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1.1 AZORG hospital
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Day Clinic contacts
12 000

Beds
1200

Consultations
950 000

Childbirths
2500

Hospital admissions
58 000

Emergency visits
90 000

1.1 AZORG hospital
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• Main site: Merestraat Aalst 

• Satellite labs:

- Moorselbaan Aalst 
- Geraardsbergen
- Asse
- AZ Oudenaarde

• Blood collection centra:
- Wetteren
- Ninove

• In-house practitionners 
• General practitionners

• Other labs

1.1 AZORG hospital
Clinical laboratory Samples
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“Diagnostic testing that is performed near to 
or at the site of the patient care with the 

result leading to possible change in the care
of the patient” 

1.2 Definition of POCT 
ISO 15189:2022

ISO 15189:2022
https://ifcc.org/ifcc-education-division/emd-committees/c-poct/
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Central lab versus POCT method

ü Complex infrastructure
ü Large instruments
ü Automation
ü High volume testing
ü TAT ½-1-2 hours

ü Miniaturization: microsensors
ü Low complexity, user friendly
ü Low volume testing
ü TAT in minutes

1.3 Current applications of POCT 
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Impact on IVD market

Source: Data Bridge market Research Market Analysis study 2025

USD 40.7

USD 87.4

ü Personalized medicine

ü Aging populations

ü Decentralisation of testing
supported by innovations in mobile health

1.3 Current applications of POCT 
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Geographic spread

Source: Data Bridge market Research Market Analysis study 2025

1.3 Current applications of POCT 
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End-use setting

Khan AR et al. Front Lab Chip 2024; 3: 1394752

1.3 Current applications of POCT 
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Applications

Sachdeva et al. Front Bioeng Biotechnol 2022; 8: 602659

1.3 Current applications of POCT 
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“Diagnostic testing that is performed near to 
or at the site of the patient care with the 

result leading to possible change in the care
of the patient” 

ü Proven effectivity on direct medical acting

ü Analytical and clinical reliability of the POCT as 
compared to the central lab test

ü User friendly without increasing workload

ISO 15189:2022

ISO 15189:2022

1.3 Current applications of POCT 
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Florkwoski et al. Crit Rev Clin Lab Sci 2017; 54: 471-494

1.4 Proven effectivity
Evidence based introduction of POCT
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POCT at ED has the potential to
- allow initiation of correct treatments

- improve clinical outcomes
- ensure patients are conveyed to best suited facility

Systematic review and metanalysis (n=3410)
- POCT tends to lower LOS (not significantly)

Biomarker dependent/in-bedded in fast-track strategies

Devia Jaramillo et al. BMC Em Med 2025; 25: 25

1.4 Proven effectivity
POCT at the emergency department
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Moore et al. Scand J Trauma Resusc Emerg Med 2025; 33: 18

• ↑ research on POCT in EMD
• Mainly cTn in ACS and lactate in sepsis
• Mostly regarding diagnostic accuracy, rather than on 

clinical effectiveness, acceptability and economic effectiveness

Evolution of POCT ED research

1.4 Proven effectivity
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Kazmierczak et al J Appl Lab Med 2022; 7: 650-660

Auvet et al. Ann Intensive Care 2016; 6: 57

• LOS significantly longer with erroneous POCT results
• Direct costs = 45.000$
• Indirect costs = 486-729 hours of avoidable nursing labor

• A stringent QA (<lab) program could overcome these issues

POCT at ED: Economical impact

1.4 Proven effectivity
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Garcia-Castrillo et al. CCLM 2024; 62: 1538-1547

EUSUM/EuSEN/EFLM guidelines

! POCT straightfoward for: Blood gas, electrolytes, glucose, lactate

1.4 Proven effectivity
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1.5 Analytical performance
Differences central lab-POCT method

ü Very high analytical accuracy
traceability to higher order reference materials

ü Very precise (CV < 5%)

ü Low LoD -> early detection possible

ü Lower analytical accuracy
?  traceability to higher order reference materials

ü Less precise (CV > 10%)

ü Higher LoD -> may miss small increases



Florkwoski et al. Crit Rev Clin Lab Sci 2017; 54: 471-494

https://skup.org

https://www.epi-centre.be

https://www.oxford.dec.nihr.ac.uk/

https://www.sciensano.be/nl/
kwaliteit-van-laboratoria/eke-poct

https://clsi.org

https://ifcc.org/ifcc-education-division/emd-committees/
c-poct/quality-specifications-for-glucose-poct-wg-gpoct/

https://medevis.who-healthtechnologies.org/
devices/COM_254

https://www.iso.org/standard/54976.html

Validation/verification protocol and acceptance criteria

1.5 Analytical performance

https://www.sciensano.be/nl/
https://ifcc.org/ifcc-education-division/emd-committees/
https://ifcc.org/ifcc-education-division/emd-committees/
https://ifcc.org/ifcc-education-division/emd-committees/
https://ifcc.org/ifcc-education-division/emd-committees/
https://ifcc.org/ifcc-education-division/emd-committees/
https://ifcc.org/ifcc-education-division/emd-committees/
https://ifcc.org/ifcc-education-division/emd-committees/
https://medevis.who-healthtechnologies.org/
https://medevis.who-healthtechnologies.org/
https://medevis.who-healthtechnologies.org/


azorg.be
https://www.skup.org/media/j45dstfl/

report-skup_2023_130-rapport-cobas-pulse-final_for-publishing.pdf

1.5 Analytical performance
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Home testing Care facility Critical care

IFCC. CCLM 2013: 51: 943-952

Impact of POCT setting

Quality requirements

1.5 Analytical performance
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Glucose ISO 15197 2003 ISO 15197 2013
EN ISO 15197:2015 

CLSI POCT12-A3 
2013*

FDA 
2020

Cutoff (mg/dL) 75 100 100 75

Criterion
< cutoff
≥ cutoff       

± 15 mg/dL
± 20%

± 15 mg/dL 
± 15%

± 12,5 mg/dL 
± 12,5%

±12 mg/dL
±12%

Coverage (%) 95
max. 1% > 20%
= zone A/B consensus 
error grid

95
max. 2% > 20%

95
max. 2% > 15%

WHO MeDeVis 2025; IFCC Working Group GMECC: 10/12/2017
EN ISO 1597:2015; FDA Guidance, 2020; CLSI POCT12-A3: 2013 

*IFCC 2017. Glucometer at critical care 

Impact of POCT setting: Method comparison POCT glucoses versus hexokinase

Quality requirements

1.5 Analytical performance



Continuous QA: iQC

• Based on risk analysis and guidelines
- Number of analyses performed
- (in)stability of the POCT test proces
- Type of iQC material (human/artificial)
- Number and which concentration levels
- Analytical performance criteria

• Route cause analysis
- iQC violation = blocking result reporting
- iQC errors => route cause analysis by 

POCT-team
Gidske et al. Clin Chem Lab Med 2022; 60: 740-747

Stavelin et al. Crit Rev Clin Lab Sci 2024; 61: 164-177

1.5 Analytical performance



Continuous QA: eQC

Hexokinase (mg/dL)

Global median (mg/dL)

Sciensano POCT glucose report_2024(3)

1.5 Analytical performance
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• Why: End-users are NO lab technicians

• GOAL: optimizing the whole test process to enable
best use of end-users’ time, to focus on other clinical priorities 

• End-user evaluation < method verification/validation new POCT

1.6 User friendliness
All end-users

https://essentialsofcorrectionalnursingdotcom.files.wordpress.com/2012/07/certified-1.jpg
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• New operator/New instrument
- In-person training by POCT team

• ‘Train the trainer’
• Department meetings
• Ppt/instruction movie

- Focus on operator errors
- Individual login 

• Periodically
- Recertification
- Period of inactivity
- Periodical activity verification (# tests performed )

< Feedback for POCT committee
- Objective recertification criteria:

e.g. min. POCT activity
e-questionnaire with min. score 

Training

1.6 User friendliness

https://essentialsofcorrectionalnursingdotcom.files.wordpress.com/2012/07/certified-1.jpg


2. POCT regulations and guidelines



2. POCT regulations and guidelines
European Regulation (=Legislation= manufacturer’s must do)

POCT-instruments are classified as in vitro diagnostic medical devices (IVD) and, as a consequence, they are regulated
according to the European IVD-directive.

European Union Directive 98/79/EC (IVDD) European Union Regulation 2017/746/EC (IVDR)

1. Move to risk-based classification from previous list-based classification: low risk (Class A) up to high risk
(Class D). Depending on the intended purpose specified by the manufacturer CRP POCT devices will likely be in Class C or Class B.
Detailed requirements for the performance evaluation:
• Scientific validity
• Analytical performance
• Clinical performance

2. IVDs for POCT must perform appropriately for their intended purpose taking into account the skills of
the intended user and the potential variation in the user’s technique and environment

3. Post market surveillance plan
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Accreditation programs: CLIA, CAP, JCI (Joint Commission International), COLA

ISPG (International patient safety goals) and AOP (Assessment of patients)
IPSG.2 Through IPSG.2.2
AOP 5.1-5.2-5.5

ISO 15189:2022

Annex A

2. POCT regulations and guidelines
International accreditation guidelines

hospital

lab



2. POCT regulations and guidelines
International guidelines

CLSI guidelines (N=17)
CLSI serves as the American National Standards Institute (ANSI)-appointed Secretariat for the
International Organization for Standardization (ISO) Technical Committee 212 (ISO/TC 212), Clinical
laboratory testing and in vitro diagnostic test systems.
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Legislation 
KB 3/12/1999 < PRL 2025 
Visitations

POCT = dedicated Chapter 9, with accents
All other PRL chapters do apply too

2. POCT regulations and guidelines
Belgian legislation clinical laboratories
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Internal and external quality control

Training and education of users

Lotvalidation and lotcontrolled 
distribution of reagents

Technical support

Document control

Supervised result reporting

Implementation validation
of (new) POCT equipment

Method validation
of a (new) POCT assay

PRL KB versie 4 – 2025; ISO 15189:2022

POCT team

2.1 Role of the laboratory in POCT
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POCT team

2.1 Role of the laboratory in POCT
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POCT team

Emergency
department

Central labLaboratory
activity center

Maternity Consultation
pediatrics

CCUCathlab

Intensive careOperation
room

2.1 Role of the laboratory in POCT
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Importance of connectivity

Bidirectionel connection POCT <> lab middleware

Transfer:
- patient data (ADT; demography, ward)
- test results

- iQC results 
- POCT instrument status
- POCT user data 

Hospital Laboratory

HIS LIS

Middleware

PRL KB versie 4 – 2025; 7.6

2.1 Role of the laboratory in POCT
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2.2 Governance of POCT within the lab
Laboratory POCT T.E.A.M.

Lab director
End responsibility

Clinical biologists
multidisciplinarity

POCT coordinator
daily quality assurance

Competent POCT lab technicians
POCT reference nurses
Hemovigilance team

24h/24h 7d/7d governance
PRL KB versie 4 – 2025; 6.2
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Laboratory POCT teamLaboratory medicine

Clinicans

Organization management medical director
e.g. staff worker QA

staff worker nursing departement

POCT committee

M
ul

tid
is

ci
pl

in
ar

y

2.3 Governance of POCT outside the lab

medical representatives of the departments using POCT
e.g. Emergency departement

ICU
Endocrinology

PRL KB versie 4 – 2025; 9.2
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State-of-the-art POCT implementation
Accuracy & efficiency
Continous quality assurance
Reporting of use 
Reflection of needs

((Inter)national)) POCT projects

Aim

Frequency Frequency based on organizational needs 
at least 1x/year

M
ul

tid
is

ci
pl

in
ar

y

POCT committee

Responsibilities Organisation-wide service level agreement

PRL KB versie 4 – 2025; 6.7 en 9.2

2.3 Governance of POCT outside the lab
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Florkwoski et al. Crit Rev Clin Lab Sci 2017; 54: 471-494

2.4 POCT Governance aim
Evidence based introduction of POCT
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2.4 POCT Governance aim
POCT benefits POCT challenges

ü Rapid results, rapid decision-making.
ü Reduction of time associated with pré and post-analytics.
ü Faster therapeutic intervention.
ü Early recognition of critical situations.
ü Raptid patient stratification in emergency care.
ü Easy interpretation.
ü Smaller sample volume. Capillary sample.
ü Portability.
ü Reduction of overall costs (indirect costs).

ü Many and diverse users. High turnover.
ü Ongoing training.
ü Connectivity. Poor patient identification.
ü Quality assurance of results.
ü Proper accuracy and precision.
ü Patient safety.
ü Maintenance of devices. Reagents.
ü Cost of testing, usually higher than central lab.
ü Determination.
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Garcia-Castrillo et al. CCLM 2024; 62: 1538-1547

EUSUM/EuSEN/EFLM guidelines

! POCT straightfoward for: Blood gas, electrolytes, glucose, lactate

2.4 POCT Governance aim
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Test ordening

Sampling

Sample 
transport

Sample 
preparation

Sample analysis

Result 
reporting

Result 
interpretation

Clinician’s brain

Patient 
identification

Pre-analytical phase

Analytical phase

Post-analytical phase

Total testing
process

Action

Impacting whole test process

Satheesh et al. Cureus 2025; 17: e80499

• Wrong or absent patient identification
• Inaccurate sample (clotted, diluted, contaminated, …) 
• Delay in sample transport

Interference of:
• Endogeneous substances
• Exogeneous substances

• Results different methods are 
not interchangeable! 

• Reference values

2.4 POCT Governance aim
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• Risk analysis

- Multidisciplinair team (clinician, lab, nurse, …)
- Whole test process
- Focus= patient safety (e.g. FMEA)
- Periodically revision needed

• Definition of KPI

- Objectifying risks/opportunities
E.g use of % hemolysis (parallel GBA – CL analysis)

% error codes
% patient ID registration
% iQC errors
% critical results repeated by POCT/lab method

Shaw et al. CCLM 2023; 61: 1280-1287

Satheesh et al. Cureus 2025; 17: e80499
Van Hoof et al. CCLM 2022; 60: 1186-1201

2.4 POCT Governance aim
Confounder inventarization

PRL KB versie 4 – 2025; 5.6 en 8.8
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MUG, PIT, MIG

Other teststriip
No connectivity

Size
Battery capacity

Lab <> EMD
- Result registration
- iQC registration/follow-up
- Certification
- Lot validation/Reagent supply

2.4 POCT Governance aim
Confounder inventarization: practical example
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2.5 Regulation of POCT users
Belgian legislation

• Physicians

• Medical laboratory technician

• Nurses  
Reference: KB 20/09/2023: ‘KB bepalende de lijst van de verpleegkundige technische 
verstrekkingen betreffende de basisverpleegkundige, alsmede hun uitoefeningsvoorwaarden’

• Practice assistent
Reference: KB 26/11/2023: ‘KB betreffende het beroep van praktijkassistent’

• Nursing assistant
Reference: www.departemetnzorg.be/nl/welke-taken-mag-ik-uitvoeren-als-zorgkundige

http://www.departemetnzorg.be/nl/welke-taken-mag-ik-uitvoeren-als-zorgkundige
http://www.departemetnzorg.be/nl/welke-taken-mag-ik-uitvoeren-als-zorgkundige
http://www.departemetnzorg.be/nl/welke-taken-mag-ik-uitvoeren-als-zorgkundige
http://www.departemetnzorg.be/nl/welke-taken-mag-ik-uitvoeren-als-zorgkundige
http://www.departemetnzorg.be/nl/welke-taken-mag-ik-uitvoeren-als-zorgkundige
http://www.departemetnzorg.be/nl/welke-taken-mag-ik-uitvoeren-als-zorgkundige
http://www.departemetnzorg.be/nl/welke-taken-mag-ik-uitvoeren-als-zorgkundige
http://www.departemetnzorg.be/nl/welke-taken-mag-ik-uitvoeren-als-zorgkundige
http://www.departemetnzorg.be/nl/welke-taken-mag-ik-uitvoeren-als-zorgkundige
http://www.departemetnzorg.be/nl/welke-taken-mag-ik-uitvoeren-als-zorgkundige
http://www.departemetnzorg.be/nl/welke-taken-mag-ik-uitvoeren-als-zorgkundige
http://www.departemetnzorg.be/nl/welke-taken-mag-ik-uitvoeren-als-zorgkundige
http://www.departemetnzorg.be/nl/welke-taken-mag-ik-uitvoeren-als-zorgkundige
https://essentialsofcorrectionalnursingdotcom.files.wordpress.com/2012/07/certified-1.jpg
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POCT is emerging outside the hospital:

• Primary care cabinet
• Nursing homes
• …

2.6 Regulation of POCT in primary care?

• No reimbursement
• Risking doubtful quality of equipment
• Lack of training = error risk
• No traceability of results or users
• Risk of over- or underuse of tests

Belgian legislation

No legal framework
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2.6 Regulation of POCT in primary care?
Evidence?

The clinical decision tool reduced antibiotic prescribing in children
without causing harm. Our results support its broader
dissemination and implementation to improve the management of
acutely ill children in ambulatory care.

ü 171 primary care practices in Belgium

ü 6750 children (6m-12y)

ü FU: 30 days

ü 1st outcome: AB prescription

Verbakel et al. Lancet 2025; 406: 1599-1610
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2.6 Regulation of POCT in primary care?
Evidence?

Smedemark SA et al. CDSR 2022;10



Dutch references

2.6 Regulation of POCT in primary care?



Interest?

2.6 Regulation of POCT in primary care?

Phycisians agree that CRP POCT:

• increases diagnostic certainty
• provides reassurance for both clinicians and patients
• helps to manage patient expectations regarding AB
• facilitates shared decision making
• fesults in high patient satisfaction

• Should not be used as a standalone diagnostic tool

Jones et al. BMH Family Practice 2013; 14: 117
Hardy et al. BMJ Open 2017; 7



Dutch references

2.6 Regulation of POCT in primary care?
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2.6 Regulation of POCT in primary care?



azorg.be

2.6 Regulation of POCT in primary care?
White paper

Van Hoof et al. Acta Clin Belg 2022; 77: 329-336

Draft legal framework for POCT issued by the Working Group
on POCT and on Legislation from the National Commission on
Clinical Biology
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3. Conclusion

Garcia-Castrillo et al. CCLM 2024; 62: 1538-1547

• POCT in Belgium 
- reimbursed in hospital setting only
- Continuous QA by the central laboratory (!connectivity)

• POCT = TEAM WORK
- Multidisciplinairity is of utmost importance
- All stake holders should be involved

BEFORE/MEANWHILE POCT is implemented

• POCT = NOT ALWAYS THE BEST SOLUTION
- Identify confounders, risk analysis based
- User friendly

• POCT outside the hospital: (intensive) work in progress
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Thank you!

Colleagues Clinical Biologists AZORG
Members POCT committee AZORG
24/24 POCT team AZORG (all sites)

Expert commission POCT Sciensano
Co-chair of POCT expert working group 
of National Commission Clinical Biology 

IFCC POCT working group


