A\
/3 2

R -

| s
<
BOARD CERTIFIED FELLOW ° é’
ICL: Planning, Surgery; u @ e
Follow-up ' q"’

Andrea Russo, MD, PhD, P-CEO, FWCRS ﬁ# l I p p O

:;zfra ttivo
= 1iF-TaTe







Ove rView Pc;stell;ior
of plOLs o

fixation)
Verisyse

Veriflex

Iris-
Anterior D LT
Chamber Artiflex
Angle

Supported

(Cachet)

Posterior
Chamber

Dist. Meeting — Sept. 2022, Milan e STAARSURGIC AL CONFIDENTIAL



Lens design

Body / Haptic

2 full thickness
holes in the
footplates (360 L)
(Proper orientation
in the eye)

4 footplates

2 peri-optic full thickness holes
(360 W)

VICMO, VTICMO, VICM5, VTICM5




Source: K Shimizu. MD.

* Important step forward in ICL design development.
* Eliminates the need of iridotomies?
* Restores a more natural agueous flow?






To remember:

¢ The magnification/minification effect changes with
the vertex distance.
* The closer the lens is to the eye, the weaker the
effect is.
e Effect on visual acuity: VA is lower with eyeglasses
1 than with contact lenses for someone with high

M myopia.
1 d x P Minification Vertex distance Minification

effect for a lens (mm) effect for a lens
power -10.00 D power -20.00 D

0.909/-9.3% 0.833/-16.7%

0.893/-10.7% 0.806/-19.4%

M = minification effect

d = vertex distance 0.877/-12.3% 0.781/-21.9%

P = power of the lens 0.762/-13.8% 0.757/-24.3%




Posterior Chamber Concept

¢ APIOL placed in the posterior chamber (before the crystalline lens and
behind the iris), the Collamer lens comes closer to the nodal point of the
ocular refractive system and contributes to the optimal retinal image
formation in highly myopic eyes. Ciin Exp Optom 2014; 97: 516-522.

* Retro-irideal or pre-lenticular position is ideal for a gain of 23% in optical
efficacy. Lovisolo. Posterior phakic chamber lenses. Chapter 3.

e Amplification factor of the visual angle (1.26). The ICL Optical Zone
corresponds to an optical zone at the corneal plane which is larger by a
factor of 1.26. Lovisolo. Posterior phakic chamber lenses. Chapter 8.

» Jack Holladay rule of thumb: “for each diopter of correction there is 2%
mag for Plus and 2% min for minus. So, 12.5 D aphakic spectacles are
25% larger then emmetropia. Each line of visual acuity is 25% larger than
the line below, so if a person were -12.5 D of myopia and saw 20/20 with
glasses, they should be 20/16 after refractive surgery to be comparable.”
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ARTICLE

Ten-year prevalence of rhegmatogenous ®
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retinal detachment in myopic eyes
after posterior chamber phakic
implantable collamer lens

Lurs Arrevola-Velasco, MDD, PhD, Jaime Belirgn, MDD}, Anag Rumbo, O, Rague! Niete, OF, Vasyl Drruechklv, M5e,

fosé Maria Martinez de la Casa, MU, PRI, fosé Maria Buiz-Moreno, M0, 20D
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Posterior Chamber plOLs Characteristics

Treatment options for the future
* A plOLis an additive procedure (a lens is implanted inside the eye) that can be removed.

* |OL power calculation in eyes after previous phakic IOL implantation in comparison with eyes after previously performed corneal
refractive procedure is more precise and predictable®.

* Corneal based refractive procedures can be done after phakic intraocular surgery?.

Placement is discreet

* Because the Visian ICL is implanted in the posterior chamber, behind the iris, unlike other phakic 10Ls, the lens is invisible to both the
patient and any observer.

Preserves accommodation?® as crystalline lens is not removed.

1. Lens surgery after previous refractive surgery. Section 4. Chapter 11.

2.Laser in situ Keratomileusis and Photorefractive Keratectomy for Residual Refractive Error After Phakic Intraocular Lens Implantation. César A Sanchez-Galeana, MD; Ronald J
Smith, MD; Xavier Rodriguez, MD; Miguel Montes, MD; Arturo S Chayet, MD. Journal of Refractive Surgery. 2001;17(3):299-304.

3.Phakic Intraocular Lenses. Surv Ophthalmol. 50: 549-587, 2005. C. Lovisolo, D. Reinstein.
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Approval Ranges

Current Optical Diameter EVO+ Optical Diameter Approximate Equivalent OZ

Diopter Cylinder (mm) (mm) at Corneal Plane*?23 (mm)

-0.510-9.0 +0.5 1o +6.0 5.8 6.1 1.6

-9.510 -10.0 +0.5 ¢
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-10.5 to -12.5 +0.5 1o +6.0 5.3 5.3-58 6.6-73

-13.0t0 -14.0 +0.5t0 +6.0 49 50-52 63-6.5

-14.5 to -18.0 +0.5to +6.0 3
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+0.0 to 10.0* +0.5t0 +6.0

)
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Available in 0.5 D increments

*The Hyperopic Model is not EVO and has no central port in the optic Lens lengths: **11.6 mm /121 mm /12.6 mm /13.2 mm / ***13.7 mm
Data in this brochure relates to the myopic and toric myopic versions. ** Available only in the Hyperopic Model

For infermation on the hyperopic range, please contact STAAR Surgical *** Available only in the Myopic Model
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Calculate For
Patient ID
Patient Name

Operative Eye

DOB
Gender
BVD
Sphere
Cylinder
Axis

K1

K2

ACD

cT

Wiw

CL Spheara

Any previous
intervention?

63182 Andrea Russo Date: 2021.12.07

(3 ICL & Toric ICL
28052001

Pexoocx Xyyyy )

® OoD [0S

Year Month Day
12001 %[5 v [28w
Cm OF

16

-8.25
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Power Degrees
42.18 @ 9

43.73 @ 99
3.525

0.510
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' No
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Monocular Manifest Refraction Protocol

START: Initial abarrometry Rx

J-

Check visual acuity

J
Mo —»

T N/

Daes this blur
them a little?

b

¥es

b

Remove the added +0.25

N

Yes — Add -0.25 DS

T N

Can you read more letters?

b

Mo

N

Remove the added -0.25

Add +0.25 DS

_,_.>

Put up 20040 line
NP
Put up Jackson Cross
N2 N
Cyl=10 Oyl <0
NP
Test 4 positions l/
of axis Refine axis
N2 N
Pat in -0.25 DC Refine power

J

1f =0.25 D change, refine axis

J

Remove Jackson Cross

J

No €— Clear preference for power?

d
-3 Vs

Find smallest ling

J

Test 0.25 DC difference

Put up smallest line

N

No —> Add +0.25 DS

T N/

Does this blur them a little?

«F ¢«

Remove the added +0.25

<_

Add =0.25 D5

<_

Can you read more letters?

N N

M Yes

N2 L

Remove the 2

added -0.25 EE



Binocular Balance Protocol

Add +1.50 D5 lenses into both eyes® If sphere changed in one eye, remove

N
L ‘ +1.50 DS lens and check CDVA
Put up 20/200 line and ask how far \|/
down the chart the patient can read Put up smallest line
If can read better than 20/63 they are under- Add +0.25 D binocularly & No
plussed, so add plus binoculary until blurred ik T
b Does this blur them a little (wait 5 secs)?
Cover R and L eye alternately with your hand e J
and ask which is better (sharpness not brightness) 4 o }ame Yes
using the 20/200 line ’ ¢
T L Remaove the added +0.25
One eye sees baetter than the other Jd:
\I_, Final Binocular Bx

————  Add +0,25 D5 1o eye seeing hetter

*M.B. This is for a testing distance of 2.40 m using
the CSV-1000 chart = equivalent to +1.08 D




Doctor ID

Calculate For
Patient ID
Patient Name

Operative Eye
DOB

Gender
EVD
Sphere
Cylinder

Axiz

K1

K2

ACD

cT

Wrew

CL Sphere

Any previous
intervention?

63182

Andrea Russo Date: 2021.12.07

ICL Toric ICL

28052001
ad = B .
oD 05
2001.05.28
M F
i6

-8.25

1B

Power

42,18
43.73
3.525
0.510

11.65

Mo
Yes:

Degrees
@ 9
@ 99

Version 5.00

BSS
Plaase select a lans from the list balow

sel SPH Sel CYL Exp SPH Exp CYL Exp AXIS Exp SEQ
=12.50 +1.5 +01.05 +0f.35 106 +01.22
=12.00 +1.5 +00.68 +00.35 106 +00.85
-11.50 +1.5 +00.30 +00.35 106 +00.47
-11.00 +1.5 -00.09 +00.35 106 +00.09
-10.50 +1.5 -00.48 +00.36 106 =00, 30

Target Laens Selected Taric Myopic L2Z.6mm -11.50/+1.5/X108

DIFFERENT LENGTH REQUESTED
11201
" 12.6
1132
(0 13.7

Cylinder Power

i #0.5 1 +1.0
i® +1.5 i1 420
1425 1430
(3 #3.5 ) +4.0
[ +4.5 1 +5.0
1 +5.5 ) +6.0




Peripheral Iridotomies (Pls)

* Two YAG Iridotomies (0.5 to 0.8 mm) placed superiorly, 902 apart should be placed 1 to 2 weeks
prior to surgery

* Check patency of iridotomies prior to surgery and at the end of surgery
* Prevents pupillary block 10:30 13:30




Horizontal White to White (WTW)




Horizontal White-To-White

» During the FDA Clinical Trial for the ICM/TICM, the Horizontal WTW diameter and ACD
(endo) were used to determine the ICL overall diameter (length).

» The WTW values were obtained using Calipers at the slit lamp or using the Orbscan unit.

U.S Food and Drug Administration Clinical Trial of the Implantable Contact Lens for Moderate to High Myopia. Ophthalmology 2003.




BAUSCH+LOMB
Orbscan

The Orbscan is a non-contact topography system used for anterior
segment evaluation.

It uses the horizontally moving scanning camera to acquire slit m
images. After image reconstruction, a mathematical three- n
dimensional model of the cornea and the anterior segment is
calculated.’ Tk
Manufacturer Bausch & Lomb
Type Optical
Measurement Principle  Slit-scanning with Placido disk topographer
Models Orbscan, Orbscan Il, Orbscan llz, Orbscan 3 /
Measurements WTW, ACD (epi or endo), Keratometry (K), CT
Comments Automated vs. Manual (Digital Caliper, Eye Metrics)

1. Dominguez-Vicent A, Pérez-Vives C, Ferrer-Blasco T, Garcia-Lazaro S, Montés-Micé R. Device interchangeability on anterior chamber depth and white-to-white measurements: a
thorough literature review. Int J Ophthalmol. 2016;9(7):1057-1065. doi:10.18240/ijo.2016.07.20Technologies for anatomical and geometric characterization of the corneal structure
and anterior segment: a review. Semin Ophthalmol. 2015;30(3):161-170. doi:10.3109/08820538.2013.835844



|OLMaster

Manufacturer

Type

Measurement Principle
Models

Measurements

Carl Zeiss Meditec

Optical
Swept Source OCT + Partial Coherence Interferometry (PCl)
1,2,3,4,5.4,500, 700

WTW, K, ACD (epi), LT, Central Corneal Thickness (CCT), Axial Length
(AL), PS




Pentacam

* The Pentacam rotating Scheimpflug camera (Oculus, Wetzlar, Germany) imaging
system is a rapid, non-contact modality that enables the study of the eye’s anterior
segment using a blue light emitting diode and a rotating Scheimpflug camera. Using
the Pentacam rotating Scheimpflug camera, the patient was asked to fixate straight
ahead on the blue circular fixation target.

* The rotating camera captured up to 25 slit images of the anterior segment in less than
2 s, whereas the horizontal WTW and the ACD were automatically yielded by the
imaging system.’

Manufacturer Oculus Optikgerate GmbH

Type Optical

Measurement Principle  Scheimpflug Topography System
Models 2002: Pentacam

2007: Pentacam HR
2015: Pentacam AXL
2019: Pentacam AXL Wave

Measurements WTW, ACD (epi or endo), K, CT L]
Comments Pentacam AXL has integrated Axial Length measurement in addition to
AS tomography, the original function of Pentacam HR. D | I l L l I S

1. Calvo-Sanz JA, Poyales F, Zhou Y, Arias-Puente A, Garzén N. Agreement between the biometric measurements used to calculate the size of the implantable collamer lenses
measured with four different technologies. Indian J Ophthalmol. 2022;70(5):1586-1592. doi:10.4103/ijo.1JO_2217_21






Definition of VAULT

Distance between the posterior
surface apex of the ICL and the
anterior apex of the crystalline

lens




Examples of ICL postop Vault




Label axis

Pl o

13°CCW

Rotating Lens 13°CCW moves the
positive axis (label) to 90°

Note: the positive axis (label) is not visible. It’s drawn
in the picture for explanation.

TARGET LENS
s Hoos Sphec |Cylmger | Axs
Tk Moygac 15.2mm WIS 50 =0 : 2.0 G,
LEMS ORDERELD
SBEE el |3pl'+|'u- :-"_-,-Ii:ulur ik Lintinl Munrams
Torks Moz L. 2mm WIS 102 I-E 50 |30 [RE) TIOARLA

Rotata lans counterclockwise 13° after harizontal implantzatian

to position lens at 13°
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Why a correct prediction is so difficult?

* Only four sizes

* A number of parameters

* Many formulas use linear regression models
* Significant Noise: postoperative lens position
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Predictability of the Vault after Implantable Collamer Lens
Implantation Using OCT and Artificial Intelligence in
Caucasian Eyes
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Abstract

Purpase:

la comgare the predicted vault using machine learning with the achieved vault using the online
manufacturer's nomagram in patients undergning postarior chamber implantation with an implantable
collamer lens (ICL.
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Attempted result: Vaulting = 500 + 250 pm

Manifacturer’s Nomogram
* 72% of predictions are within the
range of 250 um of accuracy

m Carract prediction . ® Out of rarge

Attempted result: Vaulting = ET prediction £ 250 um

Machine Learning

* 88% of predictions are within the
range of 250 um of accuracy

* accuracy improvement of 16%

= Correct prediction = St of range
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Phakic I0OLs - Surgical Technique



Immediate Pre-Op

» The patient should be prepared for surgery according to standard operating
procedure.

» Ensure sufficient pupil dilation to allow for easy and effective manipulation of the
ICL behind the iris.

» Typical pre-surgical dilation ophthalmic drops: Tropicamide, Phenylephrine or per
surgeon’s operating procedure.

w A

Well dilated pupil



Surgical Technique

Two Paracentesis (help with manipulation of the lens without crossing the center of the pupil)

Anesthetic injection

Viscoelastic injection

* Temporal, clear corneal incision (less than 3.5 mm) typically 3 to 3.2 mm
* Injection of ICL into the AC

* (Injection of viscoelastic on top of the ICL)

* Positioning of ICL posterior to iris

* Check for proper centration and alignment

* lIrrigation (and aspiration) of viscoelastic

* (Constriction of pupil (miotic))

* Confirm patency of the iridotomies- in non-central port Visian ICL models

* Immediate post-op check (typically 1 to 4h postop)
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Recommended ICL Positioning Instruments

Deitz tucker 4
Pallikaris olive tip | \
Vukich ICL Manipulator ©

Batlle ICL Manipulator N
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Post-op Medication: Surgeon’s standard procedure and
medical judgement

> Follow your standard procedure.
» Medications may include antibiotics and anti-inflammatories.

> Diamox 1+2 tablets

» Patient’s accommodation close to the clinic



M. Packer. Clinical Ophthalmology 2016 June

° ”Ext remes Of vau |t must be Therefore, as these authors state, the variability of vault
. . regardless of sizing methodology probably reflects unmeasur-

Vi ewed as ris k fa ctor fO ra dve rse able ocular characteristics such as “vertical compression by
eve ntS’ Not as a dve rse events In the iris and dampening effect of the ciliary sulcus structure™.

The demonstrated variability of vault regardless of sizing

”
and of themselves |
methodology may be due to unmeasurable anatomic and

) Adequate VaUIt ra nge 90 to 1’000 Ehysioltogﬁc faitorsbaffecting the relationship of the ICL and
. 1e posterior chamber.
microns'?

* |deal vault range 250 — 750
microns?

Gonvers M, Bornet C, Othein-Girard P. Implantable Contact Lens for Moderate to High Myopia; relationship of vaulting to cataract formation. J Cataract Refract Surg 2003; 29:918-924
Dougherty PJ, Rivera RP, Schnieder D, Lane SS, Brown D, Vukich J. Improving accuracy of phakic intraocular lens sizing using high-frequency ultrasound biomicroscopy. J Cataract Refract Surg
2010; 37: 13-18.

Alfonso JF, Fernandez-Vega, L, Lisa C, Fernandes P, Jorge J, Montes-Mico R. Central Vault after phakic intraocular lens implantation: Correlation with anterior chamber depth, white-to-white
distance, spherical equivalent, and patient age. J Cataract Refract Surg 2012; 38:46-53
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ORIGINAL ARTIGLE
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Immediate Sequential Bilateral Implantable
Collamer Lens Surgery Is Safe and Effective

Andrea Russo, MDD, PhD; htavie Filing, DMeath; Erik Mertens, MD; Sheraz M. Daya,
MD, FACP, FACS, FRCSEd; Luigi Conti, MD; Froncesco Carones, MD; Giwlia Festa, MDD
Messandro Baldind, MD, FERCY: Glacomo Savini, MD

ABSTRACT

PURPOSE: Tn assezz the clinical cutcames ane safehy pro-
files of patients who undensent imreediabe sacdential bitat-
aral phakic Lens surgary.

METHODS: Thiz selrospechve moklicenler siody incbaded
2R consecutiva patienis [B08 evas) whe untapssan: hilataral
sarme-day Implantable Collamear Lers HUL [STASE Sargice.|
surgers The authors focused on 1-year peslopsrative clinical
aulcomes gnd adearia el

RESULTS: In tk= initial cohert, 174 patients 1352 r::.-r::',‘ el
aclusian crterin. OF thase, 335 ayas undersant moyoaic 1GL
placerrand, gne 17 eyes racelved a hyperopic ICL. Kotably,
874 ol syes achieved £0.50 wraplers (D] and $5% achiavad

R-e:rriln::lh'r: surgery bus undergone ropid advanoe
ments with substantinl msrcket l'lr!‘.-:!rl‘liil], pir
licelady in Tighl ol the esealaling prevalsce of
eriveris, A ol 20n. .|]:-E|r||1-:i|r|.'|:|!i_'_u 205 ol The 3_1-::-1:1.:|'|
papniatinn wis affocthed by mynpio, a fgere projest
e toorise to 50% by 20500 This estimation does not
pcoount for the exacerbeting impact of coromevirs
disgage Z01% [COVID-1v) restrictions, which haeve
increaged indoor tioe for younger individualsd The
“plantable Collamear Lens [[ICL]; STAAR Surgical)

+£1.00 0 al the intendad relraciicn. One year gesiopesativels
TE% of pyas damenstrated optimal vaulting (250 ta 750 pmi,
with a sigaificant 19% reduction inwwult ng absareed pver the
12 Fenths 17« 0O1L Only mines adverds events, including
eary calaraci larrralion |1 anel, secondary Loric ICL rolalion
I3 zasezl, and ICL exchange dus ic inappraprizie vaulting 14
casan|, ware natad

CONCLUSIONS: The findiags corroborale e safely and el-
ficacy al irrmediate sequential bilsleral phakes BEns surgesy
ane irdicate its patardial as = trzaiment opticn. The lowinei-
danca af rrinor adverse svaris further reinforces ics favorable
satety profile

Lt Sadract Sorg. 2024;40051:0313-8320.]
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of immediote sequential bilateral cataract surgery, in-
cluding recent meta-analyses," " in clinical practice
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Proven Predictability?

The EVO Visian ICL product family offers predictable outcomes across a broad range of treatment correction?

Spherical Equivalent Attempted vs Achieved

: E : ;ﬁégim

'.i :F:_: - Jgﬁﬁ-,
No homograms needed = = =
Refraction! ¢. :

1. Parkhurst G, Psolka M, Kezirian G. Phakic intraocular lens implantation in United States military warfighters: A retrospective analysis of early clinical outcomes of the Visian ICL. J Refract Surg.
2011;27(7):473-481.



Patient Experience

In a pivotal FDA study, the EVO Visian
ICL Product Family showed 99%
patient satisfaction?

Patient Satisfaction
Patient Satisfaction at 3 years (n=341)

1. MICL PMA data: P0O30016.
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