
 
 - 1 - 

ISO 14630:2024-09 (E) 
 
 
Non-active surgical implants - General requirements 
 
 
Contents            Page 
 
 
Foreword  ......................................................................................................................................................... iv 
 
Introduction  ..................................................................................................................................................... vi 
 
1 Scope  ............................................................................................................................................... 1 
 
2 Normative references ..................................................................................................................... 1 
 
3 Termsanddefinitions  ...................................................................................................................... 2 
 
4 Intended performance .................................................................................................................... 6 
 
5 Design attributes  ............................................................................................................................ 6 
 
6 Selection of materials  .................................................................................................................... 7 
 
7 Design evaluation  ........................................................................................................................... 8 
7.1 General  ............................................................................................................................................ 8 
7.2 Pre-clinical evaluation  ................................................................................................................... 8 
7.3 Clinical evaluation and clinical investigation  ............................................................................ 10 
7.4 Post-market surveillance  ............................................................................................................. 11 
 
8 Manufacture  .................................................................................................................................. 11 
 
9 Sterilization  ................................................................................................................................... 11 
9.1 Implants supplied sterile  ............................................................................................................. 11 
9.2 Implants supplied non-sterile  ..................................................................................................... 12 
9.3 Re-sterilizable implants  ............................................................................................................... 12 
9.4 Sterilization residuals  .................................................................................................................. 12 
 
10 Packaging  ..................................................................................................................................... 12 
10.1 Protection from damage in transport, storage and handling  .................................................. 12 
10.2 Maintenance of sterility in transport, storage and handling  .................................................... 13 
10.3 Use by date  ................................................................................................................................... 13 
 
11 Information supplied by the manufacturer  ................................................................................ 13 
11.1 General  .......................................................................................................................................... 13 
11.2 Marking on implants  .................................................................................................................... 14 
11.3 Label  .............................................................................................................................................. 14 
11.4 Instructions for use  ...................................................................................................................... 16 
11.5 Patient record label(s) .................................................................................................................. 17 
11.6 Implant card  .................................................................................................................................. 18 
11.7 Implants for special purposes  .................................................................................................... 18 
 
Bibliography  ................................................................................................................................................... 19 
 


		2026-04-27T06:58:11+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




