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Available at www.harmonization.net under the Resources tab

Formation
 In 2010 AACC convened an international leadership conference that focused on the 

status and challenges to achieve harmonized results from clinical laboratories on a 
global basis. 

 The ICHCLR was created in 2013 to fulfil the recommendations from that 
conference  
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The primary objectives of the ICHCLR are: 

 to improve the harmonization of results from clinical 

laboratory measurement procedures for measurands that do not 

have reference measurement procedures

 to provide a resource center for information on global activities to 

harmonize and standardize clinical laboratory measurement 

procedures
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Stakeholder Members

Australasian Association of 

Clinical Biochemists (AACB)

Qualab Biotech Co., Ltd.

European Organization for 

External Quality Assurance 

Providers in Laboratory Medicine 

(EQALM)

Roche Diagnostics

INSTAND e.V.
Shenzhen Mindray Bio-Medical 

Electronics Co., Ltd.
Korean Association of External 

Quality Assessment Service (KEQAS) Siemens Healthcare Diagnostics

Zybio, Inc.

Reference Institute for Bioanalytics (RfB)

Royal College of Pathology of Australasia 

Quality Assessment Programs (RCPAQAP)
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ISO DIS 21151:2019  “In vitro diagnostic medical devices - Measurement of 

quantities in samples of biological origin - Requirements for international 

harmonization protocols intended to establish metrological traceability 

of values assigned to end user calibrators and human samples”.

Dr. Miller will cover this in more detail in the next presentation.

A proposal for an ISO standard for international harmonization protocols 
originated from the ICHCLR and will be an important new tool to achieve 

equivalent results among different measurement procedures when no 
certified reference material or reference measurement procedure is available. 
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ICHCLR/EQALM project to aggregate EQA data from 

commutable samples from global EQA providers

 The HOG initiated a pilot project to explore the feasibility to aggregate 
EQA, or PT, data from commutable samples to provide feedback regarding 
the status of harmonization of results for various measurands 

 Aggregation of the pilot data supports feasibility of this approach and 
identified an approach to automate the process of accumulating EQA data 
from different providers.

 The pilot results were presented at the EQALM meeting October 17-18, 2019. 

 The ICHCLR and the EQALM signed an MOU on August 15, 2019 to 
collaborate to expand the pilot project and develop the program to 
aggregate EQA data from commutable samples on a global basis 
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Funding for Start-up Harmonization Projects

 The ICHCLR will make available funding to support start-up costs for 
new projects to standardize/harmonize results for high priority 
measurands conducted by other organizations ($5-15 K).

 The funding is intended to support the following types of activity: an 
initial meeting of a working group to develop a detailed 
experimental design for a project; an initial experiment to launch a 
project.

 The expectation is the working group will obtain additional funding 
from other sources to complete the project. 

 An application to apply for start-up funds is available at 
www.harmonization.net under the Resources tab. 
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ICHCLR/IFCC Workshop: Barriers to global standardization of clinical 
laboratory testing: reference materials and regulations 

 The ICHCLR and the IFCC Scientific Division are organizing a workshop on 
May 29-30, 2020 in Seoul, Korea immediately following the IFCC 
WordLab Congress.

 Workshop topics will address:
 technical and regulatory issues, 
 impact of new biomarkers and technologies, 
 approaches to prioritization of tests for standardization, 
 and conclude with issuing recommendations for improved 

approaches to achieve globally standardized patient test results.

 The workshop announcement and program details are available at the 
ICHCLR and IFCC websites. 
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