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Our vision
To be the world’s leading provider of high 
quality, globally relevant International 
Standards through its members and 
stakeholders.

Our mission
ISO develops high quality voluntary 
International Standards that facilitate 
international exchange of goods and ser-
vices, support sustainable and equita-
ble economic growth, promote innova-
tion and protect health, safety and the 
environment.

Our process
Our standards are developed by experts 
all over the world who work on a volunteer 
or part-time basis. We sell International 
Standards to recover the costs of organ-
izing this process and making standards 
widely available.

Please respect our licensing terms and 
copyright to ensure this system remains 
independent.

If you would like to contribute to the devel-
opment of ISO standards, please contact 
the ISO Member Body in your country:

www.iso.org/iso/home/about/iso_
members.htm
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Executive summary
•	 Medical laboratory services are essential to patient care.  It is estimated that 60% 

to 70% of healthcare decisions are based on diagnostic test results. 
•	 Conformance to this International Standard ensures that the laboratory meets 

both the technical competence requirements and the management system 
requirements that are necessary for it to consistently deliver clinically valid 
results.

•	 This International Standard can be used by medical laboratories in developing 
their quality management systems and assessing their own competence. It can also 
be used for confirming or recognizing the competence of medical laboratories by 
laboratory customers, regulating authorities and accreditation bodies. 

•	 While this International Standard is intended for use in recognized disciplines of 
medical laboratory services, those working in other services and disciplines such 
as clinical physiology, medical imaging and medical physics could also find it useful 
and appropriate.
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