°
w SLOVENSKI STANDARD

oSIST prEN ISO 22367:2025
01-junij-2025

Medicinski laboratoriji - Uporaba obvladovanja tveganja v medicinskih
laboratorijih (ISO/DIS 22367:2025)

Medical laboratories - Application of risk management to medical laboratories (ISO/DIS
22367:2025)

Medizinische Laboratorien - Anwendung des Risikomanagements auf medizinische
Laboratorien (ISO/DIS 22367:2025)

Laboratoires de biologie médicale - Application de la gestion des risques aux
laboratoires de biologie médicale (ISO/DIS 22367:2025)

Ta slovenski standard je istoveten z: prEN ISO 22367

ICS:

03.100.01 Organizacija in vodenje Company organization and
podjetja na sploSno management in general

11.100.01 Laboratorijska medicinana  Laboratory medicine in
splosno general

oSIST prEN I1SO 22367:2025 en,fr,de

2003-01.Slovenski institut za standardizacijo. RazmnoZevanje celote ali delov tega standarda ni dovoljeno.



oS|I ST prEN | SO 22367: 2025

iTeh Standards
(https://standards.iteh.ai)
Document Preview

oSIST prEN ISO 22367:2025
https://standards.iteh.ai/catalog/standards/sist/a7812b17-2296-4b21-b8ec-91449db65fbf/osist-pren-iso-22367-2025




DRAFT
International
Standard

ISO/DIS 22367

Medical laboratories — Application
of risk management to medical
laboratories

Laboratoires de biologie médicale — Application de la gestion
des risques aux laboratoires de biologie médicale

ICS: 11.100.01

This document is circulated as received from the committee secretariat.

ISO/CEN PARALLEL PROCESSING

Reference number
ISO/DIS 22367:2025(en)

ISO/TC 212
Secretariat: ANSI

Voting begins on:
2025-04-02

Voting terminates on:
2025-06-25

THIS DOCUMENT IS A DRAFT CIRCULATED
FOR COMMENTS 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
BE CONSIDERED IN THE LIGHT OF THEIR
POTENTIAL TO BECOME STANDARDS TO
WHICH REFERENCE MAY BE MADE IN
NATIONAL REGULATIONS.

RECIPIENTS OF THIS DRAFT ARE INVITED

TO SUBMIT, WITH THEIR COMMENTS,
NOTIFICATION OF ANY RELEVANT PATENT
RIGHTS OF WHICH THEY ARE AWARE AND TO
PROVIDE SUPPORTING DOCUMENTATION.

© ISO 2025



ISO/DIS 22367:2025(en)

COPYRIGHT PROTECTED DOCUMENT

© 1S0 2025

All rights reserved. Unless otherwise specified, or required in the context of its implementation, no part of this publication may
be reproduced or utilized otherwise in any form or by any means, electronic or mechanical, including photocopying, or posting on
the internet or an intranet, without prior written permission. Permission can be requested from either ISO at the address below
or ISO’s member body in the country of the requester.

ISO copyright office

CP 401 o Ch. de Blandonnet 8

CH-1214 Vernier, Geneva

Phone: +41 22 749 01 11

Email: copyright@iso.org

Website: www.iso.org
Published in Switzerland

© IS0 2025 - All rights reserved
ii


https://www.iso.org

ISO/DIS 22367:2025(en)

Contents Page
FOT@WOIM. ... v
IIIETOMUICEION ... vi
1 SCOPI ...tk 1
2 NOTIATIVE FEEFEI@IICES .........ooco e 1
3 Terms and definitions...
4 RISK MAN@ZEIMIEIIE ...
4.1 RISK MANAGEIMEIIT PIIOCESS......ccete et
4.2 Management responsibilities
4.3 QUAlification Of PEISOMIMEL . ...
4.4 RiSK MaNagemENt ACTIVITIES ...t
441 Foreseeable risK.........
4.4.2  Opportunity ...

10

4.4.3 Information provided to users

Management Of ProacCtiVe FISKS ... et
5.1  Proactive risk management PIAM. ...
5.2 Scope of the plan ...

5.3  Contents of the plan....

5.4 Revisions to the plan
5.5  Documentation of the risk management plan

Proactive FISK @Maly SIS ...
6.1 General......cin.
6.2 Risk analysis process
6.3  Documentation of the risk analysisS PrOCESS ... 15
6.3.1 Intended medical laboratory use and reasonably foreseeable misuses.............cu. 15
6.3.2 Identification of characteristics related to Safety ... 15
6.3.3  Identification Of RAZATAS ... 15
RISK @VATUATION ...t
7.1 GBIIET AL
7.1.1  Evaluation of reactive risks...........
7.1.2  Evaluation of proactive risks
7.2 Benefit-Risk analysis...........
7.3 Proactive risk evaluation
7.3.1 Riskacceptability criteria.........
7.3.2  RISK TOAUCTION. ..ot
RIESK COMEIOL ..ok
8.1 RISK CONTIOL OPTIOTIS ..o
8.1.1 Role of standards in risk control.....................
8.1.2 Role of IVD medical devices in risk control.
8.2  Risks external to the laboratory...........cnn
8.3 Risks arising from risk control measures..
8.4  Residual risk evaluation.........ccce.
8.5 RISK CONEIOl VETTFICATION ...ooo e
RISK MANAZEIMEIIT FEVIEW ...ttt
9.1 Completeness Of TISK COMETOL......oo et
9.2 Evaluation of overall residual risk
9.3 RISK MANAZEIMEINT TEPOI T ..ot
Risk monitoring, analysis and control aCtiVities ... 22
10.1  SUIVEIIANCE PIOCEAUIE ..o 22
10.2  Internal sources of riSK INfOrmMation ... 23
10.3  External sources of risK information. ... 23

© IS0 2025 - All rights reserved
iii



ISO/DIS 22367:2025(en)

11 Immediate aCtions t0 FE@AUCE TISK ... 23
Annex A (informative) Implementation of risk management within the management system............... 24
Annex B (informative) Risk acceptability consSiderations ... 34
Annex C (informative) Risk acceptability conSiderations.............. s 36
Annex D (informative) Annex identification of characteristics related to safety............cccccovmnn 39
Annex E (informative) Examples of foreseeable risks, hazards, foreseeable sequences of events

ANA hAZATAOUS STEUATIOILS ... 45
Annex F (informative) Annex Nonconformities potentially leading to significant risks..................... 53
Annex G (informative) Annex Risk analysis tools and techniques...............en 61
Annex H (informative) Annex Risk analysis of foreseeable user actions...............ce. 65
Annex I (informative) Annex Methods of risk assessment, including estimation of probability

AN SEVETTEY OFf AT ... 69
Annex ] (informative) Overall residual risk evaluation and risk managementreview................ 74
Annex K (informative) Annex Conducting a benefit-risk analysis ..., 76
Annex L (informative) Annex ReSidual FISK(S) ... 78
BIDLEOZIAPIY ... 79

© IS0 2025 - All rights reserved
iv



ISO/DIS 22367:2025(en)

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 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
[SO/IEC Directives, Part 2 (see www.iso.org/directives).

[SO draws attention to the possibility that the implementation of this document may involve the use of (a)
patent(s). ISO takes no position concerning the evidence, validity or applicability of any claimed patent
rights in respect thereof. As of the date of publication of this document, ISO had not received notice of (a)
patent(s) which may be required to implement this document. However, implementers are cautioned that
this may not represent the latest information, which may be obtained from the patent database available at
www.iso.org/patents. ISO shall not be held responsible for identifying any or all such patent rights.

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

This document was prepared by Technical Committee ISO/TC 212, Medical laboratories and in vitro diagnostic
systems.

This second edition cancels and replaces (ISO 22367:2020), which has been technically revised. The main
changes compared to the previous edition are as follows:

— The application of risk management to processes has been emphasized;
— Reactive and proactive risk management has been discussed, differentiated, and illustrated;
— The content is as far as possible in agreement the requirements for risk management in ISO 15189:2022;

— The relation with ISO 15189:2022 is indicated in Annex A in which Figure A.1 provides a flow chart for
the underlying quality management system to underpin this standard;

— Annex L5 has been slightly modified to emphasize that risks most often require benefit-risk assessment
to determine risk acceptability.

Recognizing the effort required for translation, only Annex A and Annex I as mentioned above and
Annex sections F.1, F.6.1 and E.8 have been modified. The remaining annexes have been retained unchanged
after review from the prior edition.

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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