Enhanced BSL-2 Laboratory (Uncertified Facility) Audit Checklist


	Facility Name:
	Facility Type: 
	Date of Audit:

	Facility Address:

	Contact Person Name:   
	Contact Person Email: 

	Contact Person Designation: 
	Contact Person Address: 


Note: 
1. This checklist is intended for uncertified facilities (UCF) registered under the Biological Agents and Toxins Act (BATA).
2. A UCF is typically a Biosafety Level 2 (BSL2) facility that has implemented enhanced biorisk (biosafety and biosecurity) management measures and is approved by the Ministry of Health to handle Fifth Schedule toxins or low risk activities involving samples positive and/or potentially positive for First Schedule biological agents. 
3. The scope of this checklist is limited to UCF and the activities undertaken in that facility and is based on the specified Act (BATA), its regulations and ISO 35001:2021.
4. This checklist may be updated from time to time.
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	Numbering and Subtopic listed in ISO35001
	Yes
	No
	NR[endnoteRef:1] [1: 1 NR - Not Relevant] 

	Findings
	Remarks 

	4
	Context of the Organisation
	
	
	
	
	

	I
	Organisation and its Context
	
	
	
	
	

	
	
The purpose, mandate and boundaries of the organization (e.g. diagnostic, research, academic, biopharmaceutical laboratory) are defined. Please specify ___________   

	☐	☐	☐	
	

	II
	Past Records related to Facility Commissioning, Certification and/or Audit

Please specify the following details related to the past commissioning, certification and/or audit (please delete as appropriate) of the facility, if any:

	
	
	
	
	

	
	1. Date of commissioning, certification or audit _______________

	☐	☐	☐	
	

	
	2. Nature of commissioning, certification or audit: (e.g. Quality, general safety, biosafety) _________________

	☐	☐	☐	
	

	
	3. Date of commencement and validity of commissioning, certification or audit ___________________

	☐	☐	☐	
	

	
	4. Name of commissioning company and the person responsible, certifier or auditor ________________

	☐	☐	☐	
	

	III
	Regulations and Guidelines:

Regulations and Guidelines that are applicable to the facility:
	
	
	
	
	

	
	1. Biological Agents and Toxins Act (BATA) and its associated regulations. Please specify: 
	
	
	
	
	

	
	a. Name of the BATA scheduled biological agents (BAs) and/or toxins to be handled ___________________
	☐	☐	☐	
	

	
	b. Date of approval for handling the above ___________________

	☐	☐	☐	
	

	
	2. Infrastructure Protection Act and the Physical Security Work Group (PSWG) requirements. 

	☐	☐	☐	
	

	
	3. Singapore Biosafety Guidelines for Research on Genetically Modified Organisms.

	☐	☐	☐	
	

	
	4. Any other, please specify _____________________

	☐	☐	☐	
	

	IV
	Scope of Biorisk Management System

The organisation/laboratory has a laboratory biorisk management (BRM) system with a written BRM policy which aims to:

	
	
	
	
	

	
	1. Protect all personnel (including staff, contractors, visitors), the community, and the environment from BAs and toxins that are stored and handled within the facility.

	☐	☐	☐	
	

	
	2. Prevent loss, release, or theft of hazardous BAs or toxins that may impact the environment, economy, or international trade. 

	☐	☐	☐	
	

	
	3. Align with organisational health, safety, and security policies and standards.

	☐	☐	☐	
	

	
	4. Comply with applicable statutory and regulatory requirements.

	☐	☐	☐	
	

	V
	Biorisk Management System

1.     A current BRM Manual (or Biosafety and Biosecurity Manual) and related documents (e.g. Risk Assessments, Work Instructions or Standard Operating Procedures, SOPs) are available and are:
	
	
	
	
	

	
	a.	Approved by the BRM Committee (or Sixth Schedule Biosafety Committee in BATA).
	☐	☐	☐	
	

	
	b.	Accessible by all laboratory personnel and relevant personnel. 
	☐	☐	☐	
	

	
	c.	Read and adhered to by all relevant personnel.

	☐	☐	☐	
	

	
	2.    The BRM Manual includes minimally the following aspects:

	
	
	
	
	

	
	a.	Organisation structure for the facility, roles and responsibilities of personnel/committee who or which contribute to laboratory biorisk management and operations. 
	☐	☐	☐	
	

	
	b.	Hazard/threat identification, risk assessment, risk mitigation, planning and hazard/risk communications for all work undertaken in the facility.
	☐	☐	☐	
	

	
	c.	Occupational safety and health programme.
	☐	☐	☐	
	

	
	d.	Personnel training and management.
	☐	☐	☐	
	

	
	e.	Biosecurity programme including BAs, toxins and biological materials inventory and management.
	☐	☐	☐	
	

	
	f.	Good Microbiological Practices and Procedures (GMPP).
	☐	☐	☐	
	

	
	g.	General safety including chemical and fire, etc.
	☐	☐	☐	
	

	
	h.  Attention for working with animals, arthropods and/or genetically modified microorganisms, if any.
	☐	☐	☐	
	

	
	i.   Decontamination and waste management programme.
	☐	☐	☐	
	

	
	j.   Incident management and emergency response plan and readiness for spills, fire, medical emergencies, facility malfunction etc.
	☐	☐	☐	
	

	
	k.  Incident reporting system.
	☐	☐	☐	
	

	
	l.   Documentation and record keeping. 
	☐	☐	☐	
	

	
	m. Continual improvement programmes. 
	☐	☐	☐	
	

	
	n.  Others that are applicable.

	☐	☐	☐	
	

	
	3.    The BRM system has been effectively implemented.

	☐	☐	☐	
	

	
	4.     A system is in place to monitor and improve the effectiveness of the BRM system.

	☐	☐	☐	
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	Leadership
	
	
	
	
	

	I
	Leadership and Commitment

The top management (or Facility Operator in BATA) has demonstrated leadership by:

	
	
	
	
	

	
	1. Establishing BRM policies and objectives. 

	☐	☐	☐	
	

	
	2. Providing resources needed. 

	☐	☐	☐	
	

	
	3. Communicating the importance of effective BRM and conforming to the BRM requirements.

	☐	☐	☐	
	

	
	4. Ensuring that the BRM system achieves its intended outcome(s).

	☐	☐	☐	
	

	
	5. Ensuring that all BRM-related roles, responsibilities, and authorities are defined, documented, and communicated. 

	☐	☐	☐	
	

	
	6. Providing direction and supporting personnel who contribute to the effectiveness of the BRM system.

	☐	☐	☐	
	

	
	7. Ensuring clear communication of the actions that need to be taken.

	☐	☐	☐	
	

	
	8. Promoting continual improvement.

	☐	☐	☐	
	

	II
	Roles, Responsibilities and Authorities

	
	
	
	
	

	
	1.     Top management undertakes the ultimate and legal responsibility of the organisation’s BRM system.

	☐	☐	☐	
	

	
	2.     Top management has delegated BRM-related responsibilities to the relevant management team. Please specify __________________
        Note: Top management can delegate his/her BRM-related tasks/ responsibilities, but not his/her accountability

	☐	☐	☐	
	

	
	3.    Top management has appointed a BRM Committee (or Biosafety Committee in BATA):
a.	Comprises minimally the members stipulated in the Sixth Schedule of the BATA.
	☐	☐	☐	
	

	
	b.	Having a competent biosafety officer (or biosafety coordinator in BATA) who fulfills BATA requirements.
	☐	☐	☐	
	

	
	c.	Having an individual who oversees the effectiveness of laboratory BRM.

	☐	☐	☐	
	

	
	4.     The BRM Committee is responsible for at least the following aspects:
a.	Develop/devise/approve all BRM policies and related documents (e.g. Risk Assessment and Risk Management, staff training programme, occupational health programme which includes health surveillance and vaccination, and personal protective equipment, etc.) and staff Code of Conduct or Practice.
	☐	☐	☐	
	

	
	b.	Review/approve the above (a) at least once every 2 years, or when there are changes due to change in work process, incident, whichever earlier.

	☐	☐	☐	
	

	
	5. A “Term of Reference” is provided to all BRM Committee members, and this includes measures to prevent potential in conflict of interest when carrying out their duties as a BRM Committee member.

	☐	☐	☐	
	

	
	6. Regular BRM Committee meetings are held to discuss safety and security issues at the facility. Please specify frequency _____________ 

	☐	☐	☐	
	

	
	7. Minutes of BRM Committee meetings are documented and filed.

	☐	☐	☐	
	

	6
	Planning
	
	
	
	
	

	I
	Risk Assessment

There is a system in place to ensure risk assessments are:

	
	
	
	
	

	
	1. Conducted for any activities including but not limited to import, possession, storage, handling, transfer and transportation of the scheduled BAs/toxins. 

	☐	☐	☐	
	

	
	2. Performed before initiation of work activities, and/or when there are changes to experimental procedures/equipment, after lab incidents or audits, whichever earlier and whenever applicable.

	☐	☐	☐	
	

	
	3. Conducted/reviewed/endorsed/approved (delete as relevant) by the BRM Committee.

	☐	☐	☐	
	

	II
	Operationalisation of BRM Policies, Risk Assessment, BRM-related Programmes, and Code of Conduct

	
	
	
	
	

	
	1. Biosafety officer is appointed as the responsible person for implementing the above tasks.

	☐	☐	☐	
	

	
	2. Other relevant personnel are appointed to assist in the implementation of BRM-related programmes, such as to: 
	
	
	
	
	

	
	a. Carry out monitoring, preventive maintenance and maintenance activities of the facility and/or the equipment.
	☐	☐	☐	
	

	
	b. Conduct audit on laboratory safety including biosafety/ biosecurity.

	☐	☐	☐	
	

	7
	Support
	
	
	
	
	

	I
	Resources

There is a system to determine and provide the necessary resources including competent personnel required to support the BRM system.

	☐	☐	☐	
	

	II
	Personnel Training, Assessing Competency, and Hazard and Risk Communications

	
	
	
	
	

	
	1. Trainers with the relevant knowledge, experience and competency (in the respective training areas and topics) are identified.

	☐	☐	☐	
	

	
	2.    Training programme is available for all the staff, and it covers minimally the following topics: 
	
	
	
	
	

	
	a.	General lab safety including safe practices in handling hazardous materials.
	☐	☐	☐	
	

	
	b.	Hazard identification including infectious BAs/toxins (e.g. their potential mode of transmission and signs and symptoms of infection/exposure), other hazardous materials, risk assessment, risk management and hazard/risk communication.
	☐	☐	☐	
	

	
	c.	Health surveillance and vaccination programme.
	☐	☐	☐	
	

	
	d.	Proper use and maintenance of personal protective equipment (PPE) 
	☐	☐	☐	
	

	
	e.	Laboratory security (authorized personnel/visitor’s access to the facility). 
	☐	☐	☐	
	

	
	f.	Safe handling of sharps, blood/blood products and other hazardous specimens. 
	☐	☐	☐	
	

	
	g.	Proper use of containment equipment (e.g. biosafety cabinet, autoclave, centrifuge and fume hoods) and aerosol creating tools (e.g. homogenizer, centrifuge and pipettors), 
	☐	☐	☐	
	

	
	h.	Proper use of lab emergency equipment (e.g. eyewash, shower station, and fire extinguisher).
	☐	☐	☐	
	

	
	i.	Proper use of disinfectants and decontamination agents.
	☐	☐	☐	
	

	
	j.	Waste management and disposal. 
	☐	☐	☐	
	

	
	k.	Routine and emergency entry/exit of laboratory.
	☐	☐	☐	
	

	
	l.	Response to lab incidents, including emergency evacuation, firefighting, spill management, first-aid, response to security breach and incident, including their investigation.
	☐	☐	☐	
	

	
	m.	Reporting suspected infection/accidental exposure/intruders/information security breaches.
	☐	☐	☐	
	

	
	n.	Response to discrepancies related to inventory of hazardous materials.  
	☐	☐	☐	
	

	
	o.  Familiarizing with all relevant hazardous signages, their storage, transportation conditions, and Safety Data Sheet.
	☐	☐	☐	
	

	
	p.  Understanding and adhering to BATA legislative requirements which may include the following topics:
	
	
	
	
	

	
	•	Scheduled BAs/toxins.
	☐	☐	☐	
	

	
	•	Their associated requirements or conditions for importation, transshipment, possession, inactivation, transfer and transportation.

	☐	☐	☐	
	

	
	3.    Personnel competence in all the above and any other relevant topics are:
	
	
	
	
	

	
	a.	Assessed at the end of the training.
	☐	☐	☐	
	

	
	b.	Monitored from time to time and retraining was provided, if necessary.

	☐	☐	☐	
	

	
	4.    Relevant refresher training courses are carried out at least once a year. Please specify ______________

	☐	☐	☐	
	

	
	5.   Records documented personnel have read and follow instructions on the practices and procedures, including safety and operations, are available. 
Note: Competency assessment and monitoring document required for all personnel, annually.

	☐	☐	☐	
	

	III
	Documentation and Record Keeping

There is a system to:

	
	
	
	
	

	
	1. Maintain records pertaining to policies, compliance, operation procedures, safety and security of the facility including an inventory of BAs/toxins, incident reports, training records, etc. with a minimum retention period of: 
	
	
	
	
	

	
	a. At least 5 years for a registered facility that has physical possession of the BATA scheduled BAs/toxins.
	☐	☐	☐	
	

	
	b. At least 3 years for a registered facility that no longer has physical possession of the scheduled BAs/toxins or for a de-registered facility.

	☐	☐	☐	
	

	
	2. Review and update all biosafety/ biosecurity related documents at least every 2 years or earlier.

	☐	☐	☐	
	

	
	3. Control such documents, such as their version, distribution, accession, retrieval, usage, storage, and disposal, with consideration of their associated risks.

	☐	☐	☐	
	

	IV
	Information Security

The laboratory information security system is or includes: 

	
	
	
	
	

	
	1. Meeting the Cyber Security Agency of Singapore’s requirements (e.g. cyber security health check, cyber security certification for organisation). 

	☐	☐	☐	
	

	
	2. Proper identification and classification of security sensitive information (as per institutional and/or laboratory’s risk assessment).

	☐	☐	☐	
	

	
	3. Incorporating with measures to protect information from unauthorized access, at all stages (use, store, and share data) and for all forms (electronic data or hard copy data). 

	☐	☐	☐	
	

	
	4. Incorporating procedures to properly destroy the information when it is no longer required or after the required retention period.

	☐	☐	☐	
	

	
	5. Incorporating processes to verify the system (including 2 to 4) are implemented effectively.

	☐	☐	☐	
	

	V
	Non-employees and Personnel Security 
	
	
	
	
	

	
	
1. Access to the facility (by employees or non-employees) is limited or restricted to authorized personnel only.

	☐	☐	☐	
	

	
	2. For a facility gazetted as a Protected Place:
a.	It meets all the PSWG requirements. Please attach the PSWG checklist with complete information __________________
	☐	☐	☐	
	

	
	b.	Access to high-risk security areas is limited to authorized personnel who are security vetted by the authorities.
	☐	☐	☐	
	

	
	c.  Visitor including suppliers and contractors accessing the facility are accompanied by facility authorized personnel all the time.

	☐	☐	☐	
	

	
	3. There is a system to record all access to the facility, with the following information included:
	
	
	
	
	

	
	a.	Name of authorised personnel or non-authorised personnel (e.g. visitors accompanied by authorised personnel) who enter the facility.
	☐	☐	☐	
	

	
	b.	Date and time of personnel entering and exiting the facility.
	☐	☐	☐	
	

	
	c.	Purpose of entering the facility and/or activities carried out in the facility. 
	☐	☐	☐	
	

	
	d.	Periodic (internal) audits and the findings.

	☐	☐	☐	
	

	8
	Operations
	
	
	
	
	

	I
	Operational Planning and Control 
	
	
	
	
	

	
	1.	The facility is separated from the public space with restricted access. 

	☐	☐	☐	
	

	
	2.	Main entry/exit door area is: 
a.	Provided with sufficient lighting 24/7. 
	☐	☐	☐	
	

	
	b.	Installed with Closed Circuit Television (CCTV) monitoring cameras or equivalent technology, with minimal archival duration of 31 days (applicable for Protected Place facilities). Please specify the minimum archival duration __________________    
	☐	☐	☐	
	

	
	c.  Equipped with a physical access control mechanism (e.g. identification card, biometric etc.), with traceable tracking records. Please specify the control mechanism ________________

	☐	☐	☐	
	

	
	3.    The main entrance door for the facility or designated laboratory door is:
a.	Affixed with a biohazard signage.
	☐	☐	☐	
	

	
	b.  Affixed with other appropriate hazard signage (e.g. chemical, radiological or animal, or animal-protected place), if relevant.
	☐	☐	☐	
	

	
	c.  Posted with the name of the laboratory and the name and contact number of the personnel responsible.

	☐	☐	☐	
	

	
	4.	A designated area for the donning and doffing of PPE is clearly defined and demarcated in the facility.

	☐	☐	☐	
	

	
	5.	The emergency exit area is unobstructed and well lit, 24/7. 

	☐	☐	☐	
	

	
	6.	All the doors of the facility are: 
a.	Self-closing.
	☐	☐	☐	
	

	
	b.	Kept closed all the time. 
	☐	☐	☐	
	

	
	c.	Installed with door alarm that will be activated when door is left ajar.

	☐	☐	☐	
	

	
	7.	The interior surfaces of the facility and lab furniture are constructed:
a.	For easy cleaning and housekeeping. 
	☐	☐	☐	
	

	
	b.	To be impervious to water and resistant to acids, alkalis, organic solvents, and moderate heat.

	☐	☐	☐	
	

	
	8.	The facility is built with the following features: 
a.	Seams, floors, walls, and ceiling surfaces are sealed. 
	☐	☐	☐	
	

	
	b.	Spaces around the doors and ventilation openings are sealable to facilitate spatial decontamination, if relevant.
	☐	☐	☐	
	

	
	c.	Floors are slip-resistant, impervious to liquids, and resistant to chemicals.
	☐	☐	☐	
	

	
	d.	Interior surfaces and furniture are capable of withstanding cleaning with detergents/disinfectants, impervious to water and resistant to acids, alkalis, organic solvents, and moderate heat, and the impact of heavy equipment/furniture without becoming gouged, cracked, or pitted.
	☐	☐	☐	
	

	
	e.	Open floor drains, if any, are fitted with traps and the traps are always filled with water/disinfectants.

	☐	☐	☐	
	

	
	9.	Windows present at the laboratory perimeter (if any) are, 
a.	Kept closed all the time. 
	☐	☐	☐	
	

	
	b.	Installed with a system to prevent direct visualization into the laboratory by unauthorised personnel, if warranted.

	☐	☐	☐	
	

	
	10.	The facility:
a.	Is adequately illuminated based on applicable regulations.
	☐	☐	☐	
	

	
	b.	Is clean and free from obstruction.
	☐	☐	☐	
	

	
	c.	Is free of trip hazards.
	☐	☐	☐	
	

	
	d.	Has passages that are at least 1.2m in width for fire evacuation.
	☐	☐	☐	
	

	
	e.	Does not have unsecured shelves or furniture that pose physical hazard.
	☐	☐	☐	
	

	
	f.   Has an active and effective pest control programme. 
	☐	☐	☐	
	

	
	g.  With equipment/tools that are affixed with the appropriate hazard signages if they are exposed/used for/in contact with hazards/hazardous materials (e.g. ultraviolet light, laser, high/low temperature, infectious materials, chemical, radiological, etc.).

	☐	☐	☐	
	

	II
	Air Conditioning and Mechanical Ventilation (ACMV) System
	
	
	
	
	

	
	
1. Air pressure differentials between the laboratory (“dirty”) and external (“clean”) is established by the HVAC system that creates and maintains inward airflow under normal operation. Please specify differential pressures ___________________

	☐	☐	☐	
	

	
	2. Within the laboratory, air is moving from areas of potentially lower containment area (e.g. PPE donning area, BSL-2 corridor) towards areas of higher containment area (e.g. laboratory experimental work areas, animal rooms, animal cubicles, postmortem rooms etc.). 
Note: To include a layout of the facility, indicating the direction of airflow and differential pressure between the different zones/areas.

	☐	☐	☐	
	

	III
	Utility
	
	
	
	
	

	
	
1. Sufficient exit/lighting is available for safe evacuation and capturing CCTV footage clearly.

	☐	☐	☐	
	

	
	2. Emergency power supply and/or uninterrupted power supply is/are available to support critical systems, areas, and equipment (e.g. building automation system, ACMV, lighting, security system, etc.).

	☐	☐	☐	
	

	
	3. An alert system is available in the event of ventilation system failure and/or deviations from set ranges.

	☐	☐	☐	
	

	
	4. Water supply pipes are in accordance with PUB requirements and are installed with backflow preventers, where appropriate.

	☐	☐	☐	
	

	
	5. Gas cylinders are secured and fitted with safety caps and kept outside of the containment area if they are not in use (e.g. storage, backup supply or empty). 

	☐	☐	☐	
	

	
	6. Electrical outlets and wires are designed to prevent electrocution and trip hazard and with the following features: 
	
	
	
	
	

	
	a.	Away from water source, e.g. the sink. 
	☐	☐	☐	
	

	
	b.	Earthed/grounded and have proper polarity.
	☐	☐	☐	
	

	
	c.	Not overloaded with electrical strips.  
	☐	☐	☐	
	

	
	d.	No loose hanging or floor lying wires.

	☐	☐	☐	
	

	IV
	Chemical Safety, Radiological and General Safety
	
	
	
	
	

	
	
1. The following authorities’ permits or licenses, if relevant, have been secured for: 
	
	
	
	
	

	
	a.	Chemical hazardous substances, under the Environmental Protection and Management (Hazardous Substances) Regulations
	☐	☐	☐	
	

	
	b.	Flammable materials and fire safety, under the Fire Safety Act 
	☐	☐	☐	
	

	
	c.	Ionizing radiation, under the Radiation Protection (Ionising Radiation) Regulations

	☐	☐	☐	
	

	
	2. There is a Chemical and/or radiological safety programme which covers at least the following aspects: 
	
	
	
	
	

	
	a.   Restriction of storing chemicals/ radioisotopes in open areas, corridors, passages and stairs.
	☐	☐	☐	
	

	
	b. Storage of the materials is done in accordance with the standard hazard classification (e.g. flammable, combustible, corrosive, oxidizer etc.) and is:
	
	
	
	
	

	
	· Limited to small volume (<1L)
	☐	☐	☐	
	

	
	· Properly segregated, based on compatibility
	☐	☐	☐	
	

	
	· Not stored above eye level
	☐	☐	☐	
	

	
	· Within a secondary container
	☐	☐	☐	
	

	
	· Regularly monitor and update the list and dangerous chemicals
	☐	☐	☐	
	

	
	c. The need to affix hazardous warning signage (based on the Globally Harmonized System for Chemical Classification) on the external container. 
	☐	☐	☐	
	

	
	d. Handling of chemicals in proper containment equipment (such as a fume hood) and/or with proper personal protective equipment.
	☐	☐	☐	
	

	
	e. Management of chemical spillage.

	☐	☐	☐	
	

	V
	Commissioning and Decommissioning
	
	
	
	
	

	
	
1. Both commissioning and decommissioning of facilities, or areas therein, are included as part of the formal and documented planning stages of the organization. 
	☐	☐	☐	
	

	
	2. There is a formal process for commissioning new or significantly renovated facilities, or areas therein, and the final decommissioning of facilities prior to them being taken out of service, repurposed, or deconstructed.

	☐	☐	☐	
	

	VI
	Maintenance, Control, Calibration, Certification and Validation (Safety equipment and facility fixtures)
	
	
	
	
	

	
	
1. Hands-free handwashing sinks are available before exiting the laboratory, and in work areas where exposure to hazardous materials, contaminated materials and/or blood/body fluids can occur.

	☐	☐	☐	
	

	
	2. A safety eyewash station is accessible in critical facility areas and is maintained regularly to prevent contamination. Please specify maintenance frequency ______________

	☐	☐	☐	
	

	
	3. First Aid kit is accessible in the laboratory area, with its contents routinely checked and replenished when utilized or expired.

	☐	☐	☐	
	

	
	4. Appropriate spill kits are available for managing:
a.	Biological hazards.
	☐	☐	☐	
	

	
	b.	Chemical hazards.
	☐	☐	☐	
	

	
	c.	Radiological hazard.
	☐	☐	☐	
	

	
	d.  The above contents are routinely checked and replenished when utilized or expired.

	☐	☐	☐	
	

	
	5. Autoclave
a.	The available autoclave type (vacuum or gravity or combined) and its sterilisation settings (temperature, pressure, time) are appropriate for decontaminating waste and/or contaminated materials.  
	☐	☐	☐	
	

	
	b.	Autoclaves are installed in well-ventilated areas that are away from experimental workspaces or within a specifically designated room. 
	☐	☐	☐	
	

	
	c.	Validation of autoclave sterility cycle is checked with biological indicators. Please specify the frequency of effectiveness validation _______________  
	☐	☐	☐	
	

	
	d.	Autoclaves and other pressure vessels are regularly inspected or certified by relevant authorised personnel from MOM.

	☐	☐	☐	
	

	
	6. Biosafety cabinets (BSCs)
a.	BSC is available for procedures with potential for creating infectious aerosol or splashes. 
	☐	☐	☐	
	

	
	b.	If yes for “a”, please specify the type of the BSC and number of BSCs for the respective type _____________________
	☐	☐	☐	
	

	
	c.	BSC is installed at an appropriate place in the laboratory, with cabinet airflow NOT easily affected by its surroundings or by personnel movement.  
	☐	☐	☐	
	

	
	d.	BSC are tested and certified annually or after repair, relocation or malfunction, whichever occurs earlier, in accordance with NSF/ANSI 49, AS1807, EN12469 standards or as per the manufacturer’s standard and by a qualified person. 
	☐	☐	☐	
	

	
	e.	Certification report is available for each BSC, and the last certification date (with summarized results) affixed on the BSC for easy visibility.

	☐	☐	☐	
	

	
	7. Centrifuge
a. Aerosol-tight caps for a centrifuge rotor or centrifuge tube buckets are available for centrifuging infectious materials that are transmissible through the aerosol route.
	☐	☐	☐	
	

	
	b. It is incorporated with safety features, such as lid cannot be opened during operation/centrifugation.

	☐	☐	☐	
	

	
	8. Describe any other installed laboratory equipment that could be a source for:
	
	
	
	
	

	
	a. Safety risks (e.g. microtome, vacuum pump) ___________
	☐	☐	☐
	
	

	
	b. Chemical risks ________________ 
	☐	☐	☐	
	

	
	c. Laser/radiation risks (e.g. flow cytometer, imaging machine) _________________ 

	☐	☐	☐	
	

	
	9. Equipment maintenance
a.  The above equipment (2 to 8) is maintained annually or as per the manufacturer’s specifications, whichever occurs earlier. 
	☐	☐	☐	
	

	
	b.  Records of maintenance are available.

	☐	☐	☐	
	

	
	10. Personnel
a.   Are trained and competent in operating the above equipment.
	☐	☐	☐	
	

	
	b.   Operate the equipment according to the manufacturer’s instructions. 
	☐	☐	☐	
	

	
	c.   Should NOT attempt to repair/service any of the above equipment unless they are trained, competent and authorized to do so. 

	☐	☐	☐	
	

	
	11. Procedures are implemented to decontaminate the equipment
a.  Immediately after they are contaminated by or used for handling hazardous materials.
	☐	☐	☐	
	

	
	b.  Before sending them for service, repair, shipping or disposal.               Note: Discuss with the biosafety officer for the decontamination method.

	☐	☐	☐	
	

	VII
	Security

A laboratory security plan/programme is available and implemented which covers at least the following aspects:

	
	
	
	
	

	
	1. Identifying threats associated with security-sensitive materials (e.g. biological, chemical, radiological materials, equipment, information, knowledge etc.) and information.

	☐	☐	☐	
	

	
	2. Prioritizing of potential security incidents associated with the above identified threats.

	☐	☐	☐	
	

	
	3. Implementing security risk mitigation strategies to safeguard the prioritized potential security incidents and consequences. 

	☐	☐	☐	
	

	
	4. Establishing a response plan for security incidents, which includes reporting to the relevant authorities.

	☐	☐	☐	
	

	
	5. Promoting staff security awareness and training.

	☐	☐	☐	
	

	VIII
	Inventory Storage and Management  

1. There is an inventory system for:
	
	
	
	
	

	
	a.  BAs/toxins, and samples potentially contaminated with BAs/toxins which are pending diagnostic/analytic test results; upon confirmation diagnosis/analysis and pending storage or disposal in the facility.
	☐	☐	☐	
	

	
	b.  Notification to MOH of the movement (transfer in/out) of the BATA-regulated BAs/toxins, if relevant.

	☐	☐	☐	
	

	
	2. The inventory of BATA-regulated Schedule BAs/toxins and samples potentially contained BATA-regulated Scheduled BAs/ toxins contains at least the following information:
	
	
	
	
	

	
	a.	Date of transaction.
	☐	☐	☐	
	

	
	b.	Name of the BA/toxin.
	☐	☐	☐	
	

	
	c.	Nature of the sample (e.g. culture isolate, serum, sputum). 
	☐	☐	☐	
	

	
	d.	Source of the BA/toxin, and samples.
	☐	☐	☐	
	

	
	e.	Quantity transferred in/received.
	☐	☐	☐	
	

	
	f.	Quantity transferred out/used.
	☐	☐	☐	
	

	
	g.	Purpose of transfer/use. 
	☐	☐	☐	
	

	
	h.	Person(s) adding/using/withdrawing the BA/toxin and associated samples.
	☐	☐	☐	
	

	
	i.	Location of storage, which is safe and secure, and accessible only by authorized personnel.
	☐	☐	☐	
	

	
	j.	Quantity destroyed or disposed of.

	☐	☐	☐	
	

	
	3. There is a review/audit system to ensure that:
	
	
	
	
	

	
	a.	The existing inventory is physically checked against the inventory records regularly. 
	☐	☐	☐	
	

	
	b.	Movement of BA/toxin (import, possess, transfer, transport) is tracked.
	☐	☐	☐	
	

	
	c.	Responsible person to ensure that the inventory records are up to date and reviewed regularly.
	☐	☐	☐	
	

	
	d.	Follow-up actions for all audit findings.

	☐	☐	☐	
	

	IX
	Good Microbiological Practices and Procedures (GMPP)

There is a system to raise awareness and promote GMPP among staff/employees, which include the following:

	
	
	
	
	

	
	1. General work practices:
a.	Prohibition of eating, drinking, applying cosmetics, smoking, storage of food and drinks, and handling of contact lenses in the laboratory area.
	☐	☐	☐	
	

	
	b.	Restraining of longhair.
	☐	☐	☐	
	

	
	c.	Prohibition of mouth pipetting and mechanical pipetting devices are provided for use in the laboratory.
	☐	☐	☐	
	

	
	d.	Refraining on the use of handphone within the laboratory.
	☐	☐	☐	
	

	
	e.	Prohibition on the use of earbuds within the laboratory.
	☐	☐	☐	
	

	
	f.	Donning laboratory PPE is restricted inside the laboratory
	☐	☐	☐	
	

	
	g.	Maintaining proper airflow of BSC when in use by: 
· Handling samples with infectious materials at least 10cm away from front grilles.
	☐	☐	☐	
	

	
	· Prohibiting the use of open flames inside the BSC.
	☐	☐	☐	
	

	
	· Not obstructing the airflow grilles and exhaust filters of BSC.
	☐	☐	☐	
	

	
	h.  Packing, transferring and transporting of BATA First Schedule BAs, Fifth Schedule toxins, and/or their associated samples in accordance with:
	
	
	
	
	

	
	· BATA (Transportation) Regulations, for local transportation.
	☐	☐	☐
	
	

	
	· IATA Dangerous Goods Regulations, for international transportation.

	☐	☐	☐	
	

	
	2. Procedures generating aerosol (e.g. splashing, spraying or splattering of blood, body fluids, infectious or potentially infectious materials) are carried out within a BSC or other primary containment equipment.

	☐	☐	☐	
	

	
	3. Blood or other potentially infectious materials are kept in a leak- and break-resistant primary receptacle; before storing or transferring (from one place to another) in a break-resistant secondary container.

	☐	☐	☐	
	

	
	4. Handwashing is done in the following situations:
a.   When there is direct contact of unprotected hands with contaminated or potentially contaminated materials. 
	☐	☐	☐	
	

	
	b.	Before exiting the laboratory area.

	☐	☐	☐	
	

	
	5. Universal precautions for preventing exposure to infectious BA are practiced when working with human serum/ other body fluids and infected animals.

	☐	☐	☐	
	

	
	6. Safe use and disposal of sharps policy and SOPs are in place, which include the following principles:
	
	
	
	
	

	
	a.   Glassware is substituted by plasticware whenever possible.
	☐	☐	☐	
	

	
	b.   Needle-lock syringes are used while dispensing infectious BAs/toxins.
	☐	☐	☐	
	

	
	c.   Recapping of needle is avoided.
	☐	☐	☐	
	

	
	d.   Bending and breaking of needles are prohibited under all circumstances.
	☐	☐	☐	
	

	
	e.   Leakproof, puncture-resistant sharps containers with appropriate labels are readily available for disposal of used sharps and broken glasses.
	☐	☐	☐	
	

	
	f.    Sharps containers are not overfilled beyond the recommended fill line or beyond ¾ full.
	☐	☐	☐	
	

	
	g.   Contaminated reusable sharps such as forceps, knives, and scissors are properly secured and stored before sending for decontamination (e.g. chemical disinfection or autoclaving).

	☐	☐	☐	
	

	X
	Personal Protective Equipment

	
	
	
	
	

	
	1. Appropriate PPE based on risk assessment and approved by BRM Committee (and this may include laboratory scrub, laboratory coat, respirators - N95 mask or PAPR, gloves, eye protection tools, and shoe covers) and are readily available for the use of laboratory personnel.

	☐	☐	☐	
	

	
	2. Appropriate goggles and/or face shields (in addition to core PPE) are available for personnel who handle aerosolized biological samples outside of the BSC or liquid nitrogen or hazardous chemicals.

	☐	☐	☐	
	

	
	3. Appropriate gloves are available, e.g. temperature-resistant gloves are available when handling ultralow freezer/cryovial/autoclave/oven, or bite-resistant gloves when handling animals.

	☐	☐	☐	
	

	
	4. SOPs are available for the use, maintenance, donning and doffing of PPE.  

	☐	☐	☐	
	

	
	5. Training is provided to every personnel on the above SOPs (see 4).

	☐	☐	☐	
	

	
	6. Personnel competency on the above (see 4 and 5) is regularly assessed and re-training is provided, if necessary. Please specify the frequency _________________

	☐	☐	☐	
	

	XI
	Decontamination and Waste Management

1. A waste management programme is available, which includes minimally the following items:  
	
	
	
	
	

	
	a.	Wastes are segregated into proper containers based on the type and the nature of the hazard.
	☐	☐	☐	
	

	
	b.	Waste containers are properly labelled and not overfilled. 
	☐	☐	☐	
	

	
	c.	Waste containers are closable, leak-proof and hands-free. 
	☐	☐	☐	
	

	
	d.	BATA-regulated BAs/toxins are properly decontaminated before disposal: 
· Contaminated liquid waste is effectively decontaminated before discharge/disposal.
	☐	☐	☐	
	

	
	· Contaminated laboratory solid waste (lab consumables, gloves, dressings, etc.) is placed in autoclavable sturdy biohazard bags for autoclaving.
	☐	☐	☐	
	

	
	e.  Disposing of BATA-regulated BAs/toxins containing waste is carried out by an NEA-licensed waste collector.      

	☐	☐	☐	
	

	
	2. Appropriate disinfectants are used in the laboratory:
a.	Please specify the disinfectants and conditions used for decontaminating lab floor, spill and equipment _____________ 
	☐	☐	☐	
	

	
	b.	Please specify the disinfectant and conditions used for decontaminating work surfaces including bench top and surfaces of the BSC ___________
	☐	☐	☐	
	

	
	c.  SOPs and the relevant disinfectant safety data sheet are available for the above.

	☐	☐	☐	
	

	XII
	Emergency Response and Contingency Planning
	
	
	
	
	

	
	1. There is a written emergency plan and response procedures, which encompass:
	
	
	
	
	

	
	a.   All foreseeable emergency scenarios (including safety and security) that could potentially occur in the facility.
	☐	☐	☐	
	

	
	b.   Prioritization of incident/emergency scenarios and implementing the corresponding response procedures.
	☐	☐	☐	
	

	
	c.   Response procedures include a system to mitigate the risks (e.g. save life and property, contain the risk), incident reporting, investigation and follow-up actions.
	☐	☐	☐	
	

	
	d.   Regular maintenance of emergency response equipment (e.g. fire extinguishers, spill kits)
	☐	☐	☐	
	

	
	e.   Reviewal/endorsement/approval of the plan and procedures by the BRM Committee.

	☐	☐	☐	
	

	
	2. Facility personnel:
a.   Are trained and are assessed to be competent in responding to the incidents.
	☐	☐	☐	
	

	
	b.   Participated in emergency response drills (Please refer to 3 below)

	☐	☐	☐	
	

	
	3. Regular incident/emergency response drills are conducted. Please specify the frequency ________
Note: Red Teaming Exercise is required for facility gazetted as Protected Place. Red Teaming exercises are conducted annually to identify vulnerability in the security plan and system, if any, and to assess if the security response procedures need enhancement.

	
☐
	
☐
	
☐
	
	

	
	4. Records are available for the above (1, 2 and 3).

	☐	☐	☐	
	

	9
	Performance Evaluation
	
	
	
	
	

	I
	Monitoring, Measurement, Analysis and Evaluation
Please refer to 8(VI).
	
	
	
	
	

	II
	Internal and External Commissioning/Audit/Certification
	
	
	
	
	

	
	1. Please refer to section on past record of facility commissioning/audit/certification by an authority/professional body/external or internal auditors/certifiers in 4(II).

	
	
	
	
	

	
	2. Please specify frequency of audit/certification ___________

	☐	☐	☐	
	

	
	3. Audit/certification reports are kept and available for review.

	☐	☐	☐	
	

	
	4. Preventive and/or corrective actions are implemented to address the findings indicated in audit/certification report.

	☐	☐	☐	
	

	III
	Management Review

Top management or delegated team reviewed the BRM system, at planned intervals, to ensure its continuing suitability, adequacy, and effectiveness.

	☐	☐	☐	
	

	10
	Improvement
	
	
	
	
	

	I
	Incident, Nonconformity, and Corrective Action

	
	
	
	
	

	
	1. A system is in place for:
	
	
	
	
	

	
	a.	Reporting incidents or nonconformities.
	☐	☐	☐	
	

	
	b.	Investigating root causes and implementing preventive and/or corrective action.
	☐	☐	☐	
	

	
	c.	Amending/updating BRM system, if necessary.
	☐	☐	☐	
	

	
	d.  Communicating and retraining staff, if necessary.
	☐	☐	☐	
	

	
	e.	Monitoring effectiveness of preventive and/or corrective actions.
	☐	☐	☐	
	

	
	f.	Maintaining incident-related records.

	☐	☐	☐	
	

	
	2. A system is in place to promptly report MOH on the following:
	
	
	
	
	

	
	a.	Confirmed or suspected infection or illness acquired by facility personnel in the course of carrying out activities involving the scheduled BA/toxin at the facility.
	☐	☐	☐	
	

	
	b.	Adverse events involving BAs that can potentially cause transmission of disease.
	☐	☐	☐	
	

	
	c.	Adverse events involving toxins.
	☐	☐	☐	
	

	
	d.	Loss of BAs/toxins.
	☐	☐	☐	
	

	
	e.	Receipt and transfer of BAs/toxins.
	☐	☐	☐	
	

	
	f.	Destruction/disposal of BA/toxin stocks.
	☐	☐	☐	
	

	II
	Continual Improvement 
	
	
	
	
	

	
	The facility has the following key processes: 

	
	
	
	
	

	
	1. Enhance BRM system performance (Please refer to 9 above).

	☐	☐	☐	
	

	
	2. Foster a culture of continual improvement through management leadership.

	☐	☐	☐	
	

	
	3. Encourage personnel participation in improvement initiatives.  

	☐	☐	☐	
	

	
	4. Communicate relevant progress of continual improvement with personnel and other stakeholders.

	☐	☐	☐	
	

	OTHERS: On-site practical demonstration of emergency response/laboratory procedure, etc.

	I
	
Description of scenario

	☐	☐	☐	
	

	II
	
Observations/findings

	☐	☐	☐	
	

	III
	
Comments

	☐	☐	☐	
	







