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BRITISH STANDARD

National foreword

This British Standard is the UK implementation of EN ISO 11980:2025.
[t is identical to ISO 11980:2025. It supersedes BS EN ISO 11980:2012,
which is withdrawn.

The UK participation in its preparation was entrusted to Technical
Committee CH/172/9, Contact lenses and contact lens care products.

Alist 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.

© The British Standards Institution 2025
Published by BSI Standards Limited 2025

ISBN 978 0 539 24586 8
ICS 11.040.70

Compliance with a British Standard cannot confer immunity from
legal obligations.

This British Standard was published under the authority of the
Standards Policy and Strategy Committee on 31 July 2025.

Amendments/corrigenda issued since publication
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ICS 11.040.70 Supersedes EN ISO 11980:2012

English Version
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This European Standard was approved by CEN on 24 June 2025.

CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this
European Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references
concerning such national standards may be obtained on application to the CEN-CENELEC Management Centre or to any CEN
member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by
translation under the responsibility of a CEN member into its own language and notified to the CEN-CENELEC Management
Centre has the same status as the official versions.

CEN members are the national standards bodies of 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, Ttirkiye and
United Kingdom.
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CEN-CENELEC Management Centre: Rue de la Science 23, B-1040 Brussels

© 2025 CEN  All rights of exploitation in any form and by any means reserved Ref. No. EN ISO 11980:2025 E
worldwide for CEN national Members.
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EN ISO 11980:2025 (E)

European foreword

This document (EN ISO 11980:2025) 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 January 2026, and conflicting national standards shall
be withdrawn at the latest by January 2026.

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 11980:2012.

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, Tiirkiye and the
United Kingdom.

Endorsement notice

The text of ISO 11980:2025 has been approved by CEN as EN [SO 11980:2025 without any modification.
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ISO 11980:2025(en)

Foreword

[SO (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 document should be noted. This document was drafted in accordance with the editorial rules of the
[SO/IEC Directives, Part 2 (see www.iso.org/directives).

[SO draws attention to the possibility that the implementation of this document may involve the use of (a)
patent(s). ISO takes no position concerning the evidence, validity or applicability of any claimed patent
rights in respect thereof. As of the date of publication of this document, ISO had not received notice of (a)
patent(s) which may be required to implement this document. However, implementers are cautioned that
this may not represent the latest information, which may be obtained from the patent database available at
www.iso.org/patents. ISO shall not be held responsible for identifying any or all such patent rights.

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) principlesin the Technical Barriers to Trade (TBT), see www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 172,0ptics and photonics, Subcommittee
SC 7, Ophthalmic optics and instruments, in collaboration with the European Committee for Standardization
(CEN) Technical Committee CEN/TC 170, Ophthalmic optics,in accordance with the Agreement on technical
cooperation between ISO and CEN (Vienna Agreement).

This fourth edition cancels and replaces the third edition (ISO 11980:2012), which has been technically
revised.

The main changes are as follows:

— the title was changed to reflect the requirements;

— the Scope was clarified;

— the inclusion and exclusion criteria (4.2.1.1) were clarified;

— the appropriate controls in 4.2.1.2, 4.2.1.3 and A.2.2 were clarified;

— the clinical assessment variables (4.2.2.2 and 4.2.2.3) were updated and clarified;

— the guidance for minimum completed participants were updated and the material and design details
(Table A.1) were clarified;

— the contact lens group information for contact lens care product testing (A.2.2.2) was updated;
— the statistical considerations (A.2.3) were clarified;

— the details of serious adverse events (A.2.4.2) were clarified;

— examples of significant adverse events (A.2.4.3) were added;

— to clarify suggested reporting of results, Tables A.2 to A.15 were updated;

— abulbar conjunctival staining grading scale (B.7) was added;

Documents
© IS0 2025 - All rights reserved Document Sharing Hub
iv
Full document details: BS EN ISO 11980:2025


https://www.iso.org/directives-and-policies.html
http://www.iso.org/patents
https://www.iso.org/foreword-supplementary-information.html
http://www.avadocuments.com/doc/bs-en-iso-11980-2025
http://www.avadocuments.com/doc/bs-en-iso-11980-2025

ISO 11980:2025(en)

— to clarify quadrants of interest, Figure B.2 was updated;

— grading scales for anterior chamber cells and flare (B.9) were added;
— the visual performance testing (C.2) was clarified;

— therefractive performance (C.3) was clarified;

— the front surface deposits grading scale (C.6.2) was revised;

— the Bibliography was updated.

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.

Documents

© IS0 2025 - All rights reserved Document Sharing Hub
v
Full document details: BS EN ISO 11980:2025


https://www.iso.org/members.html
http://www.avadocuments.com/doc/bs-en-iso-11980-2025
http://www.avadocuments.com/doc/bs-en-iso-11980-2025
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Introduction

Currently, contact lenses and contact lens care products are regulated in different ways in different
countries. This document has been developed to encourage global alignment. Widespread adoption of this
document can represent yet another step toward universal recognition. This document can also be used as a
basis to fulfil design elements of ISO 9001 and or ISO 13485 as well as related national laws.
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International Standard ISO 11980:2025(en)

Ophthalmic optics — Contact lenses and contact lens
care products — Requirements and guidance for clinical
investigations

1 Scope

This document gives requirements and guidelines for the clinical investigation (CI) to establish the safety
and performance of contact lenses and contact lens care products.

NOTE1 This document attempts to align the recognised regulatory requirements for the conduct of a CI to meet the
marketing and labelling requirements for contact lenses and contact lens care products around the world. However,
national requirements vary greatly. Wherever national practice or regulations dictate some legal requirement, this
requirement takes precedence over this document.

NOTE 2  For indications beyond correction of refractive error, additional considerations for safety and performance
are to be included in the clinical investigation plan (CIP).

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.

SO 14155, Clinical investigation of medical devices for human subjects — Good clinical practice

ISO 14534, Ophthalmic optics — Contact lenses and contact lens care products — Fundamental requirements
ISO 18369-1, Ophthalmic optics — Contact lenses — Part 1: Vocabulary, classification system and
recommendations for labelling specifications

3 Terms and definitions

For the purposes of this document, the terms and definitions given in ISO 14155, ISO 14534 and
ISO 18369-1 apply.

[SO and IEC maintain terminology databases for use in standardization at the following addresses:

— IS0 Online browsing platform: available at https://www.iso.org/obp

— IEC Electropedia: available at https://www.electropedia.org/

4 C(linical investigational requirements

4.1 General

The general requirements for a CI and for a CIP given in ISO 14155 shall apply, with additional requirements
given below.
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4.2 Additional requirements
4.2.1 Study design

4.2.1.1 General

a) The inclusion criteria for participant selection shall relate to the study objectives and should include,
but not be limited to:

1) participants with eyes appropriate for the study being conducted;
2) participants of appropriate age for the study being conducted (age range to be specified);
3) participants requiring lens powers within the range available for the study lenses;

4) the manifest cylinder less than or equal to 1,00 D (for a study with only spherical power correcting
soft lenses. For rigid contact lenses, the suitable manifest cylinder can be higher and shall be
specified in the inclusion criteria);

5) best spectacle corrected visual acuity greater than or equal to 20/25 (less than or equal to
LogMAR 0,1).

b) The exclusion criteria for participant selection shall relate to the study objectives and should include,
but not be limited to

1) anterior segment infection, inflammation or abnormality,

2) any active anterior segment ocular disease that would contraindicate contact lens wear,
3) the use of systemic or ocular medications that would contraindicate contact lens wear,
4) history of herpetic keratitis,

5) history of refractive surgery or irregular cornea (except when the contact lens or contact lens care
product under investigation is indicated for ocular conditions such as irregular cornea, keratoconus
or refractive surgery),

6) slitlamp findings that are more serious than grade 1 (see Annex B containing grading scales),
7) inactive (i.e. ghost) vessels greater than 1 mm of penetration into the cornea, and

8) participation of the participant in a contact lens or contact lens care product clinical trial within
the previous 90 days (orthokeratology), 30 days (extended wear, rigid gas permeable corneal and
scleral lenses) or 15 days (daily disposable, daily wear).

c¢) The CIP shall provide a description of the monitoring procedure to ensure consistent quality of data
collection and recording based on the chosen intended purpose.

d) The CIP shall include a statistical analysis plan. Sample size shall be statistically justified.
4.2.1.2 Contactlenses

4.2.1.2.1 General

A CI of contact lenses, including daily wear and extended wear hydrogel, silicone hydrogel, and rigid gas-
permeable contact lenses, shall be designed as one of 4.2.1.2.2 or 4.2.1.2.3.

For CIPs to demonstrate safety and performance based on the chosen intended purpose, as well as special
claims (e.g. comfort), labelling or additional indications, the following is required per wearing modality
to be investigated: a pre-determined statistical analysis plan (including sample size calculations) shall be
specified in the clinical protocol. Where feasible, the CIP shall specify objective endpoints to help support
such claims.
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Bilateral studies are preferred to contralateral studies, due to the potential dependence between the two
eyes and concerns regarding participant compliance.

NOTE Annex A provides guidance for the design of a CI.

4.2.1.2.2 Prospective, concurrently controlled study

For investigations evaluating hydrogel, silicone hydrogel or rigid gas-permeable contact lenses, a prospective,
concurrent control study design shall be followed. Either a

a) bilateral crossover design, or
b) parallel groups (inter-participant controls) design, or
c) contra-lateral eye (i.e. intra-participant controlled) design shall be utilised.

If parallel groups/inter-participant controls are utilised, the ratio of test participants to control participants
can be either 2:1 or 1:1.

The control lens shall be a currently cleared, registered, or approved contact lens in use for the same modality,
in all countries where the study is performed. Randomisation and masking (participant, investigator, and
evaluator) shall be employed where possible to minimise the potential for bias. Participants shall be divided
evenly between study investigators.

A single arm study is acceptable for orthokeratology studies (overnight or daily wear).

4.2.1.2.3 Uncontrolled study

Here, results are compared to a historical control. Alternative investigational study designs, such as historical
controls, shall be utilised when a sponsor has a clinical database on a cleared, registered, or approved
contact lens to use as a comparator. If any historical control is used, the control group shall be defined and
adequately characterised for comparison to the test group. Compatibility of test and control groups shall be
demonstrated by comparison of the selection criteria, demographics, refractive characteristics, contact lens
wearing history and in the CIPs used.

4.2.1.3 Contactlens care products

For investigations evaluating contact lens care products, a prospective concurrent control study design
shall be followed. It is recommended that the ratio of test to control participants be either 2:1 or 1:1. The
control care product shall be a currently cleared, registered, or approved contact lens care product in
all countries where the study is performed. Randomisation and masking (participant, investigator, and
evaluator) shall be employed where possible to minimise the potential for bias. Participants shall be divided
evenly between study investigators. Alternative investigational study designs, such as use of historical
controls, can be utilised when a sponsor has a clinical database on a cleared, registered, or approved care
product to use for comparison. If any historical control is used, the control group should be defined and
adequately characterised for comparison to the test group. Compatibility of test and control groups should
be demonstrated by comparison of the selection criteria and CIPs used.

For CIPs to demonstrate safety and performance, as well as special claims (e.g. comfort), labelling or
additional indications, the following is required for the care products: a pre-determined statistical analysis
plan (including sample size calculations) shall be specified in the clinical protocol. Where feasible, the
protocol should specify objective endpoints to help support such claims.

Bilateral studies are preferred to contralateral studies, due to the potential dependence between the two
eyes and concerns regarding participant compliance.

In a contact lens care product investigation, a daily wear schedule shall be followed for most products in
order to maximise the participant's exposure to those products. However, a study of a lens or a periodic
cleaner, used at weekly intervals, can provide more valuable clinical data concerning effectiveness when
extended wear participants are enrolled than a similar investigation with daily wear participants.
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When a daily wear schedule is used and safety is a primary objective, one post-dispensing visit should be
done 1 h to 2 h after lens insertion in order to permit observation of corneal and conjunctival staining, and
redness caused by an immediate toxicity reaction.

A contact lens care product with a cleaning indication shall have an objective measure of lens deposits on at
least one lens collected from each participant at the end of the clinical study.

If the sponsor of a contact lens care product wishes to recommend its use with a specific type of lens in the
labelling, the compatibility with the lens type should be confirmed pre-clinically and during the clinical trial.

If the CI has not collected any data on use with a particular type of lens material (such as silicone hydrogel
lenses), the product label should clearly state this fact.

NOTE1 AnnexA provides guidance for the design of a CI.
4.2.2 Contactlens and contact lens care product variables

4.2.2.1 General

The following variables listed in 4.2.2.1 and 4.2.2.2 should be assessed during the CI for contact lenses and
lens care products.

4.2.2.2 Contact lens assessments

a) visual acuity;

b) refractive performance (refractive changes from baseline to final visit as specified in C.3);
c) anterior corneal curvature measurements e.g. keratometry, corneal topography;
d) lens position/centration;

e) lens movement;

f) lens surface wettability;

g) lens surface deposits;

h) lens condition e.g. defects, damage, discolouration

i) participant rating of comfort;

j) participant rating of vision;

k) participant rating of handling.

Additional variables can be studied in the CI to support specific claims.

NOTE1 Annex C provides guidance on grading of each of these variables.

NOTE 2  Participant rating of symptoms, problems or complaints can also be collected.

4.2.2.3 Anterior segment assessments
a) corneal oedema;

b) corneal infiltrative events;

¢) corneal vascularisation;

d) corneal staining;

e) conjunctival observations;
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