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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 through the work program of technical committee (SFDA/MDS/TC 150) “Implants for surgery”
has adopted the International Standard No.(ISO 12891-1:2015) “Retrieval and analysis of surgical
implants -- Part 1: Retrieval and handling”, issued by “International Organization for Standardization”
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).

- The modifications are mentioned in the modifications Annex.
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Modifications Annex

Project: SFDA.MD/ 1SO 12891-1:2015
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Scope

This part of 1ISO 12891 specifies the method to be followed for the retrieval and handling of
surgical implants and associated tissues and fluids. In particular, it specifies the essential
steps to be followed for the safe and proper obtaining of the clinical history, pre-explantation
checks and examinations, collection, labelling, cleaning, decontamination, documentation,
packing and shipping. This part of ISO 12891 also provides guidance on infection control.

NOTE National or other regulations, which can be more stringent, can apply.

This part of 1ISO 12891 does not apply in cases of explantation where there is no intention to
collect retrieval data. However, many clauses give useful information which can apply in
these cases also.



