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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 ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.
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Updated the-Bibliography.
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Introduction

Manufacturers of in vitro diagnostic (IVD) reagents for self-testing, supply users with information
to enable the safe use and expected performance of their devices. The type and level of detail varies
according to the intended uses and country-specific regulations.

The International Medical Devices Regulatory Forum (IMDRF) encourages convergence of the evolution
of regulatory systems for medical devices at the global level. Eliminating differences among regulatory
jurisdictions can allow patients earlier access to new technologies and treatments. This document

provides a

basis for the harmonization of labelling requirements for IVD reagents for self-testing.
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This docun
as well as
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For IVD re
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with ISO 1

ment is concerned solely with information supplied with IVD reagents, calibraters;

terials intended for self-testing. It is intended to be used in conjunction with SO \1811
ains the general requirements for information supplied by the manufacturer and définit
abelling concepts.

hent is intended to support the essential labelling requirements of all the3JMDRF [€] partn
other countries that have enacted or plan to enact labelling regulations for IVD med

pgents, calibrators and/or control materials that are intended te be used as a system V
ent provided by the same manufacturer, this document is also intended to be used togef
B113-1 and 1SO 18113-5.
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In vitro diagnostic medical devices — Information supplied
by the manufacturer (labelling) —

Part 4:

In

vitro diagnostic reagents for self-testing
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Scope

5 document specifies requirements for information supplied by the manufacturer
bnostic (IVD) reagents, calibrators, and controls intended for self-testing.

5 document can also be applicable to accessories.

5 document is applicable to the labels for outer and immediate contaifers and to the insty

5 document does not apply to:
[VD instruments or equipment;

IVD reagents for professional use.

Normative references

following documents are referred toxin the text in such a way that some or all of th
Ktitutes requirements of this document. For dated references, only the edition cited 3
ated references, the latest edition 0f'the referenced document (including any amendmen

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

15223-1, Medical devices = Symbols to be used with information to be supplied by the m(
art 1: General requirements

18113-1, In vitro-diagnostic medical devices —Information supplied by the manufacturer (I
t 1: Terms, definftions and general requirements
Terms:and definitions

thepurposes of this document, the terms and definitions given in ISO 18113-1 apply.

bf in vitro

uctions for

Pir content
pplies. For
[s) applies.

ynufacturer

1belling) —

ISO

4

4.1

and [EC maintain terminology databases for use 1n standardization at the following addresses:

[SO Online browsing platform: available at https://www.iso.org/obp

IEC Electropedia: available at https://www.electropedia.org/

General

Essential requirements

The requirements of ISO 18113-1 apply. For the use of symbols, the requirements of ISO 15223-1 apply.
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ISO standards, e.g. ISO 15197 and ISO 17593, for specific IVD medical devices also contain requirements
for information supplied by the manufacturer.

4.2

Identification of kit components

In the case of a kit, each component shall be identified by name, letter, number, symbol, colour, or
graphics in the same manner on all labels and in the instructions for use.

NOTE

component is a device in its own right.

A unique device identifier (UDI) is not needed on the immediate label of kit components unless the

4.3 Pres

and applied by a lay person, and where appropriate, supplemented with drawings and diagrams ang

4.3.1 Th
video.

Some devi(
4.3.2 Th
and proper
examinatig
NOTE )}

health care

5 Contg

5.1 Manufacturer

The name

the manuf
is not prag
instructior

If an Auth

whether the regulatory authority having jurisdiction requires that the label shall also contain

address of

5.2 Iden

5.2.1 1V}

entation of the instructions for use

b instructions for use shall be written or provided in a language that is easilyurniderst

es can require separate information for the healthcare professional,

ly, to confirm that the device is operating or has operated as intended, to understand the
n results and follow up actions and/or recommendations.

Recommendations for developing user instruction manualsi\for IVD medical devices used in h
hre found in Reference [9].

nt of the outer container

icturer can be contacted, e.g. stkeet, number, city, postal code and country. If a full add
tical, an abbreviated version.can be sufficient provided the full address is included in
s for use.

brised Representative-is-acting on behalf of the manufacturer in the country/jurisdict

the Authorised Representative. should be taken into consideration.
tification;ef the IVD reagent

D reagent name

ood
| /or

e information supplied shall be sufficient to enable a lay person to use the [VD reagent sdfely

[VD

pbme

ind address of the manufacturer shall be given. The address indicates a single point at which

Fess
the

ion,
the

The name

pr-trade name of the IVD reagent shall be given. This brand or trade name should allow

 its

differentiation from other products of the same or similar type.

When the name does not uniquely identify the IVD reagent, an additional means of identification shall
also be given.

EXAMPLES

Catalogue number, commodity number.

5.2.2 Batch code / lot number

A batch code/lot number shall be given.

© IS0 2022 - All rights reserved
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If a kit contains different components bearing different batch codes, the batch code indicated on
the outer container shall enable the individual batch code of each component to be traced from the
manufacturer's production record.

5.2.

3 Unique device identifier (UDI)

It should be taken into consideration that if an IVD reagent is subject to unique identification rules by
the regulatory authority, the outer label should provide the UDI including the UDI carrier (Automatic
Identification Data Carrier ‘AIDC’ format), and Human Readable Interpretation (HRI).

Wh

on AIDC carriers other than the UDI carrier are part of the prndm‘f lnhp]]ing the lIDI carr.

ier shall be
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The
PI);

For

If th
not
intd

If th
sha

Thd
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Loc
NO1

NO1
the

5.3

The
or a

5.4

If the intended'use is not indicated by the name of the IVD reagent, then an abbreviated in
contains enough detail for the user to identify the device and its use shall be given. A full intended
statement shall be included in the instructions for use in terminology suitable for a lay pfrson.

tha
use

lily identifiable.
UDI shall include both the UDI device identifier (UDI-DI) and the UDI productioniden

the IVD reagent, the UDI-PI shall include at least the batch code and the expiry date.

ere also is a manufacturing date on the label for reasons other than batch control purpg
need to be included in the UDI-PI; specific requirements provided by regulations shou
consideration.

ere are significant constraints limiting the use of both AIDCand HRI on the label, the A
| be generally preferred except for environments where HRDis more appropriate to the

UDI carrier should be readable during normal use, storage conditions, and throughout i

eria.
hl, national or regional regulations can apply;
E1 The content, format, and size of the UDI is specified by the accredited UDI issuing agency

E2  HRItextis notthe same as the text that is already placed on the label and is a legible inter
Hata characters encoded in the UDI(carrier.

Contents

net quantity of contentsexpressed in terms of mass, volume, volume after reconstitution,
combination of these-or other terms that accurately reflect the contents shall be indicat

Intended-use/Intended purpose

fifier (UDI-

specific exemptions which are provided by regulations should be taken into consideratign.

ses, it does
d be taken

[DC format
ser.

tended life

he IVD reagent. ISO/IEC 15415 should be referred to for bar code specifications and sympbol quality

belected.

pretation of

numerical
pd.

ended use

EXA

MPEES Pregmarncy test, HivV-tamtibody test:

The fact that the IVD reagent is intended for self-testing shall be clearly indicated.

NOTE

In some countries, authorities having jurisdiction can set local requirements for the co

intended use statement.

5.5

In vitro diagnostic use

The IVD use of the reagent shall be indicated in terminology suitable for a lay person.

EXAMPLE

©IS

Only for use outside the body.

02022 - All rights reserved
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5.6 Storage and handling conditions

The storage conditions and, if necessary, the handling conditions required to maintain the stability and
performance of the reagents, calibrators, and control materials in the unopened state shall be indicated
in terminology suitable for a lay person.

EXAMPLE 1

2°Cto 8°Cor 2...8 °C or graphical symbol; -18 °C or below or graphical symbol.

Other conditions that affect stability shall be indicated.

EXAMPLE 2

Light, humidity (e.g. store in a cool, dry environment).

Any other
materials

EXAMPLE 3

5.7 Expi

An expiry dlate based upon the stated storage instructions shall be indicated.

Expiry dat
EXAMPLE
If only the

The label
expiry datg

Local, nati

5.8 War

IfanIVD re
pictogram
statement
be given o
use.

EXAMPLES

Statement;
regional re

If pictogra

provided i the instructions for use if the label space does not allow the text to be included.

hall be specified.

Fragile, do not shake.

ry date

s shall be expressed in a format generally familiar to the lay person.
Formats 2007-05-01, 2007-May-01, May 01, 2007.

year and month are given, the expiry date shall be the last day of the month indicated.

b or an earlier date.

nal or regional regulations can apply.

nings and precautions

agent is considered hazardous, theleuter container label shall include the appropriate haz
s). The appropriate signal words;"product identifiers, hazard statements and precautior]
hould be included. Howeverywhere there is insufficient space, the hazard pictograms s
h the outer container labél'and the other information shall be given in the instructions

Chemical and biglegical hazards.

or warning pictograms or symbols for specific hazards can be required by local, nationg
gulations.

s or symbols are used, text explaining the meaning of the pictogram or symbol shal

conditions that affect the handling or storage of the reagents, calibrators and control

dpn the outer container shall indicate the expiry date of the component having the earliest

ard
ary
hall

for

lor

Il be

6 Content of the immediate container label

6.1 General provisions

6.1.1 Single container

If the immediate container is the outer container, the requirements specified in Clause 5 apply.

© IS0 2022 - All rights reserved


https://standardsiso.com/api/?name=166caabe8da27f2ee574e3f75fb84bed

1SO 18113-4:2022(E)

6.1.2 Small label

If the available space on the immediate container label is too small to include all of the information
listed below, the information about contents (6.4), in vitro diagnostic use (6.5) and storage and handling
conditions (6.6) may be abbreviated or eliminated.

Local, national or regional regulations can apply.

6.2 Manufacturer

The manufacturer shall be identified. The name of the manufacturer or an unequivocal trade name or
loga is sufficient.

6.3| Identification of the IVD reagent

6.3{1 IVD reagent or component name

Thg name shall ensure proper identification to the user of the IVD reagent or component.

6.3{2 Batch code/lot number

A batch code/lot number shall be given.

6.3{3 Unique device identifier (UDI)

Whether a UDI is required by the regulatory authority<should be taken into consideration. If|so, the UDI
shopld be included as specified in 5.2.3.

It ig possible that the UDI on the immediate contdiner label will not be the same as the UDI ojn the outer
confainer. Refer to applicable regulations and issuing agencies for requirements.

6.4/ Contents
If npt indicated by other means, the'contents shall be specified.

EXAMPLES Mass, volume and/or the number of examinations.

6.5 In vitro diagnéstic use

Thg IVD use of thé.reagent shall be stated in terminology suitable for a lay person.

EXAMPLE Only for use outside the body.

6.6| Storage and handling conditions

Thestorage comditions Tecessary to maitait stabitity of the Teagents, catibrators and comntrol materials
in the unopened state shall be indicated.

Any other conditions that affect the handling or storage of the reagents, calibrators and control
materials shall be given, if different from those given on the outer container.

EXAMPLE Fragile.

6.7 Expiry date

An expiry date based upon the stated storage instructions shall be expressed as specified in 5.7.

© IS0 2022 - All rights reserved 5
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6.8 Warnings and precautions

If an IVD reagent is considered hazardous, the immediate container label shall include the appropriate
hazard pictogram. The appropriate signal words, product identifiers, hazard statements and
precautionary statements should be included. However, where there is insufficient space, the hazard
pictograms shall be given on the immediate container label and the other information shall be given in
the instructions for use.

EXAMPLES Chemical and biological hazards.

Statements or warning symbols for specific hazards can be required by local, national or regional
regulation§:

7 Contéent of the instructions for use

7.1 Manufacturer

The name,|registered trade name or registered trade mark and address of the-manufacturer shall be
given, e.g. street, number, city, postal code, country. A telephone number and/or fax number and/or
website adfress to obtain technical assistance shall be provided.

If an Authgrised Representative is acting on behalf of the manufacturer in the country/jurisdictfion,
whether the regulatory authority having jurisdiction requires the-nstructions for use to contain|the
address of the Authorised Representative, should be taken into censideration.

7.2 ldentification of the IVD reagent
The name ¢r trade name of the [VD reagent shall be indicated.

If the nam¢ does not uniquely identify the IVD reagent, an additional means of identification shall also
be providefd.

EXAMPLES Catalogue number, commodity nuniber.

7.3 Intepded purpose/Intendeduse

The intended purpose shall be.described in appropriate detail, including, where appropriate, [the
measurand, primary sample type, patient population and its function, in terminology suitable for { lay
person.

Benefits and limitations-of the IVD medical device with respect to the intended purpose shall be
described, where appropriate.

The description~shall provide sufficient information to enable the user to understand the medical
context angl t6 allow the intended user to make a correct interpretation of the results.

EXAMPLE Self-testing of cholesterol, suitable for the demonstration of an elevated cholesterol, but not for its
monitoring.

The fact that the IVD reagent is intended for self-testing shall be clearly indicated.

7.4 Principles of the method

The principle of the examination method shall be briefly described, in terminology suitable for a lay
person, to provide the user with the necessary basic information. This includes details of the test
procedure, including any reagent preparation, specimen collection and or preparation and information
on how to run the test and interpret the results. The type of specimen required to perform the test (e.g.
saliva, blood, urine) shall be stated.

6 © IS0 2022 - All rights reserved
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Specific particulars can be omitted as long as the other information given by the manufacturer is
sufficient to enable the user to use the device and to understand the result(s) produced by the device.

7.5 Traceability of values assigned to calibrators and trueness-control materials

The metrological traceability of values assigned to calibrators and trueness-control materials shall
be described including identification of applicable reference materials and/or reference measurement
procedures.

Information shall be provided regarding maximum (self-allowed) batch to batch variation due to
the calibrator

manufacturer’s calibration value assionment methodolaov of the end user control an
=] 5Y

mat
tot

The
leve
unc

erial. This may be understood as providing a value which links the primary referencén
he end user calibrator and control materials.

value, the uncertainty value derived for the customer calibrator and or customer cont
1 of bias due to the process which can be expected, may be stated. The manufacturer m
ertainty as a range of values within which the true value lies with a specified level of

haterial set

ol and the
ay provide
ronfidence;

thid
YY

can be expressed as, eg: 9,8 XX/YY to 10,2 XX/YY, OR as 10,0 XX/YY & 0,2 XX/YY, OR 3
F 2 %, with AA% Confidence.

s 10,0 XX/

In dddition to the information specified in the instructions for use, the manufacturer car choose to

make additional information available through other documents or-ipon request.

NOTE1 ISO 17511 describes the traceability of values assignedto.calibrators and trueness-contrgl materials,
to reference materials and/or to reference measurement procedures of higher order.

NOTE 2  ‘control material’ is only included if it is used toyerify the trueness of measurements, while precision
confrol materials and control materials to which intéfvals of values per method/manufacturey have been
assigned are outside the scope and then ISO 17511 doe§ not apply.

References to relevant scientific literaturel'or other available documentation of the| reference
megsurement procedure or reference matefial should be provided.

Locpl, national or regional regulations$.cdn apply.

7.6, Components

A ligt of all components/materials provided including the nature, number, amount, conceptration or

confent of the reactive ingredients, shall be given.

EXAMPLE1  Antibddy:

Infqrmation corieerning other ingredients that can influence the examination procedure shall be given.

EXAMPLE 2~ Buffer.

7.7

Additional required equipment and / or materials

Any special equipment and/or materials required for proper performance and safe use of the IVD
medical device but not provided by the manufacturer shall be listed.

Information necessary to enable special equipment to be identified and connected for proper use shall
be given.

EXAMPLE1 Timing device, absorbent material, sterile or clean tissue required to cover the puncture site,
reagent preparation.

All steps required for preparation of the reagent(s) shall be described in a language suitable for a lay
person supplemented by drawings or pictures, where appropriate.

EXAMPLE 2  Mixing, bringing to room temperature, whether tap (chlorinated) water is satisfactory or not.

© IS0 2022 - All rights reserved
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7.8 Storage and shelf life after first opening

The storage conditions and shelf life following the first opening of the immediate container shall be
given if different from the storage conditions and shelf life given on the container label.

The storage conditions and stability of working reagents, calibrators and control materials shall be
given.

7.9 Warnings and precautions

Information

nce

that cgqn affect performance;

as regards the exposure of the reagent(s) to reasonably foreseeable externah-inhfluences
environmental conditions, e.g. magnetic fields, external electrical and electremagnetic effe
electrgstatic discharge, radiation associated with diagnostic or therapeutic precedures, press
humidjty, or temperature.

or
cts,
Lure,

IfanIVDr
words, pro

If a hazar

bagent is considered hazardous, the instructions for use shall include the appropriate sig
duct identifiers, hazard pictograms, hazard statements and precautionary statements.

1 is associated with storage, use or disposal of the IVD reagent, including reason

pnal

hbly

foreseeabl¢ misuse, information that enables the user to reduce the'tisk shall be given.

EXAMPLE Chemical or biological hazard.

Local, natipnal or regional regulations can apply.

The requirpments of ISO 14971 pertaining to information for safety apply.

NOTE1 Information that enables users to reduce arisk is called “information for safety”. See ISO 14971.

If an IVD K of

infection, 4

reagent includes substances of human, microbial or animal origin that present a ris

warning shall be given.
Information on the safe handling anddisposal of hazardous materials shall be given.

Ifthe IVD 1
on label.

eagent is intended forsingle use, an appropriate warning shall be included. See intended|use

NOTE 2 In some countries) authorities having jurisdiction may set local requirements for the contenfs of
warnings anid precautionsand/or measures to be taken and limitations of use regarding the device. For exanpple,
in the Eurogean Union;theé instructions for use give notice to the user that any serious incident that has occufred
in relation tp the device shall be reported to the manufacturer and the competent authority of the Member State
in which th¢ usertgnd/or the patient is established.

7.10 Pri

The primary sample to be used and any special conditions of collection pre-treatment and/or storage
conditions shall be specified.

Any special instructions for the preparation of the person to be tested prior to primary sample
collection shall be given.

7.11 Procedure to obtain a result
A complete, detailed description of the examination procedure to be followed shall be provided.

The procedure shall include all the steps necessary to collect the sample, carry out the examination and
obtain a result.

8 © IS0 2022 - All rights reserved
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