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Introduction

< It is vital that medical laboratory results are
stable over time and place. This can be
achieved by having all results traceable to high
quality reference materials or methods by
appropriate traceability chains (Fig 1). This has
not yet been achieved and results for the same
measurand often vary between laboratories
and can also vary over time.

< The Joint Committee for Traceability in
Laboratory Medicine (JCTLM) was formed to
support the world-wide comparability, reliability,
and equivalence of measurement results in
laboratory medicine, for the purpose of
improving health care and facilitating national
and international trade in in vitro diagnostic
devices.

< A key activity is the listing of appropriate
reference materials (RM) reference
measurement  procedures  (RMP)  and
reference Measurement Services RMS) on the
JCTLM database.

The JCTLM also aims to promote the concept
of traceability. A working group, “Traceability,
education and promotion’ (WG-TEP) was
formed in 2015 to support this gaol.

< To outline the functions of the JCTLM including
the database and WG-TEP.

< The JCTLM database is a freely-available list
of certified RM, RMP and RMS (table & figure
2).

< Submissions for inclusion in the database are
assessed against ISO standards and publicly
available procedures (see
www.bipm.org/jctim).

!

< The database provides a reference source for
manufacturers, laboratories and other parties
seeking the appropriate top of the traceability
chain for an analyte (Figure 2).

< The database can be used to identify “higher
order” materials and methods to meet the
needs of the European Union In-Vitro
Diagnostics  Directive  which requires
traceability of laboratory medicine tests.

< The JCTLM database currently lists:
+ 298 RM for 175 measurands
+ 180 RMP for 80 measurands
+ 146 RMS for 39 measurands.

< The number of current listings on the JCTLM
database in each category are shown in the
table.
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Figure 1. Example traceability chain
Refe
Reference Materials | Reference Methods elerenee
Measurement Services|
bstivinen Number |Number of [ Number [Number of [ Number |Number of
nalyte Category fentries| Analytes |ofentries| Analytes |of entries| Analytes
Blood cell counting 2 1
Blood gases
Blood groupings 3 3
C i factors 1
Drugs 32 24 13 9 3 3
Electrolytes 36 6 36 7 18 6
Enzymes 10 7 7 7 54 7
Metabolites & Substrates| 91 52 a7 13 40 9
Microbial serology
Non Electroyte Metals 56 31 15 7
Non-peptide Hormones 23 11 30 13 22 10
Nucleic acids 7 2
Proteins 30 29 21 18 7 2
Vitamins 9 9 9 5 2 2
Totals 298 175 180 80 146 33
Table 1. JCTLM database listings - 2016
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creatinine in creatinine crystalline material
National Metrology Institute of Japan (NMDJ), Japan
Phone: +21 29 861 4346
Fax: +81 25 861 4240

NMIJ CRM 6005-3, creatinine.

= Details of
0.999 ka/kg

0.002 kalks database
This certified reference material has been Clltl'y

reviewed for compliance with ISO 15194:2003. It
s been resubmitted for review cycle 9(2012)
and s currently being reviewed against 1SO
15194:2005.
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Figure 2. Example database search (creatinine RM)
(www.bipm.org/jctlm)

WG-TEP

The mission of the WG-TEP includes:

« Organization of the two-yearly JCTLM
Members Meetings

< Organization of JCTLM
educational meetings,
conferences

< Assessment of applications for meetings to be
held with JCTLM auspices

< Production of educational materials to promote
the value of traceability in laboratory medicine

« In conjunction with the JCTLM Secretariat,
production of the annual JCTLM e-newsletter

< Production and maintenance of a ‘traceability’
website, which contains information, resource
material and regular news items about the role
of traceability in laboratory medicine. This
website will link to the JCTLM database and
will be available to link to the websites of all
JCTLM members

Conclusions

< The JCTLM database now provides important
information for manufacturers and laboratories
to establish and confirm traceability for routine
methods.
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< This work needs to be ongoing to ensure a
wider coverage of all the measurands used in
laboratory medicine. For example blood gases
and serology tests are not currently
represented in the database (table 1).

« The JCLTM is continuing with the work of
promoting traceability in laboratory medicine.
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