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PREFACE

This Standard was prepared by the Australian members of the Joint Standards Australia/
Standards New Zealand Committee HE-012, Surgical Implants. After consultation with
stakeholders in both countries, Standards Australia and Standards New Zealand decided to
develop this Standard as an Australian, rather than an Australian/New Zealand Standard.

This Standard is identical with and has been reproduced from ISO 11979-6:2002,
Ophthalmic implants—Intraocular lenses—Part 6: Shelf-life and transport stability.

The objective of this Standard is to specify tests by which the shelf-life of sterile
intraocular lenses in their final packaging can be determined. These tests incluie
procedures to establish the stability of intraocular lenses in distribution and storage.

The terms ‘normative’ and ‘informative’ are used to define the application of the cnne - to
which they apply. A normative annex is an integral part of a standard, v,"erecs an
informative annex is only for information and guidance.

As this Standard is reproduced from an international Standard, the following ~r»lies:

(a) Its number does not appear on each page of text and its identity .= sh_wn'only on the
cover and title page.

(b) In the source text ‘this International Standard’ should read ‘this Australian Standard’.
(c) A full point substitutes for a comma when referring to « «iccimal marker.

References to International Standards should be replac:d ty references to Australian or
Australian/New Zealand Standards as follows:

Reference to International Standard Australian Standard

ISO AS ISO

11979  Ophthalmic implants—Intraocu’ar 11979  Ophthalmic implants—Intraocular
lenses lenses

11979-1 Part 1: Vocabulary 11979.1 Part 1: Vocabulary

11979-3 Part 3: Mechanical proporticzand test  11979.3 Part 3: Mechanical properties and
methods test methods
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INTRODUCTION

The purpose of a stability study is to ascertain that the properties of the intraocular lens (IOL) remain within specified
limits for a sufficiently long period of time under the influence of a variety of environmental conditions.

The storage stability of the intraocular lens material is an important factor in the overall investigation of a new ler.a
material, a new combination of given lens materials, a new packaging material or a new manufacturing procass To
assess this, a study of the ageing of the lenses in their containers is performed.

Changes in the composition and material, material suppliers, manufacturing conditions (including the sterilization
process), or the package design or material may affect the shelf-life and may therefore ne-ess.'ate renewed
investigations.

The design of the stability tests should be based on the known properties of the material fi ' m which the intraocular
lens is made and the recommendations for use of the intraocular lens. Knowledge »f u.a juantity and identity of
extractable substances found after storage or accelerated ageing studies is of impaortarce in evaluating new
intraocular lens materials.

On the basis of the information obtained, transport and storage conditions can . >“recommended that will maintain
the quality of the intraocular lens in relation to its safety, efficacy and ac-eg :ability throughout the proposed shelf-life,
i.e. during storage and distribution up until the moment of dispensing 11.e results obtained are also used to
determine the expiration date.

In practical terms, it is the stability of the material from which the.inticocular lens is made that is being tested, along
with the integrity of the packaging that maintains the necessary encironment of the intraocular lens. Stability studies
for intraocular lenses are thus material specific, i.e. this type of <tudy does not need to be performed for more than
one intraocular lens model for a given combination of IOL material(s), packaging materials and manufacturing
processes.

Stability studies of intraocular lenses will allow.the a>termination of the shelf-life and package suitability, as well as
recommendations for transport and storajge chruitions.

NOTE It always was and still is the intention ¢ f the Technical Committees ISO/TC 172/SC 7 and CEN/TC 170 to prepare identical
ISO and CEN (European Committee for _innd'ardization) Standards on intraocular lenses. However, during the preparation of
Part 7 of this series, problems were ence untered with normative references to the existing 1SO 14155 and EN 540 horizontal
standards on clinical investigation o m iicz. devices, which are similar but not identical.

ISO and CEN principles conce’in. 9 ncrmative references made it impossible to continue the preparation of identical International
and European Standards on . = clii ical investigation of intraocular lenses. As a result, two different standards series have had to
be prepared. It is the intention ¢ ISO/TC 172/SC 7 and CEN/TC 170 to revise these standards with the goal to ultimately have
identical ones as soon/as ‘dentical 1ISO and CEN horizontal standards on clinical investigations become available.
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AUSTRALIAN STANDARD
Ophthalmic implants—Intraocular lenses

Part 6: Shelf-life and transport stability

1 Scope

This part of ISO 11979 specifies tests by which the shelf-life of sterile intraocular lenc=3 QL) in their final
packaging can be determined. These tests include procedures to establish the stability of IC' s in distribution and
storage.

2 Normative references

The following normative documents contain provisions which, through referenc >in this text, constitute provisions of
this part of ISO 11979. For dated references, subsequent amendme.ts o, or revisions of, any of these publications
do not apply. However, parties to agreements based on this part of 1) 11979 are encouraged to investigate the
possibility of applying the most recent editions of the normative do :uments indicated below. For undated references,
the latest edition of the normative document referred to anplics. .\ *einbers of ISO and IEC maintain registers of
currently valid International Standards.

ISO 2248:1985, Packaging — Complete, filled transport pac“z.ges — Vertical impact test by dropping

ISO 8318:2000, Packaging — Complete, filled trcnsy ort packages and unit loads — Sinusoidal vibration tests using
a variable frequency

ISO 11607:1997, Packaging for terminak ‘ sier.zed medical devices
ISO 11979-1:1999, Ophthalmic implan.e — Intraocular lenses — Part 1: Vocabulary

ISO 11979-3:1999, Ophthaln. =~ impiants — Intraocular lenses — Part 3: Mechanical properties and test methods

3 Terms and definiticns

For the purpose: ot (his part of ISO 11979, the terms and definitions given in ISO 11979-1 and the following apply.

3.1
device istory record
cempnation of records containing the production history

Rz
finished intraocular lens lot

all units of an intraocular lens which have undergone a single series of manufacturing operations including the
sterilization operation and which are identified on a single device history record

NOTE Some definitions of ISO 11979-1, relevant to this part of ISO 11979, are reproduced in annex D.

www.standards.com.au © Standards Australia
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