INTERNATIONAL ISO
STANDARD 14708-4

First edition
2008-11-15

Implants for surgery — Active
implantable medical devices —

Part 4:
Implantable infusion pumps

Implants chirurgicaux — Dispositifs médicaux implantables actifs —

Partie 4: Pompes d'infusion en implant

e — Reference number
= — ISO 14708-4:2008(E)

© SO 2008



ISO 14708-4:2008(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.

COPYRIGHT PROTECTED DOCUMENT (p

© 1S0O 2008

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. +412274901 11

Fax +41 22749 09 47

E-mail copyright@iso.org

Web www.iso.org
Published in Switzerland

ii © ISO 2008 — All rights reserved



ISO 14708-4:2008(E)

Contents Page
L0 =TT o o \'
L0 e T L1 T oY o Vi
1 Scope ,A .............................................................................................................................................. 1
2 Normati L= =T T - 1
3 Terms and&finitions ........................................................................................................................... 2
4 Symbols and eviated terMS ........oooeiiee e ——————— 3
5 General requiren@ts for non-implantable parts .........cccccoiiirccccccri e ————— 3
6 Requirements for icular active implantable medical devices .......cccccceereieiiiiie e e e s 3
7 General arrangement € PACKAGING ... ——————— 5
8 General markings for ac plantable medical devices ........cccccocmrinriininni s 5
9 Markings on the sales pac(ayn ....................................................................................................... 6
10 Construction of the sales paéip L 6
11 Markings on the sterile pack & ................................................................................................... 6
12 Construction of the non-reusable,gh .............................................................................................. 7
13 Markings on the active implantable m al Lo Lo T - PPN 7
14 Protection from unintentional biological cts caused by the active implantable medical

Lo LYo e 4 7
15 Protection from harm to the patient or user cwd by external physical features of the

active implantable medical deVicCe ..........oouuuc. A rrerrererrrmrmmmmmmmrmrrerrrrrrererernrsrrrrrrreressssssssssnsssnmnrnrnes 8
16 Protection from harm to the patient caused by el HCItY .. ———— 8
17 Protection from harm to the patient caused by heat@ac ................................................................ 9
18 Protection from ionizing radiation released or emitted the active implantable

medical device ... @. ......................................................... 9
19 Protection from unintended effects caused by the device....O'.... .................................................... 9
20 Protection of the device from damage caused by external defé ators.....cccvvvcerrr e 10
21 Protection of the device from changes caused by high-power $1eLct ical fields applied

directly to the patient.............ooooereee e ——— {Qe ..................................... 10
22 Protection of the active implantable medical device from changes caé by

miscellaneous medical treatments ..........cccceiiirri i NP ————_—— 10
23 Protection of the active implantable medical device from mechanical forces .........cccccerrrnnnneee 10
24 Protection of the active implantable medical device from damage caused by electrostatic

Lo L= o7 3 = 1 o [ 1
25 Protection of the active implantable medical device from damage caused by atmospheric

PreSSUre ChaNQGES .......cccciiiiiiiiirr e e e e n e R 1
26 Protection of the active implantable medical device from damage caused by temperature

o =T e T 1
27 Protection of the active implantable medical device from electromagnetic non-ionizing

= Lo | 11 o o T 11

© ISO 2008 — All rights reserved iii



ISO 14708-4:2008(E)

28 Accompanying documentation.............ueeeeeeeeemmmmmmmeemmemrercee s s s s sn s nnnnnnnn 17
Annex AA (informative) Relationship between the fundamental principles in ISO/TR 14283 [8] and
the clauses of this part of ISO 14708 ... e mme s 20
Annex BB (informative) Relationship between the clauses of this part of ISO 14708 and the
fundamental principles listed in ANNEX AA ... ... e mmn e s nnnes 30
Annex CC (informative) Rationale...........cccuiiiiiiiiiiii e e 32
L= T 0] [ oo T =T ] 4 /2 41

iv © ISO 2008 — All rights reserved



ISO 14708-4:2008(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 ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established ha% right to be represented on that committee. International organizations, governmental and
non-governmenfalgin liaison with ISO, also take part in the work. ISO collaborates closely with the
International Ele@echnical Commission (IEC) on all matters of electrotechnical standardization.

International Standé?ar,e drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of techn ommittees is to prepare International Standards. Draft International Standards
adopted by the technical mittees are circulated to the member bodies for voting. Publication as an
International Standard requi pproval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibiffy)that some of the elements of this document may be the subject of patent
rights. ISO shall not be held respon@g for identifying any or all such patent rights.

ISO 14708-4 was prepared by Techniﬁ\Committee ISO/TC 150, Implants for surgery, Subcommittee SC 6,
Active implants.

ISO 14708 consists of the following parts, %r the general title Implants for surgery — Active implantable
medical devices: s

— Part 1: General requirements for safety, markf;and for information to be provided by the manufacturer
— Part 2: Cardiac pacemakers %

— Part 3: Implantable neurostimulators

— Part 4: Implantable infusion pumps ’ >
NS
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© 1SO 2008 — All rights reserved \"



ISO 14708-4:2008(E)

Introduction

This part of ISO 14708 specifies particular requirements for active implantable medical devices intended to
deliver a medicinal substance to site-specific locations within the human body, to provide basic assurance of
safety for both patients and users. It amends and supplements ISO 14708-1:2000, hereinafter referred to as
ISO 14708-1. The requiﬁeents of this part of ISO 14708 take priority over those of ISO 14708-1.

An implantable infusion is a device that delivers either a constant flow rate or a variable flow rate from
which a medicinal substa delivered via an implanted catheter to site-specific locations within the human
body. An external programmerai,qht be used to adjust device parameters.

This part of 1ISO 14708 is rele

catheters, refill kits, direct acces
might be intended to be totally or p
implantable parts and accessories if t

to all parts and accessories of implantable infusion pumps, including
kits, programmers and related software. Not all parts or accessories
implanted, but there is a need to specify some requirements of non-
ould affect the safety or performance intended by the manufacturer.
Requirements for physiologic sensing fu%n of implantable infusion pumps are not included in this edition
of this part of ISO 14708 but might be cons de’éci in future editions.

e
Within this part of ISO 14708 the following termSQc\re used to amend and supplement ISO 14708-1:

“Replacement”: the clause of ISO 14708-1 is regbed completely by the text of this particular part of
ISO 14708. A

“Addition”: the text of this particular part of ISO 14708 is a@ional to the requirements of ISO 14708-1.

“Amendment”: the clause of ISO 14708-1 is amended a%ated by the text of this particular part of
ISO 14708.

“Not used”: the clause of ISO 14708-1 is not applied in this parti&? art of ISO 14708.

Subclauses, figures, or tables that are additional to those of ISO 1?@1 are numbered starting from 101;
additional annexes are lettered AA, BB, etc. /&
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Implants for surgery — Active implantable medical devices —

Part 4:
Implantable infusion pumps

1 Scope O/

This part of 1ISO 14708 i@ plicable to active implantable medical devices intended to deliver medicinal

substances to site-specific | jons within the human body.
This part of ISO 14708 is also licable to some non-implantable parts and accessories of the devices as
defined in Clause 3. O

The tests that are specified in this part @£1SO 14708 are type tests intended to be carried out on a sample of a
device to show compliance, and are notJiitended to be used for the routine testing of manufactured products.

NOTE This part of ISO 14708 is not intended {p apply to non-implantable infusion systems. However, it does apply to
devices intended to be used as trial systems be of their close affiliation with implantable infusion pumps.

L.

2 Normative references /®

The following referenced documents are indispensa for the application of this document. For dated
references, only the edition cited applies. For undateipeferences, the latest edition of the referenced
document (including any amendments) applies. @

ISO 14708-1, Implants for surgery — Active implantable me%vices — Part 1: General requirements for
safety, marking and for information to be provided by the manu

o,
IEC 60601-1:2005, Medical electrical equipment — Part 1: Gen(é requirements for basic safety and
essential performance O,

IEC 60601-1-2:2007, Medical electrical equipment — Part 1-2: Genera@rements for basic safety and
essential performance — Collateral standard: Electromagnetic compatibilit equirements and tests

IEC 61000-4-3:2002, Electromagnetic compatibility (EMC) — Part 4-3: sting and measurement
techniques — Radiated, radio-frequency, electromagnetic field immunity test

ANSI/AAMI PC69:2000, Active implantable medical devices — Electromagnetic compatibility — EMC test
protocols for implantable cardiac pacemakers and implantable cardioverter defibrillators
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