ISO 20698:2018 (E)

Catheter systems for neuraxial application — Sterile and single-use catheters

and accessories

Contents

Foreword

Introduction

1 Scope
2 Normative references
3 Terms and definitions
4 Intended performance
5 Design attributes
5.1 Nominal size of the catheter
5.1.1 General
5.1.2 Outside diameter
51.3 Catheter lengths
5.2 Catheter holes
5.3 Distal tip
5.4 Surface
5.5 Hubs
5.6 Markings
5.7 Filter
5.8 Stylet
5.9 Detectability
5.10 Fixation devices
6 Materials
6.1 General
6.2 Biocompatibility
6.3 Drug and material compatibility
7 Design evaluation
71 General
7.2 Pre-clinical evaluation
7.21 General
7.2.2 Radiopacity
7.2.3 Magnetic resonance compatibility
7.24 Corrosion resistance
7.2.5 Flow rate
7.2.6 Freedom from leakage (design)
7.2.7 Peak tensile force
7.2.8 Catheter kinking test
7.2.9 Surface
7.3 Clinical evaluation
8 Sterilization
8.1 General
8.2 Sterilization residuals
9 Packaging
10 Information to be supplied by the manufacturer



10.1
10.2

Annex A

A1
A2
A3
A4
A5

Annex B

B.1
B.2
B.3
B.4
B.5
B.6

Annex C

CA
C.2
C3
C4
C.5

Annex D

D.1
D.2
D.3
D.4

Annex E

E.1
E.2
E.3

Marking on the device
Information on instructions for use and/or packaging

(normative) Test method for resistance to corrosion

Principle
Reagents
Apparatus
Procedure
Test report

(normative) Determination of flow rate through catheter

Principle

Reagent

Apparatus

Procedure
Expression of results
Test report

(normative) Test method for liquid leakage under pressure

Principle
Reagents
Apparatus
Procedure
Test report

(normative) Method for determining peak tensile force

Principle

Apparatus
Procedure
Test report

(informative) Other units of measurement

General
French or Charriére
Needle gauge

Page count: 20



		2026-06-27T14:10:10+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




