INTERNATIONAL 1ISO
STANDARD 11318

Second edition
2002-08-01

Cardiac defibrillators — Connector
assembly DF-1 for implantable
defibrillators — Dimensions and test
requirements

Défibrillateurs cardiaques — Ensemble connecteur DF-1 pour défibrillateurs
implantables — Dimensions et exigences d'essai

_ Reference number
— N— ISO 11318:2002(E)

©1S0 2002



ISO 11318:2002(E)

PDF disclaimer

This PDF file may contain embedded typefaces. In accordance with Adobe's licensing policy, this file may be printed or viewed but shall not be
edited unless the typefaces which are embedded are licensed to and installed on the computer performing the editing. In downloading this file,
parties accept therein the responsibility of not infringing Adobe's licensing policy. The ISO Central Secretariat accepts no liability in this area.

Adobe is a trademark of Adobe Systems Incorporated.
Details of the software products used to create this PDF file can be found in the General Info relative to the file; the PDF-creation parameters

were optimized for printing. Every care has been taken to ensure that the file is suitable for use by ISO member bodies. In the unlikely event
that a problem relating to it is found, please inform the Central Secretariat at the address given below.

© 1SO 2002 0

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized in any form or by any means,
electronic or mechanical, including photocopying and microfilm, without permission in writing from either ISO at the address below or ISO's
member body in the country of the requester.

ISO copyright office

Case postale 56 » CH-1211 Geneva 20
Tel. +41227490111

Fax + 4122749 09 47

E-mail copyright@iso.ch

Web www.iso.ch

Printed in Switzerland

© ISO 2002 — All rights reserved



ISO 11318:2002(E)

Contents Page
Yo 0 o1 PRRURIN 1
A [0 ¢ 4 P AN (=) (=T =Y (ol S PUPO 1
I 1= £ 3= T o [ o =3 T a1 i) NPT PRPP PR 1
4 Requirements ..% 6 ........................................................................................................................................ 2
/0
Annexes kp
A Lead connector electricg [F= L0 R (=] A 8
B Connector cavity current—ca@ GEEST o 13
C Rationale for lead connector ICAl ISOIALION tESE.... i 16
D Rationale for connector cavity ¢ Loz L4 YA o R (=] PSRRI 18
E Rationale for requirements of this ational StaNdard..........ooooiiiiiiiii s 19

© 1SO 2002 — All rights reserved iii



ISO 11318:2002(E)

Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies (ISO
member bodies). The work of preparing International Standards is normally carried out through 1SO technical
committees. Each member body interested in a subject for which a technical committee has been established has
the right to be represented on that committee. International organizations, governmental and non-governmental, in
liaison with 1SO, also#fake part in the work. 1ISO collaborates closely with the International Electrotechnical
ters of electrotechnical standardization.

Commission (IEC) on all
International Standards are‘ér‘ ed in accordance with the rules given in the ISO/IEC Directives, Part 3.

Draft International Standards a d by the technical committees are circulated to the member bodies for voting.
Publication as an International St rd requires approval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility t ome of the elements of this International Standard may be the subject of
patent rights. ISO shall not be held res ible for identifying any or all such patent rights.

International Standard ISO 11318 was ?@flﬁrgd by Technical Committee ISO/TC 150, Implants for surgery,
Subcommittee SC 6, Active implants. {Q

This second edition cancels and replaces the first@tion (ISO 11318:1993), which has been technically revised.

Annexes A and B form a normative part of this Interf@qal Standard. Annexes C, D and E are for information only.
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Introduction

The purpose of this International Standard is to specify a standard connector assembly, DF-1, to provide
interchangeability between implantable defibrillator leads and defibrillator pulse generators from different
manufacturers. The safety, reliability and function of a particular connector part are the responsibility of the

manufacturer. )\

Defibrillator connecto )ems not conforming to this International Standard may be safe and reliable, and may have
clinical advantages. d\
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Cardiac defibrillators — Connector assembly DF-1 for implantable
defibrillators — Dimensions and test requirements

1 Scope )\

This International St@fd specifies a unipolar connector assembly, DF-1, intended for use in connecting
implantable defibrillator s to implantable defibrillator generators that do not produce more than 1 kV/50 A peak
output. Essential dimensmn&d performance requirements related to connector fit are specified, along with test
methods. O

This International Standard do
International Standard is applica
of functional compatibility, syste
implantable defibrillator generator as

t specify other connector features such as fastening means and material. This

the form and fit of the connector assembly, and does not address all aspects

rformance, or reliability of different implantable defibrillator leads and
lies.

.

®
The following normative document contains pr@ions which, through reference in this text, constitute provisions of
this International Standard. For dated references, s?sequent amendments to, or revisions of, this publication do not

2 Normative reference

apply. However, parties to agreements based is International Standard are encouraged to investigate the
possibility of applying the most recent edition of th mative document indicated below. For undated references,
the latest edition of the normative document referre &applies. Members of ISO and IEC maintain registers of
currently valid International Standards.

ISO 7436:1983, Slotted set screws with cup point é

&

3 Terms and definitions %

For the purposes of this International Standard, the following terms a@/d‘efinitions apply.

D
connector assembly @
assembly, consisting of a lead connector and a connector cavity, for the ele@fal and mechanical connection to a

defibrillator generator 6
3.2 ‘A
lead connector @:

that part of the connector assembly that is inserted into the connector cavity

3.3 0

connector cavity
that part of the connector assembly that is part of the defibrillator generator

3.4

sealing mechanism

circumferential barrier intended to maintain the electrical insulation between electrically isolated parts of the
connector assembly

3.5

seal zone
surface in the connector cavity and on the lead connector on which one or more seals are intended to bear
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