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• Explain what UKAS four-year cycles of accreditation are 

• UKAS process 

• Why the need for a Reassessment 

• Expectations of laboratories undergoing Reassessment 

 

• ~650 ISO 15189 UKAS accredited laboratories 

• First grants were in 2014, first Reassessments in 2018 

• ~162(½) Reassessments each year 

• ~250 granted in 2018, 2022 will be busy 

• 207 ISO 15189 accredited ‘Haematology’ laboratories 

 

• Pay attention, there is a prize…….. 

 

 

 

Introduction 



Surveillance 1 

Surveillance 2 Surveillance 3 

Reassessment 

Four-Year Cycle of Accreditation 



Surveillance vs Reassessment 

Surveillance Reassessment 

Timing 
First surveillance 6 months after initial grant of 
accreditation 

Final assessment in a 4YC (3.5 years after 
grant) 

Frequency 
Annually in the same ‘profile’ month (+/- 1 
month) 

Every 4th year (obviously) 

Locations  All at least once within the 4YC Main laboratory plus sample of others 

Management 
system 

All 4.x clauses & any other requirements between 
IA/RA & RA (i.e. SU1-3) 
Internal audit, management review & complaints  

All 4.x clauses 
Any other requirements 

Technical 
activities 

All areas of competence SU1-3 
EQA coverage & performance 

All key techniques, methods & 
competencies 
EQA coverage & performance 

Personnel 
Sample of staff aligned with technical activities 
Clinical/advisory at least one SU 

Sufficient to provide assurance of 
competence across all testing fields & 
clinical/advisory 



4YC Forward Plan 



4YC Forward Plan 



4YC Forward Plan 
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Pre-Reassessment 
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Reassessment  
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Post-Reassessment 

14 days 



• Initial accreditation expiry date is 4 years from initial grant of 
accreditation (sort of) 
• Expiry date stated on the initial grant letter 

• Profile month and visits are 6 months after initial grant 
• Reassessment will be 6 months before accreditation due to expire 

• Allows 6 months to complete everything before accreditation is due to 
expire  
• Clearance of all mandatory findings 
• UKAS decision process (no decisions for surveillances, usually) 

• Expiry extension process 

• New expiry date will be 4 years on from last expiry date (not from any 
extension) 

• Confirmed with formal renewal of accreditation 

 

Reassessment 



• Begins 4 weeks before when the Visit Plan is received 

Preparation for Reassessment 



• Some preparation of practicalities begins when the Visit Plan is 
received: 

• Confirms the locations being assessed 
• Confirms when assessors will be at each location 
• Confirms the specific activities being assessed at each location 
• Logistics  

 

• Receipt of the Visit Plan is not the time to tell UKAS you’ve changed 
your analysers 

• ……….. nor is the opening meeting at the Reassessment 

• ………………..or when the technical assessor gets in the lab 
 

 

Preparation for Reassessment 



• Begins 6 months before when the visit confirmation is received 

Preparation for Reassessment 



• Visit confirmation is just that: 
• Dates  
• Identity of each assessor (plus current employer) 
• Quotation for the cost of the Reassessment 

 

• All of these should have been discussed and communicated 
prior to receipt of the formal visit confirmation: 

• UKAS office agree dates with the lab 
• Assessors are identified by the Assessment Manager during 

planning 
• Estimate for the effort (days) sent with initial grant or at 

renewal, revised if any changes (x current day rate = cost)  

Preparation for Reassessment 



• When the $£%! should we start preparing then? 

I’d rather ask myself: 

• Why do we need to prepare for a Reassessment? 
• At least 4 previous assessments 
• Entire management system has been assessed at least 

twice (at IA and across SU1-3) 
• All areas of competence have been assessed at least twice 

 

• Maintaining a management system should ensure ongoing 
conformity to ISO 15189, not just conformity immediately before 
the Reassessment when preparation begins 

• Unannounced visits! 

 
 

Preparation for Reassessment 



Reassessment of ongoing conformity 



I promise to give the bearer on demand one 
cleared mandatory finding 
 
Signed on behalf of UKAS: 
 
 
                             Martin Stearn, Senior Assessment Manager  

The free finding clearance token goes to…….. 



• Document control should avoid the need to review/revise SOPs 
immediately before the Reassessment 

• …… and avoid revision before & after assessment 

• Control of records should ensure everything necessary for 
assessment is available & complete 

• Internal audit should identify non-conformity to ISO 15189 and 
internal procedures 

• …… including any missing/incomplete records 

• Management of non-conformities, inc. complaints, root cause 
analysis & implementation of corrective/preventive actions should 
address gaps on an ongoing basis 

• Management reviews should evaluate overall effectiveness and 
identify improvements 

• …… please stop calling it the AMR 
 

Reassessment of ongoing conformity 



• Document control should avoid the need to review/revise SOPs 
before the Reassessment 

• …… and avoid revision before & after assessment 

• Control of records should ensure everything necessary for 
assessment is available & complete 

• Internal audit should identify non-conformity to ISO 15189 and 
internal procedures 

• …… including any missing records 

• Management of non-conformities, inc. complaints, root cause 
analysis & implementation of corrective/preventive actions should 
address gaps on an ongoing basis 

• Management reviews should evaluate overall effectiveness and 
identify improvements 

• …… please stop calling it the AMR 
 

Reassessment of ongoing conformity 



Nothing to prepare 

Martin Stearn, Senior Assessment Manager, UKAS 

martin.stearn@ukas.com 


