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Foreword

Saudi Food and Drug Authority (SFDA) is an independent organization with 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 has adopted Standard No.( GSO ISO
22870 :2015 (E) 1SO 22870 :2006) “Point-of-care testing (POCT) -- Requirements for
quality and competence “GCC Standardization Organization” in its original language.
This standard is adopted identically 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).



INTERNATIONAL ISO
STANDARD 22870

First edition
2006-02-01

Point-of-care testing (POCT) —
Requirements for quality and competence

Analyses de biologie délocalisées (ADBD) — Exigences concernant la
qualité et la compétence

e Reference number
= — 1ISO 22870:2006(E)

© ISO 2006



Scope

ISO 22870:2016 gives specific requirements applicable to point-of-care testing and is
intended to be used in conjunction with ISO 15189. The requirements of this document
apply when POCT is carried out in a hospital, clinic and by a healthcare organization
providing ambulatory care. This document can be applied to transcutaneous
measurements, the analysis of expired air, and in vivo monitoring of physiological
parameters.

Patient self-testing in a home or community setting is excluded, but elements of this
document can be applicable.
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