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Regulatory Context
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EU regulation 2017/746 on in vitro diagnostic medical devices (IVDR) 

Metrological traceability of values assigned to calibrators and/or control materials 

shall be assured through suitable reference measurement procedures and/or 

suitable reference materials of a higher metrological order

Manufacturers should establish a comprehensive post-market surveillance system

The competent authorities shall perform appropriate checks on 

the conformity characteristics and performance of devices
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Post-market surveillance

Different tools are available to evaluate the performance of IVD tests

 IQC materials can help detecting errors but as they are not meant to be 

commutable, they can’t be used to evaluate results trueness
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Different tools are available to evaluate the performance of IVD tests

 IQC materials can help detecting errors but as they are not meant to be 

commutable, they can’t be used to evaluate results trueness

 EQA materials can be used to evaluate results trueness in condition that :  

- materials commutability has been properly assessed and is adequate

- target values are assigned with a reference method
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Non commutability of EQA materials skews trueness assessment !
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Use of a non-commutable control material lead to the 

conclusion that dry chemistry methods (used by 149 

laboratories) had a bias of -50% against the IDMS RMP!

Agreement between results of the different peer groups 

could not be accurately estimated

 Fully independant post-market vigilence could not be

performed
Jaffe Enzymatic

Dry chemistry

IDMS

Commutable EQA materials are needed to evaluate

standardization effectiveness and monitor trueness
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Importance of commutability in EQA schemes
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 EQAS relying on non-commutable materials don’t make it possible to 

assess comparability of results between different peer groups

 EQAS relying samples which target values have not been value assigned 

with a reference method don’t make it possible to assess absolute bias

Different types of External Quality Assessment Schemes

Miller et al. Clin Chem. 

2011;57(12):1670-80 
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Different tools are available to evaluate the performance of IVD tests

 IQC materials can help detecting errors but as they are not meant to be 

commutable, they can’t be used to evaluate results trueness

 EQA materials can be used to evaluate results trueness in condition that :  

- materials commutability has been properly assessed and is adequate

- target values are assigned with a reference method

 Secondary CRMs can be used as trueness verifiers but commutability 

assessment is cumbersome, which limits their availability

Post-market surveillance

UMK Meeting #1 - November 29th, 2024 - Bydgoszcz

Vincent DELATOUR – Commutability



10

Different tools are available to evaluate the performance of IVD tests

 IQC materials can help detecting errors but as they are not meant to be 

commutable, they can’t be used to evaluate results trueness

 EQA materials can be used to evaluate results trueness in condition that :  

- materials commutability has been properly assessed and is adequate

- target values are assigned with a reference method

 Secondary CRMs can be used as trueness verifiers but commutability 

assessment is cumbersome, which limits their availability

 Comparison studies : a panel of (fresh) patient samples are measured with 

an IVD-MD and a reference method : costly!

1. RMPs are not available for many measurands 

and/or are too costly and/or do not meet 

adequate analytical performance specification

2. Commutability evaluation of EQA materials 

and of secondary CRMs is cumbersome

Post-market surveillance

UMK Meeting #1 - November 29th, 2024 - Bydgoszcz

Vincent DELATOUR – Commutability



11

Post-market surveillance
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Objectives of the COMET project
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The main goals of the COMET project are to :

 Help the IVD industry meet requirements of the IVDR regarding metrological 

traceability and post-market surveillance

 Provide a coordinated response to needs that were expressed during the 

2021 JCTLM / IFCC / ICHCLR workshop that was organized to identify & 

overcome challenges to global standardization of clinical laboratory testing.

 Improve the availability of commutable  CRMs & EQA materials for high 

priority IVD tests for which there is an urgent need to properly establish results 

metrological traceability and/or better monitor results accuracy and 

harmonization : neonatal bilirubin, cyclosporine, PTH, hCMV, estradiol, glucose. 



Partners
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Current issues … and possible solutions

RMPs are not available for many measurands and/or are too costly 

and/or do not meet adequate analytical performance specifications

 Possible causes :

1. Lack of primary CRMs to calibrate RMPs 

2. Validating RMPs of high accuracy with sufficiently small measurement 

uncertainty to meet the clinical need can be challenging when it comes to 

measure large and/or low abundant measurands in complex matrices

3. IDMS-based RMPs usually have low throughput due to high hands-on time

4. There are too many measurands for which RMPs are needed 
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RMPs are not available for many measurands and/or are too costly 

and/or do not meet adequate analytical performance specifications

 Possible causes :

1. Lack of primary CRMs to calibrate RMPs 

 Possible solutions:

1. New purity assessment techniques to identify and quantify impurities faster

Current issues … and possible solutions
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WP Flowchart
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Current issues … and possible solutions

RMPs are not available for many measurands and/or are too costly 

and/or do not meet adequate analytical performance specifications

 Possible causes :

2. Validating RMPs of high accuracy with sufficiently small measurement 

uncertainty to meet the clinical need can be challenging when it comes to 

measure large and/or low abundant measurands in complex matrices

 Possible solutions:

2. Better consider measurement uncertainty at each level of the calibration 

hierarchy and its impact on the overall quality of laboratory tests.

 JCTLM Task Force on Reference Measurement Systems Implementation  

(Chair : Prof. Panteghini) 
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Current issues … and possible solutions
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Current issues … and possible solutions
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Current issues … and possible solutions
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Current issues … and possible solutions

RMPs are not available for many measurands and/or are too costly 

and/or do not meet adequate analytical performance specifications

 Possible causes :

3. IDMS-based RMPs usually have low throughput due to high hands-on time

 Possible solutions:

3. Develop high throughput RMPs

 Automation can help decreasing hands-on time 

 Measuring a panel of measurands simultaneously can 

also help providing more cost-effective calibration services
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WP Flowchart

22

UMK Meeting #1 - November 29th, 2024 - Bydgoszcz

Vincent DELATOUR – Commutability



23

RMPs are not available for many measurands and/or are too costly 

and/or do not meet adequate analytical performance specifications

 Possible causes :

4. There are too many measurands for which RMPs are needed 

 Possible solutions:

4. Better coordinate & prioritize activities of NMIs and reference laboratories  

 Focus NMIs activities on measurands in real need for metrology input

Improve collaborationbetweenNMIsandassays providers &EQAproviders

Current issues … and possible solutions
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Partners
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An elephant in the room?

UMK Meeting #1 - November 29th, 2024 - Bydgoszcz

Vincent DELATOUR – Commutability



26

Current issues … and possible solutions

Commutability of EQA materials and 

secondary CRMs is not always adequate

 Consequences : 

1. Standardization is compromised and/or a calibration bias is introduced

 results are not standardized and/or inaccurate

2. Results comparability across different platforms cannot be evaluated

 the effectiveness of standardization programs cannot be monitored

 EQA data cannot be aggregated (cf. HALMA project)

 common reference ranges cannot be used

3. Target values assigned to EQA materials are consensus means

 results trueness cannot be evaluated
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COMET Objective 2

 Organization of a series of commutability studies to assess commutability of different types of CRMs 

& EQA materials  identify manufacturing processes consistently leading to high commutability levels

 Materials will consist of frozen, lyophilized spiked or not with exogenous substances such as 

preservatives, cryoprotectants, purified compounds to increase measurand’s final concentration
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EQA providers and producers of EQA Materials will be invited 

sharing their materials for inclusion in the commutability studies

UMK Meeting #1 - November 29th, 2024 - Bydgoszcz

Vincent DELATOUR – Commutability



WP Flowchart
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IFCC recommendations on commutability
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IFCC recommendations on commutability
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Current issues … and possible solutions

Commutability evaluation of EQA materials 

and of secondary CRMs is cumbersome

In both approaches, need 

to recruit a panel of (fresh) 

clinical specimens covering 

the whole concentration 

range and measure these 

with all available IVD-MDs! 
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Current issues … and possible solutions

 Develop new approaches for making commutability evaluation easier

Commutability evaluation of EQA materials 

and of secondary CRMs is cumbersome
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Current issues … and possible solutions

 Develop new approaches for making commutability evaluation easier

1. simplified commutability studies involving a reduced number of patient samples and/or a comparison 

with a material which commutability was successfully proven in a previous commutability study;

2. multiparameter commutability studies in which commutability of a large number of 

CRMs and EQA materials will be evaluated simultaneously for a panel of measurands;

3. use of commutability panels consisting of frozen pools which commutability 

was qualified against a panel of fresh clinical specimens in a first study;

4. Use of high-throughput RMPs;

5. Development of automated data analysis

6. Invite EQA providers join commutability studies organized by RM producers

7. Mutualize the resources and capabilities of a coordinated network of reference laboratories that 

will share the work to jointly assign reference method target values to all study materials;

Commutability evaluation of EQA materials 

and of secondary CRMs is cumbersome
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European Metrology Network TraceLabMed

In 2024: 

14 NMIs/DIs & 4 Partners 

from 10 Countries

Network of National Metrology Institutes and 

reference laboratories providing calibration services 

and reference standards in laboratory medicine
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WP4 Post-market surveillance of IVD tests through EQA data aggregation
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WP Flowchart
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WP4 Post-market surveillance of IVD tests through EQA data aggregation
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