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Standarder far varlden att fungera

SIS (Swedish Standards Institute) ar en fristaende ideell férening med medlemmar fran bade privat och offentlig
sektor. Vi ar en del av det europeiska och globala natverk som utarbetar internationella standarder. Standarder ar
dokumenterad kunskap utvecklad av framstdende aktérer inom industri, naringsliv och samhalle och beframjar
handel dver granser, bidrar till att processer och produkter blir sékrare samt effektiviserar din verksamhet.

Delta och paverka

Som medlem i SIS har du mojlighet att paverka framtida standarder inom ditt omrade
pa nationell, europeisk och global niva. Du far samtidigt tillganag till tidig information om
utvecklingen inom din bransch.

Tadel av det fardiga arbetet

Vi erbjuder vara kunder allt som ror standarder och deras tillampning. Hos oss kan du kopa
alla publikationer du behéver — allt fran enskilda standarder, tekniska rapporter och standard-
paket till handbocker och onlinetjanster. Genom var webbtjanst e-nav far du tillgang till
ett lattnavigerat bibliotek dar alla standarder som ar aktuella for ditt féretag finns tillgangliga.
Standarder och handbdcker &r kéllor till kunskap. Vi séljer dem.

Utveckla din kompetens och lyckas béattre i ditt arbete

Hos SIS kan du ga 6ppna eller foretagsinterna utbildningar kring innehall och tillampning
av standarder. Genom var narhet till den internationella utvecklingen och 1ISO far du rétt
kunskap i ratt tid, direkt fran kallan. Med var kunskap om standarders mojligheter hjalper
vi vara kunder att skapa verklig nytta och lonsamhet i sina verksamheter.
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Vill du veta mer om SIS eller hur standarder kan effektivisera din verksamhet ar
du valkommen in pA www.sis.se eller ta kontakt med oss patel 08-555 523 00.

Standards make the world go round

SIS (Swedish Standards Institute) is an independent non-profit organisation with members from both the private

and public sectors. We are part of the European and global network that draws up international standards. Standards
consist of documented knowledge developed by prominent actors within the industry, business world and society.
They promote cross-border trade, they help to make processes and products safer and they streamline your
organisation.

Take part and have influence

As a member of SIS you will have the possibility to participate in standardization activities
on national, European and global level. The membership in SIS will give you the opportunity
to influence future standards and gain access to early stage information about developments
within your field.

Get to know the finished work

We offer our customers everything in connection with standards and their application. You
can purchase all the publications you need from us - everything from individual standards,
technical reports and standard packages through to manuals and online services. Our web
service e-nav gives you access to an easy-to-navigate library where all standards that are
relevant to your company are available. Standards and manuals are sources of knowledge.
We sell them.
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Increase understanding and improve perception

With SIS you can undergo either shared or in-house training in the content and application
of standards. Thanks to our proximity to international development and ISO you receive

the right knowledge at the right time, direct from the source. With our knowledge about the
potential of standards, we assist our customers in creating tangible benefit and profitability
in their organisations.

If you want to know more about SIS, or how standards can streamline your
organisation, please visit www.sis.se or contact us on phone +46 (0)8-555 523 00
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Foreword

This document (EN 45502-1:2015) has been prepared by CEN/CLC/JWG AIMD "CEN/CENELEC Joint
Working Group on Active Implantable Medical Devices".

The following dates are fixed:

e latest date by which this document has (dop) 2016-04-20
to be implemented at national level by
publication of an identical national
standard or by endorsement

e latest date by which the national (dow) 2018-04-20
standards conflicting with this
document have to be withdrawn

This document supersedes EN 45502-1:1997.

EN 45502-1:2015 includes the following significant technical changes with respect to EN 45502-1:1997:

a)
b)
c)
d)
e)

f)
)
h)

update according to the modified AIMD;

update of normative references to the “state of the art”;

implementation of usability issues;

implementation of links to information security;

implementation of elements according to EN 14971:2012;

improvement of Clause 14 “Protection from unintentional biological effects being caused by the active
implantable medical device”;

improvement of Clause 20 “Protection of the active implantable medical device from damage caused

by external defibrillators”;

improvement of Clause 22 “Protection of the active implantable medical device from changes caused
by miscellaneous medical treatments” especially for ultrasonic diagnostic devices.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. CENELEC [and/or CEN] shall not be held responsible for identifying any or all such patent rights.

This document has been prepared under a mandate given to CENELEC by the European Commission and
the European Free Trade Association, and supports essential requirements of EU Directive(s).

For the relationship with EU Directive(s) see informative Annex ZZ, which is an integral part of this document.
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Introduction

This European Standard specifies general requirements for ACTIVE IMPLANTABLE MEDICAL DEVICES to provide
basic assurance of safety for both patients and users.

To minimize the likelihood of a device being misused, this European Standard also details comprehensive
requirements for MARKINGS and for other information to be supplied as part of the documentation with any
ACTIVE IMPLANTABLE MEDICAL DEVICE.

For particular types of ACTIVE IMPLANTABLE MEDICAL DEVICE, the general requirements can be supplemented or
modified by the requirements of other parts of EN 45502. A requirement of a particular part of EN 45502 takes
priority over the corresponding requirement of this general part of EN 45502. Where particular parts of
EN 45502 exist, this general standard of EN 45502 is not intended to be used alone. Special care is required
when applying this general standard part of EN 45502 alone to ACTIVE IMPLANTABLE MEDICAL DEVICES for which
no particular part of EN 45502 has yet been published.
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1 Scope

This part of EN 45502 specifies requirements that are generally applicable to ACTIVE IMPLANTABLE MEDICAL
DEVICES.

NOTE 1 For particular types of ACTIVE IMPLANTABLE MEDICAL DEVICES, these general requirements are supplemented or
modified by the requirements of particular standards which form additional parts of this European Standard.

The tests that are specified in EN 45502 are type tests and are to be carried out on samples of an ACTIVE
IMPLANTABLE MEDICAL DEVICE to show compliance.

This part of EN 45502 is applicable not only to ACTIVE IMPLANTABLE MEDICAL DEVICES that are electrically
powered but also to those powered by other energy sources (for example by gas pressure or by springs).

This part of EN 45502 is also applicable to some non-implantable parts and accessories of the ACTIVE
IMPLANTABLE MEDICAL DEVICES.

NOTE 2 The device that is commonly referred to as an ACTIVE IMPLANTABLE MEDICAL DEVICE can be a single device, a
combination of devices, or a combination of a device or devices and one or more accessories. Not all of these parts are
required to be either partially or totally implantable, but there is a need to specify some requirements of non-implantable
parts and accessories if they could affect the safety or performance of the implantable device.

NOTE 3 In this part of EN 45502, terms printed in small capital letters are used as defined in Clause 3. Where a defined

term is used as a qualifier in another term, it is not printed in small capital letters unless the concept thus qualified is also
defined.

2 Normative references

The following documents, in whole or in part, are normatively referenced in this document and are
indispensable for its application. For dated references, only the edition cited applies. For undated references,
the latest edition of the referenced document (including any amendments) applies.

EN 60068-2-14:2009, Environmental testing — Part 2 14: Tests — Test N: Change of temperature (IEC 60068-
2-14:2009)

EN 60068-2-27:2009, Environmental testing — Part 2 27: Tests — Test Ea and guidance: Shock (IEC 60068-2-
27:2008)

EN 60068-2-47:2005, Environmental testing — Part 2 47: Tests — Mounting of specimens for vibration, impact
and similar dynamic tests (IEC 60068-2-47:2005)

EN 60068-2-64:2008, Environmental testing — Part 2 64: Tests — Test Fh: Vibration, broadband random and
guidance (IEC 60068-2-64:2008)

EN 60601-1:2006, Medical electrical equipment — Part 1: General requirements for basic safety and essential
performance (IEC 60601-1:2005)

EN 60601-1:2006/A1:2013, Medical electrical equipment — Part 1: General requirements for basic safety and
essential performance (IEC 60601-1:2005/A1:2012)

EN 62304:2006, Medical devices software — Software life-cycle processes (IEC 62304:2006)
EN 62366:2008, Medical devices — Application of usability engineering to medical devices (IEC 62366:2007)

EN ISO 10993-1:2009, Biological testing of medical devices — Part 1. Evaluation and testing within a risk
management process (ISO 10993-1:2003)

EN ISO 11607-1:2006, Packaging for terminally sterilized medical devices — Part 1. Requirements for
materials, sterile barrier systems and packaging systems (ISO 11607-1:2006)
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EN ISO 14155:2011-10, Clinical investigation of medical devices for human subjects -- Good clinical practice
(ISO 14155:2011)

EN ISO 14971:2012, Medical devices — Application of risk management to medical devices (ISO 14971:2007)

ISO 8601:2004, Data elements and interchange formats — Information interchange — Representation of dates
and times
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