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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 has the right to be represented on that committee. International organizations, governmental and
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This second edition cancels and replaces the first edition (ISO 15223-1:2007) and EN 980:2008, which H
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entafl, 1 taison with SO, aiso take part in the work. SO coifaborates ctosely with
| Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

| Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part’2.
sk of technical committees is to prepare International Standards. Draft Intergational Stand
the technical committees are circulated to the member bodies for voting-, Publication as

| Standard requires approval by at least 75 % of the member bodies casting'a-vote.

drawn to the possibility that some of the elements of this document may be the subject of pz
shall not be held responsible for identifying any or all such patent rights.

1 was prepared by Technical Committee ISO/TC 210, Quality) management and correspon
ects for medical devices.
cally revised. It also incorporates the amendment 1SO~15223-1:2007/Amd.1:2008.

consists of the following parts, under the general title Medical devices — Symbols to be used
ice labels, labelling and information to be supplied:

General requirements

Symbol development, selection and validation
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1:2012(E)

This part of ISO 15223 addresses the presentation of certain items of information that are considered by
regulatory authorities to be essential for the safe and proper use of medical devices. As such, the items are
required to appear with the medical device in most regulatory domains. The information can be required to
appear on the medical device itself, as part of the label, or provided with the medical device.
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systematic methodology for the selection, development and validation of symbols proposed for ad
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y countries require that their own language be used to display textual information with medica
same time, manufacturers seek to take costs out of labelling by reducing or rationalizing, variar
5e problems in relation to translation, design and logistics when multiple languages afe ing
le label or piece of documentation. For example, users of medical devices labelled-in a numbe
uages can experience confusion and delay in locating the appropriate language,

part of ISO 15223 proposes solutions to these problems through the use“of internationally
bols with precisely defined descriptions.

e compiling symbols to be included in this part of ISO 15223, ASO/TC 210 recognized tk
e subject of ISO 15223-2.

part of ISO 15223 is primarily intended to be used by“manufacturers of medical devices
tical products in countries where there are different language requirements for medical device
also be of assistance to:

distributors of medical devices or other represéntatives of manufacturers;
healthcare providers responsible for training as well as those being trained;
those responsible for post-marketvigilance;

healthcare regulatory authorities, testing organizations, certification bodies and other organizg
are responsible for implementing regulations affecting medical devices and which have resp

post-market surveillancej}and

consumers or end‘users of medical devices who draw their supplies from a number of sourd
have varied language capabilities.

part of 1SO 15223 constitutes a technical revision of both ISO 15223-1:2007 and E
bining _the./symbols and requirements of both standards for the first time. There has bee
ergence of the symbol requirements in 1ISO 15223-1 and EN 980 over recent years, with
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ious\differences between the standards resolved. This part of ISO 15223 represents a signifi

e safe and effective use of symbols to transcend language, giving manufacturers, requlators

nt advance

c
jnd others a

single set of global symbols for use with medical devices.
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INTERNATIONAL STANDARD ISO 15223-1:2012(E)

Medical devices — Symbols to be used with medical device
labels, labelling and information to be supplied —

Part 1:
General requirements

1 [Scope
Thig part of 1ISO 15223 identifies requirements for symbols used in medical device labelling that convey
information on the safe and effective use of medical devices. It also lists symbols that satisfy the r¢quirements
of this part of ISO 15223.

Thigd part of ISO 15223 is applicable to symbols used in a broad‘spectrum of medical devices, which are
marketed globally and therefore need to meet different regulatory-requirements.

Thepe symbols may be used on the medical device itself, on.its' packaging or in the associated do¢umentation.
The|requirements of this part of ISO 15223 are not intended to apply to symbols specified in other $tandards.

2 |Normative references
The| following referenced documents are indispensable for the application of this document| For dated
refefences, only the edition cited appliés. For undated references, the latest edition of the| referenced
docpment (including any amendments) applies.

ISO| 7000, Graphical symbols foriise on equipment — Index and synopsis

ISO|8601, Data elements and-interchange formats — Information interchange — Representation ¢f dates and
timgs

ISO|14971, Medical devices — Application of risk management to medical devices

ISO|15223-2,-Medical devices — Symbols to be used with medical device labels, labelling and information to
be Jupplied-=="Part 2: Symbol development, selection and validation

3 lf definiti
For the purposes of this document, the terms and definitions given in ISO 14971 and the following apply.

31
characteristic information
information that represents the property or properties of a symbol

3.2
description
normative text which defines the purpose, application and use of the symbol

NOTE Adapted from IEC 80416-1:2008, definition 3.2.

© 1SO 2012 — All rights reserved 1
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3.3
label

written, printed or graphic information provided upon the medical device itself

NOTE Adapted from GHTF/SG1/N43:2005.

34

labelling

information supplied by the manufacturer that is provided for, associated with, or affixed to, a medical device
or any of its containers or wrappers

NOTE 1 his information relates to the identification, technical description and use of the medical device, but excllides
shipping docpments.

NOTE 2 ome regional and national regulations refer to “labelling” as “information supplied by the manufacturer”.

3.5

symbol us¢d in medical device labelling

graphical rgpresentation appearing on the label and/or associated documentation of ‘a. medical device [that
communicafes characteristic information without the need for the supplier or receiver of the information to
have knowlgdge of the language of a particular nation or people

NOTE The symbol can be an abstract pictorial or a graphical representation, of one that uses familiar objgects,
including alphanumeric characters.

3.6

title

unique name by which a graphical symbol is identified and spoketny-of

NOTE Adapted from IEC 80416-1:2008, definition 3.9.

4 Genertal requirements

4.1 Proposal of symbols for adoption

Symbols prpposed for adoption in this-part of ISO 15223 shall be validated in accordance with ISO 15223-P.
Any symbol proposed for adoptien.in this part of ISO 15223 shall be applicable to a range of medical devices
and have global or regional applicability.

4.2 Requirements forusage

When risk management shows it to be appropriate for symbols to be used to convey information essentigl for
proper use pn the/medical device, its packaging or in associated documentation, the symbols given in Table 1
may be uselt

Symbols that are registered in ISO 7000 shall comply with the graphical representation in 1SO 7000,
especially with respect to relative dimensions, including relative line thickness, orientation and the absence or
presence of filled or shaded areas.

NOTE 1 ISO and IEC jointly maintain an online database of graphical symbols for use on equipment, which contains
the complete set of graphical symbols included in ISO 7000 and IEC 60417. In that database, each graphical symbol is
identified by a reference number and contains a title (in English and French), a graphical representation in GIF and
vectorized PDF format, and some additional data as applicable. Various search and navigation facilities allow for easy
retrieval of graphical symbols. Information on how to subscribe in order to access this database is available through the
ISO Store, the IEC Web Store or by contacting your local national standards body.

© 1SO 2012 — All rights reserved
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As part of risk management, the manufacturer should determine the appropriate size for the symbol to be
legible for its intended function.

NOTE 2  This part of ISO 15223 does not specify colours or minimum size for the symbols in Table 1
specify the relative size of symbols and that of indicated information.

, nor does it

It is important that symbols be used properly. Guidance on appropriate use of the general prohibition symbol

and

the negation symbol is given in Annex B.

Before symbols are used, the manufacturer shall carry out a risk assessment that indicates that the use of the

sym

bol does not introduce an unacceptable risk.

NOT

Synpbols may be used without accompanying text. Where regulations require accompanying text
the pymbol given in this part of ISO 15223 should be considered sufficient. All datesrand times
asspciation with symbols shall use the conventions set out in ISO 8601.

4.3

Other standards specify additional symbols that are applicable to particularkinds or groups of med

or td
isn

5

When appropriate, information essential for proper use shall be indicated on the medical device, it

or in
Am
NOT

grou
cate

E 3  Additional information regarding risk assessment can be found in ISO 14971.

Other symbols

particular situations. Examples of sources for such symbols are identified in the Bibliography
bt exhaustive.

Symbols

the associated documentation by using the corfesponding symbols given in Table 1.
anufacturer may use any appropriate symbol regardless of category.

E Table 1 has been organized into.symbol categories for ease of use. The category into which
ped does not have any significance ‘ag far as usage is concerned. The order of appearance of sym
pories in which they are placed are not prioritized. Examples of the use of symbols can be found in Annex

, the title of
resented in

ical devices
This listing

5 packaging,

a symbol is
bols and the
A.
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ISO 15223-1:2012(E)

Annex A
(informative)

Examples

A.1 Example of use of symbol 5.1.1, “Manufacturer”

r 1

Name Address

A.2 Example of use of symbol 5.1.1, “Manufacturer”’, combined with 5.1.3, “Date of
manhufacture”

Name Address 2005-06

A.3 Example of use of symbol 5.1.2, “Authorized representative in the European
Community”

I\ al
EC |REP Name Address
[ _

A.4 Examples of use of symbol 5.1.3, “Date of manufacture”

r a r 1
- -
I 2004 I
L - L -
2004-06

© 1SO 2012 — Al rights reserved 17
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A.5 Examples of use of symbol 5.1.4, “Use-by date”

r 1 r 1
L _ L _

2005-09-15

A.6 Example of use of symbol 5.1.5, “Batch code”

r 1

LOT ABC123

A.7 Example of use of symbol 5.1.6, “Catalogue number”

r 1

REF ABC123

A.8 Example of use of symbol 5.1.7;“Serial number”

r 1

SN ABC123

A.9 Examples.of-use of symbols for “Sterile fluid path”

r Bl
STERILE |EO
—
L _

NOTE 1 Medical device contains a sterile fluid path that has been sterilized using ethylene oxide.
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