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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 technical committee has been established has
the right to be represented on that committee. International organizations, governmental and non-governmental, in
liaison with ISQ, alsa take part in the work. 1SO collaborates closely with the International Flectrotechnical
Commission|(IEC) on all matters of electrotechnical standardization.

International|Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part'3.

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 International Standard may be the| subject of
patent rights] ISO shall not be held responsible for identifying any or all such patent rights.

International| Standard 1SO 11978 was prepared by Technical Commnittée I1SO/TC 172, Optics apd optical
instruments, |Subcommittee SC 7, Ophthalmic optics and instruments.
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Introduction

This International Standard attempts to harmonize requirements, whenever possible, for labelling of contact lenses
and contact lens care products with national laws, regulations or guidelines that may exist in countries throughout
the world. Where national laws and labelling requirements exist in countries for medical devices, they are often
developed by legislative bodies or regulatory authorities independently from the development process for
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Ophthalmic optics — Contact lenses and contact lens care
products — Information supplied by the manufacturer

1 Scope

This Inter
contact le
of user of

This Interr]
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The follow
this Intern
publicatio
investigatq
undated r
maintain r

ISO 8320-

ISO 8320
products.

3 Tern

For the pu
the followi

3.1

contact le
contact le
and remov

ational Standard specifies the information to be provided by the manufacturer of contad
s care products to ensure the correct and safe use of these devices and their accessaries
contact lenses: the eye care professional and the contact lens wearer.

ational Standard does not specify the format in which such information shall,be-provided.

native references

ng normative documents contain provisions which, through reference in this text, constitute
s do not apply. However, parties to agreements based onnthis International Standard are e
the possibility of applying the most recent editions of\the normative documents indicate
pferences, the latest edition of the normative document referred to applies. Members of
pgisters of currently valid International Standards.

1:—1), Contact lenses and contact lens care-products — Vocabulary — Part 1: Contact lens

2:—1), Contact lenses and contact lens care products — Vocabulary — Part 2: Contd

s and definitions

rposes of this International Standard, the terms and definitions given in ISO 8320-1 and 1S(
g apply.

s care produet
s accessory intended for use in maintaining the safety and performance of a contact lens
al of the.contact lens from its original shipping package

NOTE

t lenses and
Dy both types

provisions of

ational Standard. For dated references, subsequent ameéndments to, or revisions of, any of these

ncouraged to
d below. For
SO and IEC

ES.

ct lens care

D 8320-2 and

hfter opening

This’ definition includes all devices recommended for use in the management of contact lens hygieng

, for hydrating

contact lenses, or for alleviating discomfort of contact lens wear by physical means.

[1SO 14534:1997]

3.2

manufacturer
natural or legal person with responsibility for the design, manufacture, packaging and labelling of a medical device
before it is placed on the market on his own behalf, regardless of whether these operations are carried out by that
person himself or on his behalf by a third party

1) To be published.
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3.3

information supplied by the manufacturer
details on the label and in the instructions for use of a medical device

4 Contac

4.1 Gener

t lens information supplied by the manufacturer

al

Where practicable and possible, the information supplied by the manufacturer shall be provided in the language of

the country i

which the contact lens is distributed. Where appropriate, this information should take f

he form of

symbols. An
described in

Provided thg
discretion ag

packaging fo
guides. Theg

4.2 Label
421 The
NOTE Fo
a) name or
b) details sf

1)

2) con
3)

cha
pres

4)

NOTE In
storage solutig

the documentation supplied with the device.

prodluct name and/or material name,

number of contact lenses,

symbol used shall conform to applicable standards. Where no standards exist, the symbg

minimum essential requirements are fulfilled (see 4.2 and 4.3), the manufaeturer ma

pbrimary container and/or the secondary packaging shall includé at least the following:
labelling of contact lenses supplied in blister packs, see 4.2.3.
trade name and address of manufacturer;

rictly necessary for the user to identify the deviegand the contents of the packaging, for exal

act lens parameters,

facter of storage solution=(e.g. phosphate-buffered saline solution) and identificatio
ervative if present;

exceptional cases,(ifythe size of the primary packaging does not allow information regarding con
n this information may be incorporated in the “Instructions for use”.

Is shall be

y use his

to the format in which the information is provided, e.g. product-specific information eithher on the
I each unit or on the sales packaging, or in separate leaflets, brochures, bqokiets or gener
e may be supplied as hard copy, electronic format, video, etc.

c handling

mple

n of any

nposition of

c) if applicdble, the word “Sterile” together with method of sterilization;

d) lot numbgr prefixed by the word “Lot”;

e) expiry date:

f) if applicable, for “For single use only”;

g) if applicable, the statement “Custom made device”;

h) if applicable, the statement “Exclusively for clinical investigations”;

i) the instructions for use or, where appropriate, the words “Attention: See Instructions for Use”.

Where applicable and where space permits, the label shall also include any special storage and/or handling
conditions; any special operating instructions; any warnings and/or precautions to take.

© 1SO 2000 — All rights reserved
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4.2.2 The secondary packaging shall include at least the items given in 4.2.1 plus the following:

a)

b)
c)
d)

e)

the words “Attention: See Instructions for Use”, together with any special storage and/or handling conditions,
e.g. do not freeze;

any special operating instructions, e.g. “Do not use if tamper-evident seal is damaged”;
any warnings and/or precautions to take;

daily wear products to be labelled: “For daily wear only”;

replagement-scheduteifappticabte:

If the siz¢ of the secondary packaging does not allow the above information to be displayed, [the relevant

information shall appear on the “Instructions for use” leaflet.

4.2.3 Fqr contact lenses supplied in blister packs (either individually or in blister strips)) the followjng minimum

information shall be included on each blister for identification purposes:

a)
b)

c)

4.3

lot number;
contagt lens parameters;

expiry date.

Instfuctions for use

At least thg following information shall be provided by the manufacturer to the users. It is recommenddd to give this
information in written form. The manufacturer shall tequest the eye care professional to hand these written

instructions to the patient/end user.

a)

b)

c)
d)
e)
f)
9)
h)

)

Namdg or trade name and address of the manufacturer;

details strictly necessary for the user to identify the contact lens and the contents of the packaging, for
example

1) product name and/or material name,

2) cpmposition of storage-solution and identification of any preservative, if present;
if applicable, the information that the contact lens was/is supplied sterile, including method of sterilization;
intended use erapplication;

schedul€ for wear, e.g. daily wear/extended wear as applicable;

recommended replacement schedule;
recommended and, if relevant, contraindicated care regimens;

contraindications, warnings and precautions or any other information deemed necessary by the manufacturer
for the safe use of his contact lenses;

possible or known adverse reactions and side effects, and instructions to the wearer on the action to be taken
if a problem occurs;

recommendations to follow the eye care professional’s instructions for duration of use of the contact lens(es)
on a daily basis, for follow-up visits, and for emergency procedures;

© 1SO 2000 — Al rights reserved 3
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instructions regarding the hygienic handling of contact lenses;

instructions for insertion and removal of contact lenses;

any directions or information necessary for the safe use of contact lenses if they have not been worn for a

instruction not to use the product if the sterile package has been opened or if the tamper-evident seal is

instructions on cleaning and maintenance of contact lenses and contact lens cases, including the instruction

% %
clapg wWalcTt,

r liquids, and during occupational hazards;

ble, the statement “For single use only”;

if applicable, the statement “Custom made device”;

if applicable, the statement “Exclusively for clinical investigations”;

rs concerning date of issue of the information or identification iumber;

instructipn not to change the contact lens care system without consuliting an eye care professional.

t lens care product information supplied by the manufacturer

k)

length of time;
1)

damaged;
m)
n)
0)

not to ug
P)

vapour g
q) if applicd
r
s)
t) particulg
u)
5 Contad
5.1 Geney

Where practi
the country i
the form of

symbols sha

Provided the
discretion ag
packaging fo
guides. Theg

5.2 Label

5.2.1 The
information:

al
cable and possible, the information supplied by the manufacturer shall be provided in the I3
n which the contact lens care product is distributed. Where appropriate, this information s
symbols. Any symbol used shall.conform to applicable standards. Where no standards
| be described in the documentation supplied with the device.

minimum essential requirements are fulfiled (see 5.2 and 5.3), the manufacturer ma

I each unit or on the'sales packaging, or in separate leaflets, brochures, booklets or gener
e may be supplied-as hard copy, electronic format, video, etc.

lab€él 'on each primary container and/or secondary packaging shall include at least the

instructipns on the use of contact lenses when playing water sports, when exposed to noxious ¢r irritating

nguage of
hould take
exist, the

y use his

to the format in which' the information is provided, e.g. product-specific information either on the

c handling

following

NOTE

a) name or

For primary containers of volume 15 ml or less and for unit dose containers, see 5.2.2.

trade name and address of manufacturer;

b) details strictly necessary for the user to identify the contact lens care product and the contents of the
packaging, for example

1)
2)

3) qua

product name,

litative and quantitative details of all active ingredients and preservatives;

total contents in the packaging (in terms of mass; volume; number of tablets; number of lens cases),
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c) if applicable, the word “Sterile” together with method of sterilization;

d) lot number prefixed by the word “Lot”;

e) expiry date of unopened container;

f) if applicable, the statement “Custom made device”;

g) if applicable, the statement “Exclusively for clinical investigations”;

h) indications for use, in clear and understandable language;

i) instru
NOTE
packaging i
j) the ty
produ
k) ifapp
) any 9
damal
m) maxin
n) astat
o) ifapp
p) the st
q) ifapp
r) ifapp
s) forre
t) ifapp

recomimended component(s).

522 T
following i

a) name

Ctions for use or, where applicable, the words “Attention: See Instructions for Use”;

The statement “Attention: See Instructions for Use” should be placed on the primary coptainer and
f space permits. If there is not enough space for it there, it may be placed in the “Instructiofis-for use” |4

pe(s) of contact lens(es) for which the product is suitable and those contraindicated for
Ct;

icable, a warning that the contact lens care product is not to come into direct contact with the

pecial operating instructions, e.g. “Close bottle after use? ¥Do not use if tamper-ev
ged";

num period of use after the container has first been opened;
bment that unit dose containers are “for single use only”;
icable, storage or handling conditions;

htement “Keep out of reach of children®;

icable, additional warning or precautions;

icable, the term “Contact lens disinfection solution” (for use of this term see 1ISO 14729);

icable, a statementthat the product is part of a system and should only be used with the m

e label @n"primary containers of volume 15 ml or less and unit dose containers shall bea]

hformation:

ortrade name and address of the manufacturer;

/or secondary
aflet.

use with the

P eye;

dent seal is

jimen products, an instruction to the contact lens wearer to ensure adherence to the regimemn procedure;

anufacturer's

[ at least the

b) produ

ct name;

c) lot number prefixed by the word “Lot”;

d) expiry date;

e) if applicable, the warning “Not to be used in the eye”;

f)  forun

it dose containers, the statement “For single use only”;

g) the words “Attention: See Instructions for Use”.
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