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POCT: Achieving UKAS Accreditation 
*The Harrogate Experience* 

Sarah Glover 
Clinical Scientist & POCT Clinical Lead 
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Introduction  



Background 



 Harrogate and District NHS Foundation trust 

 

Background 



 Hospitals 

 Outreach clinics 

 North Leeds 

 Community  

 Integrated care teams 

 NY Dental services 

Background 



 Sub-department of Blood Sciences 

 1.2 WTE Band 3 Practitioner 

 1.2 WTE Band 7 POCT Manager 

 POCT Clinical Lead 

 

POCT Department 



 2007: Accredited as part of Biochemistry to CPA standards 

 2011: Accredited to CPA POCT standards 

 2013: Re-assessed surveillance visit 

 

 Jan 2015: Blood Sciences UKAS assessment 

 March 2016: POCT UKAS assessment – ISO accredited 

 

 October 2016 and 2017: Surveillance visits 

 Joint BS and POCT 

POCT Accreditation 



 ISO Accredited Pathology lab? 

 Governance 

 Scope? 
 Devices, locations, service users 

 ? Pre-assessment visit 

 Gap analysis 

 Cost!! 

 Application Paperwork 
 

Applying for UKAS ISO Accreditation  



 5 GEM 4000 blood gas analysers (ward based) 

 1 EPOC blood gas analyser (patient’s homes) 

 ~ 60 Abbott FPP blood glucose/ketone meters 
(hospital wards, community hospital, outreach clinics) 

 ~ 30 Sterilab Urilyzer Pro urine dipstick analysers 
(hospital wards, community hospital, outreach clinics) 

 2 Alere Afinion HbA1c meters (hospital clinics) 

 

Which Services Did We Include? 



 Glucose meters used by community staff 

 fFN meter 

 INR meter 

 Cholestech LDX meter (healthchecks) 

 Drager Bilirubinometer 

 CO meters 

What We Excluded!! 



 Initial Gap analysis - audits are a good tool 

 Risk Assessments 

 Updated documentation 

 Training programs 

 Evidence of competency 

 Committee and governance structure 

Preparing For The Assessment 



 Uncertainty calculations 

 Reagent acceptance 

 Asset management / record keeping 

 Traceability 

 Some aspects of verification 

 Temperature audits 

 

 

What Was New For Us? 



 Gap analysis 

 Task list: assign responsibilities & target dates 

 Huddles!! 

 

 

Preparation - What Worked For Us 



 Communicating regularly with UKAS 

 Interpretation of standards 

 

 Multidisciplinary involvement in preparation:  

 Pharmacy 

 Suppliers 

 Clinical teams 

Preparation - What Worked For Us 



 Assessors requested documentation 

 UKAS identified areas to be assessed 

 Devices  liaise with users, clinics etc 

 Locations  create a visit plan 

 

Pre-Assessment 



 Lead assessor - Louise Davison 

 2 Technical assessors 

 2 full days on site 

 Moderator- Delia Geary 

 

Assessment Days!!! 



 Opening meeting 

 Lead assessor 

 All aspects of quality management system 

 Technical assessors 

 visits & audits at locations on & off site 

 Feedback & discussion throughout assessment 

 Closing meeting 

Format of Assessment 



 Ensuring a user is performing a test at time of 
assessment! 

 Expect the unexpected e.g. clinic cancellations 

 Evidence 

 can you prove what you say?  

 Time pressures - geography 

 Running the service during the assessment!!!! 

Challenges….. 



Improvement action Summary (IAS)  



 37 mandatory non-conformances and 2 
recommendations 

 Main areas were : 
 Training 

 Product verification 

 Communication 

 Audit 

 Governance 

 12 weeks to address non-conformances 

Non-conformances 



 Training 

 Practical evidence of competency 

 Professional responsibilities of users 

 Sample collection: ensuring users are competent 

 Verification 

 Comparability between individual POCT devices 

 In-house QC ranges 

 IT verification 

 

Key Issues 



 Communication 

 Clear outline of communication channels with users 

 Providing evidence 

 Audit 

 Record of audit training 

 Root cause analysis, follow up 

 

Key Issues 



 Very clear roles and responsibilities 

 Procurement of new services 

 Ownership of results 

 Test requesting 

 POCT staff management competency assessment & CPD 

 Multidisciplinary decision making 

Key Issues: Governance 



 Submission of evidence 

 Most NCs cleared with first round of evidence 

 All NCs cleared in 3-4 months 

 

 

Accreditation Granted  

Non Conformances - Clearance 



 Every year 
 Full assessment every 4 years 

 Oct 2016 - 2 days in POCT 
 lead assessor 

 1 technical assessor 

 Identified areas to visit 

 Lead assessor followed up on any previous concerns 
& NCs 

 4 weeks to submit evidence – 4 NCs 

Surveillance Visits 



 Opportunity to add additional services / amend 
current services 

 Extension to scope (ETS) for any changes 
 New analysers 

 Additional locations 

 Changes to devices / kits 

 2017 – Gem 5000 BG analysers installed 
 Assessed in Oct 2017 

 12 weeks to clear NCs if ETS 

 

Surveillance Visits 



 Ensures value for money for the Trust 

 In times of austerity, having a clearly defined quality 
framework ensures quality is not compromised for 
financial gain 

 Informs users of their responsibilities to ensure the 
service is clinically & cost effective  

 Benchmarked the quality of our service 

 Applying ISO standards to non-accredited areas 

 

 

 

How Have We Improved? 



 Standardisation & improved efficiency 

 We identify issues sooner so fixes are quicker & easier 

 Continuous evaluation of service provision 

 Improved the quality of the POCT service 

 

 

How Have We Improved? 



Preparation 
Assessment 

Visit 
Accreditation 

Before…… 

Phew! Preparation 
Assessment 

Visit 
Accreditation 
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…and After 

Preparation, 
visit plan etc 

Assessment 
visit 

Evidence for 
Non 

conformances 

Accreditation 

Continuous service 
review: 

quality objectives, 
quality indicators, 

audits etc 

Quality 



 Ever growing service / Ever shrinking NHS budget!! 

 Focussing on connectivity  

 Working with manufacturers to improve device 
functionality to help achieve ISO standards 

 

Main Challenges For Us Now.. 



 UKAS accreditation – not easy but achievable 

 Accreditation is valid for specific devices 

 ISO standards provide a good template to work 
towards in achieving  a quality service 

 Which areas will benefit the service most? 

 One solution does not fit all 

 There are many way to achieve conformance to the 
standards 

Final Thoughts 



Sarah Glover 
Clinical Scientist & POCT Clinical Lead 

Harrogate and District NHS Foundation Trust 

 

sarah.glover@hdft.nhs.uk 

Thank you for your time 



Plans for the Future
� What are the top challenges in a reliable POCT  System
� What do you want to see happening in Scotland
� What should a national policy cover
� National POCT coordinator Group- What Role?
� What approach would services find supportive and 

useful to ensure consistency and to avoid duplication of 
effort



Is the preferred approach:

• Collectively across disciplines across Scotland

• Collectively within disciplines across Scotland

• Collectively across disciplines within boards

• What about ISO 22870

Plans for the Future




