
 
 - 1 -

DIN EN ISO 23908:2011-09 (E) 
 
 
Sharps injury protection - Requirements an d test methods - Sharps protection 
features for single-use hypodermic needles, introducers for catheters and needles 
used for blood sampling (ISO 23908:2011) 
 
 
Contents            Page 
 
 
Foreword ..........................................................................................................................................................3 
 
Introduction ......................................................................................................................................................4 
 
1 Scope ...............................................................................................................................................5 
 
2 Normative references ....................................................................................................................5 
 
3 Terms and definitions ....................................................................................................................5 
 
4 Requirements .................................................................................................................................6 
4.1 General ............................................................................................................................................6 
4.2 Activation of the sharps injury protection feature ......................................................................7 
4.3 Security of safe mode protection .................................................................................................7 
 
5 Test methods ..................................................................................................................................7 
5.1 General ............................................................................................................................................7 
5.2 Testing activation of a sharps injury protection feature ............................................................7 
5.2.1 Principle ..........................................................................................................................................7 
5.2.2 Apparatus ........................................................................................................................................8 
5.2.3 Procedure ........................................................................................................................................8 
5.3 Challenging the device in safe mode ...........................................................................................9 
5.3.1 General ............................................................................................................................................9 
5.3.2 Principle ..........................................................................................................................................9 
5.3.3 Apparatus ........................................................................................................................................9 
5.3.4 Procedure ........................................................................................................................................9 
5.4 Testing access to the sharp in safe mode .................................................................................10 
5.5 Testing simulated clinical use ....................................................................................................10 
5.6 Test report .....................................................................................................................................10 
 
6 Information supplied by the manufacturer ................................................................................10 
6.1 General ..........................................................................................................................................10 
6.2 Marking/labelling ..........................................................................................................................11 
6.3 Instructions for use ......................................................................................................................11 
 
Annex A (informative) Guidance on simulated user studies ....................................................................12 
 
Annex B (informative) Method for testing access to the sharp in safe mode .........................................14 
 
Bibliography ...................................................................................................................................................15 
 
Annex ZA (informative) Relationship between this European Standard and the Essential 

Requirements of EU Directive 93/42/EEC ..................................................................................16 
 


		2026-05-31T15:35:33+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




