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	Containment Level 3 or derogated CL3  Inspection/Audit Checklist

	Date: 

	Department: 

	    Full CL3
    Derogated CL3
	Room(s):

	Inspection team:



	1
	
	Audit of documentation prior to inspection
	Good
	Fair
	Poor
	NA
	Comments 
(D = derogated)

	1.1
	
	GM and Bio Risk assessments (for CL3 work) are approved by departmental Biosafety Committee
	 
	 
	 
	 
	

	 
	
	GM and Bio Risk assessments (for CL3 work) are reviewed annually and signed off by PI:
GM and Bio RA must:
• Contain emergency procedures - these must also be in a visible place in the lab
• Provide information re Lone Working
• Have a suitable and sufficient environmental risk assessment for GMOs
• Be signed by relevant users
	 
	 
	 
	 
	

	1.2
	
	Notification of Hazard Group 2 and 3 wild type pathogens made (to HSE) and acknowledgement received (required)
RA / CU2 / CU1 acknowledged / approved (consent) by HSE (Class 2 and above) (required)
	 
	 
	 
	 
	

	1.3
	
	Health surveillance/monitoring needs identified and, if identified, surveillance/ monitoring implemented (required)
	 
	 
	 
	 
	

	1.4
	
	List of employees exposed to Hazard Group 3 pathogens kept by employer (required)
	 
	 
	 
	 
	

	1.5
	
	If derogations from full containment sought, HSE approval sought (required)
	 
	 
	 
	 
	

	1.6
	
	Review of Local CL3 Code of Practice at least annually
	 
	 
	 
	 
	

	1.7
	
	Department must have, and maintain records of, training records for staff (required)
	 
	 
	 
	 
	

	1.8
	
	Department must have records for servicing and maintenance of equipment and facilities:
• Air handling, room pressure
• MSCs
• Autoclave
• Freezers, Fridges, Cryostores for licensed activities (eg HTA material)
• Permit to Work system
• Emergency Back-up
• Security/ alarm system 
	
	 
	 
	 
	

	1.9
	
	Provision of adequate First Aid facilities (required)
	 
	 
	 
	 
	

	1.10
	
	(i) Information on emergency arrangements available, (ii) communicated to stakeholders, (iii) safety drills conducted (required) and (iv) list of emergency contacts on entrance door and near lab phone
	 
	 
	 
	 
	

	1.11
	
	Consultation and discussion of H&S issues by users / employee representatives
	 
	 
	 
	 
	

	2
	
	Biological safety checks prior to entering the CL3 laboratory
	Good
	Fair
	Poor
	NA
	Comments 
(D = derogated)

	2.1
	
	Lab and lobby area made safe for inspectors to enter (required)

	 
	 
	 
	 
	

	2.2
	
	Log-books, Local Code of Practice and room checklists available to see in lobby for inspectors and users of room?

	 
	 
	 
	 
	

	2.3
	
	Isolation from other areas in the building (required, unless derogated)


	 
	 
	 
	 
	

	2.4
	
	Laboratory sealable for fumigation – validated? (required)
· State method used for fumigation in comments column
· Regular checks for dust trails conducted – e.g. visual, smoke pencil test?
	 
	 
	 
	 
	

	2.5
	
	Entry to lab via airlock (required if the risk assessment shows) or lobby area


	 
	 
	 
	 
	

	2.6
	
	Maintain laboratory at negative pressure to atmosphere (required, unless have permitted derogation from HSE)
• Control panel for air handling system, gauges / meters, alarms – user checks; entered into lobby area log book?


	 
	 
	 
	 
	

	2.7
	
	Observation window or alternative mechanism for viewing all occupants (required)

	 
	 
	 
	 
	

	2.8
	
	Shower facility available before leaving the laboratory (only if risk assessment requires)

	 
	 
	 
	 
	

	2.9
	
	Suitable protective clothing worn as risk assessment indicates (eg lab coats / gowns; eye protection; RPE; overshoes) (required)
• If RPE identified as required, face fit testing conducted for users
	 
	 
	 
	 
	

	2.10
	
	Access restricted to authorised personnel only. Door closed when work in progress and locked when not in use (required).
• Documented Permit to Work system / procedure in place for maintenance and entrance by non-users

	 
	 
	 
	 
	

	2.11
	
	Biohazard signage on door (required)



	 
	 
	 
	 
	

	3
	
	Biosafety - Lab inspection questions
	Good
	Fair
	Poor
	NA
	Comments 
(D = derogated)

	3.1
	
	Extract air HEPA filtered (required for MSCs and laboratory – see 3.3)
HEPA filter H14 BS EN 1822-1:1998
	 
	 
	 
	 
	

	3.2
	
	Microbiological Safety Cabinet (MSC) or enclosure available for procedures involving infectious material (required). State type of MSC eg I, II or III and whether ducted or recirculating – provide comments in comments column.
	 
	 
	 
	 
	

	3.3
	
	MSC / enclosure and any other local exhaust ventilation provided for safety (eg HEPA filter for room exhaust) tested and serviced at least every 14 months (required)
• 6-monthly test of MSC / enclosure in CL3
• Test results near or attached to MSC
• OPF Test (BS 5726:1992) conducted at least every 14 months for MSC / enclosure
	 
	 
	 
	 
	

	3.4
	
	MSC / enclosure user checks conducted (eg vane anemometer, visual, alarms) (required)
• record chart available for inspection
	 
	 
	 
	 
	

	3.5
	
	Procedures generating aerosols contained within MSC or other suitable enclosure (required)
• secondary containment for internal movement of infectious material sufficient
	 
	 
	 
	 
	

	3.6
	
	PPE storage – well defined, clean separated from dirty (required)
	 
	 
	 
	 
	

	3.7
	
	PPE checked at suitable intervals for defects, effectiveness (required)
	 
	 
	 
	 
	

	3.8
	
	PPE repair or replaced if defective – system in place (required)
	 
	 
	 
	 
	

	3.9
	
	Protective gloves worn (required)
	 
	 
	 
	 
	

	3.10
	
	Decontamination methods for PPE specified, validated for effectiveness (required)
	 
	 
	 
	 
	

	3.11
	
	Documentation of appropriate decontamination and disinfection procedures
	 
	 
	 
	 
	

	3.12
	
	Laboratory proofed against disease vectors (eg rodents, arthropods) (required)
	 
	 
	 
	 
	

	3.13
	
	Hand washing sink (separate from lab sink) with taps operable without being touched by hand; hot water and soap available (required)
	 
	 
	 
	 
	

	3.14
	
	Centrifuge sealed buckets tested to BS EN 61010-2-20:1995 or equivalent (guidance)
	 
	 
	 
	 
	

	3.15
	
	Risks from sharps minimised in procedures to negligible risk
• avoidance of sharps and glassware as far as possible
• safe sharps use procedures in place
	 
	 
	 
	 
	

	3.16
	
	Laboratory has own dedicated equipment (required so far as reasonably practical -SFAIRP)
• procedure for decontamination of equipment before removal in place  and use of decontamination certificate
	 
	 
	 
	 
	

	3.17
	
	Safe storage of wild type pathogens/GMMs (required - good practice is within laboratory)

• Clear labelling (eg barcoding) and inventory system.

	 
	 
	 
	 
	

	3.18
	
	Instruction for new staff / students in place  and documented (required)
	 
	 
	 
	 
	

	3.19
	
	MSC can be fumigated safely (before filters changed / maintenance of interior / after spillages) (guidance)
• SOP for procedure (including notifying Estates and other affected depts.)
• SOP for measuring residual fumigant levels before re-entry
	 
	 
	 
	 
	

	3.20
	
	Fumigant can be dispersed safely to atmosphere (required)- please add details in comments box
· For laboratory
· For MSCs
	 
	 
	 
	 
	

	3.21
	
	Alternative methods for neutralisation of fumigant in fumigant in:
•	re-circulating cabinets (eg ammonia for formaldehyde) (guidance)
•	the laboratory re-circulating cabinets (eg ammonia for formaldehyde) (guidance)
	 
	 
	 
	 
	

	3.22
	
	Testing for viable organisms outside primary containment (if risk assessment indicates)

	 
	 
	 
	 
	

	
4
	
	
Waste inactivation and compliance
	Good
	Fair
	Poor
	NA
	Comments 
(D = derogated)

	4.1
	
	Autoclave in the laboratory suite (required)
Where the autoclave is outside the laboratory (but within the CL3 suite) in which the contained use is being undertaken, there must be validated procedures for the safe transfer of waste
	 
	 
	 
	 
	

	4.2
	
	Autoclave requirements:
• Autoclave conforms to BS 2646 and BS EN 12347
• commissioning records in place
	 
	 
	 
	 
	

	4.3
	
	Pressure testing certificate displayed
	 
	 
	 
	 
	

	4.4
	
	Autoclave records kept: load parameters recorded, autoclave maintained, serviced, pressure tested, calibrated and validated. See https://www.safety.admin.cam.ac.uk/system/files/hsd164b_0.pdf and https://www.safety.admin.cam.ac.uk/system/files/hsd173b.pdf

	 
	 
	 
	 
	

	4.5
	
	Alternative autoclave or waste disposal arrangements available (contingency arrangements in place) 
	 
	 
	 
	 
	

	4.6
	
	Inactivation of wild type pathogens / GMMs in effluent or hand wash / shower drainage and validation of effectiveness (only if required by risk assessment).
See: https://www.safety.admin.cam.ac.uk/system/files/hsd164b_0.pdf
	 
	 
	 
	 
	

	4.7
	
	Specified disinfection procedure/s for infectious material (pathogen, GMM) in place (routine, spillages, equipment) (required)
	 
	 
	 
	 
	

	4.8
	
	Chemical disinfectant validated for wild type pathogen / GMM waste (required)
•Documented evidence for in use / in house / published validation combined with supplier information 
	 
	 
	 
	 
	

	4.9
	
	Any alternative physical inactivation methods validated (required)
	 
	 
	 
	 
	

	4.10
	
	Safe collection, storage and disposal of waste; waste transported in leak proof containers (required)
• waste containers / bags labelled (correct waste coding, originator, date, lab) and ID tagged 

	 
	 
	 
	 
	

	5
	
	 
Lab Housekeeping and hygiene
	Good
	Fair
	Poor
	NA
	Comments 
(D = derogated)

	5.1
	
	Bench and floor surfaces impervious to water and easy to clean (required)
• Visual checks for damage / movement
	 
	 
	 
	 
	

	5.2
	
	Bench and floor surfaces resistant to acid, alkalis, solvents, disinfectants (required)
	 
	 
	 
	 
	

	5.3
	
	General housekeeping, eg, removal of redundant equipment; are electrical sockets sealed?
	 
	 
	 
	 
	

	
6
	
	General Safety
	Good
	Fair
	Poor
	NA
	Comments 
(D = derogated)

	6.1
	
	Safe transport of infectious materials (receipt and sending)
• infectious sample receipt and send according to Dangerous Goods Transport Regulations (classification, packaging, labelling,)
• robust and safe procedures for sample receipt and sending in place
	 
	 
	 
	 
	

	6.2
	
	Accidents and incidents reported and recorded (required)
	 
	 
	 
	 
	

	6.3
	
	Testing and maintenance of control measures and equipment (eg servicing, PAT)
	 
	 
	 
	 
	

	6.4
	
	Prohibition of eating, drinking, applying cosmetics, using tobacco products (required)
	 
	 
	 
	 
	

	6.5
	
	Prohibition of mouth pipetting (required)
	 
	 
	 
	 
	

	6.6
	
	Written SOP for work procedures (required)
	 
	 
	 
	 
	




	
7
	
	Biosecurity
	Good
	Fair
	Poor
	NA
	Comments 
(D = derogated)

	7.1
	
	Schedule 5 substances held / used / stored
	 
	 
	 
	 
	

	7.2
	
	Home Office & Safety Office BSO notified (required)
	 
	 
	 
	 
	

	7.3
	
	Security assessment made and communicated to Home Office (required)
	 
	 
	 
	 
	

	7.4
	
	Substances stored according to security requirements (required)
	 
	 
	 
	 
	

	
8
	
	
Facilities external to the CL3 (or derogated) lab- new section 
	Good
	Fair
	Poor
	NA
	Comments 
(D = derogated)

	8.1
	
	Management of plant associated with the CL3 lab- access, permits to work, schedule of works, evidence of maintenance eg replacement of HEPA filters
	 
	 
	 
	 
	

	8.2
	
	Management of stores essential for the functioning of the lab, eg lab coats, gloves, autoclave bags, spore strips etc
	 
	 
	 
	 
	

	8.3
	
	Anything else not covered above
	 
	 
	 
	 
	

	
9
	
	Animal CL3 facilities
	Good
	Fair
	Poor
	NA
	Comments 
(D = derogated)

	9.1
	
	Animal room(s) separated from other areas by lockable doors (required)
	 
	 
	 
	 
	

	9.2
	
	Animal facilities (cages, etc) designed to facilitate decontamination (waterproof & easily washable material)
	 
	 
	 
	 
	

	9.3
	
	Floor, walls, and where risk assessment indicates, ceilings are easy to clean, impervious to water and resistant to disinfectants etc (required)
	 
	 
	 
	 
	

	9.4
	
	Appropriate filters on isolators or isolated rooms (‘isolator’ means transparent boxes where small animals are contained within or outside a cage) (required)
	 
	 
	 
	 
	

	9.5
	
	Appropriate barriers placed at the room exit, and at the drains or ventilation duct work to prevent escape
	 
	 
	 
	 
	

	9.6
	
	Animals kept in appropriate confinement equipment (cages, pens etc) (required)
	 
	 
	 
	 
	

	9.7
	
	Animals kept in isolators (required)
	 
	 
	 
	 
	

	9.8
	
	Incinerator available for animal carcasses (can be off site) (required) (incinerator facility to be validated for use)
	 
	 
	 
	 
	



