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1 Whereas the outlines of previous versions of the ISO 17025 standard were comparable, the outline and approach to 
quality management system establishment of the latest version of ISO 17025 published in 2017 is different from the latest 
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version of ISO 15189 published in 2012. However, the next version of ISO 15189 is expected in 2021 and will again be 
similar to ISO 17025:2017 in terms of both outline and approach.  
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2 Full instructions on use of the eTool are provided within the eTool itself.  Information and data collected in the paper-
based scorecards and eTool are the same. 
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3 Names of these committees may vary between organizations and countries. 
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4 Quality Control: the activities undertaken during the testing procedure to ensure that results are reliable (in general: 
positive and negative controls). 
Quality Assurance: the activities undertaken before testing to ensure that results are reliable (such as trained staff, high 
quality materials and equipment, presence of documents such as SOPs). 
External Quality Assessment: proficiency testing, blinded retesting and/or inspection visits by an external entity to assess 
the reliability of laboratory test results. 
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5 Root Cause Analysis aims at identifying the underlying problem causing the non-conformity. Established techniques are 
the Ishikawa Diagram (https://en.wikipedia.org/wiki/Ishikawa_diagram) and the Five Times Why method 
 (https://en.wikipedia.org/wiki/Five_whys). 
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6 Various other sections of the Manual of Diagnostic Tests and Vaccines for Terrestrial Animals are also relevant/related to 
laboratory quality management and biosafety. Moreover, this manual also contains information on specific pathogens. It is 
therefore strongly recommended to scrutinize the overall outline of this manual for other relevant sections. 
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