TECHNICAL
REPORT

ISO/TR

22979

First edition
2006-02-01

Ophthalmic implants — Intraocular
lenses — Guidance on assessment of the

need for clinical investigation of

intraocular lens design modifications

Implants ophtalmiques — Lentilles intraoculaires — Directives relatives
a l'évaluation de la nécessité d'investigation clinique pour les

modifications de dessin des lentilles intraoculaires

Reference number
ISO/TR 22979:2006(E)

©1S0 2006



ISO/TR 22979:2006(E)

PDF disclaimer

This PDF file may contain embedded typefaces. In accordance with Adobe's licensing policy, this file may be printed or viewed but
shall not be edited unless the typefaces which are embedded are licensed to and installed on the computer performing the editing. In
downloading this file, parties accept therein the responsibility of not infringing Adobe's licensing policy. The ISO Central Secretariat
accepts no liability in this area.

Adobe is a trademark of Adobe Systems Incorporated.

Details of the software products used to create this PDF file can be found in the General Info relative to the file; the PDF-creation
parameters were optimized for printing. Every care has been taken to ensure that the file is suitable for use by ISO member bodies. In
the unlikely event that a problem relating to it is found, please inform the Central Secretariat at the address given below.

© 1S0 2006

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized in any form or by any means,
electronic or mechanical, including photocopying and microfilm, without permission in writing from either ISO at the address below or
ISO's member body in the country of the requester.

ISO copyright office

Case postale 56 « CH-1211 Geneva 20

Tel. +412274901 11

Fax + 4122749 09 47

E-mail copyright@iso.org

Web www.iso.org
Published in Switzerland

ii © ISO 2006 — All rights reserved



ISO/TR 22979:2006(E)

Contents Page
0T =NV o iv
1 T o - P 1
2 Norma;'pé;references ........................................................................................................................... 1
3 Terms a L= T 11 oo L= 1
4 Monofocalﬁ&ses .................................................................................................................................. 1
41 L T=Y = T 0 1
4.2 Modification | [0z 1 L= e Lo T =) SRS 1
4.3 Clinical investig@n with multiple IOL Models ......cccueriiiiccerrer e nme e 2
44 Mechanical data aélysis ..................................................................................................................... 2
5 Multifocal lenses..... z ....................................................................................................................... 2
51 General........cccceeereennnn 1N 2
5.2 Addition of a parent mult# | optic to a parent monofocal model.............cccooiiriiiiiiccciieeeee, 3
5.3 Modification of the opticaldesign geometry of a parent multifocal optic........c.ccccoccrriiiiinniiiinennn. 3
Annex A (informative) Examples of n/@ifications to a parent IOL model ..........cocveiiiiiiiriie s 4
Annex B (informative) Mechanical data @Iysis ............................................................................................ 7
BIbIOGrAPNY weeeereeeeeeeeeeeseeeseeeseeseeesseeseesenn D T 19
A

© ISO 2006 — All rights reserved iii



ISO/TR 22979:2006(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$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 % y at least 75 % of the member bodies casting a vote.

In exceptional circumstances, when a nlcal committee has collected data of a different kind from that
which is normally published as an Inter Onal Standard (“state of the art”, for example), it may decide by a
simple majority vote of its participating me rs,to pubhsh a Technical Report A Technical Report is entirely

informative in nature and does not have to ewewed until the data it provides are considered to be no
longer valid or useful.

Attention is drawn to the possibility that some of?e ments of this document may be the subject of patent
rights. ISO shall not be held responsible for identifyin y or all such patent rights.

ISO/TR 22979 was prepared by Technical Committee IS 172, Optics and photonics, Subcommittee SC 7,
Ophthalmic optics and instruments. @
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Ophthalmic implants — Intraocular lenses — Guidance on
assessment of the need for clinical investigation of intraocular
lens design modifications

3

1 Scope ¢

This Technical Report%/ides guidance on the application of Parts 3, 7 and 9 of the ISO 11979 series of
International Standards ocmraocular lenses (IOLs). It addresses factors to be considered in a risk analysis of
the significance of modificgfigns to anterior and posterior chamber, monofocal and multifocal, intraocular
lenses. It also suggests met of data analysis and interpretation that can be used to determine the need
for and the design of a clinical tigation.

O .
®

The following referenced documents ar dispensable 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) app )

2 Normative references

ISO 11979-1, Ophthalmic implants — lntraocula@ ¢s — Part 1: Vocabulary

%
3 Terms and definitions

For the purposes of this document, the terms and definitio%@ven in ISO 11979-1 apply.

Q.

4 Monofocal lenses (9
/

41 General ®O,

Monofocal IOLs that are modifications of a parent IOL, have different re@ ments for clinical investigations
depending on the magnitude of the modifications. This Technical Report pjfides considerations for the risk
analysis to determine which of the following are needed.

a) No clinical investigation. L

b) Limited clinical investigation of 100 subjects followed up to and including Form 4, see ISO 11979-7.

c) Full clinical investigation as defined in ISO 11979-7.
4.2 Modification levels (categories)

4.21 Level A modifications

Level A modifications are minor modifications for which all safety and performance questions can be
adequately addressed by non-clinical testing. Level A modifications require no clinical investigation.
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