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Foreword

[SO (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.

The procedures used to develop this document and those intended for its further maintenance are described
in the ISO/IEC Dlrectlves Part 1.In partlcular the dlfferent approval criteria needed for the dlfferent types

of ISO documen

ISO/IECD

[SO draw
patent(s).
rights in
patent(s)
this may
WWW.iso

les of the
irectives, Part 2 (see WWW.is0. org/dlrectlves)

5 attention to the possibility that the implementation of this document may involve-the|use of (a)
ISO takes no position concerning the evidence, validity or applicability of any claimged patent
respect thereof. As of the date of publication of this document, ISO had not Teceived ngtice of (a)
which may be required to implement this document. However, implemefiters are cautioned that
hot represent the latest information, which may be obtained from the patent database ayailable at

Any trad{
constitutd

For an ex

related tp conformity assessment, as well as information about ISO's adherence to the Wo

Organizat

This docu
collabora
Sterilizers
technical

.pbrg/patents. [SO shall not be held responsible for identifying any or allysuch patent rightq.

e name used in this document is information given for the convenience of users and| does not
e an endorsement.

blanation of the voluntary nature of standards, the meaning of ISO specific terms and e

ion (WTO) principlesin the Technical Barriers to Trade(TBT), see www.iso.org/iso/foreword.html.

ment was prepared by Technical Committee ISQ/TC 198, Sterilization of health care products, in
fion with the European Committee for Standardization (CEN) Technical Committee CEN/TC 102,
and associated equipment for processing of\medical devices, in accordance with the Agrgement on
cooperation between ISO and CEN (Vienna Agreement).

This secopd edition cancels and replaces the-first edition (ISO 15883-3:2006), which has been t¢chnically

revised.

The main
— revis
— align
— addit
— align
— addit
— addit

changes are as follows:

on of cross-references to ¢lauses in ISO 15883-1:2024 and ISO 15883-5:2021;

ment of terms and definitions with ISO 11139:2018+Amd 1:2024;

on of 4.1.2 listing’exemptions from the requirements of ISO 15883-5:2024;

ment of textin clauses on cleaning and disinfecting with revised clauses of ISO 15883-2;

on ofrinsing from former 4.6 to 4.4 and 4.5;

omof 4.7;

— revision of references in the Bibliography.

Alist of all parts in the ISO 15883 series can be found on the ISO website.

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

This document is the third part in the ISO 15883 series of standards specifying the performance of washer-
disinfectors (WD) and the general requirements for performance applicable to WD for human waste
containers. The requirements given in this document apply to WD used for emptying, flushing, washing, and
thermally disinfecting human waste containers intended for reuse such as:

— portable sanitary pans;

— supports for single-use bedpans;

— hospital bowls for containment of human waste;

— urine€|collection containers;

— suctiIn bottles;

— prod

Fields of dpplication within the scope of the ISO 15883 series of standards can include laboratory, v
dental anld pharmaceutical applications, and other specific applications, sueh as WD for beds

transport carts and the disinfection of crockery and cutlery intended for” use with immunplogically

comprom

Requirements for WD for other applications are specified in other parts of the ISO 15883 series of g

In order to reduce the risk of spillage and the generation of aeresols, most machines incorporate

empty hu

Where equipment does not provide automatic emptying facilities, extra care is needed by the usg

exposure

The reliability of a human waste container WD canibe adversely affected if the machine is conn

poorly de
the drain

Safety rec

NOTE
intended f

cts similar to the above and used for similar purposes.

fised patients.

man waste containers automatically, e.g. by the action of closing the WD door.

to human waste and contamination of the work environment including the generation of

signed or constructed drainage system:-The purchaser is therefore recommended to e
hge system complies with the manufaeturer’s recommendations in all respects.

juirements for WD are given in [EC 61010-2-040.

Local or national regulatiops can apply in respect of the potential adverse effects on the qualit
r human consumption orenvironmental impacts caused by the WD and its intended use.

pterinary,
eads and

tandards.

means to

r to avoid
aerosols.

bcted to a
sure that

y of water
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International Standard ISO 15883-3:2024(en)

Washer-disinfectors —

Part 3:
Requirements and tests for washer-disinfectors employing
thermal disinfection for human waste containers

1 Scope

This docfiment specifies requirements for washer-disinfectors (WD) that are intended to be| used for
emptying| flushing, washing and thermal disinfection of non-critical devices in the‘form of human waste
containerf by one operating cycle.

This dochment is intended to be used in conjunction with the generdl)requirements spgcified in
[SO 15883-1:2024, except for those specified in 4.1.1, and with the requiremérits of ISO 15883-5:20p1, except
for those ppecified in 4.1.2.

2 Normative references

The folloying documents are referred to in the text in such a way that some or all of their content cpnstitutes
requiremgnts of this document. For dated references, only the edition cited applies. For undated rgferences,
the latest|edition of the referenced document (including ahy amendments) applies.

[SO 15883-1:2024, Washer-disinfectors — Part 1: General requirements, terms and definitions and te§ts

[SO 1588B-5:2021, Washer-disinfectors — Part"57 Performance requirements and test method criteria for
demonstrqting cleaning efficacy

[SO 17664-2:2021, Processing of health .care products — Information to be provided by the medical device
manufactlrer for the processing of medical devices — Part 2: Non-critical medical devices

3 Terms and definitions
For the pyrposes of this document, the terms and definitions given in ISO 15883-1 and the following apply.

ISO and IEC maintain.términology databases for use in standardization at the following addresses

— ISO Online browsing platform: available at https://www.iso.org/obp

— IEC E]ectropedia: available at https://www.electropedia.org/

31

non-critical device

<washer-disinfector> item processed in a washer-disinfector, whose surface(s) are intended to contact
intact skin of a body but do not penetrate it, or device not intended for direct patient contact

EXAMPLE Blood pressure cuffs, wheelchairs, trays, bowls, dishes, glassware, receivers, containers for transit.

Note 1 to entry: National regulations can use alternative wording for the definition of this term when applied to
medical devices.

[SOURCE: ISO 11139:2018/Amd 1:2024, 3.357]

© IS0 2024 - All rights reserved
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4 Performance requirements

4.1 General

4.1.1 Therequirements of [ISO 15883-1:2024 apply with the exception of:

— [S015883-1:2024, 4.1.13 (which refers to minimum pressure inside the pipework during the washing stage);

— IS0 15883-1:2024, 4.3.2 (which refers to chemical disinfection);

— IS0 15883-1:2024, 5.7.4 (which refers to verification of the dose of process chemical admitted);

— ISO1
— ISO1

— ISO1
and 4

— ISO1
— ISO1
— ISO1

41.2 T

— ISO1
not ir

— ISO1
— ISO1
— ISO1
— ISO1
— ISO 1

883-17202%,5.7.5 (Which Specifies the accuracy and reproducibility of chemicat dosing
b883-1:2024, 5.8 (which refers to load temperature protection);

b883-1:2024, 5.9 (which refers to control of temperatures on the load and chamber walls
.5.4 of this document);

b883-1:2024, 5.21 b) (which refers to microprocessor control systems);
b883-1:2024, 6.8.5 (which refers to tests for load temperature protection);

b883-1:2024, 6.10.3 (which refers to protein residue tests).

ne requirements of ISO 15883-5:2021 apply with the excéption of:

b883-5:2021, 4.1.4 (requirement that verification and:documentation of the full cleaning s
terfere with analyte detection is not applicable);

6883-5:2021, 4.4.3 (which refers to assay criteria);

b883-5:2021, 5.1.1 (which refers to validation of cleaning test methods);

b883-5:2021, 5.1.3 (which refers to ydlidation of detection methods);

b883-5:2021, 5.1.4 (which refers\to analyte assay methods);

5883-5:2021, 5.3.4 and 5.44*(requirements for action levels specified in 4.4.3 for the

stems);

see 4.5.3

tage does

load, and

confdrmance of cleaning efficacy’for the test load with the alert levels in 4.4.3, are not applicalle).

413 T

NOTE

414 T
than thel

ne WD shall be designed to process one or more human waste containers in an operating

This can requife the use of a variety of types of load carrier(s).

e température attained on the surfaces of the load during the disinfection stage shall 1
pwerdimit of the disinfection temperature profile.

4.2 Che

miacal docing cuctamc

TIIITCOUT MU ITIT S I Yy I CC Ty

cycle.

ot be less

4.2.1 Provision shall be made for the installation of specific chemical dosing system(s), when specified by

the purch

aser, to allow for the dosing of process chemical(s).

4.2.2 The volume of process chemical(s) admitted shall be adjustable by a means that shall deliver the set
volume to an accuracy of + 10 % or better.

4.2.3 The WD shall either be fitted with means to ensure that a fault is indicated when insufficient process
chemical(s) has/have been admitted, or it shall be possible for the operator to visually verify that the
required amount of process chemical(s) has/have been used.

© IS0 2024 - All rights reserved
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4.3 Emptying

4.3.1 The manufacturer shall require the purchaser to specify whether the human waste containers are
required to be emptied manually or automatically.

Manual emptying of human waste containers should be avoided whenever possible.

4.3.2 When the human waste container(s) are to be emptied automatically, the emptying system shall
ensure that there is no spillage of the human waste container contents or discharge of aerosols of the
contents of human waste containers during automatic emptying.

Check for conformance in accordance with 6.5.1.

4.3.3 When the human waste container(s) are to be emptied manually into the WD, the doer apgrture and
load suppjort system shall be designed to enable the human waste container to be emptied'and th¢n located
in the loadl carrier without spillage or splashing.

Check for{conformance in accordance with 6.5.2.
4.4 Clepning

4.4.1 Cleaning shall be tested in accordance with the requirements of [SO 15883-1:2024, 4.2 andl 6.10 and
the perfoymance requirements and test method criteria specified indSO 15883-5:2021, Clauses 4 and 5, and
Annex B.

NOTE1 [Some suitable test soils for human waste containers are described in Reference [7] and Referende [8].
The cleanfing process shall also meet the requirements ofithe test specified in 6.6.

Where agplicable, any treatment required prior to.cleaning in the WD shall be performed in a¢cordance
with the finstructions for use for the load specified in ISO 17664-2:2021, 6.4, or for the WD specified in
[SO 15883-1:2024, 8.1 a).

NOTE 2 |[ISO 17664-1 can be applicable if the-human waste container is intended to contact broken skin.

4.4.2 Pre-wash (flushing)

The humdn waste containers shall be flushed with sufficient water to remove the gross soiling.

4.4.3 Washing
The humdn waste containers shall be washed on both their inner and outer surfaces.

NOTE1 |[The water)used to wash the human waste containers can be discharged without recirculation or be
recirculat¢d duringa single washing stage within one operating cycle.

During thle washing stage:

— the washing time shall start when the temperature at the control sensor of the WD reaches the lower
limit of the temperature profile;

— the temperatures recorded on the surface of the load and load carrier(s) for the washing stage follow the
temperature profile defined for this stage and are within + 5 °C of the relevant set temperature for each
holding time of the stage (see ISO 15883-1:2024, 4.2.3).

NOTE 2 A washing stage can include two or more washing temperatures and washing temperature bands.

© IS0 2024 - All rights reserved
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4.5 Disinfecting

4.5.1 When tested in accordance with the method specified in ISO 15883-1:2024, 6.8.2, 6.8.3 and 6.8.4,
each operating cycle shall include a thermal disinfection stage during which the specified minimum
temperature for the specified minimum (holding) time, or the equivalent lethality of an A, of at least 60, is
achieved on all surfaces which are required to be disinfected.

NOTE
of the two.

Thermal disinfection can be achieved by rinsing the load with hot water, exposure to steam or combination

4.5.2 Higher A values than 60 may be specified for the inner surface of the human waste container, the

outer sur

453 T
temperat
temperat

454 T

set tempgrature throughout the time specified for disinfection when this has been specified §

temperatjire relationship.

4.5.5 Ifjrinsing between cleaning and disinfection is omitted, then the ‘requirements of ISO 1584
4.2.4 apply.

4.5.6 Iffthere is a final rinsing after the disinfection stage, thenISO 15883-1:2024, 4.4 applies.
4.6 Drying

The provision of a separate drying stage within the gpérating cycle is optional.

Hot air orf compressed air used for drying shall be“of a quality which shall not impair the cleanlin
introducg microbial contamination to, the load.

NOTE [SO 8573-1, IS0 29463-1 and EN 1822-1 provide guidance and specifications on air quality.

4.7 Cogling

The provision of a separate ceeling stage within the operating cycle is optional. Means used to coq
shall not fmpair the cleanliniess of, nor introduce microbial contamination to, the load.

5 Mec

5.1 Ins

511 T

faces of the human waste container or the walls of the WD chamber.

ne temperature on the surface of the load shall be within 0 °C to 15 °C of theldi
ire throughout the time specified for disinfection when this has been specified a
ire relationship.

e temperature recorded on the surface of the chamber wall shall be within 0 °C to 15

hanical and control requirements

trumeéntation and control

sinfection
5 a time-

°C of the
S a time-

3-1:2024,

bss of, nor

I the load

he WD shall either be fitted with a display showing chamber temperature [see SO 15883-1:2024,

5.11.4 a)] or an indicating light to show attainment of a pre-set disinfection temperature. The sensor shall be
located as specified in ISO 15883-1:2024, 5.12.6.

5.1.2 Provision shall be made for the installation of a temperature recorder when specified by the
purchaser. When a recorder is fitted, this shall be deemed to meet the requirements of 5.1.1.

5.2 Process

5.2.1 The inner surfaces of the chamber shall be cleaned and disinfected during the process.

© IS0 2024 - All rights reserved
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5.2.2 Means shall be provided to pre-set the washing temperature and time over a specified range.
Adjustment shall be by means of an access device.

5.2.3 Means shall be provided to pre-set the disinfection temperature and time over a specified range.
Adjustment shall be by means of an access device.

NOTE

The facility to adjust the pre-set time and temperature over the ranges specified is to allow for disinfection
for short time periods at high temperature or, to obtain equivalent effect, prolonged times at lower temperatures; this
can be required for processing human waste containers which will not withstand higher temperatures.

The combination of disinfection time and disinfection temperature shall be set to achieve the specified 4, value.

5.24 If
microorg

NOTE
recirculatg

5.3 Ver

531 F

This shou
position V

5.3.2 W

shall not lpe broken during five (5) consecutive operating cycles.

NOTE
This can p
The testis

533 A
waste ang

Conforma

process fiuld 1S Tecirculated, means shail be provided to prevent the spread of contami
hinisms to a subsequent process step.

d during a single flushing stage within one operating cycle.
iting, draining, and purging

r free standing and single door WD the drainage outlet shall be pldeed towards the rear

Id be done in such a manner that it is possible to make connection with a drainage ouf
yithin a horizontal angle of 180°.

hen tested in accordance with 6.2, the water seal in the trap between the chamber and

When it is not practicable to vent to the outside atmosphere, a condenser can be used for indire
roduce a backpressure which, if excessive, will/break the water seal between the chamber and
intended to verify that this does not occur.

'ter the completion of the washing stage of the operating cycle, the trap shall be clear ¢
| filled with fresh water.

nce shall be tested in accordance with 6.3 and 6.4.

After eac

hants and

The water used to wash the human waste containers can be discharged without-recirculation or be

fthe WD.

let in any

the drain

ct venting.
the drain.

f soil and

of five (5) tests carried qut in accordance with 6.3, there shall be no test spheres retained within
the chamber or trap.

After each of five (5) testscartied out in accordance with 6.4, there shall be no toilet tissues retained within

the chamber and the trap shall be clear of soil and waste and filled with fresh water.

5.4 Water quality

The tests| required by ISO 15883-1:2024, 5.23 and 6.4.2.2 shall be limited to determination of
[expressed‘as millimole per litre (mmol/1) of CaCO5] when the water is from a potable supply.

hardness

6 Testing for conformity

6.1 General

Testing for conformity shall be carried out in accordance with ISO 15883-1:2024, Clause 6.

NOTE

Annex A includes a summary of test programmes for WD for human waste containers in addition to those
recommended in ISO 15883-1:2024, Annex A.

© IS0 2024 - All rights reserved
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6.2 Test for drain seal integrity

Fit a transparent test trap of the same type and dimensions as that normally fitted to the WD in place of the
normal trap and connect it to a suitable outlet.

Pour sufficient water into the chamber of the WD to charge the trap and ensure that there are no leaks.

Carry out five (5) consecutive operating cycles with a full load of human waste containers without opening
the door between consecutive operating cycles. On completion of the five (5) cycles, observe the trap and
check that the water seal in the trap has not been broken.

6.3 Test for flushing of non-absorbent material

One non-'{xbsorbent test sphere shall be used for each human waste container that the WD is inltended to
process i a single operating cycle. Drop the non-absorbent test spheres [relative density of 075 to 1 080,
diameter (43 = 0,5) mm] into the otherwise empty chamber, close the door and start the operating cycle. At
the end of the cleaning stage and before the disinfection stage, stop the machine and examine thqg chamber
and the tifap for retained spheres.

Perform the test for flushing of non-absorbent materials a total of five (5) times.

6.4 Tedt for flushing of absorbent material (toilet tissue)

Twelve (1) sheets of toilet tissue in accordance with Annex B shall beluséd for each human waste|container
that the WD is intended to process in a single operating cycle. Craimple the required number of| sheets of
toilet tisspie and drop into the chamber of the WD containing the maximum intended load of hunpan waste
containerf. Close the door and start the cycle. At the end of.the cleaning (washing) stage, intgrrupt the
operating cycle and record the number of tissue sheets remaining in the chamber and load; inspedt the trap
and recor{d the number of tissues retained in the trap.

Perform the test for flushing of absorbent material a total of five (5) times.

NOTE See Annex C for details of measurement of water absorbency of toilet tissue by the basket metho|d.
6.5 Tegt for loading/emptying of human waste containers

6.5.1 Aptomatic emptying

For WD c¢nforming with 4.3.2, each'type of human waste container which the WD is designed to prqcess shall
be tested.|Fill each human waste-container with water to no less than 75 % of'its brim-full capacity ard locate it
in the load carrier in accordance with the instructions for use. Load the chamber to the maximum recommended
capacity. €lose the door.Observe whether any liquid has been spilled or splashed outside the WD.

6.5.2 Manual emptying

For WD ¢
shall be tp
and empt ' ¢ ¢ ¢ ¢ '
the chamber to the maximum recommended capac1ty Close the door Observe whether any 11qu1d has been
spilled or splashed outside the WD.

6.6 Tests for soil removal from load, load carrier(s) and chamber walls

The tests shall be carried out in accordance with ISO 15883-1:2024, 6.10 and methods specified in
[SO 15883-5:2021. Refer to ISO 15883-5:2021, Table A.1 and Bibliography for references.

NOTE1 Local regulations can require the use of particular test soils and methods.

NOTE 2  The user's choice of test soil(s) and method(s) for performance testing can indicate a need to carry out
similar testing before the WD is supplied.

© IS0 2024 - All rights reserved
6


https://standardsiso.com/api/?name=111d951c25a213ce8a05485d11932218

ISO 15883-3:2024(en)

The test soils used for the load, load carrier(s) and chamber wall can be different. Where different test soils
are used, the rationale for the choice of test soil shall be documented.

7 Information to be provided

In addition to the information listed in ISO 15883-1:2024, Clause 8, the purchaser shall be provided with the
following information:

a) the maximum load or capacity and acceptable loading combinations;

b) the range of load supports available and required;

c) the qpamtity of water requiTed per Operating cycCie;

d) any details of ventilation discharge requirements e.g. air volume, system pressure dropland maximum
tempgrature;

e) theehergy required per operating cycle;

f) the fdllowing information obtained by testing in accordance with ISO 1588312024, 6.13:
1) the time for an operating cycle from a cold start;
2) the time for each of five (5) consecutive operating cycles, all having a hot start;

3) the location and temperatures of the coolest and hottest.parts of the load and the chammber wall
during thermal disinfection;

g) the disinfection temperature band.

8 Information to be requested from the purchaser by the supplier of the WD

In addition to the information listed in ISO 15883¢1:2024, Clause 10, the supplier of the WD shall r¢quest the
following|information from the purchaser:

a) the nfimber, type, and capacity of human waste containers to be processed;
b) whether human waste containers-are required to be emptied automatically;
c) whether additional process cheémical dosing system(s) is/are required;

d) the dfict work connectigns available;

e) the Af, value, or the‘combination of time and temperature, to be attained for thermal disinfectjion (if the
Ag value has not:bgen defined by the purchaser, see 4.5.1).

© IS0 2024 - All rights reserved
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Annex A
(informative)

Summary of test programmes

Table A.1 summarizes the recommended test programmes applicable to WD for human waste containers in
addition to those recommended in ISO 15883-1:2024. Other tests or schedules of tests providing equivalent
assurance are equally acceptable.

Table A.1 — Summary of test programmes for WD for human waste containers

d Br.l ef Requirements Test Type Works | Operational | Performance Rputine
escriptjon bel bel lificati lificati

of test subclause subclause test test qualification | qualification test
Drain sea 5.3.2 6.2 X 0 0 B B
integrity

Flushing qf

non-

absorbent 5.3.3 6.3 X B B B B
materials

Flushing qf

absorbent 5.3.3 6.4 X B X B B
materials

Safety of

loading and 4.3.2 6.5.1

emptying or or X B B X B
human wgste 4.3.3 6.5.2

containers

Key

X =recommended
B = not recpmmended

0 = optiongl test which may be requested(by)the purchaser or user. Optional tests may be carried out at the discretion|of the user
or can be r¢quired by local regulation.
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