contain sufficient information 
and documentation to describe the biosafety and containment 
procedures for the select agent or toxin, including any animals 
(including arthropods) or plants intentionally or accidentally exposed 
to or infected with a select agent. The current biosafety plan must be 
submitted for initial registration, renewal of registration, or when 
requested.

Appropriate communication systems must be 
provided between the laboratory and the outside 
(e.g., voice, fax, and computer). Provisions for 
emergency communication and emergency access or 
egress must be developed and implemented.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

All manipulations of infectious materials within the 
laboratory must be conducted in the Class III 
biological safety cabinet. Double-door, pass through 
autoclaves must be provided for decontaminating 
materials passing out of the Class III BSC(s). The 
autoclave doors must be interlocked so that only one 
can be opened at any time and be automatically 
controlled so that the outside door to the autoclave 
can only be opened after the decontamination cycle 
has been completed.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

The Class III cabinet must also have a pass-through 
dunk tank, fumigation chamber, or equivalent 
decontamination method so that materials and 
equipment that cannot be decontaminated in the 
autoclave can be safely removed from the cabinet. 
Containment must be maintained at all times.

o No
o Yes 
o N/A
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Section Regulation Text Observation Status Comments

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

The Class III cabinet must have a HEPA filter on the 
supply air intake and two HEPA filters in series on the 
exhaust outlet of the unit. There must be gas tight 
dampers on the supply and exhaust ducts of the 
cabinet to permit gas or vapor decontamination of 
the unit. Ports for injection of test medium must be 
present on all HEPA filter housings.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

The interior of the Class III cabinet must be 
constructed with smooth finishes that can be easily 
cleaned and decontaminated. All sharp edges on 
cabinet finishes must be eliminated to reduce the 
potential for cuts and tears of gloves. Equipment to 
be placed in the Class III cabinet should also be free of 
sharp edges or other surfaces that may damage or 
puncture the cabinet gloves.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Class III cabinet gloves must be inspected for damage 
prior to use and changed if necessary. Gloves should 
be replaced annually during cabinet re-certification.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Manipulation of high concentrations or large volumes 
of infectious agents within the Class III cabinet should 
be performed using physical containment devices 
inside the cabinet whenever practical. Such materials 
should be centrifuged inside the cabinet using sealed 
rotor heads or centrifuge safety cups.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

The Class III cabinet must be certified at least 
annually.

o No
o Yes 
o N/A
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Section Regulation Text Observation Status Comments

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Workers in the laboratory must wear protective 
laboratory clothing with a solid-front, such as tie-back 
or wrap-around gowns, scrub suits, or coveralls. No 
personal clothing, jewelry, or other items except 
eyeglasses should be taken past the personal shower 
area. All protective clothing must be removed in the 
dirty side change room before showering. Reusable 
clothing must be autoclaved prior to removal from the 
laboratory for laundering.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Eye, face and respiratory protection should be used in 
rooms containing infected animals as determined by 
the risk assessment. Prescription eyeglasses must be 
decontaminated before removal through the personal 
body shower.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Disposable gloves must be worn underneath cabinet 
gloves to protect the worker from exposure should a 
break or tear occur in a cabinet glove. Gloves must 
not be worn outside the laboratory. Alternatives to 
latex gloves should be available. Do not wash or reuse 
disposable gloves. Dispose of used gloves with other 
contaminated laboratory waste.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

The BSL-4 cabinet laboratory consists of either a 
separate building or a clearly demarcated and isolated 
zone within a building. Laboratory doors must have 
locks in accordance with the institutional policies.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Rooms in the facility must be arranged to ensure 
sequential passage through an inner (dirty) changing 
area, a personal shower and an outer (clean) change 
room upon exiting the room(s) containing the Class III 
BSC(s).

o No
o Yes 
o N/A
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Section Regulation Text Observation Status Comments

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

An automatically activated emergency power source 
must be provided at a minimum for the laboratory 
exhaust system, life support systems, alarms, lighting, 
entry and exit controls, BSCs, and door gaskets. 
Monitoring and control systems for air supply, 
exhaust, life support, alarms, entry and exit controls, 
and security systems should be on an uninterrupted 
power supply (UPS).

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

A double-door autoclave, dunk tank, fumigation 
chamber, or ventilated airlock must be provided at 
the containment barrier for the passage of materials, 
supplies, or equipment.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

A hands-free sink must be provided near the door of 
the cabinet room(s) and the inner change room. A 
sink must be provided in the outer change room. All 
sinks in the room(s) containing the Class III BSC must 
be connected to the wastewater decontamination 
system.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Walls, floors, and ceilings of the laboratory must be 
constructed to form a sealed internal shell to facilitate 
fumigation and prohibit animal and insect intrusion. 
The internal surfaces of this shell must be resistant to 
chemicals used for cleaning and decontamination of 
the area. Floors must be monolithic, sealed and 
coved. All penetrations in the internal shell of the 
laboratory and inner change room must be sealed.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Openings around doors into the cabinet room and 
inner change room must be minimized and capable of 
being sealed to facilitate decontamination.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Drains in the laboratory floor (if present) must be 
connected directly to the liquid waste 
decontamination system.

o No
o Yes 
o N/A
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Section Regulation Text Observation Status Comments

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Services and plumbing that penetrate the laboratory 
walls, floors, or ceiling must be installed to ensure 
that no backflow from the laboratory occurs. These 
penetrations must be fitted with two (in series) 
backflow prevention devices. Consideration should be 
given to locating these devices outside of 
containment. Atmospheric venting systems must be 
provided with two HEPA filters in series and be sealed 
up to the second filter.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Decontamination of the entire cabinet must be 
performed using a validated gaseous or vapor method 
when there have been significant changes in cabinet 
usage, before major renovations or maintenance shut 
downs, and in other situations, as determined by risk 
assessment. Selection of the appropriate materials 
and methods used for decontamination must be 
based on the risk assessment.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Laboratory furniture must be of simple construction, 
capable of supporting anticipated loading and uses. 
Spaces between benches, cabinets, and equipment 
must be accessible for cleaning and decontamination. 
Chairs and other furniture must be covered with a 
non-porous material that can be easily 
decontaminated.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Windows must be break-resistant and sealed.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

If Class II BSCs are needed in the cabinet laboratory, 
they must be installed so that fluctuations of the 
room air supply and exhaust do not interfere with 
proper operations. Class II cabinets should be located 
away from doors, heavily traveled laboratory areas, 
and other possible airflow disruptions.

o No
o Yes 
o N/A
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12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Central vacuum systems are not recommended. If, 
however, there is a central vacuum system, it must 
not serve areas outside the cabinet room. Two in-line 
HEPA filters must be placed near each use point. 
Filters must be installed to permit in-place 
decontamination and replacement.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

An eyewash station must be readily available in the 
laboratory.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

A dedicated non-recirculating ventilation system is 
provided. Only laboratories with the same HVAC 
requirements (i.e., other BSL-4 labs, ABSL-4, BSL-3-Ag 
labs) may share ventilation systems if gas-tight 
dampers and HEPA filters isolate each individual 
laboratory system.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

The supply and exhaust components of the ventilation 
system must be designed to maintain the laboratory 
at negative pressure to surrounding areas and provide 
differential pressure or directional airflow, as 
appropriate, between adjacent areas within the 
laboratory.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Redundant supply fans are recommended. Redundant 
exhaust fans are required. Supply and exhaust fans 
must be interlocked to prevent positive pressurization 
of the laboratory.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

The ventilation system must be monitored and 
alarmed to indicate malfunction or deviation from 
design parameters. A visual monitoring device must 
be installed near the clean change room so proper 
differential pressures within the laboratory may be 
verified prior to entry.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Supply air to and exhaust air from the cabinet room, 
inner change room, and fumigation/decontamination 
chambers must pass through HEPA filter(s). The air 
exhaust discharge must be located away from 
occupied spaces and building air intakes.

o No
o Yes 
o N/A
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12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

All HEPA filters should be located as near as 
practicable to the cabinet and laboratory in order to 
minimize the length of potentially contaminated 
ductwork. All HEPA filters must be tested and certified 
annually. The HEPA filter housings should be designed 
to allow for in situ decontamination and validation of 
the filter prior to removal. The design of the HEPA 
filter housing must have gas-tight isolation dampers, 
decontamination ports, and ability to scan each filter 
assembly for leaks.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

HEPA filtered exhaust air from a Class II BSC can be 
safely re-circulated into the laboratory environment if 
the cabinet is tested and certified at least annually 
and operated according to the manufacturer’s 
recommendations. If BSC exhaust is to be recirculated 
to the outside, BSCs can also be connected to the 
laboratory exhaust system by either a thimble 
(canopy) connection or a hard ducted, direct 
connection ensuring that cabinet exhaust air passes 
through two (2) HEPA filters—including the HEPA in 
the BSC—prior to release outside. Provisions to assure 
proper safety cabinet performance and air system 
operation must be verified.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Class III BSCs must be directly and independently 
exhausted through two HEPA filters in series. Supply 
air must be provided in such a manner that prevents 
positive pressurization of the cabinet.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Pass through dunk tanks, fumigation chambers, or 
equivalent decontamination methods must be 
provided so that materials and equipment that cannot 
be decontaminated in the autoclave can be safely 
removed from the cabinet room(s). Access to the exit 
side of the pass-through shall be limited to those 
individuals authorized to be in the BSL-4 laboratory.

o No
o Yes 
o N/A
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12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Liquid effluents from cabinet room sinks, floor drains, 
autoclave chambers, and other sources within the 
cabinet room must be decontaminated by a proven 
method, preferably heat treatment, before being 
discharged to the sanitary sewer. Effluents from 
showers and toilets may be discharged to the sanitary 
sewer without treatment.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Decontamination of all liquid wastes must be 
documented. The decontamination process for liquid 
wastes must be validated physically and biologically. 
Biological validation must be performed annually or 
more often if required by institutional policy.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

A double-door, pass through autoclave(s) must be 
provided for decontaminating materials passing out of 
the cabinet laboratory. Autoclaves that open outside 
of the laboratory must be sealed to the interior wall. 
This bioseal must be durable and airtight and capable 
of expansion and contraction. Positioning the bioseal 
so that the equipment can be accessed and 
maintained from outside the laboratory is strongly 
recommended. The autoclave doors must be 
interlocked so that only one can be opened at any 
time and be automatically controlled so that the 
outside door to the autoclave can only be opened 
after the decontamination cycle has been completed.

o No
o Yes 
o N/A

12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

Gas and liquid discharge from the autoclave chamber 
must be decontaminated. When feasible, autoclave 
decontamination processes should be designed so 
that unfiltered air or steam exposed to infectious 
material cannot be released to the environment.

o No
o Yes 
o N/A
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12(b)
The biosafety and containment procedures must be sufficient to 
contain the select agent or toxin (e.g., physical structure and features 
of the entity, and operational and procedural safeguards).

The BSL-4 facility design parameters and operational 
procedures must be documented. The facility must be 
tested to verify that the design and operational 
parameters have been met prior to operation. 
Facilities must also be re-verified annually. 
Verification criteria should be modified as necessary 
by operational experience.

o No
o Yes 
o N/A
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