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standards development and certification activities.

CSA Group standards reflect a national consensus of producers and
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standards are used widely by industry and commerce and often
adopted by municipal, provincial, and federal governments in their
regulations, particularly in the fields of health, safety, building and
construction, and the environment.
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CSA Preface

This is the fifth edition of CSA Z316.6, Sharps injury protection — Requirements and test me.hods —
Sharps containers, which is an adoption, with Canadian deviations, of ISO (Internation.:| Organization for
Standardization) Standard 23907-2 (first edition, 2019-11), titled Sharps injury pratecc;21 —
Requirements and test methods — Part 2: Reusable sharps containers. It supesede - the previous
edition, published in 2014 as CAN/CSA-Z316.6 (adopted I1SO 23907:2012}

For brevity, this Standard will be referred to as “CSA Z316.6” throughcut.

This Standard is considered suitable for use for conformity assesemer.: within the stated scope of the
Standard.

This Standard was reviewed for Canadian adoption by the. CsA Subcommittee on Sharps Containers,
under the jurisdiction of the CSA Technical Committee «:n M2dical Laboratory Quality Systems and the
CSA Strategic Steering Committee on Health and Well-beliig, and has been formally approved by the
Technical Committee.

This Standard has been developed in complia.cu with Standards Council of Canada requirements for
National Standards of Canada. It has hee\\ rublished as a National Standard of Canada by CSA Group.

© 2020 Canadian Standards Associai’on

All rights reserved. No part of thic puhi‘cation may be reproduced in any form whatsoever without the
prior permission of the publish >r-159 material is reprinted with permission. Where the words “this
International Standard” apy =2ar i the text, they should be interpreted as “this National Standard of
Canada”.

Inquiries regardina this Nutional Standard of Canada should be addressed to
CSA Group

178 Rexdale E~ule tard, Toronto, Ontario, Canada M9W 1R3
1-800-462-6727 + 416-747-4000

WW:V.C2qi 2Up.org

Tc ~urciase standards and related publications, visit our Online Store at store.csagroup.org or call toll-
Jice 1°800-463-6727 or 416-747-4044.

1nis Standard is subject to review within five years from the date of publication, and suggestions for its
improvement will be referred to the appropriate committee. The technical content of IEC and ISO
publications is kept under constant review by IEC and I1SO. To submit a proposal for change, please send
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the following information to inquiries@csagroup.org and include “Proposal for change” in the subject
line:

a) Standard designation (number);

b) relevant clause, table, and/or figure number;

c) wording of the proposed change; and

d) rationale for the change.

December 2020 © 2020 Canadian Standards Association CSA/6
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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. fo. the
different types of ISO documents should be noted. This document was drafted in accordance wich ti.2
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 1.2 suuject 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 Intrc duction 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 conveniri.ze c“users and does not
constitute an endorsement.

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

This document was prepared by Technical Committee ISO, ['C 84, Devices for administration of medicinal
products and catheters.

Alist of all parts in the ISO 23907 series can be foun.' on+he ISO website.

Any feedback or questions on this document shou!a be directed to the user’s national standards body. A
complete listing of these bodies can be feunc a* www.iso.org/members.html.

iv CSA Z316.6:20 © IS0 2019 - All rights reserved
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Introduction

Reusable sharps containers are designed for the containment and disposal of sharps such as scalpel
blades, trocars, hypodermic needles and syringes. They are supplied in a wide range of sizes and can
be manufactured from a variety of materials. This document does not specify the size range of the
containers or the materials selected to manufacture the containers.

Sharps containers can be either single-use or reusable. This document covers reusable sharrs
containers.

© IS0 2019 - All rights reserved CSA Z316.6:20 \Y4
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INTERNATIONAL STANDARD ISO 23907-2:2019(E)

Sharps injury protection — Requirements and test
methods —

Part 2:
Reusable sharps containers

1 Scope

This document specifies requirements for reusable sharps containers intended to hold potentially
hazardous sharps medical waste with or without sharps protection features, e.g. scalpel blades, trocars,
hypodermic needles and syringes.

This document is applicable to sharps containers that are supplied complete by the manufacturer and
to those that are supplied as components intended to be assembled by the user.

[t is not applicable to single use sharps containers (refer to ISO 23907-1 for such containers).

This document includes design functionality for user safety, lifespan simulation, cleaning and
decontamination, microbiological validation, quality monitoring and performance testing.

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 7864, Sterile hypodermic needles for single use — Requirements and test methods

3 Terms and definitions
For the purposes of this document, the following terms and definitions apply.
ISO and IEC maintain terminological databases for use in standardization at the following addresses:

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

— IEC Electropedia: available at http://www.electropedia.org/

31
aperture
opening of the sharps container through which sharps (3.21) are deposited for disposal

3.2
clean
visually free of soil, debris and organic matter

3.3
closure feature
flap, plug, lid or slide that is intended to close the aperture (3.1)

© IS0 2019 - All rights reserved CSA Z316.6:20 1
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