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LABORATORY INFORMATION SYSTEMS: ISO/IEC-17025 AND REQUIREMENTS
Hilla Ben-David
Medical Division, Israel Laboratory Accreditation Authority (ISRAC), Lod Airport, Israel

E-mail: hillab@israc.gov.il
Computerized systems are an integral part of many (and at times – all) lab processes, and as such, should be validated according to requirements similar to those applicable to the validation of analytical methods, to protect the users of the lab's results from any harm caused by incorrect collection or processing, or by loss or change of data.

ISO/IEC-17025 section 5.4.5: "validation is the confirmation by examination and the provision of objective evidence that the particular requirements for a specific intended use are fulfilled". 

ISRAC's Procedure 1-661004 - Validation policy for test-methods: 

· Test the characteristics (features, attributes) of the computerized system that are relevant for its intended use.

· Standard systems – full validation NOT required when used without any changes / adjustments / adaptations.  Verification required: the attributes found in the initial validation are achieved when the system performs routinely.

· Validation should be performed:

· When a system is initially introduced (acceptance testing).

· When ever changes are made to a functioning system

· When other modules/systems are interphased 

· Periodically, to assure performance attributes are always in-line with requirements

· Documentation required:

· Validation protocol (definition of the intended use, design and plan: which attributes would be tested and how, criteria for acceptance of each performance attribute).

· Validation report (documentation of all tests carried out, data collected, and conclusions – in correlation with criteria specified in the protocol and with intended use).

Performance characteristics: will be discussed in details.
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