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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 ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.
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Introduction

Phakic intraocular lenses are used to correct refractive errors in patients with a non-cataractous
crystalline lens. They are typically used for patients with higher amounts of myopia or hyperopia.
Originally, they contained a spherical monofocal optic to correct spherical errors but later variations
utilized a toric optic to also correct refractive astigmatism. Phakic intraocular lenses with a multifocal
optic can be used to correct presbyopia in patients that have lost the ability to accommodate.

The requirements and recommendations in the ISO series of standards for aphakic intraocular lenses for
themost part also apply to phakicintraocularlenses Those standards should he reviewed for guidance
thgt would also be applicable to phakic intraocular lenses (e.g. shelf-life testing, biocorhpatibility
tedting, etc.).

Thjs document provides requirements and recommendations for phakic intraocularlens investigations
of hew models. Risk analysis should be used to determine the investigational. design, if ngeded, for
mddels that are modifications of parent phakic models. For modifications ofi a’parent phdkic model
refer to ISO/TR 22979.

© ISO 2018 - All rights reserved v
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INTERNATIONAL STANDARD IS0 11979-10:2018(E)

Ophthalmic implants — Intraocular lenses —

Part 10:
Clinical investigations of intraocular lenses for correction
of ametropia in phakic eyes

1 | Scope

Thjs document specifies requirements for any intraocular lenses to be implanted in thg anterior
segment of the eye with the primary indication to modify its refractive power.

There are three main categories of phakic intraocular lenses depending on the optical design}:
a) | Phakic monofocal (PIOL);

b) | Phakic multifocal (PMIOL); and
c) | Phakic toric (PTIOL).

Ea¢h of these categories is further designated for implantation in either the anterior or| posterior
chamber of the anterior segment of the eye.

The basic phakic IOL requirements apply to all the'types. Additional requirements apply to FMIOL and
PTIOL designs.

Thjs document addresses specific clinical requirements for phakic I0Ls that are not addregsed in the
other parts of ISO 11979.

2 | Normative references

The following documents ate)referred to in the text in such a way that some or all of thdir content
comstitutes requirements ‘ef this document. For dated references, only the edition cited applies. For
unflated references, the\latest edition of the referenced document (including any amendmentf) applies.

ISO 11979-1, Ophthalimic implants — Intraocular lenses — Part 1: Vocabulary
ISO 11979-2, @phthalmic implants — Intraocular lenses — Part 2: Optical properties and test methods
ISO 11979=3,"0Ophthalmic implants — Intraocular lenses — Part 3: Mechanical properties and te§t methods

ISO £1979-4, Ophthalmic implants — Intraocular lenses — Part 4: Labelling and information

[SO 11979-5, Ophthalmic implants — Intraocular lenses — Part 5: Biocompatibility
[SO 11979-6, Ophthalmic implants — Intraocular lenses — Part 6: Shelf-life and transport stability testing

ISO 11979-7, Ophthalmic implants — Intraocular lenses — Part 7: Clinical investigations of lenses for the
correction of aphakia

[SO 11979-8, Ophthalmic implants — Intraocular lenses — Part 8: Fundamental requirements
ISO 14155, Clinical investigation of medical devices for human subjects — Good clinical practice

ISO 14971, Medical devices — Application of risk management to medical devices

© ISO 2018 - All rights reserved 1
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3 Terms, definitions and abbreviated terms

3.1 Terms and definitions

For the purposes of this document the terms and definitions given in ISO 11979-1 and 1SO 14155 apply.

ISO and IEC maintain terminological databases for use in standardization at the following addresses:

— IECEI
— ISOO

ectropedia: available at http://www.electropedia.org/

nline hrawsina nlatform: availahle at httne- //urwwrisa ara/ohn
or = 1+ S22 =

3.2 Abk

UDVA
UIVA
UNVA
CDVA
CIVA
CNVA
DCIVA
DCNVA

4 Opti
The applid

reviated terms

uncorrected distance visual acuity
uncorrected intermediate visual acuity
uncorrected near visual acuity

corrected distance visual acuity

corrected intermediate visual acuity
corrected near visual acuity

distance corrected intermediate visual acuity

distance corrected near visual acuity

ral requirements

able requirements of ISO 11979-2 shall apply.

5 Mechanical requirements

The applidg

6 Bioc

The applidg

able requirementswof ISO 11979-3 shall apply.

pmpatibility requirements

able requirements of ISO 11979-5 shall apply.

7 Shel

-11fe and transport stability requirements

The requirements of ISO 11979-6 shall apply.

8 Fundamental requirements

The requirements of ISO 11979-8 shall apply.
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9 Justification for a clinical investigation

A risk analysis shall be implemented in accordance with ISO 14971. If the risk analysis identifies the
need for a clinical investigation, the requirements of ISO 14155 shall apply, with additional requirements
given in this document.

If a new phakic IOL model is a modification of a parent phakic IOL for which the safety and performance
have already been established through clinical investigation in accordance with this document, then
a limited or no additional clinical investigation can suffice. ISO/TR 22979[1] provides guidance in
determining the need for a clinical investigation.

10 General clinical requirements

10.1 General

The requirements for a clinical investigation given in ISO 14155 shall apply, with.additional requirements
givlen below.

10,2 Design of a clinical investigation

10}2.1 Requirements for all types of phakic IOLs

A non-controlled clinical investigation shall be designed tofinvestigate the safety and perfofmance of
PIOL designs, and PTIOL designs of higher cylinder power;

A dontrolled clinical investigation shall be designedteinvestigate the safety and performanc¢ of PMIOL
degigns, and PTIOL designs of lower cylinder power(i.e. cylinder powers of 1,5 D or less).

The primary safety endpoint for all phakic I0Linvestigations is endothelial cell density.
NO[T'E In the case of the non-controlled clinical investigations, data describing changes in endqthelial cell
denysity over time for levels of ametropialsimilar to the levels for the subjects in the investigation from either

litgrature or from a sub-study of non-gperated eyes will be useful in assessing the significance of the pndothelial
cell density changes in the study subjects.

10{2.2 Additional requirements for PTIOLs
Dulring the clinical investigation of a PTIOL, the rotational stability shall be demonstrated.
The following performance criteria for rotational stability shall be fulfilled:

The IOL rotation'is defined as the difference in postoperative orientation of the meridian defiped by the
101, axis indicator between that intended on the day of surgery and that measured at the finallreporting
period forthe investigation. Absolute rotation shall be less than 10° in 90 % of the cases, andl less than
207 i 95 % of the cases.

The clinical performance of low cylinder power PTIOLs shall be demonstrated compared to the non-
toric control PIOL.

In such a clinical investigation, subjects that undergo secondary surgery to correct postoperative
phakic IOL rotational misalignment shall have their clinical results prior to the secondary surgery
carried forward as the final results for that subject, and examinations scheduled to be performed later
in the clinical investigation be performed prior to the secondary surgery, if possible.

The TIOL clinical design provisions in ISO 11979-7 shall be used to determine the additional evaluations
needed to be incorporated into the general phakic clinical investigational design described in Annex A
to evaluate the performance of the PTIOL design.

© ISO 2018 - All rights reserved 3
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10.2.3 Additional requirements for PMIOLs

For PMIOL designs, a clinical investigation shall evaluate the safety and performance of vision at

far

distance and near distances, and at any intended intermediate focal distances. The MIOL clinical design

recommendations in ISO 11979-7 shall be used to determine the additional evaluations needed to

be

incorporated into the general phakic IOL clinical investigation design described in Annex A to evaluate

the visual performance of the PMIOL design.

In all cases, the clinical investigation plan shall include defocus evaluation.

10.3 Characteristics

10.3.1 General

The clinichl investigational plan shall provide information regarding characteristics to be'studied, 3
instructiops regarding the grading and documentation of these characteristics. Whenever possil
objective methods, such as photographic imaging, shall be used.

The folloying characteristics shall be considered. If additional claims aresto be made, additio
correspor{ding characteristics shall be studied.

If several types of phakic IOLs are combined, the characteristics of all of them shall be considered.

10.3.2 Characteristics applying to the clinical evaluations for all types of phakic IOLs
a) UDVA
b) CDVA
c) subje¢tive refraction;
d) contrgst sensitivity;
e) pupil pize;
f) intraqcular pressure;
g) cornepl status, including endothelial cell density status;
i) signs pfinflammation:

— anpterior chamber.cells;

— anpterior chamber flare;

— cystoid macular oedema;

nd
ble,

nal

— hypopyon;

— endophthalmitis;
i) pupillary block;
k) retinal detachment;
1) status of anterior and posterior capsule;
m) status of the crystalline lens;
n) status of anterior chamber angle;

0) status ofiris;

4 © ISO 2018 - All rights reserved


https://standardsiso.com/api/?name=d34e16875656567e5edc3c637b39c145

ISO 11979-10:2018(E)

p) anterior chamber depth;
q) IOL decentration;

r) IOLtilt;

s) IOL discoloration; and

t) IOL opacity.

Ifjustified by the risk analysis, cycloplegic refraction shall be considered for all phakic IOL investigations.

10}{3.3 Additional characteristics applying to PTIOLs
a) | keratometry; and

b) | IOL axis mark rotation.

10}3.4 Additional characteristics applying to PMIOLs
a) | UNVA, and if applicable UIVA;

b) | DCNVA, and if applicable DCIVA;

c) | subject questionnaire;

d) [ defocus evaluation; and

e) | fundus visualization.

10.4 Duration of the investigation

The minimum duration of the clinical investigations shall be 3 years (see Annex A for visjt window
tolprances) for all parent phakic IOLs-which are not modifications of a model for which gafety and
performance data have been established through clinical investigation.

When a phakic IOL is a modijfieation of a parent phakic IOL, ISO/TR 22979 is used as gyidance to
determine the need for a clinical investigation.

All subjects in a clinicalinvestigation that have not been discontinued shall complete all visits of the
investigation. The clifical investigation shall be considered completed when all subjects thatfhave been
enfolled in the investigation, including subjects whose phakic IOL was removed or replaced, Have either
completed follow*up according to the protocol or have past the final visit window.

10.5 Enrelment

To |miftimize the risks associated with the clinical investigation of a new phakic IOL, subject pnrolment
shall“occur in stages. The subject data from each stage shall be evaluated and found acceptdble by the
sponsor and the coordinating investigator (and by the regulatory body, where applicable) prior to the
continuation of the clinical investigation. Guidance on phased enrolment is included in Annex A.

10.6 Bilateral implantation

Any plans for fellow eye implantation shall be described in the clinical investigation plan. Bilateral
implantation shall not be implemented until initial safety and performance data have been collected,
evaluated and confirmed by the sponsor and coordinating investigator (and by risk analysis, if
applicable).

When implantation of fellow eyes is permitted, the clinical investigation plan shall specify the time
period between implantation of first eye and fellow eye, based upon risk analysis.

© IS0 2018 - All rights reserved 5
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Both the first and second eye of each subject shall be included in the analyses of endothelial cell loss,
adjusted for the correlation between eyes. The primary statistical analyses of other adverse events
shall be performed using only using the first implanted eye for each subject; secondary analyses shall
include all implanted eyes. For performance endpoints, the primary analyses shall be performed using

only the first implanted eye for each subject.

The review of data from at least 50 eyes with six months of follow-up is recommended prior to fell
eye implantation. Risk analysis can allow an earlier implantation in fellow eyes if sufficiently justif
by previous clinical experience.

ow
ied

10.7 Surpical technique

The clinicpl investigation plan shall contain descriptions of the surgical technique, the intragperat
use of ophthalmic viscosurgical devices, and the use of preoperative, intraoperative and pestoperat
medicatiohs. Any deviation shall be recorded on the case report forms.

For PTIOLs, the clinical investigation plan shall specify the type and location ofythe incision.
estimated| effect of the incision on the corneal astigmatism shall be used in the proetocol for choos
the appropriate cylindrical power.

If a speciffc calculation procedure is to be used to determine the appropriate power for implantati
the calculption procedure and its derivation shall also be included in the clinical investigation pl
Clinical dfta shall be evaluated at intervals during the investigationto refine the power calculat
procedurd, if necessary.

10.8 Examination and treatment of subjects

The reporfing periods are described in Annex A.

The clinic
occur bety

al investigation plan shall describe how subject visits and ophthalmic adverse events t
veen standard reporting periods will be-handled in the data analyses.

10.9 Adverse events reports

Serious adlverse events and all adverse device effects shall be reported using a special case rep

form and
serious op
from glarg
adverse e}

forwarded to the sponsorras-required. A drop in visual performance shall be considered g
hthalmic adverse event (¢:g. a drop in CDVA of two or more lines; a drop in quality of vis
e/ reduction in contrast-sensitivity associated with the development of a cataract). All ot
bents shall be repdrted using either the standard visit case report form or specific adve

event forns and be collected during monitoring.

10.10 Inclusion and exclusion criteria

10.10.1G¢

bneral criteria for all phakic IOLs

ive
ive

he
ng

hat

ort
sa
on
her
Fse

The follow

all bl o 1IN
T

N
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TG ara ganawral st oo £ 3
llls artc sCllCl darcritcliia vl dil Pllql\l\, O

the risk analysis for the particular IOL model.

10.10.1.1

Inclusion criteria

The following inclusion criteria shall be considered:

a) adult;

b) meets specified refractive criteria (spherical and cylindrical components);

c) meets specified minimum CDVA in each eye;

d) UDVA 0,5 logMAR or worse;
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f)

g)

h)

ISO 11979-10

less than 0,75 D difference between cycloplegic and subjective refractions;

stable ametropia (*¥0,75 D), as expressed by subjective refraction spherical equiva

:2018(E)

lent for a

minimum of 12 months prior to surgery, verified by consecutive refractions and/or medical records

or prescription history;

to control the influence of contact lenses on the refraction, current contact lens wearer needs to
demonstrate a stable refraction (0,5 D), expressed as subjective refraction spherical equivalent,
on two consecutive examination dates and stability of the refraction is determined by the following

criteria:

1) contactlenses were not worn for at least 2 weeks (rigid and toric contact lenses) or,3
contact lenses) prior to the first refraction;

2) two refractions were performed at least 7 days apart;

subject, who is expected to have residual postoperative cylindrical refractive error d

days (soft

f<1,0D,

has been given the opportunity to experience his/her best spectacle vision with the anticipated

correction; and

signed informed consent form.

10.1.2 Exclusion criteria
b following exclusion criteria shall be considered:

previous intraocular and corneal surgery;

an acute or chronic disease or illness that would increase the operative risk or confound the

outcome(s) of the study;

systemic medications being taken that can confound the outcome of the study or increa
to the subject;

ocular condition that can predispose for future complications;

less than the minimum endethelial cell density (ECD) at time of enrollment as described |
coefficient of variationrof-€ndothelial cell area > 0,45 (in both eyes)[2];

percent hexagonality/of endothelial cell shape < 45 %[2];

pregnancy and lactation;

monocularsubject;

insufficient space for the intended implant;

Concurrent participation in another drug or device investigation; and

be the risk

by Table 1;

no cataract of any grade.

© ISO 2018 - All rights reserved
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Table 1 — Recommended minimum endothelial cell density (ECD) for investigation

Age at time of enrolment

Minimum endothelial cell density

years cells/mm?2
21to 25 2950
26 to 30 2 650
31to 35 2400
36 to 45 2200

>46 2000

NOTE

With the rate of endothelial cell density decrease unknown during the
clinical investigation, minimum endothelial cell density values were selected for this
table that are based on conservative assumptions in order to protect the subjects
in the investigation. The recommended endothelial cell density (ECD) in this table
represents the average minimum ECD necessary to leave 1 000 cells/mm?2 at 72 years
of age assuming a 10 % surgical decrease and a yearly rate of decrease of 2 %.

© ISO 2018 - All rights reserved
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The following are additional inclusion criteria that shall be considered for all PTIOLs. Additional criteria
shall be included depending on the risk analysis for the particular PTIOL model.

a)
b)

)

subjective refractive cylinder within the range defined in the clinical investigation plan;

subjective refractive cylinder demonstrated by no systematic change in refractive power over

12 months; and

expected dilated pupil size at least large enough to visualize the axis markings for

posterior

10

Th
cri

a)

b)
‘)
d)
e)

11 Information supplied by the manufacturer

Th

In

on
cel
2 1)
thd
of 1
to

Th
ch{

chamber phakic IOLs.

10.3 Additional criteria for multifocal IOLs

e following are additional exclusion criteria that shall be considered for all PMIOLs.
teria shall be included depending on the risk analysis for the particular PMIQL-model:

subjects with ocular disorders, other than cataract, that could potentially cause fut
losses to a level of 0,66 logMAR or worse in either eye;

subjects who are expected to require retinal laser treatment;
greater than 1,0 D of pre-operative corneal astigmatism;
irregular astigmatism or suspected corneal ectasia; and

inability to achieve secure lens placement in the designated location.

b requirements of ISO 11979-4 apply.

hddition, the contraindications criteria in the labelling should include a modification of Tah
the upper 90 % confidence intefval associated with the actual acute and chronic rate of ¢
| density decrease determined from the clinical investigation rather than the assumed ye3d
b decrease used in Table 1-If.other factors (e.g. anterior chamber depth) are determined tq
rate of endothelial celldensity decrease, these factors should be incorporated into the mg
he table so that a minimum endothelial cell density based on age and these other factors i
show in which patiénts the phakic IOL is contraindicated.

e labelling shdllyalso include a histogram with the frequency distribution of % endot
inges in increments of 5 % between pre-operative and final reporting form levels.

\dditional

ire acuity

le 1 based
ndothelial
rly rate of
influence
dification
b provided

helial cell
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Annex A
(informative)

Elements in a phakic IOL clinical investigation

A.1 Gemerat

The follow
the purpo

A.2 Iny|

A2.1 Ge

The suggé
designs of
and perfo
1,5 D or ¢

Minimum
the acute
haze, decq
The clinid

ring are elements of a clinical investigation plan (CIP) which can assist in collecting(data
ke of determining the safety and performance of all types of phakic IOLs.

pstigation design

bneral

bsted clinical investigation design is an uncontrolled study for\PIOL designs, and PT
higher cylinder power. A controlled clinical investigation is desighed to investigate the saf]
'mance of PMIOL designs, and PTIOL designs of lower cylindér power (i.e. cylinder power
5s). Guidance is provided in ISO 11979-7.

study duration of three years and sample size of 300.isrecommended to adequately evalu
ind chronic changes in endothelial cell density (andassociated adverse events such as corn
mpensation, secondary surgical reintervention, etc.) and the rate of cataract developmd
al investigation plan should inform subjectstand investigators that longer term follow

could be nlecessary.

To take i
investigat
420 subje
exposure

To assist
contributg
Guidance

A2.2 P1

The recon

in Annex B.

jon (including deceased subjects.and subjects who have the IOL explanted), enrol ab

Fo the risks of a new IOL.

in achieving a balance_in)the number of subjects from each investigator, each surge
s a minimum of 20 subjécts, but no more than 25 % of the subjects in the investigati
for accountability is.provided in ISO 11979-7.

imary endpeint

imended primary safety endpoint is endothelial cell density. Sample size guidance is provig

for

OL

Pty
of

hte
eal
nt.

up

hto account that some subjects are “lost to follow-up during the course of the clinical

but

cts. Significantly larger numbers,of subjects are not to be enrolled, in order to minimlize

on

led

A.2.3 Elrrolment

For clinical studies of a single refractive indication, the following phased enrollment plans are
recommended.

a) Phase
b) Phase
c) Phase

10

[: 10 subjects (unilaterally implanted), followed for 6 months;
II: 50 additional subjects (unilaterally implanted), followed for 6 months; and

[1I: remainder of the subjects.
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Depending on the design of the phakic IOL, a different phase-in can be appropriate. The data from
each stage is evaluated and found acceptable by the sponsor and the principal investigator prior to
proceeding to the next stage.

NOTE Previous clinical experience, i.e. results from well-documented clinical investigations, can be used as
ajustification to support faster enrolment.

A.2.4 Standardization of procedures

Define criteria for evaluation of all studied variables. Define testing conditions for all measurements.
Before commencing the investigation instruct and train all investigatorstouse these in order to obtain

data that can be comblned for the purpose of statistical analysis.

The minimum number of completed case report forms for each reporting period is 300)

A.3 Reporting periods

The time frames for the reporting periods are defined below:
a) | Preoperative (Preop);

b) | Operative (Op);

c) | Day 1 (1 day);

d) | Week 1 (5 to 9 days);

e) | Month 1 (3 to 5 weeks);

f) | Month 3 (10 to 14 weeks);

g) | Month 6 (21 to 26 weeks);

h) | Month 12 (11 to 14 months);

i) | Month 18 (17 to 21 months);

j) | Month 24 (23 to 27 months);

k) | Month 30 (29 to 33/months); and
1) | Month 36 (35 te.39'months).

A.4 Clinicaltests

The recomimended examination schedule for PIOL designs is given in Table A.1.
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Table A.1 — Recommended PIOL examination schedule

Week | Month |[Month | Month | Month |Month | Month | Month | Month
1 1 3 6 12 18 24 30 36

UDVA X X X X X X X X X
CDVA X X X X X
DCNVA

Subjective
refraction

Study Preop| Op |(Day1

XMoo | X<

X
X
X

X<

Cycloplegip
refraction

Axial length

Anterior chamberb

Intraocular
pressure

Slit lamp examd

Status of
crystalling lens

>
>
>
>
el T Rl T

Gonioscopjic exam.

< e = (e =
b

Fo T e B B e L P
>

Fundus expm. with
dilated pupil

<

Mesopic pyipil size

Pachymetty of

corneal thfckness Xe X

Keratomefryf

Subject
questionnjire

P BT IR I B R (Sl Bl IS I o N R T
>

X[ >Rl X > X ] > ] > [

Specular
microscopy

Sub-studies

>
>
>

X8 X X8

>

Contrast

sensitivityh X X X

Clearancefnalysisi| X X

a  For corftact lens wearers.

b Distange from the posterigrsurface of the cornea to the anterior surface of the crystalline lens.

¢ Post-syrgery operativ€ day IOP measurements are considered if pupillary block is a possible complication.
d  Tilt and decentragion(of the PIOL are included in the slit lamp assessment.

e Ifrequired for the'surgical procedure.

f To estdbliSh\preoperative refractive stability for contact lens wearers and to demonstrate postoperative corngal
stability, wherenecessary.

g These evaluations are optional (in the case of specular microscopy data, they can be useful to demonstrate the trend
associated with the outcomes given the variability of the ECD measurements).

h  Contrast sensitivity testing is performed on all subjects preoperatively and repeated postoperatively on those subjects
that are part of the contrast sensitivity sub-study and on all subjects that develop crystalline lens opacity at all remaining
visits. The testing is performed under mesopic and mesopic with glare conditions.

i Methods such as anterior segment optical coherence tomography, ultrasonic biomicroscopy or Scheimpflug
photography can be used.

The additional clinical examinations recommended for PTIOL designs are given in Tables A.2.
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Table A.2 — Recommended additional PTIOL examination schedule

Stud Preo 0 Dav 1 Week |Month | Month | Month | Month | Month |[Month | Month | Month
y P op YA 1 3 6 12 | 18 | 24 | 30 | 36
IOL axis orientation X X X X X X X X X

The additional clinical examinations recommended for PMIOL designs are given in Table A.3.
Additionally, the subject questionnaire should add questions regarding the quality of the subject’s vision
as described in ISO 11979-7. Guidance for the defocus evaluation sub-study is provided in ISO 11979-7.

Stud Preo 0 Dav 1 Week | Month | Month | Month | Month | Month | Month \Morlth | Month

y Pl op y 1 1 3 6 12 18 24 3( 36
UNVA X X X X X
Phptopic pupil size X X

Sub-studies

Defocus evaluationa X X X
Far contrast
sepsitivity - X X X
Phetopic with glare

a | Subjects in the defocus study should come from the three pupil size catégories defined in ISO 11979-7. If 10 sub
avgilable in some pupil size categories, then the maximum number available iS used.

ects are not

A.p Evaluations

A.5.1 General

Procedures for general evaluations are deSgribed in ISO 11979-7. Other evaluations specific

I0lLs are described below.

A.5.2 Crystalline lens status

The crystalline lens should be-evaluated preoperatively and at each of the postoperative inte
1 month. The level of evaluation should be commensurate with the risk of lens opacities/ler
idgntified by the risk analysis performed by the manufacturer.

For phakic IOLs wherethe design or surgical procedure could lead to lens changes, a grading
[4][B] or quantitative method should be used to evaluate all eyes for lens changes and to eval

changes over time.

to phakic

rvals after
s changes

systeml(3]
hate those

When lens:opacity is observed, photographs should also be taken when first observed and at each
subsequent visit to document any progression of the opacity. Also, when crystalline lens op
defected, contrast sensitivity testing is performed on that subject at each postoperative

hcities are
bvaluation

ft £l 3dexx i 1. |
arter—tne Updlity 15 UUSTT VEU.

A.5.3 Aqueous cell and flare assessment

The slit lamp examination includes the measurement of aqueous cell and flare by a standard grading

systemlé].

A.5.4 Measurement of intraocular pressure

Intraocular pressure is measured using Goldmann applanation tonometry. Other methods can be used
with a scientific justification, provided that all investigators use the same method.
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