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Ophthalmic optics — Contact lenses and contact lens care
products — Determination of physical compatibility of contact lens

care p
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ISO 8321-R:—2), @ptics and optical instruments — Contact lenses — Part 2: Specifications for
hydrogel dontactlenses.

ISO 8599:[11994, Optics and optical instruments — Contact lenses — Determination of the spectral §
transmittances.

ISO 9337-1:1999, Ophthalmic optics — Contact lenses — Determination of back vertex power — Part 1: Method
using focimeter with manual focusing.

ISO 9338:1996, Optics and optical instruments — Contact lenses — Determination of diameters.

ISO 9341:1996, Optics and optical instruments — Contact lenses — Determination of inclusions and surface
imperfections for rigid contact lenses.

1) To be published (Revision of ISO 8320:1986).
2) To be published.
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ISO 10338:1996, Optics and optical instruments — Contact lenses — Determination of curvature.

©1SO

ISO 10344:1996, Optics and optical instruments — Contact lenses — Saline solution for contact lens testing.

3 Terms and definitions

For the purposes of this International Standard, the terms and definitions given in ISO 8320-1 and ISO 8320-2 and
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Lilibration times of up to 24 h may be reguired for some hydrogel lenses.
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NOTE 2

It may be advisable to check contact lens parameters mid-way through the test cycles.
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Equilibrate contact lenses in
isotonic standard saline solution (ISO 10344)

Carry out inifial characterization to establish
baseline for detection of changes

Cycle contact lenses with test
product(s) according to protocol

Carry out characterization after complefion of
test protocol requirements; evalwate
changes from initial characterization

Within~manufacturer’s

Physically finished product “specifications and relevant
compatible specifjcations and folerances of
ISO* 8321-1 or ISO 8321-2 7
Re-equilibrate confact lenses in
isotonic standard saline solution (ISO 1034L4)
Carry out characterization to distinguish
reversible from irreversible changes
in confact lens characteristics
PhYSiC?llY Within manufacturer’s
Eompaf!hle; ves finished product specifications and relevant
reversible specifications and tolerances of
changes ISO 8321-1 or ISO 8321-2 ?

Physically not compatible

Figure 1 — Flowchart
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4.2 Method to distinguish reversible from irreversible changes in contact lens characteristics

4.2.1 This method applies only to contact lens care products for which the changes observed in the contact lens
characteristics are outside the manufacturer's finished product specifications and relevant specifications and
tolerances given in ISO 8321-1 or ISO 8321-2 after following the test method given in 4.1.

4.2.2 Re-equilibrate the same contact lenses measured in test solution in 4.1 in isotonic standard saline solution
(ISO 10344) and measure to distinguish reversible from irreversible changes.

4.2.3 Evaluate contact lens parameters measured in isotonic standard saline solution (ISO 10344) with respect to
the manufacturer’s finished product specifications and relevant specifications and tolerances given in ISO 8321-1 or

ISO 8321-2.
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15 min or the time necessary to stablllze the contact lens parameters. Determine the contact Iens characteristics
and record the data. As a minimum, the properties listed in Table 1 should be determined.
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Table 1 — Properties and test methods

Property Standard test method according to
Diameter (hydrogel lenses only) ISO 9338
Curvature (rigid lenses only) ISO 10338
Back vertex power (spherical lenses) 1ISO 9337-1
Spectral transmittance ISO 8599
(cosmetic tinted and UV-absorbing lenses only)
Physical appearance ISO 9341
(e.g. surface deftects, colour)

6.1.6 Cygle the contact lenses and record the time of each cycle.
NOTE Particular attention should be given to recording the times allocated to each of the components of the

6.1.7 After cycling, again measure the contact lens characteristics in the test solttion. Active-control ¢
should be [measured in the active-control solution.

6.1.8 Determine changes in contact lens characteristics and compareyto the manufacturer’'s finis
specificatipns and relevant specifications and tolerances defined in IS, 8321-1 or ISO 8321-2.

6.2 Test|method to distinguish reversible from irreversible-changes in contact lens
charactetistics

fegimen.

bntact lenses

hed product

6.2.1 Perform this test if the changes observed in the characteristics of the test lenses using the test fnethod in 6.1

fall outsid¢ the manufacturer’s finished product specifications and relevant specifications and tolerar
ISO 83211 or ISO 8321-2.

6.2.2 Soak the same contact lenses used/n 6.1 in isotonic standard saline solution (ISO 10344),
equilibrate] at least for 15 min or the time necessary to stabilize the contact lens parameters.

6.2.3 After equilibration and while soaking in isotonic standard saline solution (ISO 10344), measur
lens characteristics.

6.2.4 Determine changes frentthe initial values obtained in isotonic standard saline solution and co

manufactyrer’s finished proddct specifications and relevant specifications and tolerances defined in |9
ISO 8321-p.

6.3 Interpretation of results

6.3.1 If the changes observed |n the contact lens characterlstlcs are within the manufacturers fini

ces given in

and allow to

b the contact

mpare to the
b0 8321-1 or

Shed product

specificatibrs—and—+relevantspecifications—and-tolerances-defined
test descnbed in 6 1, the test product(s) |s/are Judged to be physrcally compatible Wlth the contact Iens

cdompleting the
material.

6.3.2 If the changes observed in the contact lens characteristics are within the manufacturer’s finished product
specifications and relevant specifications and tolerances defined in ISO 8321-1 or ISO 8321-2 after completing the
test described in 6.2, the test product(s) is/are judged to be physically compatible with reversible changes with the

contact lens material.

6.3.3 If the changes in the contact lens characteristics are outside the manufacturer's finished product
specifications and relevant specifications and tolerances defined in ISO 8321-1 or ISO 8321-2 after completing the
test described in 6.2, the test product(s) is/are judged to be physically not compatible with the contact lens material.

NOTE Pass/fail criteria for this study should be specified in the test plan.
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7 Test report

The test report shall include at least the following information.

a) description of the contact lens material, the lot number and expiry date of the contact lenses;
b) description of the contact lens care product, the lot number and expiry date;

c) test protocol;

d) testresults;

e) name ard place of the test laboratory;
f)  name of|the person responsible;

g) date of testing and an approved signature.
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