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National foreword

This Mauritian Standard is identical with the International Standard ISO 20658:2023,
Requirements for the collection and transport of samples for medical laboratory examinations.
It was adopted by the Mauritius Standards Bureau on the recommendation of the Conformity
Assessment Standards Committee. The standard was approved by the Standards Council

0

n 15 March 2024 and notified in the Government Gazette on 13 April 2024*,

This first edition cancels and replaces MS ISO/TS 20658:2017, which has been technically
revised.

The main changes are as follows:

*

The Scope is now limited to activities occurring before samples are received by a
laboratory for examination.

The title has been changed to reflect a potentially wider audience than medical
laboratories.

This document is published as an International Standard rather than a Technical
Specification.

This document recognises that collection.of samples can be provided by facilities
independent of the medical laboratory.

This document is closely aligned with ISO 15189 which is now included as a normative
reference to this document.

This document has been aligned with the mandatory ISO structure, which reflects its
normative reference to ISO.15189.

This document includes processes for emergency situations such as the COVID pandemic
and indicates the possibility that samples may be collected in temporary or pop-up
collection sites.

General notice No 407 of 2024

COPYRIGHT PROTECTED DOCUMENT

© MSB 2024

All rights reserved. Unless otherwise specified, 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 permission in
writing from Mauritius Standards Bureau at the address below

Mauritius Standards Bureau

Villa Road

Moka

Mauritius

Telephone +(230) 433 3648

Fax +(230) 433 5051/ 433 5150
E-mail msb@intnet.mu

© MSB 2024 - All rights reserved



ISO 20658:2023(E)

Contents Page
FOT@WOIM..........oooooooeeeeeeee ootk \%
IEEOAUCTION ... st eesssse sl s vi
1 SCOPI@ ...k R 1
2 NOTMATIVE FEEEI@IICES ............ooooooo s s 1
3 Terms and definitions

4 General requirements

41 General......ccoonen
4.2 Ethical conduct....
4.2.1  GENETAL ..ottt e et e
4.2.2  IMPATTIALIEY oo s
4.2.3 Confidentiality
4.2.4 Requirements regarding patients, facility personneland others ... 6
Structural requirements..............onn 6
5.1 Legal @ity ... i 6
5.2 Facility manager. ... St 6
5.2.1 Facility manager competence...... .6
5.2.2  Delegation Of AULIES ... bt ettt 6
5.3  Facility responsibilities and aCtIVIEIES ............. i i 6
5.3.1 Facility activities ... b s 6
5.3.2  Structure and authority 7
5.3.3 Advisory services.... 7
5.3.4 Risk management..... il
5.3.5  EMeIrZenCy STtUATIONIS i oo it 7
RESOUICE T@QUETE@IMMEIITS ...........occooe it
6.1 GBIIET AL s
0.2 POISOIUIEL. ... e
6.2.1 General....

6.2.2 Training

6:2.3 . Competence assessment

6.2.4  Continuing education and/or continuing professional development...

6.2.5 | PErSONNEl FECOTAS. .. ...occccovvreeiiieivesiesisesssssssssssssssssesssssssssssssssssssessss s
6.3 Facilities and environmental conditions

6.3.1
6:3.2
6.3.3
6.3.4
6.3.5
6.3.6
6.4 Equipment, reagents, and cONSUMADIES.............ciii e 11
0.4 1 GEIETAL ..o
6.4.2 Verification and storage
6.4.3  INVENTOry MANAZEIMIEIIT .....cccooioiieiiieeiieeieee et
6.4.4 Equipment maintenance and FePAIT ...
6.4.5 Equipment operation and instructions for use..
6.4.6  Adverse incident reporting. ...
6.4.7  COMPULET @QUIPITIEIIT ....ooooiioiiiiiiiiiei s
0.4.8  RECOTAS ..o
PrOCeSS F@QUITE@IMEIIES .........cccoooiiiiiiiiiiie et
7.1 General. ...
7.2 Test selection and requesting.......
7.3 Request information...
7.3 1 GEIIETAL e

© 1S0 2023 - All rights reserved iii



ISO 20658:2023(E)

7.3.2 Request to perform sample collection for subsequent laboratory

EXATMUTIATIOTN ook
7.3.3  Oral requests
7.34  Handling UrgENt FEQUESTS. ... 16
7.4 Patient identification and reCePtioN. ... 16

74.1 Transcription
7.4.2 Information for patients and users
7.4.3 Patient identification

7.5 Patient preparation ...
7.6 Sample collection
To0. 1 GEIIETAL oot e et
7.6.2  Informed consent before sample COll@CTION ...t 19
7.6.3 Instructions for collection activities
7.6.4  Patient-collected SAMPIES. ...l e s
7.7 Blood Sample COIECTION ...ttt ettt Bt
771  General.......

7.7.2  Order of draw
7.7.3  Special considerations when performing venepuncture
7.74  Adult capillary PUNCEUTE ... ssssstbinoeeosilsssssoe
7.7.5  Paediatric blood collection
7.7.6  Vascular access devices (VAD) ... i e asssiesine et
7.7.7  Arterial PUNCLUTE. ..o ionsieeeeeosressssssiin oo
7.8 Identification of samples
7.8.1  General ...
7.8.2 Handling urgent samples
79 Sample integrity and stability................
79.1  Sample integrity ...
792 SEADTIIEY i ittt
7.9.3  Stabilization Of SAMPIES ..........c..... e st
7.10  Package and transport of samples
7.00.1  GENETAL it
7.10.2  SAMPIEETANSPOIT ..ottt
7.10.3 Quality and safety'monitoring............
7.11 Infection prevention and control (biosafety).....
7.11.1 _Personal protective equipment (PPE)......
7.11.2 Hand hygiene ...
7.11.3 Personnel practices..id .
TXT. 4 SAFE AISPOSAL....ooooo i
7.11.5  PAti@NE PLOTECEION.......oooo oo
7.11.6. Cleaning and disinfection
7.11.7  SPeCial PrECAULTIONS .....ococcviiriireee e

8 Management SYSteIm FeQUITEIMIEIIES ... ieeioee s 30
8.1 GENETAL FEQUITEITIEIIES ..ot 30

8.2 / Evaluation of pre-eXxamination PrOCESSES ... 30

8.2.1 General

8.2.2  QUAlILY INAICALOTS .o 30

8.3 Facility user and personnel feedback ... 31

8.4 CUSEOMET SAISTACTION ..o 31

Annex A (normative) Your five moments for hand hygiene. ... 32
Annex B (informative) DISINFECTAIES ... 33
Annex C (informative) Pre-eXamination PIrOCESS ...

Annex D (normative) Sample types other than blood

BIDLIOGIAPIY ...

iv © IS0 2023 - All rights reserved



ISO 20658:2023(E)

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 212, Clinical laboratory testing and in
vitro diagnostic test systems.

This first edition cancels and replaces ISO/TS 20658:2017, which has been technically revised.
The main changes are as follows:

— The Scope-is now limited to activities‘occurring before samples are received by a laboratory for
examination.

— Thetitle has been changed to reflect a potentially wider audience than medical laboratories.
— This document is publishedas an International Standard rather than a Technical Specification.

— This document recognises that collection of samples can be provided by facilities independent of the
medical laboratory.

— This document is closely aligned with ISO 15189 which is now included as a normative reference to
this document.

— This document has been aligned with the mandatory ISO structure, which reflects its normative
reference to 1ISO 15189.

—  This document includes processes for emergency situations such as the COVID pandemic and
indicates the possibility that samples may be collected in temporary or pop-up collection sites.

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
Medical laboratory services are essential to patient care and public health. A critical element of a
medical laboratory service is the collection and transport of samples to a medical laboratory for testing.

These activities are collectively known as pre-examination processes, which also include receipt and
handling of samples. Annex C provides an informative schematic of the pre-examination process.

This document provides the requirements for all activities related to collection and transport of
samples to ensure the quality of medical laboratory examination results and to achieve better health
outcomes for patients.

Receipt and handling of samples are deemed laboratory functions and coveredin ISO 15189.

Collection and transport of medical laboratory samples can be undertaken in many different scenarios,
some examples are described below:

— hospital in-patient collection;

— out-patient collection;

— home collection at the site of the patient;

— patient self-collection;

— physician office/clinic collection;

— pop-up/temporary and mobile collection sites.

Whatever the scenario, this document identifies the requirements to be followed to minimise poor
patient outcomes.

In emergency situations, such as'the responseto the COVID-19 pandemic, temporary collection facilities
were established in various jurisdictions with the aim of providing more access to collection services.
This enabled more testing for COVID to occur. Temporary collection facilities may not be able to meetall
of the requirements in this document, however, as far as possible they should conform to this document
in order to reduce potential risks to patients. Local jurisdictions can provide further guidance on
minimum best practice for sample collection and transport in these sorts of temporary facilities.

It has been well documented that unless the pre-examination processes of a medical laboratory are
performed accurately, a significant risk to patient safety and poor patient outcomes can result.

The primary consideration is always the welfare of patients. This document has been developed with
the objective of promoting the welfare of patients through confidence in the quality and competence of
those collecting and transporting samples to medical laboratories.

The responsibility for the sample collection and transport of samples lies with the facility/person
directly performing those activities. However, the medical laboratory performing the examination
should clearly define its responsibility in the process including where collection and transport is
outside of either its direct control or responsibility, or both.

vi © IS0 2023 - All rights reserved
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Requirements for the collection and transport of samples
for medical laboratory examinations

1 Scope

This document specifies requirements and good practice recommendations for the collection and
transport of samples intended for medical laboratory examinations.

This document is applicable to medical laboratories and service providers, which can be independent
from the medical laboratory, involved in laboratory pre-examination processes that include the
examination request, patient preparation and identification, sample collection and transport. It can
also be applicable to some biobanks.

This document does not apply to blood and blood products intended for transfusion, e.g. red blood cells,
platelets, fresh frozen plasma, but can cover the collection and transport of donor samples for testing.

NOTE International, national or regional regulations or requirements can also apply to specific topics
covered in this document.
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 15189:2022, Medical laboratories — Requirements for quality and competence

3 Terms and definitions
For the purposesof this document, the terms and definitions given in ISO 15189 the following apply.
[SO and IEC maintain terminology databases for use in standardization at the following addresses:

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

— IECElectropedia: available at https://www.electropedia.org/

31
arterial puncture
procedure (3.15) that involves the collection of blood from arteries by puncturing the skin

3.2
biobank
legal entity or part of a legal entity that performs biobanking (3.3)

Note 1 to entry: A biobank encompasses personnel, facilities and procedures (e.g. management systems) and
includes service providers, as well as repositories of biological materials.

[SOURCE: ISO 20387:2018, 3.5, modified — Note 1 to entry added.]
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