
 

 

 

 

 

Reference number
ISO 15798:2010(E)

© ISO 2010
 

 

 

INTERNATIONAL 
STANDARD 

ISO
15798

Second edition
2010-02-01

Ophthalmic implants — Ophthalmic 
viscosurgical devices 

Implants ophtalmiques — Dispositifs ophtalmiques viscoélastiques 

 



ISO 15798:2010(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. 

 

 COPYRIGHT PROTECTED DOCUMENT 
 
©   ISO 2010 
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.  + 41 22 749 01 11 
Fax  + 41 22 749 09 47 
E-mail  copyright@iso.org 
Web  www.iso.org 

Published in Switzerland 
 

ii © ISO 2010 – All rights reserved
 

 

This docum
ent is a preview generated by EVS

This docum
ent is a preview generated by EVS



ISO 15798:2010(E) 

© ISO 2010 – All rights reserved iii
 

Contents Page 

Foreword ............................................................................................................................................................iv 
1 Scope ......................................................................................................................................................1 
2 Normative references............................................................................................................................1 
3 Terms and definitions ...........................................................................................................................2 
4 Intended performance...........................................................................................................................4 
5 Design attributes ...................................................................................................................................4 
5.1 General ...................................................................................................................................................4 
5.2 Characterization of the components ...................................................................................................4 
5.3 Characterization of the finished product ............................................................................................4 
6 Design evaluation..................................................................................................................................6 
6.1 General ...................................................................................................................................................6 
6.2 Evaluation of biological safety.............................................................................................................7 
6.3 Clinical evaluation .................................................................................................................................8 
7 Sterilization ..........................................................................................................................................10 
8 Product stability ..................................................................................................................................10 
9 Integrity and performance of the delivery system ...........................................................................10 
10 Packaging.............................................................................................................................................10 
10.1 Protection from damage during storage and transport ..................................................................10 
10.2 Maintenance of sterility in transit ......................................................................................................10 
11 Information to be supplied by the manufacturer .............................................................................11 
Annex A (normative)  Intraocular implantation test .......................................................................................12 
Annex B (informative)  Patient numbers for clinical investigation of intra-ocular pressure .....................15 
Bibliography......................................................................................................................................................16 
 

This docum
ent is a preview generated by EVS

This docum
ent is a preview generated by EVS



ISO 15798:2010(E) 

iv © ISO 2010 – All rights reserved
 

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. 

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2. 

The main task of technical committees is to prepare International Standards. Draft International Standards 
adopted by the technical committees are circulated to the member bodies for voting. Publication as an 
International Standard requires approval by at least 75 % of the member bodies casting a vote. 

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. 

ISO 15798 was prepared by Technical Committee ISO/TC 172, Optics and photonics, Subcommittee SC 7, 
Ophthalmic optics and instruments. 

This second edition cancels and replaces the first edition (ISO 15798:2001) which has been technically 
revised. It also includes the Technical Corrigendum ISO 15798:2001/Cor 1:2003. 
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Ophthalmic implants — Ophthalmic viscosurgical devices 

1 Scope 

This International Standard is applicable to ophthalmic viscosurgical devices (OVDs), a class of non-active 
surgical implants with viscous and/or viscoelastic properties, intended for use during surgery in the anterior 
segment of the human eye. OVDs are designed to create and maintain space, to protect intra-ocular tissues 
and to manipulate tissues during surgery. 

This International Standard specifies requirements with regard to safety for the intended performance, design 
attributes, preclinical and clinical evaluation, sterilization, product packaging, product labelling and information 
supplied by the manufacturer of these devices. 

2 Normative references 

The following referenced documents are indispensable for the application 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 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk 
management process 

ISO 10993-2, Biological evaluation of medical devices — Part 2: Animal welfare requirements 

ISO 10993-6, Biological evaluation of medical devices — Part 6: Tests for local effects after implantation 

ISO 10993-9, Biological evaluation of medical devices — Part 9: Framework for identification and 
quantification of potential degradation products 

ISO 10993-16, Biological evaluation of medical devices — Part 16: Toxicokinetic study design for degradation 
products and leachables 

ISO 11135-1, Sterilization of health care products — Ethylene oxide — Part 1: Requirements for development, 
validation and routine control of a sterilization process for medical devices 

ISO 11137-1, Sterilization of health care products — Radiation — Part 1: Requirements for development, 
validation and routine control of a sterilization process for medical devices 

ISO 11137-2, Sterilization of health care products — Radiation — Part 2: Establishing the sterilization dose 

ISO 11137-3, Sterilization of health care products — Radiation — Part 3: Guidance on dosimetric aspects 

ISO 11607-1, Packaging for terminally sterilized medical devices — Part 1: Requirements for materials, sterile 
barrier systems and packaging systems 

ISO 13408-1, Aseptic processing of health care products — Part 1: General requirements 

ISO 14155-1, Clinical investigation of medical devices for human subjects — Part 1: General requirements 
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ISO 14155-2, Clinical investigation of medical devices for human subjects — Part 2: Clinical investigation 
plans 

ISO 14630, Non-active surgical implants — General requirements 

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

ISO 15223-1, Medical devices — Symbols to be used with medical device labels, labelling and information to 
be supplied — Part 1: General requirements 

ISO 15223-2, Medical devices — Symbols to be used with medical device labels, labelling and information to 
be supplied — Part 2: Symbol development, selection and validation 

ISO 17665-1, Sterilization of health care products — Moist heat — Part 1: Requirements for the development, 
validation and routine control of a sterilization process for medical devices 

ISO 22442-1, Medical devices utilizing animal tissues and their derivatives — Part 1: Application of risk 
management 

ISO 22442-2, Medical devices utilizing animal tissues and their derivatives — Part 2: Controls on sourcing, 
collection and handling 

ISO 22442-3, Medical devices utilizing animal tissues and their derivatives — Part 3: Validation of the 
elimination and/or inactivation of viruses and transmissible spongiform encephalopathy (TSE) agents 

EN 980, Symbols for use in the labelling of medical devices 

EN 1041, Information supplied by the manufacturer of medical devices 

3 Terms and definitions 

For the purposes of this document, the following terms and definitions apply. 

3.1 
absolute complex viscosity 
Iη* I = [(η′)2 + (η′′)2]0,5 
absolute value of complex viscosity (3.2) 

NOTE Absolute complex viscosity is expressed in pascal seconds (Pa⋅s). 

3.2 
complex viscosity 
η*= η′− i ⋅ η′′ 
viscosity consisting of a viscous η′ and an elastic η′′ component where i is an imaginary number defined by 
i = (−1)0,5 

3.3 
delivery system 
sealed container in which the product is supplied and any additional components provided to introduce the 
product into the eye 

3.4 
elasticity 
tendency of a body to return to its original shape after having been deformed 

NOTE Elasticity is quantitatively defined as stress (the force generated within the body) divided by strain (the change 
in dimensions of the body). 
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