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National foreword

This British Standard is the UK implementation of EN ISO 16672:2021. 
It is identical to ISO 16672:2020. It supersedes BS EN ISO 16672:2015, 
which is withdrawn.

The UK participation in its preparation was entrusted to Technical 
Committee CH/172/7, Eye implants.

A list of organizations represented on this committee can be obtained on 
request to its committee manager.

Contractual and legal considerations

This publication has been prepared in good faith, however no 
representation, warranty, assurance or undertaking (express or 
implied) is or will be made, and no responsibility or liability is or will be 
accepted by BSI in relation to the adequacy, accuracy, completeness or 
reasonableness of this publication. All and any such responsibility and 
liability is expressly disclaimed to the full extent permitted by the law.

This publication is provided as is, and is to be used at the 
recipient’s own risk.

The recipient is advised to consider seeking professional guidance with 
respect to its use of this publication.

This publication is not intended to constitute a contract. Users are 
responsible for its correct application.
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Published by BSI Standards Limited 2021
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Compliance with a British Standard cannot confer immunity from 
legal obligations.
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EN ISO 16672:2021 (E)

European foreword

This document (EN ISO 16672:2021) has been prepared by Technical Committee ISO/TC 172 "Optics and 
photonics" in collaboration with Technical Committee CEN/TC 170 “Ophthalmic optics” the secretariat 
of which is held by DIN.

This European Standard shall be given the status of a national standard, either by publication of an 
identical text or by endorsement, at the latest by April 2022, and conflicting national standards shall be 
withdrawn at the latest by April 2022.

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. CEN shall not be held responsible for identifying any or all such patent rights.

This document supersedes EN ISO 16672:2015.

Any feedback and questions on this document should be directed to the users’ national standards 
body/national committee. A complete listing of these bodies can be found on the CEN website.

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the 
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, 
Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic 
of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the 
United Kingdom.

Endorsement notice
The text of ISO 16672:2020 has been approved by CEN as EN ISO 16672:2021 without any modification.
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ISO 16672:2020

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 for the 
different types of ISO documents should be noted. This document was drafted in accordance with the 
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 the subject 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 Introduction 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 convenience of users and does not 
constitute an endorsement.

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

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

This third edition cancels and replaces the second edition (ISO  16672:2015), which has been 
technically revised.

The main changes compared to the previous edition are as follows:

a)	 the following terms and their definitions have been included: "secondary packaging", surgical 
invasive medical product" and "minimum utilization pressure";

b)	 the subclause on chemical description and contaminants has been substantially revised;

c)	 the bacterial endotoxin limit has been revised from 0,5 to 0,2 Endotoxin Units per ml;

d)	 the total level of EO in the product has been revised: it shall not exceed 1,25 µg/dose for EO and 
5,0 µg/dose for ethylene chlorohydrin (ECH);

e)	 minimum utilization pressure has been included in the list of information supplied by the 
manufacturer;

f)	 B.2.2 giving the clinical variables in a clinical investigation has been revised;

g)	 Annex  C "Method for quantifying incompletely fluorinated contaminants in perfluorocarbon 
liquids" has been added.

Any feedback or questions on this document should be directed to the user’s national standards body. A 
complete listing of these bodies can be found at www.iso.org/members.html.
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Ophthalmic implants — Ocular endotamponades

1	 Scope

This document applies to ocular endotamponades (OE), a group of non-solid surgically invasive medical 
devices introduced into the vitreous cavity of the eye to flatten and position a detached retina onto the 
retinal pigment epithelium (RPE), or to tamponade the retina.

With regard to the safety and efficacy of OE, this document specifies requirements for their intended 
performance, design attributes, pre-clinical and clinical evaluation, sterilization, product packaging, 
product labelling and the information supplied by the manufacturer.

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  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  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, Clinical investigation of medical devices for human subjects — Good clinical practice

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

EN 1041+A1, Information supplied by the manufacturer with medical devices

OECD Guidelines for the Testing of Chemicals. Section 1: Physical-Chemical properties, Test No. 104: 
Vapour Pressure

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/

INTERNATIONAL STANDARD� ISO 16672:2020

© ISO 2020 – All rights reserved� 1

BS EN ISO 16672:2021

Full document details: BS EN ISO 16672:2021

https://doi.org/10.3403/BSENISO10993
https://doi.org/10.3403/BSENISO10993
https://doi.org/10.3403/BSENISO10993
https://doi.org/10.3403/BSENISO11607
https://doi.org/10.3403/BSENISO13408
https://doi.org/10.3403/30116062U
https://doi.org/10.3403/01137835U
https://doi.org/10.3403/30091423U
https://doi.org/10.3403/BSENISO15223
https://www.iso.org/obp
http://www.electropedia.org/
http://www.avadocuments.com/doc/bs-en-iso-16672-2021
http://www.avadocuments.com/doc/bs-en-iso-16672-2021


﻿

ISO 16672:2020

3.1
delivery system
sealed container in which the product is supplied including any additional component provided to 
introduce the product into the eye

3.2
dynamic viscosity
quotient of shear stress and shear velocity

Note 1 to entry: The dynamic viscosity is expressed in pascal seconds (Pa⋅s).

3.3
interfacial tension
tension against liquids

Note 1 to entry: The interfacial tension is expressed in newton per metre (N/m).

3.4
kinematic viscosity
quotient of dynamic viscosity (3.2) and gravity

Note 1 to entry: The kinematic viscosity is expressed in square metres per second (m2/s).

3.5
ocular endotamponade
OE
non-solid surgically invasive medical device (3.11) introduced into the vitreous cavity of the eye to flatten 
and position a detached retina onto the retinal pigment epithelium (RPE), or to tamponade the retina

3.6
primary container
container providing mechanical and microbiological protection of the content

3.7
sterile barrier
minimum package that prevents ingress of microorganisms and allows aseptic presentation of the 
product at the point of use

3.8
storage container
part of the packaging intended to protect the device during transport and storage, containing the sterile 
barrier (3.7)

3.9
secondary packaging
container external to and providing protection and support for the primary container (3.6)

3.10
surface tension
tension against air

Note 1 to entry: Surface tension is expressed in newton per metre (N/m).

3.11
surgically invasive medical device
invasive device which penetrates inside the body through the surface with the aid or in the context of a 
surgical operation
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