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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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Manufacturers of in vitro diagnostic (IVD) instruments for professional use 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.
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In vitro diagnostic medical devices — Information supplied by
the manufacturer (labelling) —

Part 3:

In

1

Thig

vitro diagnostic instruments for professional use

Scope

part of ISO 18113 specifies requirements for information supplied by the manufacturer of IVD

for professional use.

Thig

professional use.

Thig

Thig

The)
refe]
doc

ISO

ISO
be 3

ISO

part of ISO 18113 can also be applied to accessories.

part of ISO 18113 does not apply to:

instructions for instrument servicing or repair,

IVD reagents, including calibrators and controlimaterials for use in control of the reagent,

IVD instruments for self-testing.

Normative references

following referenced documents are indispensable for the application of this document,
rences, only the edition*-cited applies. For undated references, the latest edition of the
iment (including any-amendments) applies.

14971, Medicaldevices — Application of risk management to medical devices

15223-1, Medical devices — Symbols to be used with medical device labels, labelling and in
upplied <= Part 1: General requirements

18143-1, In vitro diagnostic medical devices — Information supplied by the manufacturer

Pari

instruments

part of ISO 18113 also applies to apparatus and equipment intended\ie’be used with IVD insfruments for

For dated
referenced

formation to

abelling) —

1ZTerms, definitions and general requirements

IEC 61010-1, Safety requirements for electrical equipment for measurement, control and laboratory use —
Part 1: General requirements

IEC 61010-2-101, Safety requirements for electrical equipment for measurement, control and laboratory use —
Part 2-101: Particular requirements for in vitro diagnostic (IVD) medical equipment

IEC 61326-2-6, Electrical equipment for measurement, control and laboratory use — EMC requirements —
Part 2-6: Particular requirements — In vitro diagnostic (IVD) medical equipment

IEC

62366, Medical devices — Application of usability engineering to medical devices

EN 980, Symbols for use in the labelling of medical devices
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3 Terms and definitions

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

4 Essential requirements

The requirements of ISO 18113-1 apply.

5 Labelsand marking
5.1 Geheral

The requirements of IEC 61010-1, IEC 61010-2-101 and IEC 61326-2-6 concerning labels and-marking apply.
For the use|of symbols, the requirements of ISO 15223-1 and EN 980 apply.
5.2 Identification of the IVD instrument

5.2.1 IVD|instrument name
The name ¢f the IVD instrument shall be given.

When the name does not uniquely identify the IVD instrument,atr-additional means of identification shall plso
be given.

EXAMPLES| Catalogue number, commodity number.

5.2.2 Serial number

A unique sdrial number shall be given for IVD instruments.

All instrumgnts covered by the IEC 61010 series require serial numbers.

Where serigl numbers are not practical for apparatus, equipment or accessories intented to be used with|IVD
instruments, a batch code may.be used instead.

EXAMPLE A primary sample receptacle would be assigned a batch code.
5.2.3 In vjtro diaghostic use

The in vitro|diagnostic use of the instrument shall be indicated when required by regulation.

EXAMPLES The words “for in vitro diagnostic use” or graphical symbol: “in vitro diagnostic medical device”.

6 Elements of the instructions for use

The instructions for use for professional use instruments shall include the following, where appropriate:
a) table of contents;

b) overview of operating elements;

c) flow and block diagrams of instrument configuration;

2 © 1SO 2009 - All rights reserved
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integration and arrangement of text and illustrations;
graphic emphasis of warnings;

examples of how to use the instrument;

diagrams of procedural steps;

list of accessories;

references to relevant scientific literature;

-3:2009(E)

A sgarchable electronic instrument guide may not require a table of contents or an index.

The)
inst

7

71
The)

NOT
reqy

7.2

7.2,

The

an index;

version control identification and first date of applicability.

information provided together with the IVD instrument shall as a minimum cover: pertifent safety,

bllation and environmental requirements.

Content of the instructions for use

Manufacturer
name and address of the manufacturer shall be given.

E In the European Union, the name and address of the manufacturer's “EC Authorized Represent
ired if the legal manufacturer is not located within'the EU. See Reference [4].

Identification of the IVD instrument

1 IVD instrument name

name of the IVD instrumentshall be given.

Wh
be

EXAMPLES Catalogue number, commodity number.

7.2,

Sepafate instrument modules and/or software shall be identified by name and, if applicable, versio

n the name does not-uniquely identify the IVD instrument, an additional means of identificatig
iven.

Module and software identification

ative” is also

n shall also

7.3

The

EXAMPLE

with

Intended use

intended use of the IVD instrument shall be described.

this instrument.

Measurement of analytes in biological primary samples, using reagents and calibrators intended for use

Benefits and limitations of the IVD medical device with respect to the intended use shall be described. Medical

use

may be described, where appropriate.

© 1SO 2009 - All rights reserved
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7.4 Storage and handling

Instructions relevant to any particular environmental requirements, and handling and/or storage conditions
shall be given.

7.5 Warnings and precautions

for

ried

Information relevant to the following shall be given:
a) residual risks related to installation, operation, maintenance, transportation, storage or disposal of the IVD
instrument-andfer-is-aceesseres:
EXAMALE Risks related to handling and disposal of infectious or potentially infectious materials.
b) known |interferences that present significant risk;
c) electronagnetic compatibility, emission and immunity, and the requirements of IEC 61326-2-6 apply;
The requirdments of IEC 61010-1, IEC 61010-2-101, IEC 62366 and I1SO 14971 peftaining to informatior
safety apply.
NOTE Information that enables users to reduce a risk is called “information for safety”. See ISO 14971.
7.6 Instryment installation
7.6.1 Gerneral
Instructions] for installation of the IVD instrument shall be given when the installation is intended to be ca
out by the ser.

These instijuctions are not necessary when the installation is carried out exclusively by personnel of]

manufactur
Information
EXAMPLE 1

A statemen
provided.

EXAMPLE 2

7.6.2 Action upon.delivery

br or their representatives.
on available accessories including proper connectivity shall be provided.
Computer interface, modules, optional software, connectivity hardware.

t of specific warranty. limitations or where such warranty information can be obtained shal

Actions by/Usefs that invalidate the manufacturer's warranty.

shalkbe provided on the following:

checking delivery for completeness;

checking for damage during transport.

Information

a) unpacking;
b)

c)

4

the

be
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7.6.3 Site preparation prior to installation
Information shall be provided on the following, where appropriate:
a) physical environment required for proper functioning;

EXAMPLES Limits of humidity, temperature, vibration, magnetic fields, external electrical influences, electrostatic
discharge, pressure, acceleration, thermal ignition sources, environmental noise, proximity to air conditioning or
heating ducts.

b) space requirements and clearance limits;

c) |technical prerequisites;

EXAMPLES Load-bearing capacity, appropriate utilities, voltage, water pressure.
d) |dimensions, mass;

e) |basic settings made by the manufacturer;

f) |consumption values;

EXAMPLES Electrical power, water.

g) |noise level generated by the instrument (in decibels);

h) [electromagnetic compatibility, emission and immunity,

7.6.4 Bringing into operation

Infofmation shall be provided on the following:

a) |the set-up process including procedural-steps (brief description);
EXAMPLES Connection to utilities, connection to necessary components.

b) |function checks for proper installation.

7.7| Theory of operation

Basjc principles of thetechnology used in instrument operation shall be given.

7.8| Functions

For[eaeh specific IVD instrument function, information shall be provided on the following:

a) the subsystems and their purpose;
b) functional specifications for major subsystems.

EXAMPLES A sample pipette delivery volume is within £ 2 % relative volume error from 5 pl to 20 pl; a reagent pipette
dispenses within CV 2 % from 50 ul to 200 pl.

7.9 Performance of the IVD instrument

Information shall be provided on the performance characteristics of the IVD instrument.

© 1SO 2009 - All rights reserved 5
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EXAMPLES

Throughput, carryover, cross-contamination, sample volume, reagent volume, measuring time,
measuring temperature, absorbance linearity of photometer, wavelength.

7.10 Limitations of use

shall be provided on the limitations of use of the IVD instrument.

Sample viscosity, accessory compatibility, computer connectivity.

aration prior to operation

Information
EXAMPLES
7.11 Prep
Information
a) anypa
b) anysp

EXAMPA
c) orderin
d) typesa
e) typesa

EXAMBA
f) instrun

g) hardwe

7.12 Oper

A detailed description of the procedure for performing the IVD examination shall be provided. The proce

shall includ

NOTE A
user.

7.13 Confrol procedure

shall be provided on the following, where appropriate:

ticular training of the user that is required;

pcial materials and/or equipment required in order to use the IVD instrument properly;
LES Solutions, diluents, buffers, cups, etc. that are necessary for proper operation.

g information for reagents and consumables;

f sample containers;

f acceptable primary samples;

LES Blood, serum, plasma, urine, spinal fluid.

ent checks for safe and correct operation, including“calibration;

re adjustments, if required.

ating procedure

e all phases of the operation from start-up to reading of results.

bbreviated operating instructions, such as on a card to be attached to the instrument, can be helpful tg

Adequate i

within specifications\shall be provided.

NOTE

complying with-applicable laboratory regulations.

formation.about the performance of the IVD instrument and a means to verify that it is perforn

sefs\are responsible for determining the appropriate quality control procedures for their laboratory an

Hure

the

ning

i for

EXAMPLES

Identification of acceptable control materials, frequency of examination of control materials.

7.14 Calculation of examination results

The mathematical approach, when examination results are calculated, shall be provided.

NOTE If the user must perform a calculation, an example calculation can aid the user's understanding.

EXAMPLE

Calculations of the parameters required to interpret a kinetic assay.
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