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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$o be represented on that committee. International organizations, governmental and
non-governmental, in #Maigon with ISO, also take part in the work. ISO collaborates closely with the
International ElectrotechfiigtJ«Commission (IEC) on all matters of electrotechnical standardization.

International Standards aregr’ﬁld in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical co ees is to prepare International Standards. Draft International Standards
adopted by the technical comm s are circulated to the member bodies for voting. Publication as an
International Standard requires app é)y at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility tha

Qne of the elements of this document may be the subject of patent
rights. ISO shall not be held responsible fo

o@/e}ﬂifying any or all such patent rights.

ISO 11979-5 was prepared by Technical Com@t}ee ISO/TC 172, Optics and photonics, Subcommittee SC 7,
Ophthalmic optics and instruments.

This second edition cancels and replaces the first,@ition (ISO 11979-5:1999), which has been technically
revised. A

ISO 11979 consists of the following parts, under the gene@tle Ophthalmic implants — Intraocular lenses:

— Part 1: Vocabulary %

— Part 2: Optical properties and test methods 0

— Part 3: Mechanical properties and test methods %

— Part 4: Labelling and information %

— Part 5: Biocompatibility 6

— Part 6: Shelf-life and transport stability 08

— Part 7: Clinical investigations &

— Part 8: Fundamental requirements
— Part 9: Multifocal intraocular lenses

— Part 10: Phakic intraocular lenses
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Introduction

This part of 1ISO 11979 follows the general principles given in ISO 10993-1. ISO 10993-1 describes the

principles governing the biological evaluation of medical devices, the definitions of categories based on the

nature and duration of contact with the body, and selection of appropriate tests. Other parts of ISO 10993

present biologiaci?\test methods, tests for ethylene oxide residues, tests for degradation and principles for
(e}

sample prepar 5
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Ophthalmic implants — Intraocular lenses —

Part 5:
Biocompatibility

1 Scope O/
(@)

This part of ISO 11979 s@'fies particular requirements for the biocompatibility evaluation of materials for
intraocular lenses (IOLs) i
evaluation of physicochemi
conducting an ocular implantati

2 Normative references {S‘

The following referenced documents an@ndispensable for the application of this document. For dated
references, only the edition cited applies@r undated references, the latest edition of the referenced
document (including any amendments) appliesiA

ISO 10993-1, Biological evaluation of medical devi€es~— Part 1: Evaluation and testing

ISO 10993-2, Biological evaluation of medical device@ Part 2: Animal welfare requirements

ISO 10993-3, Biological evaluation of medical devices (Qan‘ 3: Tests for genotoxicity, carcinogenicity and
reproductive toxicity @

ISO 10993-6, Biological evaluation of medical devices — Part /\sts for local effects after implantation
ISO 10993-10, Biological evaluation of medical devices — Pa ¢ Tests for irritation and delayed-type
hypersensitivity @

ISO 10993-12, Biological evaluation of medical devices — Part 12::8 ple preparation and reference

materials !

ISO 11979-1, Ophthalmic implants — Intraocular lenses — Part 1: Vocabulary&
ISO 11979-2, Ophthalmic implants — Intraocular lenses — Part 2: Optical proper%d test methods
ISO 11979-3, Ophthalmic implants — Intraocular lenses — Part 3: Mechanical properties and test methods

ISO 14971, Medical devices — Application of risk management to medical devices

3 Terms and definitions

For the purposes of this document, the terms and definitions given in ISO 11979-1 apply.
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