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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 non-governmental, in
liaison with 1SQ_also take part in the work 1SQ collahorates closely with the International Electrotechnical

Commissipn (IEC) on all matters of electrotechnical standardization.

Internatiorjal Standards are drafted in accordance with the rules given in the ISO/IEC Directives,|Part 3.

Draft Interpational Standards adopted by the technical committees are circulated to the, mMember bodies for voting.
Publication as an International Standard requires approval by at least 75 % of the member bodies castjng a vote.

Attention is drawn to the possibility that some of the elements of this InternationahStandard may be the subject of
patent rights. 1ISO shall not be held responsible for identifying any or all such patent rights.

Internationjal Standard 1SO 15223 was prepared by Technical Committee\ISO/TC 210, Quality mangagement and
corresponping general aspects for medical devices.

This first ddition cancels and replaces ISO/TR 15223:1998.

Annex A df this International Standard is for information only,
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Introduction

This International Standard considers certain items of information that may be considered by regulatory

authorities

to be essential for the safe and proper use of medical devices. As such, the items are required by laws and

regulations of certain political jurisdictions to be presented with the device. This information may be requi

red on the

device itself, as part of the label of the device on its packaging, or provided with the device in an information

document.

There is a cgnsiderable degree of international harmonization of the information to be provided. Howev
no harmonizgation with regard to the language to be used when presenting this information. This-present
problems to manufacturers, users and regulatory authorities.

Device manuyfacturers, desiring to minimize the indirect costs not associated with healthCare purpose
minimize cogts of labelling by reducing or rationalizing labelling variants. In the Eurgpean Union alone

pr, there is
S potential

5, seek to
there are

thirteen languages that may be required. This presents a major problem of deSign and logistics. Ip addition,

technical trafslation can present difficulties in transferring the precise meaning frem one language to ano

Users may be presented with devices labelled in a number of different languages. This may cause con
delay in locdting the appropriate language. It may also create confusion. as to precise meanings for n
users.

Regulatory authorities may be presented with labelling not iR ‘their national language and have (¢
ascertaining the safety and fitness for use of a device required:.in emergencies or other exceptional circun

ther.
fusion and

nultilingual

ifficulty in
nstances.

This Internamonal Standard proposes solutions to these problems through the use of internationally fecognized

symbols, with precisely defined meanings that transcend language.
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Medical devices — Symbols to be used with medical device labels,
labelling and information to be supplied

1 Scoq

This Interr

facturers of medical devices who market their products in a number of countries having diffe
ements for medical device labelling;

nsible for implementing regulations affecting medical devices and having responsibility fo

facturers having to cope with space.limitations on small labels;

hckage or in the aceompanying documentation. Many other standards, such as IEC 60601-1, sp§
it are applicable to particular kinds or groups of devices, or to particular situations.

e

ational Standard identifies symbols conventionally used to convey information essential for proper use to

by:

of medical devices who draw their supplies from a number of sources and may have var|
ilities;

responsible for postmarket surveillance;

hd others for safe and effective use of medical devices. This International Standardis primarily intended

ent language

ed language

care regulatory authorities, testing organizations; certification bodies and other ¢rganizations

llance.

ational Standard may also be of assistanceto:

utors of medical devices or other fepresentatives of manufacturers;

care authorities responsible for training as well as those being trained.

This International Standard deals with a small number of symbols that may be used when appropriatsg

s and-definitions

Fposes of this International Standard, the following terms and definitions apply.

the user a
to be used
— manu
requir
— users
capal]
— those
— health
respo
surve
This Interr
— manu
— distril
— health
NOTE
itself, its p
symbols th3
2 Tern
For the pu
NOTE

2.1

r postmarket

on the device
cify additional

This International Standard does not introduce new concepts. The following terms and definitions are provided for
guidance. In particular circumstances, the legal definitions expressed by relevant statutes should be applied.

information essential for proper use
information that is essential for the safe use of the device for the patient, user or others

NOTE

This information could, for example, include the degree of microbial cleanliness, up to and including

sterility, when

this is necessary with regard to the essential purpose. It could also include information that 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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2.2

transition period

period during which a symbol and its referent appear in association in order to familiarize distributors, users and
others with the symbol

3 Symbols

When appropriate, certain information essential for proper use shall be indicated on the medical device, on its
package, or in the accompanying documents by using the corresponding symbols given in Table 1.

Table 1 — Symbols to convey information essential for proper use
No. Symbol Referent
r 1
=,
3.1 \l’ Biological risk
L |
r 1
3.2 @ Do not re-use
L |
r 1
® o :
3.3 1 Consult operating instructions
L |
r 1
3.4 A Caution, consult accompanying documents P:
L |
r 1
35 ! Fragile, handle with care
r i T
-
T IN .
3.6 /l Keep away from sunlight
N
=
L |
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Table 1 (continued)

No. Symbol Referent
r
w .\l
‘.’/.\ . .
3.7 / |\ Protect from heat and radioactive sources
N
L
r
d
¢ 9 4‘ ¢
3.8 ‘ Keep dry
L B
-
3.9 X Lower limit of temperature
L
r
3.10 * Upper limit of temperature
L
r
3.11 * Temperature limitation
D
r
3.12 i i Use by d
L
r
3.13 & Date of manufacture ©
L
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Table 1 (continued)

No. Symbol Referent
~ T

3.14 LOT Batch code
L _

3.15 RE F Catalogue number
L _
~ T

3.16 S N Serial number
L _
~ 7

3.17 CONTROL Control f
L _
r 7

3.18 CONTROL]| - Negative control 9
L _
. B

3.19 CONTROL]| + Positive control 1
L |
I_ B

3.20 STERILE Sterile
L |
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Table 1 (continued)

No. Symbol Referent
r 1
3.21 STERILE!| A Sterilized using aseptic processing technigues
L _
r 1
3.22 STERILEIEO Sterilized using ethylene oxide
L _
r 1
3.23 STERILE| R Sterilized using,ifradiation
L _
r 1
3.24 STERILE ﬂ Sterilized using steam or dry heat
L |
a8l This symbol advises the reader to consult the operating instructions for information needed for the
proper used of the device. See also\symbol 3.4.
bl This symbol advises the sreader to consult the accompanying documents for important safety-related
information such as warnjngs-and precautions that cannot, for a variety of reasons, be presented or] the
device itself. See also symbol 3.3.
¢l The referent givémis compiled from all of the sources where this symbol appears in conjunction with

nedical devices,-ltis'recommended that this referent be used during the transition period (see A.2).

d The symbokis accompanied by a date to indicate that the device should not be used after the end of the
year, monthy/or day shown. The date could be a year, year and month, or year, month and day, as

€| (his symbol is accompanied by the date that the device was manufactured. The date could be a year,
y X

f This symbol would appear on the labelling of material that is used as part of the quality control
procedure for an in vitro diagnostic device.

9 This is a variant of symbol 3.17 used to indicate a negative control.

h' This is a variant of symbol 3.17 used to indicate a positive control.
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Annex A
(informative)

Guidance on the creation and use of symbols to convey information

essential for proper use

A.1 Origing of Symbofs

Within the IS

framework of standards and technical reports, all symbols are to be standardized through

Committee [SO/TC 145 and included in I1SO 7000. ISO/TC 145 works closely with IEC/TE.3,” whic

responsibilit

for standardization of graphical symbols relating to electrotechnical staridardization

standardized by IEC/TC 3 are published in IEC 60417-1. This mechanism allows for codrdination acro
and service gectors for a common set of standardized symbols.

New symbol

Technical
N has the

Symbols
5s product

may be proposed to ISO/TC 145 from any ISO technical commitfee and may subsequently be
published in h standard by other technical committees.

Some of the|symbols included in this International Standard originated in‘the medical device sector, w|

were alread
those from |
devices.

One of the @
EN 980 has
directly from

in ISO 7000. ISO/TC 210 has proposed those symbols unique for medical devices and h
O 7000 that may be particularly useful to convey information essential for proper use

rigins of symbols for medical devices is the Eurgpean Standard EN 980. Each of the syn
been included in 1SO 7000 and this Internationhal Standard. Other symbols have been
the medical device sector through ISO/TC 210.

A.2 Trans

ion period

It is recommended that the symbols propesed as acceptable for wider use in this International Stand

appear toge
may be reld
manufacture
period as req
that 75 % of

“Appear tog
association
including the

er with the relevant meaning in a language understandable to the end user. This recom
xed for a given market’/area under the following conditions, whichever applies sod
may demonstrate that the symbol and its meaning have appeared as recommended for a

uired by the relevatt-regulatory authority in the market concerned, or may satisfactorily dé
ypical end-users.recognize the symbol and can give the meaning without prompting.

pther” in thercontext of this transition period should be construed as meaning at the sar
vith thessame device. This is to allow manufacturers to use symbols on small packag
wording-on other information that is provided with the device.

hile others
as chosen
bf medical

hbols from
proposed

hrd should
Mmendation
nest. The
continuous
monstrate

he time in
ing, while

An example

pf an appropriate transition period for a consumer market is provided in EN 71-6, which was

developed

by CEN/TC 52.

A.3 Proposals for additional symbols

Members of the medical device sector are encouraged to propose additional symbols that may have widespread
utility in transcending language. Proposals should be submitted to ISO/TC 210 through the national member bodies

of ISO.
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In making a proposal, the sponsor should provide a formally designed symbol following the principals for the
creation of graphical symbols contained in ISO 3461-1, as well as a documented definition. The presentation of the
symbol should take into account the accepted style of approved and existing symbols. Where such symbols, in the
opinion of ISO/TC 210, properly fit the scope of this International Standard, and can be seen as having widespread
utility in transcending language, they will be proposed to ISO/TC 145 for inclusion in ISO 7000. Once accepted in
this manner, they will be included in the subsequent revision of this International Standard.
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