ON-SITE AUDIT REPORT
Laboratory Accreditation On-Site Audit Report
Laboratory: National Polio Laboratory, Estonia
Audit Period Reviewed: 01 January 2025 – 31 December 2025
Audit Date: 9-10 June 2026
Audit Scope: Virus Isolation (VI), Intratypic Differentiation (ITD), and Environmental Surveillance (ES) Activities
Reference: GPLN Accreditation Checklist Version 3
1. Executive Summary
An on-site audit of the National Polio Laboratory of Estonia was conducted in accordance with GPLN accreditation requirements for Virus Isolation, Intratypic Differentiation and Environmental Surveillance. The laboratory demonstrated a mature quality management system, strong technical competence, effective biosafety practices, and excellent programme performance. Performance remained strong across proficiency testing programs, with scores of 100% for Virus Isolation and Environmental Surveillance and 95% for ITD testing. The laboratory demonstrated excellent reporting performance in WIISE and other WHO reporting platforms, implemented effective remediation measures following the most recent ES proficiency testing exercise, and maintains robust staffing arrangements with adequate surge capacity.
2. Scope of Audit
Laboratory organization and staffing
Facility design and workflow
Virus isolation procedures
Intratypic differentiation testing
Environmental surveillance procedures
Biosafety and biosecurity practices
Equipment management
Reagent and inventory management
Data management and reporting
Quality assurance activities
Compliance with GPLN containment requirements
3. Strengths Observed
3.1 Quality Management and Leadership
Clear organizational structure with defined supervisory responsibilities.
Comprehensive SOP system with routine review and implementation.
Effective contingency planning for staffing, equipment failure, and supply shortages.
Strong supervisory oversight of laboratory records and results.
3.2 Technical Performance
Virus Isolation
100% of AFP specimens reported within the required timeframe.
100% score achieved in the most recent Virus Isolation Proficiency Test.
Appropriate use of RD and L20B cell lines.
Good specimen handling and storage practices.
Intratypic Differentiation
95% score achieved in the most recent ITD/VDPV proficiency test.
Well-designed molecular laboratory layout with appropriate workflow separation.
Regular proficiency maintenance activities despite absence of routine poliovirus-positive isolates.
Environmental Surveillance
100% Environmental Surveillance proficiency testing score achieved.
Excellent reporting performance in WIISE and other WHO reporting platforms.
Excellent remediation measures following the most recent ES proficiency testing exercise.
3.3 Staff Competency
Adequate staffing levels for current workload.
Successful recruitment and training of additional personnel.
Comprehensive in-house training programs.
Robust staffing arrangements to ensure continuity of operations and surge capacity during increased workload or emergency response activities.
3.4 Biosafety and Biosecurity
Appropriate use and certification of biosafety cabinets and other relevant equipment.
3.5 Equipment and Infrastructure
Equipment calibration and maintenance programs are well managed.
Laboratory facilities are modern, clean, organized, and maintained appropriately.
4. Findings and Areas for Improvement
4.1 Cell Line Management
Recommendation: Replace cells from an authenticated GPLN source (MHRA; UK).
4.2 Biosafety Monitoring
Observation: Poliovirus antibody titer or vaccination status assessments for staff have not been conducted.
Recommendation: Implement periodic poliovirus antibody titer testing for all relevant laboratory staff in accordance with WHO guidance.
4.3 Spill Response Preparedness
Observation: Spill control kits are not available directly within all rooms where infectious or potentially infectious materials are handled.
Recommendation: Place appropriately stocked spill control kits (disinfectant in working concentration, PPE, absorbent material, etc.) directly within each room where infectious or potentially infectious materials are handled.
4.4 Advanced Molecular Detection Capacity
Recommendation: Personnel should undergo training in poliovirus direct detection using nanopore sequencing technology (DDNS) to strengthen virus detection and characterization capacity (WHO can support this activity).
4.5 Disinfectant Management and Use
Observation: Disinfectant management practices could be strengthened.
Recommendation: Use disinfectants proven effective against poliovirus in all rooms where infectious material is handled. All working-strength disinfectant containers should be labelled with the date of preparation. A subsequent wipe-down with 70% ethanol may be used where surfaces could be affected by more aggressive disinfectants.
5. Overall Assessment
The National Polio Laboratory of Estonia demonstrates a mature quality system, strong technical competence and effective management oversight. Identified deficiencies are minor and do not affect the laboratory's ability to support national poliovirus surveillance activities.
6. Audit Conclusion
The laboratory is recommended to maintain accreditation for Virus Isolation, Intratypic Differentiation and granted Environmental Surveillance accreditation (previously provisionally accredited), subject to implementation of the recommendations identified during this audit.
7. Recommendations and Action Plan
	Action Item
	Responsible
	Priority
	Timeline

	Implement poliovirus antibody titre monitoring
	Laboratory Manager/Biosafety Officer
	High
	6 months

	Install spill kits in all relevant work areas
	Biosafety Officer
	High
	Immediate

	Strengthen disinfectant management and labelling
	QA Team
	High
	1 month

	Nanopore sequencing training
	Molecular Team
	Medium
	12 months



8. Conclusion
The audit confirms that the laboratory operates at a high level of compliance with GPLN accreditation requirements. Continued implementation of the recommendations outlined in this report will further strengthen biosafety, quality assurance, and technical capacity.




