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End User’s Calibrator

What is (metrological) traceability?

This is a property of a measurement result or of the value of 
a calibrator, where it can be linked to the value of a stated 
reference (e.g. Certifi ed Reference Material or Reference 
Measurement Procedure) by a measurement or a series of 
measurements all with known and stated uncertainties.

Why is it important?

Diagnostic test kit measurement results should be 
comparable independent of the hospital, country or time in 
which they are made, to ensure that patients receive the 
correct diagnosis and treatment independent of the country 
or hospital they are in. If this is to be realized, then a 
traceable system of measurements is required.

Who should ensure that IVD test kits results 
are traceable?

It is the responsibility of the IVD manufacturer to ensure that 
the calibrators they provide are traceable to available and 
appropriate CRMs or RMPs.

How does the JCTLM database help IVD 
manufacturers?

The JCTLM database helps IVD manufacturers by identifying 
Certifi ed Reference Materials or Reference Measurement 
Methods they can use as the basis of their traceability 
systems. It also identifi es laboratories that provide 
Reference Measurement Services for the value assignment 
of calibrators for IVD manufacturers.

Are all available Higher Order Reference 
Materials and Reference Measurement 
Methods listed in the JCTLM database?

No, only those that have been nominated by the Certifi ed 
Reference Material producer or Reference Method 
developers can be reviewed and subsequently entered into 
the JCTLM database. Other, Reference Materials or Methods 
may fulfi ll higher metrological standards as described in 
ISO 15193 and 15194, but the IVD manufacturer will need 
to verify this.

Where can I fi nd further information 
on the JCTLM and its activities?

Further information can be found on the JCTLM website at: 
http://www.bipm.org/en/committees/jc/jctlm

Frequently asked Questions:
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JCTLM Secretariat

Bureau International des Poids et Mesures (BIPM)
Pavillon de Breteuil

F - 92312 Sèvres Cedex France

Tel: +33 1 45 07 70 70 and Fax: +33 1 45 34 20 21
Email: jctlm@bipm.org

http://www.bipm.org/en/committees/jc/jctlm/
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Manufacturer’s Calibrator

JCTLM listed Calibrators / Reference Methods



About the JCTLM Review Process
Review teams of experts regularly review CRMs, RMM/Ps 
and RMSs for entry into the database, for the following 
analyte categories: 
l Blood gases l Blood grouping
l Coagulation factors l Drugs
l Electrolytes l Enzymes
l Metabolites & Substrates l Microbial serology
l Non-electrolyte metals l Non-peptide hormones
l Nucleic acids l Proteins
l Vitamins & micronutrients l Other

How to submit nominations for CRMs, RMM/Ps 
and RMSs for entry into the JCTLM Database

By emailing the JCTLM secretariat the completed nomination 
forms available from: 
http://www.bipm.org/utils/en/xls/WG1-P-02-F-01_F-02.xls
and
http://www.bipm.org/utils/en/xls/WG2-P-02-F-01.xls

Calls for new nominations are made on a yearly cycle.

How to apply for membership to the JCTLM 
Review Team(s)

Experts may apply for membership of a review team 
by emailing the JCTLM secretariat the application form 
available from:
http://www.bipm.org/utils/en/doc/WG1-P-06-F-01.doc
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Requirements for traceability:
Manufacturers of diagnostic test kits sold in Europe must 
comply with the European Community Directive on in vitro 
diagnostic medical devices, including the requirement to 
ensure the traceability of their diagnostic test kit calibrators 
to available reference materials and measurement 
procedures of a higher metrological order.

Role of the JCTLM:
In order to help manufacturers fulfi l the requirements of the 
IVD Directive, the JCTLM has:

l  Developed and maintains a database of available certifi ed 
reference materials (CRMs) and reference measurement 
methods/procedures (RMM/Ps) that can be used by 
manufacturers to meet the traceability requirements of the 
EC Directive.

l  Developed and maintains a database of laboratories 
worldwide providing reference measurement services 
(RMSs) for the value assignment of calibrators for 
the IVD industry.

The JCTLM is sponsored by the International Bureau 
of Weights and Measures (BIPM), the International 
Federation for Clinical Chemistry and Laboratory Medicine 
(IFCC), and the International Laboratory Accreditation 
Cooperation (ILAC).

Finding available certifi ed reference 
materials and reference measurement 
methods/procedures

More than 200 certifi ed reference materials (CRMs) for 
about 130 measurands together with more than 
125 reference measurement methods/procedures for 
76 different health markers are presently listed in the JCTLM 
database. These have been reviewed and internationally 
agreed to be consistent with the criteria described in the 
standard ISO 15194 and 15193, respectively.

Reference Measurement Services 
listed in the JCTLM database are from 
laboratories that:

l  use a reference method published in the JCTLM database,
l  will be accredited as a calibration laboratory according to 

ISO/IEC 17025 and ISO 15195 by an ILAC full member, and
l  have participated regularly in inter-laboratory comparisons.

JCTLM database entries.


