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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 techni

cal

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 wo
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters
electrotechnical standardization.

rk.
of

The procddures used to develop this document and those intended for its further maintenance
described|in the ISO/IEC Directives, Part 1. In particular the different approval criteria needed-for 1
different {ypes of ISO documents should be noted. This document was drafted in accordance jwith
editorial fules 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.beé the subject
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Detailg
any patenf rights identified during the development of the document will be in the.Introduction and
on the IS( list of patent declarations received (see www.iso.org/patents).

Any tradel name used in this document is information given for the conveniéence of users and does
constitutqg an endorsement.

For an ejplanation on the meaning of ISO specific terms and{éxpressions related to conform
assessment, as well as information about ISO’s adherence to the W-FO principles in the Technical Barri
to Trade ([TBT) see the following URL: Foreword — Supplementary information.

The comnpittee responsible for this document is ISO/TC, 172, Optics and photonics, Subcommittee SC

Ophthalmic optics and instruments.

This second edition cancels and replaces the first-edition (ISO/TS 19979:2004), of which it constitu
a minor rg¢vision.
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Introduction

Wherever possible, a trial contact lens should be used only on one individual. While the current trend in
contact lens development is toward disposable and extended wear lenses, conventional lenses including
rigid gas-permeable (RGP) and soft contact lenses in special designs and parameters are necessary to
meet individual patient needs.

The subject of transmission of diseases such as variant Creutzfeld-Jakob Disease (vC]D) via multipatient
use of trial contact lenses has recently become a topic of discussion. It is anticipated that the discussions
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refore, it was decided that the publication of a Technical Specification for the hygienic m4
multipatient use trial contact lenses would be appropriate at this time. However,this
pcification does notaddresstheinactivation of prions since there are no reported casésof tra
brions by contact lenses. The user of this Technical Specification has to consult the scientific
any change in processes and procedures that might result.

s important that the industry have an available guideline in the form e¢f-a Technical Spe
he guideline is followed, the risk of patient-to-patient transmission of an infectious micrd
m trial contact lenses can be reduced.

Standard.
nagement
Technical
nsmission
literature

cification.
organism

Thiis Technical Specification is not to be regarded as an International Standard. Its proposed application
is ]trovisional so that information and experience based on its use'in practice can be gathered.
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o

phthalmic optics — Contact lenses — Hygienic

management of multipatient use trial contact lenses

Thiis Technical Specification does not address

NOTE This Technical Specification acknowledges that risk fagtors for possible transmission

dis

batriers. Legal requirements involving national practices or:regulations take precedence over thi
Spé¢cification.

2
Th

IS 14534, Ophthalmic optics — Contactt lenses and contact lens care products — Fundamental req

3
Fo
3.1

trial contact lens
didgnostic cantact lens
contact leds'enly used by a practitioner or fitter for the purpose of selecting the appropriate cd

pa
[S

prmation to be provided to eye care practitioners for the hygienic management of trial sof
5-permeable (RGP) contact lenses intended for multipatient use.

e Annex A for an example of labelling information.

national regulations for labelling of contact lenses; and

the inactivation of prions since there are no reported cases of transmission of prions |
lenses.

eases by use of trial contact lenses on multiple patients can vasyby country or other political or gd

Normative references

Terms and definitions

" the purposes of thissdocument, the following terms and definitions apply.

Fameters for the intended wearer

elopment of

Fand rigid

by contact

of specific
ographical
Technical

e following documents, in whole or in patt, are normatively referenced in this document and are
indispensable for its application. For dated references, only the edition cited applies. Fo
references, the latest edition of the refédenced document (including any amendments) applieq.

 undated

uirements

ntactlens

URCE: ISO 18369-1:2006, 2.1.10.8]

3.2
multipatient use trial contact lens

tri

al contact lens permitted to be used on more than one person

[SOURCE: ISO 18369-1:2006, 2.1.10.8.1]
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4 Methods of hygienic management for multipatient use of trial contact lenses

4.1 General

The contact lens manufacturer’s instructions for the hygienic management of multipatient use trial
contact lenses should ensure that the performance criteria of methods of heat or chemical management
are not compromised by the instructions. Manufacturers of contactlenses and contactlens care products
should consider the issues that could arise when specifying a system for the hygienic management of
multipatient use trial contact lenses (e.g. incompatibilities between a specific contact lens, lens care
system, chemical agents, and/or storage container).

4.2 Single-use conditions

All trial cgntact lenses used with patients identified as potential carriers of infectious diseases such as
CJD, herpg¢s simplex, hepatitis, Human Immunodeficiency Virus (HIV), or adenovirus shall be dispoged
of after uge. Any lens known to be infected shall be discarded immediately to minimize‘contaminat{on
in practic¢. In this case, the use of disposable gloves is necessary.

NOTE1 |If any country’s regulations require other infectious diseases to be_added, these apply in fhe
country/arjea concerned.

NOTE 2  |Local regulations governing the disposal of biohazardous waste can apply.

4.3 Hand washing

Instructigns should be given to wash the hands in accordance with the eye care professional’s
recommendations.

NOTE For those countries without an eye care professional’s recommendation on hand washing, see A{l.2
and A.1.3.

4.4 Adjunctive solutions

All solutigns used in the hygienic management of contact lenses or contact lens containers shall meet the
requirem¢nts of ISO 14534. Water frenxthe tap should not be used to hygienically manage the contpct
lens or its|container.

4.5 Usd of a contact lens-cleaner

The use of|a cleaning andrinsing solution(s) shall be part of the procedure of reprocessing of multipatient
use trial cpntact lenses, as’specified by the manufacturer. All multipatient use trial contact lenses shotild
be cleaned and rinsed’just prior to use as well as after use.

4.6 Containers

The contacttersmanmufacturer shouldstate the typeof contaimer suitabte for tire-hygienic mramagenent
of multipatient use trial contact lenses. Consideration should be given to the recommendations of the
manufacturer of the contact lens care system. The methods should be stated by which the container can
be cleaned, properly closed, and relabelled, if appropriate.

4.7 Frequency and lifetime of hygienic management of multipatient use trial contact
lenses

The physical performance criteria for discontinuation of use should be given by the contact lens
manufacturer. Unless otherwise justified, the contact lens manufacturer should state the maximum
number of times of re-use and the maximum duration of time from the first use as a multipatient use
trial contact lens (e.g. not more than 25 trial uses and/or a 12-month duration for hydrogel trial lenses;
for nonhydrogel trial lenses, the duration could be extended indefinitely). These times should not be

2 © ISO 2014 - All rights reserved
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exceeded. The manufacturer should encourage the practitioner to ensure that the multipatient use trial
contact lens is examined to confirm that the lens is suitable for use (e.g. undamaged, free from deposits,
and within tolerance for dimensions).

4.8 Options for hygienic management of multipatient use trial contact lenses

4.8.1 General

The preference for trial contact lenses is to use the lens a single time, after which the lens is dispensed
to o . . . : in 42 ingle use is
not/cannot be followed, heat management is preferred over chemical management. Currént scientific
lit¢rature [Centers for Disease Control (CDC),[4] American Academy of Ophthalmology (AA0), Smith and
Peposelt]] suggests the use of steam sterilization or a soak in 3 % hydrogen peroxidé for sterilization
or [disinfection of trial lenses between patient fittings. Other chemical systems may be qualified as
eqpivalent to 3 % hydrogen peroxide by a comparison of D-values obtained for{a)variety of|challenge
organisms, including bacteria, fungi, and viruses.

4.8.2 Heat management

Forl lenses that are compatible with heat, the preferred method (is\to sterilize the lenses, [packed in
appropriate solution and a sealed vial, such that the sterility assurarice level will be less than ¢r equal to
1076 (e.g. 10-7, 10-8, etc.). For further information, consult the-felevant standards in sterilizatfion. In the
absence of a properly validated process, the lens cannot be described as sterile, only disinfected.

4.8.3 Chemical management

Chemical management is achieved by soaking the Tens. In the case of a 3 % hydrogen peroxifle contact
lens solution, the soaking period is for a minimumof 3 h prior to neutralization of the hydrogen peroxide.
Following neutralization of the hydrogen perexide, the lens should be stored in a preserved splution.

4.8.4 Dry storage

After completing the neutralization-step described in 4.8.3, instead of storage in a preserved solution,
an|RGP contact lens may be stored in a dry condition in a dry closed storage container. See the Note in
A.2.39.

4.9 Records

The manufacturer.shall draw attention to the retention of appropriate records (e.g. patient [reference,
use¢ of appropriately trained staff, date of use, hygienic management, and relevant contact deffails).

© ISO 2014 - All rights reserved 3
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Annex A
(informative)

Example of information to be supplied by the contact lens
manufacturer — Hygienic management of multipatient use trial

contact lenses

A.1 Hai

A.1.1 Cq
or adenoy
immediat

NOTE 1
country/ar

NOTE 2

Al12 W
soap. Dry

NOTE

Al13 A

NOTE
contamina

Al14 C(l

ndling precautions

ntact lenses used for fitting patients admitting to C]JD, herpes simplex, hepatitis, HIV Al

If any country’s regulations require other infectious diseases to bé~added, these apply in
lea concerned.

Local regulations governing the disposal of biohazardous waste-can apply.

hsh and dry your hands before and after each patientfitting with a surgical scrub or a liq
your hands on a new paper towel.

Drying your hands reduces the chances of spreading'water-borne organisms such as Acanthamoeb

biocidal/alcohol hand rub may be used after hand washing.

Make sure your hands are dry and freé\from alcohol before touching the contact lens, because a |
fed with alcohol will cause ocular tissue‘irritation.

manufact

ban and rinse the contact.Jens before and after use according to the instructions of
rer of the cleaning solutidn;

The cont3ct lens manufacturer needs to ensure that the specified cleaning and rinsing solutions

compatib

NOTE

A.2 Ste

A2.1 G

with the lens matepial.

Removing particulate debris from a contact lens ensures a more effective use of the soaking soluti

rilization/disinfection processes

bneral

DS,

irus need to be disposed of after use. Any lens known to be infected needs to be discarded
ly in order to minimize contamination in practice. The use of disposable glaves is recommendied.

the

hid

ENS

the

ire

pn.

The contact lens manufacturer should specify the methods of sterilization and /or disinfection (e.g. steam
sterilization or hydrogen peroxide treatment) to be used during hygienic management. Most RGP lenses
can be disinfected using a hydrogen peroxide solution. The manufacturer needs to give appropriate
instructions, including labelling the container with sufficient parameters to identify the lens and enable
traceability to the manufacturer’s lot number, expiry date, and number of uses.

A.2.2 Heat management — Soft lenses

A.2.2.1 The lens should be placed in a suitable glass vial filled with sterile saline, sealed with a suitable
closure and labelled, so that the lens can be identified as to its parameters, manufacturer’s lot number,
and date of heating.

© ISO 2014 - All rights reserved
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A.2.2.2 The lens should be heated by a moist heat sterilization method to: a) a minimum of
at least 3 min or b) a minimum of 121 °C for at least 10 min.

2014(E)

134 °C for

The manufacturer should state any maximum temperature above which the contact lens may not be

exposed.

A.2.3 Chemical management for RGP and soft lenses

A.2.3.1 The use of a 3 % hydrogen peroxide solution including neutralization should be followed by

soaking in a preserved solution. RGP lenses may be stored dry in a clean, dry lens container.

A.2.3.2 Use the contact lens case and holder provided by the contact lens solution manufac
lahelled so that the lens can be identified as to its parameters, manufacturer’s lot number; and
of freatment.

.3.3 Fill the case to the upper line with the disinfecting solution.
.3.4 Place alens in the lens holder and close the case securely.

.3.5 After a minimum soak of 3 h, remove the holder, shake off the residual drops and d
tion in the case.

.2.3.6  Refill the case to the lower line with the neutralizing solution and re-insert the cg
ho der. Securely tighten the cap and shake vigorously for 40 s to 15 s.

A.2.3.7 Undo the cap, remove the lens holder, shake off the residual drops, and discard the n¢
solution.

A.2.3.8 Fill the case to the upper line with more neutralizing solution, reinsert the lens hold
the cap, and leave for a minimum of 1.1

A.2.3.9 Undo the cap, removethe lens holder, shake off the residual drops and discard the n¢
solution. Fill the container withany compatible preserved contact lens care soaking solution
ling, reinsert the contact lensholder, and securely tighten the cap.

If an RGP/hatd tens is to be stored dry, after discarding the neutralizing solution, dry the
clepn tissue and stor€-in a suitable closed dry storage container, labelled so that the lens can be iden
parameters, manufagturer’s lot number, and date/time of treatment.

A.2.3.10 Répeat the procedures in A.2.3.1 to A.2.3.9 after each lens use.

A.2.3711" For lenses stored in soaking solution, repeat the procedures in A.2.3.1 to A.2.3.9 if t

turer, duly
date/time

iscard the

ntact lens

butralizing

ler, secure

utralizing
to the fill

lens with a
tified as to

ne contact

lerts has not been used for 28 d.

A.3 Number of re-uses or time in use
A.3.1

A.3.2 All lenses stored in a soaking solution or in a dry condition should be discarded after
use OR after Y months from first use, whichever comes first.

NOTE
change that might lead to discarding.

© IS0 2014 - All rights reserved

If the lens is damaged or its physical appearance has changed, the lens should be discarded.

X times of

The lens manufacturer should determine the numbers X and Y and any abnormal damage/physical
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