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Introduction
This draft standard is based on national and international discussions. Y our comments on this draft are invited and will assist in
the preparation of the consegquent standard.

For international standards, comments will be reviewed by the relevant UK national committee before sending the consensus
UK vote and comments to the international committee, which will then decide appropriate action. If the international standard is
approved, it is usual for the text to be published as a British Standard.

For national standards, comments will be reviewed by the relevant UK national committee and the resulting standards published
as a British Standard.

UK Vote
Please indicate whether you consider the UK should submit a negative (with supporting technical reasons) or positive vote on
this draft. Pleaseindicate if you are aware of any reason why this draft standard should not be published as a British Standard.

Submission of Comments
Annotated drafts are not acceptable and will beregjected.

Template for comments and secr etariat observations

All comments should be submitted online at https.//standar dsdevelopment.bsigroup.com/. You will need to register in

order to comment.

Date; xx/xx/20xx

Document: 1SO/DIS xxxx

an alternative cannot be supported
as serious problems have been
lencountered in its use in the UK.

1 2 3 4 5 (6) 7
MB | Clause No./ Subclause| Paragraph/Figure/ Type of Commend (justification Proposed change by the MB Secretariat observations on
No./Annex (e.g. 3.1) Table/Note comment for change) by theMB each comment submitted
31 Definition 1 ed Definition is ambiguous and needs [JAmend to read '...so that the mains
clarifying. connector to which no connection...'
6.4 Paragraph 2 te The use of the UV photometer as  ||[Delete reference to UV photometer.
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THIS DOCUMENT IS A DRAFT CIRCULATED
FOR COMMENT AND APPROVAL. IT IS
THEREFORE SUBJECT TO CHANGE AND MAY
NOT BE REFERRED TO AS AN INTERNATIONAL
STANDARD UNTIL PUBLISHED AS SUCH.

IN ADDITION TO THEIR EVALUATION AS
BEING ACCEPTABLE FOR INDUSTRIAL,
TECHNOLOGICAL, COMMERCIAL AND
USER PURPOSES, DRAFT INTERNATIONAL
STANDARDS MAY ON OCCASION HAVE TO
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POTENTIAL TO BECOME STANDARDS TO
WHICH REFERENCE MAY BE MADE IN
NATIONAL REGULATIONS.

RECIPIENTS OF THIS DRAFT ARE INVITED
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NOTIFICATION OF ANY RELEVANT PATENT
RIGHTS OF WHICH THEY ARE AWARE AND TO
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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.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of
any patent rights identified during the development of the document will be in the Introduction and/or
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as well as information about ISO's adherence to
the World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT), see
www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 198, Sterilization of health care products.

This second edition cancels and replaces the first edition (ISO 15883-2:2006), which has been
technically revised.

The main changes compared to the previous edition are as follows:

— change to title to reflect application to critical and semi-critical medical devices;

— addition of new terms defining critical and semi-critical medical devices, and non-critical devices;
— alignment of other terms and definitions with ISO 11139:2018;

— revision of cross-references to relevant clauses in ISO/DIS 15883-1:2020 and I1SO 15883-5:2021;
— the upper limit of the washing temperature band reduced to +5 °C;

— addition of a clause on water quality (see 4.5);

— clarification of requirements for lumen and powered devices (see 5.1);

— addition of informative Annex B providing guidance on assigning a medical device to a product
family for cleaning and thermal disinfection processes;

— revision of references in Bibliography.
Alist of all parts in the [SO 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

It is recommended that this Introduction be read in conjunction with the Introduction to ISO/DIS 15883
1:2020.

This part of is the second of a series of standards specifying the performance of washer-
disinfectors and specifies the general requirements for performance applicable to instrument washer-
disinfectors. The requirements given in this document apply to washer-disinfectors (WD) used for
cleaning and thermal disinfection of critical and semi-critical medical devices intended for reuse such
as:

— surgical instruments, which are divided into instrument product families based on design features,
e.g. instruments without hinges, cavities or lumens, with hinges, with sliding shafts, with lumens,
microsurgical instruments, and complex instruments (e.g. robotic);

— powered instruments;

— anaesthetic and respiratory equipment;

— medical devices comprised of glass components;

— any non-critical devices used in conjunction with critical and semi-critical medical devices.

Requirements for washer-disinfectors for other applications, such as for processing non-critical devices
and thermolabile endoscopes, are specified in other parts of the [SO 15883 series of standards.

When processed in the washer-disinfector, the medical devices can be intended for immediate use or
can be intended for further processing. In both cases, the efficacy of the cleaning and disinfection is of
major importance. In either case, this is for the well-being of the patient. In the latter case, it is also for
the safety of the staff who handles the instruments in the process of inspection, testing and packing as
well as ensuring that the sterilization process is not unduly challenged by residual soil.

The efficacy of disinfection can be impaired if soil removal is incomplete before the start of the
disinfection process. Users should be aware that some medical devices can require pre-treatment, e.g.
soaking, brushing, ultrasonic pre-cleaning, lumen irrigation or any combination of these techniques.
Reference should be made to the medical device instructions for reprocessing (see also ISO 17664
series).

Safety requirements for washer-disinfectors are given in [EC 61010-2-040f[4l.

In respect of the potential adverse effects on the quality of water intended for human consumption or
environmental impacts caused by the washer-disinfector and its intended use, it is noteworthy that the
series provides no information as to whether the washer-disinfectors may be used without
restrictions in any of the ISO member states.
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DRAFT INTERNATIONAL STANDARD ISO/DIS 15883-2:2023(E)

Washer-disinfectors —

Part 2:

Requirements and tests for washer-disinfectors employing
thermal disinfection for critical and semi-critical medical
devices

1 Scope

This document specifies requirements for washer-disinfectors (WD) that are intended for use for
the cleaning and thermal disinfection, in a single operating cycle, of reusable medical devices such as
surgical instruments, anaesthetic equipment, bowls, dishes and receivers, utensils and glassware.

The requirements specified in this document are applicable in conjunction with the general
requirements specified in ISO/DIS 15883-1:2020.

The specified performance requirements of this document might not ensure the inactivation or removal
of the causative agent(s) (prion protein) of transmissible spongiform encephalopathies.

2 Normative references

The following documents are referred to in the text in such a way that some or all of their content
constitutes requirements of this document. For dated references, only the edition cited applies. For
undated references, the latest edition of the referenced document (including any amendments) applies.

ISO 4017, Hexagon head screws — Product grades A and B

[SO 5356-2, Anaesthetic and respiratory equipment — Conical connectors — Part 2: Screw-threaded
weight-bearing connectors

[SO 5361, Anaesthetic and respiratory equipment — Tracheal tubes and connectors

, Anaesthetic reservoir bags

ISO 5367, Breathing tubes intended for use with anaesthetic apparatus and ventilators

ISO/DIS 15883-1:2020, Washer-disinfectors — Part 1: General requirements, definitions and tests

ISO 17664-1, Processing of health care products — Information to be provided by the medical device
manufacturer for the processing of medical devices — Part 1: Critical and semi-critical medical devices

ISO 15883-5:2021, Washer-disinfectors — Part 5: Performance requirements and test method criteria for
demonstrating cleaning efficacy

EN 10088-2, Stainless steels — Part 2: Technical delivery conditions for sheet/plate and strip for general
purposes

3 Terms and definitions

For the purposes of this document, the terms and definitions given in ISO/DIS 15883-1:2020 and the
following apply.
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