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Why do not all use POCT?Why do not all use POCT?

• The benefits of POCT is questioned
• Regulations by local authorities 
• Cost limitations



Variation of POCT use in 300 PrimaryVariation of POCT use in 300 Primary 
Health Care centers in Sweden
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Possible explanations for the variation

Frequency of Frequency of

Possible explanations for the variation

Frequency of 
Strep A tests

Frequency of 
CRP tests

Private vs publicly owned PHC -ns- -ns-

Short vs long distance to hospital -ns- -ns-

Participation in EQA vs non participation -ns- -ns-p Q p p

Accreditated vs non-accreditated laboratory -ns- -ns-

Biotechnologist vs non-biotechnologists as
performer of POCT

-ns- -ns-

Small PHC versus large PHC -ns- -ns-Small PHC versus large PHC -ns- -ns-

Regional differences n.o.s yes yes



Other explanations forOther explanations for 
the variation?

• Different ”case-mix” among the patients 
– we did not ask about that

• Individual decisions by local doctors or 
organisations

W did t k f ”l l th i t ”– We did not ask for ”local enthusiasts”



What might reason be for ”localWhat might reason be for local 
enthusiasm” to use POCT?

1. Simplify logistics
2. Improve decision making
3. Reduce prescription of antibiotics
4. Improve patient confidence
5. Back up procedure in case of 

emergencies
6 C i i di ib f POCT d i6. Convincing distributers of POCT devices



What should beWhat should be 
considered

• Is the analytical quality good enough?
• Are internal and external quality

t il bl ?assessment available?



What also should beWhat also should be 
considered

• Do we have a freezer, if necessary for 
reagents?
D h th k ?• Do we have the necessary work space?

• How easy is the device to use? Education?
Wh t i th ti it d• What is the connectivity and 
communication possibilities with other 
systems?systems?

• Do the distributor has the necessary 
service and maintenance organisation?service and maintenance organisation?

• What will the total cost be (including 
consumables, IQA, EQA, education)?, , , )



POCT results are like anyPOCT results are like any 
other laboratory results

M t lt t b t d i th• Measurement results must be stored in the 
records

• Information about the method used shallInformation about the method used shall 
also be stored
– when data are collected year 2025 for a study, it 

i t bl t fi d th t it i “POCT lt”is not unusable to find that it is a “POCT result”. 
The method information will be needed! 

– Distinguish between “what is measured” (e.g
CRP in plasma) and “how it is measured” (e.g. 
“Afinion CRP”) in the database!



How to search the best device for POCT?

• (Test all available devices your self)
• Get information from manufacturers and 

di t ib tdistributors
• Take part of evaluations and scientific 

reportsreports



Understanding evaluation reportsUnderstanding evaluation reports

What is the evaluated device
– Coaguchek or Coaguchek XS?

DCA 2000 or DCA Vantage?– DCA 2000 or DCA Vantage?
– Which version or model of the 

device has been evaluated?

Many synonyms for the same device:
1. Microsemi
2. ABX Microsemi
3. Microsemi CRP
4. Horiba Microsemi



Understanding the evaluationUnderstanding the evaluation
reports

What do the device measure?
– ”the intended measurand”

• do the glucometer measure the 
concentration of glucose in blood or 
plasma?plasma?

• do the device measure “prothrombin
complex (INR)” or “somethingcomplex (INR)  or something 
similar”?
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Understanding the evaluationUnderstanding the evaluation

What is the reference and comparison 
method used for an evaluation?

Plasma or whole blood glucose with a– Plasma or whole blood glucose with a 
hexokinase method, 
ID-MS, or YSI glucose electrode?

– How is the quality of comparison method 
checked? 



Independent and non-biased evaluationsIndependent and non biased evaluations

Scandinavian evaluation of laboratory equipment for 
primary health care

SKandinavisk Utprövning av laboratorieutrustningSKandinavisk Utprövning av laboratorieutrustning 
för Primärvården



SKUPSKUP

•Activity started 1997
•Collaboration between national EQA•Collaboration between national EQA 
organisations in Norway, Sweden and Denmark
•Provide independent evaluations of high qualityo de depe de t e a uat o s o g qua ty
for POCT on the Scandinavian market
•Staff from the national organisations

Noklus (Norway) 4 persons incl secretariate
Equalis (Sweden) 2 persons
DAK E (Denmark) 1 personDAK-E (Denmark) 1 person

•Cost of staff mainly covered by each organisation
•The cost of evaluations is covered by the requester of an y q
evaluation



www.skup.nuwww.skup.nu



The expected information from a SKUP 
evaluation

•Is the measurement quality good enough?

•Is the device robust?

•Is the device easy to use?y

•What is the time and work load for each test?

•(Not covered by the SKUP evaluation:

What is the cost per test?)



The SKUP evaluation processThe SKUP evaluation process

1. A request from a distributer/manufacturerq
2. Adoption of the SKUP standard protocol, and 

agreement with the requester on the protocol and 
lit lquality goals

3. Evaluation, data collection
4 Statistics production of a report4. Statistics, production of a report
5. Internal and external (the requesters) review of the 

reportp
6. Publication of the report, if the products appears on 

the Scandinavian market

No publication bias!



The evaluationThe evaluation
•At a hospital laboratory, with trained staff

(standardized conditions)

•At two PHC with the end users•At two PHC, with the end users

•During the evaluation all data are confidential

•The requester (distributer or manufacturer) are 

not involved during the evaluation processnot involved during the evaluation process



The statistics and the report

•All data are treated according to the agreed protocol including e g•All data are treated according to the agreed protocol, including e.g. 

exclusion of outliers

Th lt d ith i d d d lit l•The results are compared with in advanced agreed quality goals.

•The results discussed and conclusions made

•Two examples

















Definition of the device and of what is measuredDefinition of the device and of what is measured



The comparison methodThe comparison method



RepeatabilityRepeatability



AccuracyAccuracy



www.skup.nup



Thank you!

Questions?


