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reword

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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cribed in the ISO/IEC Directives, Part 1. In particular, the different approval criteriameé
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orial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

he ISO list of patent declarations received (see www.iso.org/patents}):
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an explanation of the voluntary nature of standardsythe meaning of ISO specific

bntion is drawn to the possibility that some of the elements of this document may be the
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b document was prepared by Technical Committee 1SO/TC 212, Clinical laboratory testi
b diagnostic test systems, in collaboration with the European Committee for Standardizati
hnical Committee CEN/TC 140, In vitrodiagnostic medical devices, in accordance with the
eement on technical cooperation betwween ISO and CEN (Vienna Agreement).

b second edition cancels and, replaces the first edition (ISO 18113-2:2009), which

technically revised.

The

Ali

main changes are as follows:

Added Informatiompertaining to (unique device identifier-device identifier) UDI;
Updated withexamples to reference European Union and other regulations;
Added additional detail for clarification;

Updated'the Bibliography.

tlef all parts in the ISO 18113 series can be found on the ISO website.
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Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.
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Introduction

Manufacturers of in vitro diagnostic (IVD) reagents for professional use, supply users with information
to enable the safe use and the 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 Regulators 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 harmonization of labelling requirements for IVD reagents for professional use.

This document is concerned solely with information supplied with IVD reagents, calibrators and c0nl:rol
materials intended for professional use. It is intended to be used in conjunction with ISO 18113<1, which
contains the general requirements for information supplied by the manufacturer and definitions of
general labelling concepts.

This docurhent is intended to support the essential labelling requirements of all the)IMDRFI8] partriers,
as well as gther countries that have or plan to enact labelling regulations for IVD medical devices.

For IVD repgents, calibrators and/or control materials that are intended to.bé used as a system with
an instrunjent provided by the same manufacturer, this document is also ihtended to be used together
with ISO 18113-1 and ISO 18113-3.
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Scope

5 document specifies requirements for information supplied by the manufacturer
bnostic (IVD) reagents, calibrators and controls intended for professional use,

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 self-testing.

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

8601-1, Date and time — Representations for information interchange — Part 1: Basic rule
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 requiréements

18113-1, In vitre diagnostic medical devices — Information supplied by the manufacturer (1
E 1: Terms, definitions and general requirements

Terms and definitions

bf in vitro

uctions for

Pir content
pplies. For
[s) applies.

3

yinufacturer

belling) —

For

the purposes of this document, the terms and definitions given in ISO 181135-1 apply.

ISO and [EC maintain terminology databases for use in standardization at the following addresses:

4

4.1

ISO 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.
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For the use of symbols, the requirements of ISO 15223-1 apply.

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 A UDI is not required on the immediate label of kit components unless the component is a device in its
own right.

5 Cont¢nt of the outer container label

5.1 Manufacturer

The name and address of the manufacturer shall be given. The address indicates a single point at which
the manuffcturer can be contacted, e.g. street, number, city, postal code, country.Ifia full addregs is
not practidal, an abbreviated version may be sufficient provided the full address-is included in|the
instructior}s for use.

If an Authgrized Representative is acting on behalf of the manufacturertin‘the country/jurisdictfion,
whether the regulatory authority having jurisdiction requires that the-label shall also contain|the
address of the Authorized Representative, should be taken into consideration.

5.2 Identification of the in vitro diagnostic (IVD) reagent

5.2.1 IVDreagent name

The name pr trade name of the IVD reagent shall be given. This brand or trade name should allow its
differentiafion from other products of the same pr similar type. When the name does not unigpiely
identify the IVD reagent, an additional means of identification shall also be given.

EXAMPLES Catalogue number, commodity nuniber.

5.2.2 BTch code/lot number

A batch codle/lot number, shall be given.

If a kit coptains different components bearing different batch codes, the batch code indicated on
the outer ¢ontainer shall-ehdble the individual batch code of each component to be traced from|the
manufactufrer's production record.

5.2.3 Unique device identifier (UDI)

[t should b
the regulatorya S
Identification Data Carrler AIDC format) and Human Readable Interpretatlon (HRI)

taken 1nto con51derat10n that if an IVD reagent is sub]ect to unlque 1dent1f1cat10n rulef

When AIDC carriers other than the UDI carrier are part of the product labelling, the UDI carrier shall be
readily identifiable.

The UDI shall include both the UDI device identifier (UDI-DI) and the UDI production identifier (UDI-
PI); specific exemptions which are provided by regulations should be taken into consideration.

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

If there also is a manufacturing date on the label for reasons other than batch control purposes, it does
not need to be included in the UDI-PI; specific requirements provided by regulations should be taken
into consideration.

2 © IS0 2022 - All rights reserved
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If there are significant constraints limiting the use of both AIDC and HRI on the label, the AIDC format
shall be generally preferred except for environments where HRI is more appropriate to the user.

The UDI carrier should be readable during normal use, storage conditions, and throughout intended life
of the IVD reagent. ISO/IEC 15415 should be referred to for bar code specifications and symbol quality
criteria.

Local, national or regional regulations can apply.

NOTE1 The content, format, and size of the UDI is specified by the accredited UDI issuing agency selected.

NO i o ] IR + £ + 4+l that il o 1 o 1 = s Lal P2 1 H N PN tt f
E2—HR|textisnetthe sameasthetext thatisalready plreed-onthe tabelandisategiblednterpretation o

the flata characters encoded in the UDI Carrier.

5.3| Contents

Theg net quantity of contents expressed in terms of mass, volume, volume after réeonstitutionf numerical
or 3 combination of these or other terms that accurately reflect the contentscshall be indicated.

5.4 Intended use/Intended purpose

If tlLe intended use is not indicated by the name of the [VD reagen®or an appropriate symHol, then an
abbreviated intended use that contains enough detail for the user to identify the device and ifs use shall
be given. A full intended use statement shall be given in the instructions for use.

NOTE In some countries, authorities having jurisdiction.can set local requirements for the coptent of the

intepded use statement. For example, in the European Uniomn; an indication is given that the device is Intended for
neaf-patient testing.

5.5 Invitro diagnostic use

Theg IVD use of the reagent shall be indicated.

EXAMPLES  “Forin vitro diagnosticase® or the graphical symbol for “in vitro diagnostic medical dlevice”.

5.6 Storage, transport, anid-handling conditions

The storage conditions necessary to maintain the stability of the reagents, calibrators gnd control
materials in the unopened state shall be indicated. Use of non-specific temperature of humidity
ind{cations that are @pen to interpretation shall be avoided.

EXAMPLE1 220te 8°Cor 2...8 °C or graphical symbol; -18 °C or below or < =18 °C or graphical symbol.
Othler conditions that affect stability shall be indicated.
EXAMPLEZ" Light, humidity.

An‘ a¥fhaor conditionc thot ot tlha o dling s o A t oxr ctovagn of +thao waogantc ool "atOI‘S, and

OtICT COTTOTTIOTT S oIrat artCC Tt T TaIIiT Sy o alto poT T OT StoOTa gt~ O it T Ca g CIres;, Catro

control materials shall be specified.
EXAMPLE 3  Fragile.
EXAMPLE 4  Keep vials protected from light.

Other protective measures which users should take to mitigate conditions that can affect stability shall
be stated.

5.7 Expiry date

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

©1S0 2022 - All rights reserved 3
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Expiry dates shall be expressed as the year, the month, and, where relevant, the day. The requirements
of ISO 8601-1 apply.

EXAMPLES

“YYYY-MM-DD” or “YYYY-MM".

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

The label of the outer container shall indicate the expiry date of the component having the earliest
expiry date, or an earlier date, where appropriate.

5.8 Warnings and precautions

Ifan IVD rg
pictogram
statements
be given o
use.

EXAMPLES

In the case
the approp
container.

Statementy

regulations

6 Conte

6.1 Gen

agentis considered hazardous, the outer container label shall include the appropriatehaz
s). The appropriate signal word, product identifiers, hazard statements and precautior
should be included. However, where there is insufficient space, the hazard pictogfam s
h the outer container label and the other information shall be given in the instructions

Chemical, radioactive, and biological hazards.
riate risk and safety statements, these statements shall be given on the label of the o

or warning symbols for specific hazards can be reqtired by local, national or regi

p.

nt of the immediate container label

eral provisions

6.1.1 Single container

If the immz¢

6.1.2 Sm

If the avail
below, the
and manuf

Local, nati

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

1all label

hble space on the immediate container label is too small to include all the information lis
information about\contents (6.4), IVD use (6.5), and storage and handling conditions (|
hcturer address (6.2) may be abbreviated or eliminated.

bnal or regional regulations can apply.

6.2 Manufacturer

ard
ary
hall
for

of chemical hazards, if the IVD reagent is not accompanied by instrdctions for use containing

iter

nal

ted
b.6)

The manuf

1 111 -l L ol 1 {anh] L 1 £ - 1 h |
dClUrcl Siidll DC TUCIILITICU. TIIC IIdIIC U1 UIC HlalluldCturcl Ol aIl ulicgquivotdl LI dauc I1dIll

logo is sufficient. For inclusion of the manufacturer address, see 5.1.

6.3

6.3.1

Identification of the IVD reagent

IVD reagent or component name

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

6.3.2 Batch code/lot number

A batch code and where appropriate, a lot number, shall be given.

e or

© IS0 2022 - All rights reserved
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3 Unique device identifier (UDI)

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

It is possible that the UDI on the immediate container label will not be the same as the UDI on the outer
container. Applicable regulations can apply.

6.4

Ifn

Contents

tindicated by another means, the contents shall be specified

EXA

6.5

The
EXA

6.6

Thd
matf

Any
mat

EXA

6.7
An

6.8

Ifa
haz
pre

MPLES Mass, volume, volume after reconstitution and/or the number of examinations.

In vitro diagnostic use

IVD use of the reagent shall be stated.

MPLES “For in vitro diagnostic use” or the graphical symbol for “in vitro diagnostic medical dlevice”.

Storage and handling conditions

storage conditions necessary to maintain stability of-the reagents, calibrators, a
erials in the unopened state shall be indicated.

Ihd control

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

erials shall be given, if different from those given 6nh the outer container.

MPLE Fragile.

Expiry date

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

Warnings and precautions

5.7.

1 [VD reagent is considered hazardous, the immediate container label shall include the dppropriate

hrd pictogram(s). The -appropriate signal words, product identifiers, hazard state
Cautionary stateménts should be included. However, where there is insufficient space,

pictlograms shall be(given on the immediate container label and the other information shall

the
EXA

Int
the

instructions foruse.
MPLES Chemical, radioactive, and biological hazards.

he caSe-of chemical hazards, if the IVD reagent is not accompanied by instructions for use
appropriate hazard and precautionary statements, these statements shall be given on

the

immediate container

ments and
the hazard
be given in

containing
he label of

Statements or warning symbols for specific hazards can be required by local, national or regional
regulations.

7

7.1

Content of the instructions for use

Manufacturer

The name, registered trade name, or registered trade mark and address of the manufacturer shall
be given. The manufacturer address shall contain information related to the physical location such
as street/road, number/house/floor, city, state/region, postal code, country, if available. A telephone
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number and/or fax number and/or website address or email address to obtain technical assistance

shall be pr

ovided.

7.2 Identification of the IVD reagent

The name

or trade name of the IVD reagent shall be indicated.

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

EXAMPLES

7.3 Intepded use/intended purpose
The intended use shall be described in appropriate detail, including:

— the mdasurand;

— target

— primary sample type(s);

— its fur

— wheth

— the sp

— the intended user (e.g. laboratory professional use;healthcare professional use at the point of c:
near-pptient);

— where

Benefits and limitations of the IVD medicaldevice with respect to the intended use shall be descril

where app

NOTE 1 IJE

use as a co
(INN) canb

NOTE 2  Medical use can‘be described, where appropriate.

EXAMPLES

— measufement.of sodium ion concentration in serum, plasma or urine;

— measufenrent of the concentration of thyroid stimulating hormone (TSH) in serum to aid in the diagnos

thyroi

Catalogue number, commodity number.

population;

br the device is used for qualitative or quantitative examinations;

ropriate.

panion diagnostic. Férexample, in the European Union, the International Non-proprietary N
P given.

appropriate, if the device is automated or intended to be used with a specific instrument.

ction (e.g. screening, monitoring, diagnosis or aid to diagnosis, prognosis, prediction,
companion diagnostic);

pcific disorder, condition or risk factor of interest’that it is intended to detect, specify, or
differdntiate;

ire/

bed,

some countries, authorities having jurisdiction can set local requirements for devices intended for

ame

is of

daisedse;

— measurement of the concentration of prostate-specific antigen in serum of males older than 50 years of age
to aid in the diagnosis of prostate cancer;

— measurement of the concentration of IgM antibodies to Borrelia burgdorferi in blood plasma.

7.4 Principles of the examination method

The principle of the examination method shall be described, including the type of reaction (e.g.
chemical, microbiological or immunochemical), the indicator or detection system and/or other relevant
principles shall be described in enough detail to allow the user to understand how the IVD medical
device is able to carry out its function.
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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 manufacturer’s calibration value assignment methodology of the end user control and calibrator
material. This may be understood as providing a value which links the primary reference material set
to the end user calibrator and control materials.

Thd
due

The
a sy
YY

In 4
mal

NOT
tor

NO']
conf
assi

Refi
med

Loc

7.6

Al
con,

EXA

Infq

EXA

7.7

value, the uncertainty value derived for the user calibrator and or user control and the |
to the process which can be expected, may be stated.

manufacturer may provide uncertainty as a range of values within which thetrué valy
ecified level of confidence; this can be expressed as, e.g.: 9,8 XX/YY to 10,2XX/YY, or g
- 0,2 XX/YY, oras 10,0 XX/YY % 2 %, with AA% Confidence.

ddition to the information specified in the instructions for use, the manufacturer cary
ke additional information available through other documents or upoh request.

E1 1SO 17511 describes the traceability of values assigned to calibrators and trueness-contr
bference materials and/or to reference measurement procedures of higher order.

E2 ‘control material is only included if it is used to verify{he‘trueness of measurements, wh
rol materials and control materials to which intervals «of values per method/manufacturej
bned are outside the scope and then ISO 17511 does not dpply.

brences to relevant scientific literature or ‘other available documentation of the
isurement procedure or reference material should be provided.

hl, national or regional regulations can apply.

Components

5t of all components/materials. provided including the nature, number, amount, conce
Lent of the reactive ingrediénts, shall be given.

MPLE 1  Antibody.

MPLE 2 PhoSphate buffer 10 mM.

Additional required equipment and/or materials

Any

medieal device but not provided by the manufacturer shall be listed.

special equipment and/or materials required for proper performance and safe use

bvel of bias

e lies with
s 10,0 XX/

choose to

I materials,

le precision
have been

reference

htration or

rmation concerningother ingredients that can influence the examination procedure shall be given.

of the IVD

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

7.8

Reagent preparation

All steps required for the preparation of the reagent(s) shall be described.

EXAMPLES Reconstitution, mixing, incubation, dilution.
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7.9 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.

7.10 Warnings and precautions and/or measures to be taken and limitations of use
regarding the device

Informatioln shall be given in the form of warnings, precautions and/or measures to be taken:

— inthe ¢vent of malfunction of the device or its degradation as suggested by changes in its dppeardnce
that cgn affect performance;

— as regards the exposure of the reagent(s) to reasonably foreseeable extermal' influenceq or
environmental conditions, e.g. magnetic fields, external electrical and electromagnetic effdcts,
electrgstatic discharge, radiation associated with diagnostic or therapeutie\procedures, presspre,
humidjty, or temperature.

If an IVD reagent is considered hazardous, the instructions for use shall ificlude the appropriate signal
words, prdduct identifiers, hazard pictograms, hazard statements and{precautionary statements.|If a
hazard is dssociated with storage, use or disposal of the IVD reagent,including reasonably foreseegble
misuse, information that enables the user to reduce the risk shalkbe given.

EXAMPLES Chemical, radioactive and 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 a risk is called “information for safety”. See ISO 14971.

If an IVD feagent includes substances of(human, microbial or animal origin that present a risk of
infection, 4 warning shall be given.

Information on the safe handling and disposal of hazardous materials shall be given.

If the IVD feagent is intended fop Single use, an appropriate warning shall be included. See [intended
use on labdl].

NOTE 2 In some countsies, authorities having jurisdiction can set local requirements for the contenfs of

to the manifaety afrd-the-competen + —of-theMembe e " 3 s tis
established.

7.11 Primary sample collection, handling, and storage

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

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

Should the sample need to be shipped, and need special packing such as freezing, then those instructions
shall also be given.
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