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Overview: JCTLM Database Activities in 2019

Drivers for a Database

Nomination/Review/Approval Process

Update on database content

Review process Changes

External Communication

Visits
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Accurate Results for Patient Care: 
Metrological Traceability in Laboratory Medicine

IVD Manufacturers

Medical Laboratory 
(Hospital)

Physician requesting 
laboratory test

National Metrology Institutes
Certified Reference Materials

Calibration (Reference) Laboratory

ISO 17511

ISO 17025
ISO 15195
ISO 15193

ISO 15194

ISO 15189



An important driver:
Essential Requirements of the IVD Directive

"The traceability of values assigned to 
calibrators and/or control materials must be 
assured through available reference 
measurement procedures and/or available 
reference materials of a higher order.. "

Annex I - Essential Requirements
Part A. General Requirements, Clause 3

98/79/EC of 27 October 1998 on in vitro diagnostic medical devices
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2019 JCTLM Database Content
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JCTLM Review process
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JCTLM Review process



Activities:

• BIPM provides the Secretariat for JCTLM
• Maintains the JCTLM IVD Reference Measurement Systems Database

• JCTLM Database Coordinator: S. Maniguet (BIPM)
• Coordinates the nomination and review process for database entries
• Organizes and hosts annual meetings of the JCTLM Executive, Database and TEP WGs
• Organizes and hosts biennial Stakeholder meeting at the BIPM

Supported Financially by: BIPM and IFCC

BIPM activities in support of JCTLM



• Experts can 
participate in JCTLM 
Review Teams

Expert Participation in JCTLM
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JCTLM RT Membership
15 New Appointments in 2019

Dr. Alison Devonshire (LGC) – Nucleic Acids
Mr. Wayne Dimech (NRL, Australia) – Nucleic Acids
Dr. Young-Kyung Bae (KRISS) – Nucleic Acids
Dr. Tomoya Kinumi (NMIJ AIST, Japan) – Proteins
Dr Alexander Semenov (HyTest Ltd, Finland) - Proteins
Dr Dewei Song (NIM, China) - Proteins
Dr. Mark Lowenthal (NIST) – Proteins
Prof. Chen Baorong (Kingmed Diagonostics , China) – Enzymes, Meta & Subst , Non-Peptide Hormones and Proteins
Prof. Xianzhang Huang (Guangdong Provincial Hospital of Chinese Medicine) – Meta & Subs,Non-peptide Hormones
Dr Tianjiao Zhang (NCCL, China) – Metabolites & Substrates, Non Peptide Hormones, and Vitamins
Dr Joanne Adaway (Manchester University NHS Foundation Trust) – Metabolites & Substrates
Dr Marie Christine Bene (University of Nantes, France) – Blood cell counting 
Dr. Jeannine Holden (Beckman Coulter Diagnostics & Beckman Coulter Life Sciences) – Blood cell counting 
Dr. Virginia Litwin (Caprion Biosciences, Inc) – Blood cell counting 
Dr. Yutaka Nagai (Nihon Kohden Corp) – Blood cell counting 
Mr. Joffrey Feriel (Diagnostica Stago) – Blood cell counting 
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2019 JCTLM Database Content
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JCTLM Database
Content status in 2019
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2019 JCTLM Database Publication

New materials listed (12 CRMs)

• JRC (EU)   Amyloid beta peptide (1-42) in liquid frozen human CSF

• LNE (FR)  HbA1c in lyophilized human blood hemolysates

• NCCL (CN) Glycated Hemoglobin in Human Hemolysate buffer

• NIM (CN) Electrolytes (6) in Frozen Human Serum

Materials delisted (6 CRMs)

• HSA (SG) HRM-3002A: 

Creatinine, Glucose, Total Cholesterol, Urea, and Uric Acid in Frozen Human Serum

• ReCCS (JP)  JDS HbA1c Lot 2

• NIST (US)   SRM 909b: human serum

SRM 1955: Homocysteine and folate in frozen human serum

• JRC (EU)   IRMM/IFCC-456: alpha-amylase purified from human pancreas
BCR-405: HbA1c in human haemolysate
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Entries no longer in the JCTLM Database

Database entries delisted

Number of items delisted

1

11

155
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Method
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Materials
coagulation factors

electrolytes
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substrates

non-electrolyte 
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nucleic acids

proteins

vitamins and 
micronutrients

Reason for delisting DB entries:

Materials  no longer available , 46 CRMs

Services no longer delivered by the lab or improved/replaced ;

Method publication no longer maintained by CLSI

Distribution of materials entries per Analyte group
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CRMs listed in the JCTLM Database

295 materials entries in the database

131 CRMs

14 producers including 12 NMIs/DIs 

95 %  CRMs listed from NMIs/DIs
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New methods published in the JCTLM Database in 2019

+ 7 methods

RfB, Germany

ICP-OES based reference measurement procedure for the determination of Lithium,Calcium, 
Potassium, Magnesium, and Sodium in human blood

National Center for Clinical laboratories (NCCL), China

ID LC-MS/MS based reference measurement procedure for glucose in blood serum

LGC, UK

Digital PCR based reference measurement method for KRAS G12D/WT in solution

Review Cycle 15 (2018) methods
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Distribution of methods by organizations

201 RMMs in the 
database
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Reference Measurement Services added to the JCTLM DB in 2019

Review Cycle 13 (2018) Services

+ 15 reference measurement services

Analyte Category Analyte
Location of Laboratory

Electrolytes
Lithium, Sodium, Potassium,

Magnesium and Calcium 

Germany

China

Enzymes

Alanine aminotransferase (ALT)

Aspartate aminotransferase (AST)

Creatine kinase (CK)

Lactate dehydrogenase (LDH)

Gamma-glutamyltransferase (GGT)

Alpha-amylase

Alkaline phosphatase (ALP)

China

Metabolites and 

substrates
Urea

China

Proteins HbA1c Japan
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Distribution RMS providers by country of origin

187 reference 
measurement services 

in the database

18 services providers 
including

2 NMIs
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Review Process Changes (Reference Method Comparisons)

Comparison Data for Methods for 
which Reference Measurement 
Services are not yet in operation

DBWG-P04B: Demonstrating the extent-of-

equivalence of reference measurement 

methods/procedures (RMM/Ps) for the same 

measurand

Little, Randie R., Robert I. Wielgosz, et al. "Implementing a Reference 
Measurement System for C-peptide: Successes and Lessons Learned." 
Clinical Chemistry (2016): clinchem-2016.
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JCTLM Database: Web application

Main developments of the web based application
2006 : 1st version of the application implemented for Materials and Methods
2007 : 2nd version of the application implement for Services
2010 : 3rd version of the application extended to implement ISO 15194:2009 requirements for Materials

Current functionalities
Front interface : Web search form using specific criteria

Display information on reference measurement systems items
Administration interface: Management of data reviewed by JCTLM (archiving & publication)

Management of review documents issued by RTs

Going forward:
Since 2010: there were no major improvements on functionalities and technical matters 

Functional issues
Web interface not designed for new supports, e.g. tablets & mobiles
No free search text engine 

Technical issues 
Application is based on old Java Framework
Changes on the web platform without changing the Framework will be costly and not reliable 
for future improvements 
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JCTLM Newsletter Issue 6 – April 2019

HIGHLIGHTS 

• JCTLM Governance update

• New JCTLM Task Force focusing on the 
implementation of reference measurement systems

• Activity of the WG-TEP - Working Group for 
Traceability, Education and Promotion 

• JCTLM database content update

• JCTLM Membership 

• Future Meetings

• SPECIAL REPORT on the Importance of metrological 
traceability for EQA
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JCTLM Database: Visits in 2019
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JCTLM Database: Visits in 2019



www.jctlm.org

THANK YOU

http://www.jctlm.org/

