
A Reference number
ISO 1 4969:1 999(E)

INTERNATIONAL
STANDARD

ISO
1 4969

First edition
1 999-06-01

Quality systems — Medical  devices —
Guidance on the application of ISO 1 3485
and ISO 1 3488

Systèmes quali té — Dispositifs médicaux — Lignes directrices pour
l 'application  de l 'ISO 1 3485 et l 'ISO 1 3488



ISO 1 4969:1 999(E)

©   ISO 1 999

Al l  rights reserved.  Unless otherwise speci fied,  no part of th is publ ication  may be reproduced or uti l ized in  any form or by any means,  electronic
or mechanical ,  including  photocopying  and microfi lm,  without permission  in  wri ting  from the publ isher.

International  Organization  for Standardization
Case postale 56 •  CH-1 21 1  Genève 20 •  Switzerland
Internet iso@iso.ch

Printed in  Switzerland

i i

Contents

1  Scope ................................................... ................................................... ................................................... ............... 1

2 Normative references ................................................... ................................................... ........................................ 2

3 Terms and definitions ................................................... ................................................... ....................................... 2

4 Quality system requirements ................................................... ................................................... ........................... 2

4.1  Management responsibility ................................................... ................................................... ........................... 2

4.2 Quality system ................................................... ................................................... ................................................ 3

4.3 Contract review ............................................. ................................................... ................................................... .. 3

4.4 Design control ............................................ ................................................... ................................................... ..... 3

4.5 Document and data control ................................................... ................................................... ........................... 7

4.6 Purchasing ................................................... ................................................... ................................................... ... 8

4.7 Control  of customer-supplied product ............................................ ................................................... .............. 1 0

4.8 Product identification and traceability ................................................... ................................................... ....... 1 0

4.9 Process control ............................................ ................................................... ................................................... . 1 1

4.1 0 Inspection and testing ............................................ ................................................... ....................................... 1 5

4.1 1  Control  of inspection,  measuring and test equipment ............................... .................... .............................. 1 6

4.1 2 Inspection and test status ................................................... ................................................... ......................... 1 7

4.1 3 Control  of nonconforming product.......... .................................. ................................................... .................. 1 7

4.1 4 Corrective and preventive action ................................................... ................................................... .............. 1 8

4.1 5 Handling,  storage,  packaging,  preservation and delivery ........................................... ................................. 21

4.1 6 Control  of quality records ............................................ ................................................... ................................. 23

4.1 7 Internal  quality audits............................................. ................................................... ....................................... 24

4.1 8 Training ........................................... ................................................... ................................................... ............. 25

4.1 9 Servicing .......................................... ................................................... ................................................... ............ 25


