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Standardization of clinical laboratory data and reference intervals
Shigemi Hosogaya

Summary For clinical laboratory data to be utilized in the diagnosis and prevention of disease, their
reliability must be verified. To ensure the reliability of routine test data in all laboratories, it is
necessary for it to be consistent with the traceability chain for each constituent, and for the values to
be transferred from that measurement system appropriately. The nationwide standardization of
measurement data by the utilization of both reference and control materials will enable us to ensure
the widespread and long-term reliability of clinical laboratory data. To achieve this system-based
consistency, the laboratories must verify the accuracy of test data, so that the reference interval of
laboratory data for disease screening can be shared by different institutes. Resarding the improved relia-
bility of measurement values, two new reference-intervals, studies have beenpublished; one by the
Japanese Association of Medical Technologists, which establishes the reference intervals that can be
shared by all clinical laboratories, and another that addresses the research results of differences between
areas in Asian districts regarding the reference values of clinical tests. Thus, the latest knowledge about
the standardization of both reference intervals and measurement values will be will be widely

disseminated.
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1) ISO 15193:2009 (Second edition). In vitro diagnostic
medical devices - Measurement of quantities in samples
of biological origin - Requirements for content and
presentation of reference measurement procedures.
2) ISO 15194:2009 (Second edition). In vitro diagnostic
medical devices - Measurement of quantities in samples
of biological origin - Requirements for certified
reference materials and the content of supporting
documentation.

3) ISO 15195:2003. Laboratory medicine - Requirements
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ISO 17511:2003. In vitro diagnostic medical devices -
Measurement of quantities in biological samples -
Metrological traceability of values assigned to calibra-
tors and control materials.

ISO 18153:2003. In vitro diagnostic medical devices -
Measurement of quantities in biological samples -
Metrological traceability of values for catalytic concen-
tration of enzymes assigned to calibrators and control
materials.

ISO Guide 30:1992/Amd.1:2008. Terms and defini-
tions used in connection with reference materials.
Amendment 1 Revision of definitions for reference
material and certified reference material.

ISO Guide 31:1981 Contents of certificates of reference
materials.

ISO Guide 32:1997. Calibration in analytical chemistry
and use of certified reference materials.

ISO Guide 33:1989. Uses of certified reference
materials.

ISO Guide 34:2000. General requirements for the
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competency of reference material producers.

ISO Guide 35:1989. Certification of reference materials
- General and statistical principles.

ISO 5725:1994. Accuracy (trueness and precision) of
measurement methods and results.
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