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ISO 15189 definitions



But I also Googled it

Google & Wikipedia's contributions to this presentation are acknowledged



ILAC (International Laboratory Accreditation Cooperation) requirements

ILAC’s contribution to this presentation is acknowledged



EA (European Cooperation for Accreditation) requirements

EA’s contribution to this presentation is acknowledged



UKAS requirements



UKAS requirements



UKAS requirements

• Evaluation of the appropriateness of a scheme includes the frequency of distribution 
and number of samples per distribution meeting the lab’s needs

• Labs are expected participate at the frequency decided by the EQA scheme provider 



Frequency of participation

• SARS-CoV-2 PCR testing laboratory:
• 50 samples/day (current, stand by)
• Participate in EQA scheme with 12 distributions of 2 samples per year

• SARS-CoV-2 PCR testing laboratory:
• 50,000 samples/day (ramp up)
• Participate in EQA scheme 1 with 12 distributions of 2 samples per year
• Also participate in EQA scheme 2 with 4 distributions of 5 samples per year
• And EQA scheme 3 with 4 distributions of 3 samples per year
• Plus other quality assurance processes



ISO 15189 requirements



ISO verbs

Shall: indicates a requirement (329 in 2022)

Should: indicates a recommendation (justification if not)

May: indicates a permission

Can: indicates a possibility or capability



ISO 15189 requirements



ISO 15189 requirements



ISO 15189 requirements



To answer the question….

What does UKAS expect from quality assurance?  

• Laboratories / other CABs understand the relevant requirements

• Suitable procedures form monitoring the validity of results are 
established and implemented on a continual basis

• Appropriate actions are taken to address any identified QA issues

• Evidence of this is retained & made available at assessments



ISO 15189:2022



ISO 15189:2022 transition

Date Milestone/Activity

6 December 2022 ISO 15189: 2022 issued

December 2022 to March 2023 UKAS preparation

1 April 2023 UKAS ready to start assessing to ISO 15189: 2022

1 April 2023 

to 31 Dec 2023

Optional Stage: Labs can choose to be assessed to the 2022 version or 

remain with the 2012 version. In any case reports may highlight major 

deviations from the new standard

01 July 2023 onwards Only applications to ISO 15189: 2022 accepted*

1 January 2024 onwards All initial assessments will be to ISO 15189: 2022

1 January 2024 onwards 
(assessment visits should be completed 
by 31 May 2025)

Mandatory Stage: All surveillance/reassessments will be to ISO 15189: 2022

6 December 2025

Accreditations to ISO 15189: 2012 cease to be valid.   Laboratories that have 

not transitioned to the 2022 version by this date will no longer be able to 

claim accreditation for their laboratory activities.

*Excluding extensions to scope, these can only be assessed against the Standard version a laboratory is 
  accredited to  



ISO 15189:2022 transition

• Technical bulletins (www.ukas.com/accreditation/iso-15189-transition):
• 23 December 2022
• 16 January 2023

• Gap analysis template available February 2023 

• Training of UKAS personnel and contracted Technical Assessors completed:
• 50 UKAS  personnel
• 192 contracted Technical Assessors

• Test of Understanding:
• All UKAS personnel passed & competent to assess to 2022
• 106 contracted Technical Assessors passed & competent
• 86 contracted Technical Assessors still to pass

http://www.ukas.com/accreditation/iso-15189-transition


589 ISO 15189 accredited medical laboratories

Assessed

4

Scheduled 2023

15

Scheduled 2024

41

To be scheduled

529

New applicants

7



ISO 15189:2022 transition assessments

• Usually carried out with the scheduled annual surveillance/reassessment
• No application needed
• 2023: Onus is on the lab to request early transition
• 2024: UKAS will arrange transition assessment
• Additional office time charged

• Gap analysis template must be completed and returned to UKAS at least 1 
month before the assessment 
• Lab’s own evaluation of readiness to transition
• To include supporting documentation of how any gaps have been addressed

• On-site assessment to verify the effectiveness of changes made
• Findings raised where non-conformity is found
• 1 month deadline for evidence submission

• Once all mandatory findings are cleared, impartial decision to transition to 2022



ISO 15189:2022 Gap analysis



ISO 15189:2022 key changes

• Structural change to bring ISO 15189 in line with ISO 17025
• ISO 22870 (PoCT), is incorporated into ISO 15189
• Bigger focus on clinical outcomes and risk to patient. First sentence of 

introduction:
The objective of this document is to promote the welfare of patients and satisfaction of 
laboratory users through confidence in the quality and competence of medical 
laboratories.

• Other: e.g., less prescriptive specimen labelling/request form requirements, 
SOPs, report content, verification must be clinically relevant and 
appropriate staff shall be authorised to perform and review verification.

• Risk management and laboratory safety requirements are aligned with ISO 
22367 and 15190



ISO 15189:2022 UKAS resources

www.ukas.com/training-and-
advisory/training/healthcare/



Thank you
www.ukas.com

martin.stearn@ukas.com
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