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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 1SO
technical committees. Each member body interested in a subject for which

i committea hac haan actahlichad hac tha riaht ta ha ranracantad
a technical-cemmittee-has-been-established-has-therightto-berepresented

on that cpmmittee. International organizations, governmental and non-
governmental, in liaison with 1SO, also take part in the work. 1SO
collaboratgs closely with the International Electrotechnical Commission
(IEC) on a|l matters of electrotechnical standardization.

The main| task of technical committees is to prepare International
Standards| but in exceptional circumstances a technical committee may
propose the publication of a Technical Report of one of the following types:

O type 1, when the required support cannot be obtained for the
publication of an International Standard, despite repeated efforts;

O type 2, when the subject is still under technical development of
where for any other reason there is the future but not immediate
possibility of an agreement on an International Standard;

O type 3, when a technical committee has collected data of a different
kind from that which is normally published as an-dnternational
Standard (“state of the art", for example).

Technical Reports of types 1 and 2 are subject to review.within three years of
publication| to decide whether they can be transformed into International
Standards| Technical Reports of type 3 do notinecessarily have to be
reviewed Until the data they provide are considered to be no longer valid or
useful.

ISO/TR 18223, which is a Technical Report of type 3, was prepared by
Technical Committee ISO/TC 210, Quality management and corresponding
general aspects for medical devices.

This docurmnent is being published as an ISO Technical Report at this time
because i is urgently needed in the marketplace, however it is simul-
taneously peing circulated\far adoption as an International Standard. When
ISO/TC 21p began werk on this item several years ago, the technical
committee [was incofrectly informed that a document such as this, consisting
entirely of [symbolS;~could not be published as an International Standard. It
was subsqquently learned that publication as a standard was permissible,
and given|the) already wide acceptance of the symbols contained herein,

the decision was made 10 proceed immediately 10 circulaton as a drait
International Standard so that an International Standard will replace the
Technical Report as soon as possible.
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Introduction

ISO/TR 15223:1998(E)

This Technical Report (type 3) considers certain items of information which

may be considered by regulatory authorities to be essential for th
proper use of medical devices. As such, the items are required b

e safe and
y laws and

regulations of certain political jurisdictions to be presented with the device.

Thismformatiommay berequired-onmthedevice-itsetf, part of the
device on its packaging, or provided with the device in qan
document.

abel of the
nformation

These items of information are subject to international) harmonization to the

end that there is agreement on information to be provided. HoweV
no harmonization with regard to language to be used when pres
information. This presents potential problems<{{c manufacturers,
regulatory authorities.

Device manufacturers, desiring to minimize the indirect costs not
with healthcare purposes, seek to minimize costs of labelling by
rationalizing labelling variants~In the European Union alone,
thirteen languages which magbe required. This presents a major
design and logistics. In addition, technical translation can presen
in transferring the precise meaning from one language to another.

Users may be presented with devices labelled in a number
languages. Thiscan cause confusion and delay in locating the
language. It\may also create confusion as to precise mej
multilingual'users.

Regulatory authorities may be presented with labelling not in th
language and have difficulty in ascertaining the safety and fitness

device required in emergencies or other exceptional circumstances

This Technical Report proposes solutions to these problems throu
of internationally recognized symbols, with precisely defined me
transcend language.
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2.1 Ge

This Technical Report does not introduce new definitions.

o |lahpalhn

edical device

Scope

distributors of medical devices or other representatives of manufacturers;

oL
9, ICI.IJCIIIIIU Aall

hnical Report identifies symbols and their meanings which may be used to convey information essé
I others for safe and effective use of medical devices. The report is\pfimarily intended to be u

nufacturers of medical devices who market their products in a.fiumber of countries having differen
Liirements for medical device labelling;

abilities;
e responsible for postmarket surveillance;

Ith care regulatory authorities, testing organizations, certification bodies and other organizations f
mplementing regulations affecting medical devices and having responsibility for post market surv

prt may also be of assistance to:

hufacturers having to cope Wwith space limitations on small labels;

Ith care authorities_responsible for training as well as those being trained.

cepts

neral

bntial to the
sed by the

t language

rs of medical devices who draw their supplies from a,number of sources and may have varied language

esponsible
pillance.

particular circumstances the legal definitions expressed by relevant statutes should be applied.

2.2 Information essential for proper use

The following concepts are provided for guidance. In

This refers to information which is essential for the safe use of the device for the patient, user or others. It would, for
example, include the degree of microbial cleanliness up to and including sterility when this is necessary with regard to
the essential purpose. It would also include information which would facilitate traceability in the interest of postmarket
surveillance by manufacturers and postmarket vigilance by regulatory authorities. It may include storage and handling
instructions.
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2.3 Transition period

©1SO

This refers to a period during which the symbols and the meaning appear in association in order to familiarize
distributors, users and others with the symbol.

3 Origins of symbols

Within the 1ISO framework of standards and technical reports, all symbols are to be standardized through 1SO technical
committee ISO/TC 145 and are included in ISO 7000. This mechanism allows for across-product coordination and

service sectors coordination for a common set of standardized symbols.

ISO/TC 14,
technical ¢

Some of t
already in
ISO 7000

One of the
ISO 7000
through IS

4 Transition period

It is recom

together with the relevant meaning in a language understandablexte’the end-user. This recommendation
relaxed forl a given market area under the following conditions,.whichever applies soonest. The manufact|
demonstrafe that the symbol and its meaning have appeared as.recommended for a continuous period as reg
the relevant regulatory authority in the market concerned oriCan satisfactorily demonstrate that 75 % of typ

users reco

“Appear tqgether” in the context of this transition_period should be construed as meaning at the same
association} with the same device. This is to allow-manufacturers to use symbols on small packaging, while

the wordin

An example of an appropriate transition” period for a consumer market is provided in EN 71-6, devel
CEN/TC 52.

5 Propo

Members ¢f the medicaldevice sector are encouraged to propose additional symbols to ISO/TC 210/WG 3. I

a proposa

documented definition. Presentation of the symbol should take into account the accepted style norms of apprd

existing sy
and can b

5 from any technical committee and Qlthnqnpany he used in lnternational Standards Imlhlieht:ri

The symbols may be proposed to

y other

bmmittees.

ne symbols included in this Technical Report originated in the medical device sector, while othe
ISO 7000. ISO/TC 210 has proposed those unique for medical devices and hascehasen thg
vhich may be particularly useful for medical devices.

origins of symbols for medical devices is EN 980. Each of the symbols from EN-980 has been in(

and this Technical Report. Other symbols have been proposed directly from the medical devic
D/TC 210.

mended that the symbols proposed as acceptable for wider use in this Technical Report should

hnize the symbol and can give the meaning witheut prompting.

j on other information that is providedwith the device.

sals for additiopal symbols

, the spansor should provide a formally designed symbol including minimum dimensions as W

mMpols." Where such symbols, in the opinion of ISO/TC 210, properly fit the scope of this Technica
P seen as having widespread utility in transcending language, they will be proposed to ISO/TC

brs were
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luded in
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Report,
145 for

inclusion in ISO 7000. Once accepted in this manner, they will be included in the subsequent revision of this Technical

Report.

6 Symbols

Recommended symbols are shown in table 1.
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Table 1 — Recommended symbols
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No. Symbol Title
~ n
S/
6.1 \l, Biological risk
\ |
. - B
6.2 1 Consult instructions for use
L J
~ n
6.3 @ Do not re-use
\ |
~ n
6.4 ! Fragile, handle with care
L J
r =1 . .
Caution, consult accompanying
documents
6.5 NOTE The title given is compiled
from all of the sources and
recommended for use during the
| I | transition period (see clause 4).
~ | n
\\.’/
/ \
6.6 / | \ Keep away from heat
L " J
~ n
P
LS |
6.7 ‘ Keep dry
\ . |
~ n
6.8 X Lower limit of temperature

[

_
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No. Symbol Title
r 7
e
~0 . .
6.9 | o J /l\ Protect from heat and radioactive
P sources

\ = |

r 7
D=

6.10 I Temperature limitation
L _
r 7
6.11 Jf Upper limit of temperature
\ |
r 7
6.12 g Use by
L _
r 7
6.13 L o T Batch code
|
I 7
6.44, R E F Catalogue number
L _
r 7
645 GONTROL Eontrof
\
r 7
6.16 Date of manufacture
L _
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No. Symbol Title
r n
6.17 |CONTROL - Negative control
\ |
r .
6.18 |CONTROL + Positive control
_
r n
6.19 STERILE Sterile
4
-
6.20 S N Serial number
L _
r n
Sterilized using aseptic processing
6.21 STERILE A techniques
e |
r .
6.22 STERILE|EO| | Sterilized using ethylene oxide
L _
r n
U.2o LA} D LICTINZTU ubllly mrauraturni
\ |
r n
6.24 STERILE ﬂ Sterilized using steam or dry heat
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