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Foreword

Saudi Food and Drug Authority (SFDA) is an independent organization with main

purpose of regulating and monitoring of foods, drugs and medical devices. One of

SFDA functions is to issue national Standards /Technical Regulation in the fields of
foods, drugs and medical devices, whether imported or manufactured locally, through
specialized technical committees (TCs). SFDA medical devices sector through the

) “Clinical laboratory 212work program of technical committee (SFDA/MDS/TC

testing and in vitro diagnostic test systems” has adopted the International Standard
No.( ISO/TS 22367:2008) " Medical laboratories -- Reduction of error through risk

management and continual improvement", issued by “ International Organization for
Standardization” in its original language. This standard is adopted with modification

in its original language and has been approved as national standard by SFDA board
of directors in its meeting No () Held on (// AH), agreed with (// G).
- The modifications are mentioned in the Modifications table.
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Scope

This Technical Specification characterizes the application of ISO 15189 as a system for
reducing laboratory

error and improving patient safety by applying the principles of risk management, with
reference to

examination aspects, especially to pre- and post-examination aspects, of the cycle of
laboratory medical care.

This Technical Specification proposes a methodology for finding and characterizing medical
laboratory error

that would be avoided with the application of 1SO 15189.



