
HYBRID IQC/EQA PROGRAMMES 

IN SIMPLIFYING POCT 

GOVERNANCE PROCESSES

DR DAVID JAMES

DIRECTOR NEW DIAGNOSTIC SERVICES LTD



POCT IN USE

 POCT has grown in use from dipsticks for urine/glucose to 

molecular-based testing in a relatively short time period

 A growing and significant market



DELIVERING POCT SAFELY

 Differentiate between patient self-testing and service provision

 Liability

 Service design

 Service delivery

 Evidencing “safe”



GUIDELINES

 MHRA – Management and use of point of care devices

 Broad guidance. 

 Does it reflect how and where POCT is delivered in 2018?

 How often do we come across “new POCT” in unexpected locations

 BUT – is very comprehensive in principles

 “The aim of this document is to provide advice and guidance on the 

management and use of point of care testing (POCT) in vitro diagnostic 

(IVD) devices”



IQC AND EQA

 Often confused by non-lab POCT users/organisers

 “optical check = IQC”

 “it’s too expensive”

 “what do I do with all these numbers”



PROFESSIONAL CONFUSION ON IQC

 A Question - “How often should QC be done for POCT?”

 An Answer – “if there are n professionals in the room, n+1 

answers”

 “The Answer”

 “IQC protocols used at POCT should be defined based on risk 

management. The protocol will therefore be dependent on analyser

complexity and availability of inbuilt system checks, and the risk 

associated with release of an incorrect patient result”

Holt and Freedman Ann Clin Biochem. 2016 Mar;53(Pt 2):233-9



EQA

 Participation recommended by MHRA guidance

 How does IQC and EQA guidance impact on day to day 

operation?

 Assume that POCT user has IQC material, and performs a test – what 

does result mean to them?

 EQA sample and results, who looks at it?



POCT REALITY

 Outside of a hospital environment, there may be little oversight or 

advice

 Operators (and commissioners) may perform tasks to best of their 

abilities and training, but QA processes on diagnostics are not 

their forte, and IQC and EQA can prove challenging

 IQC: frequency, what to do with results, what is an acceptable 

result, physical state of IQC material

 EQA: what is that? Isn’t it the same as IQC?



A SIMPLIFIED PROCESS

 How could we make things easier for the POCT user?

 IQC

 Liquid stable material, easily stored

 Clear indication of when an IQC result is acceptable or unacceptable

 Easy record keeping

 EQA

 A single process with IQC





PARTNERS

 Integrated Software Solutions

 Provider of third-party POCT connectivity solution “v-Lab”







PARTNERS

 WEQAS

 Provider of ISO17043 accredited EQA programmes

 Experienced in provision of broad range of POCT programmes





HOW DOES IT WORK?
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ELEMENTS OF QPOCT

 Provision of CE-marked IQC material

 Acceptance values predetermined, appropriate for instrument and 

clinical utility

 Materials are delivered to POCT locations, or to other agreed 

distribution point

 Liquid, stable materials, including INR



ELEMENTS OF QPOCT

 Results from IQC measurement are entered into a cloud-based 

system

 Instant feedback on pass/fail status

 Complete audit trail of QC activity

 EQA incorporated without need for additional samples

 IQC data extracted at defined intervals and used by provider of 

ISO17043 EQA programmes to generate EQA reports



ELEMENTS OF QPOCT

 Automatic production of activity reports

 e.g. number of IQC performed by location

 IQC failure alerts (real-time)

 Optional features

 The software has much broader capability, and options from e-

competency support to a fully connected solution are available



HOW DOES IT WORK?

 For demonstration see 

www.youtube.com/watch?v=JuNwnohRfqQ



































TO DATE

 400 locations operating Hybrid IQC/EQA

 Development of new cost-effective IQC material for HbA1c  

containing red cells



SUMMARY

 IQC and EQA can pose challenges for POCT users in the 

community

 A simplified approach can be used to enhance governance of 

testing

 Can be used as a stand alone service, or form the basis of a 

comprehensive connected solution


