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Requests for approval of continuing optometric education (CE) courses should be submitted on
this form. The California State Board of Optometry requires the following information in order to
process a course approval request:

$50 processing fee

Name of provider

Course title(s) .

Date(s) the course is scheduled to be offered

Topical outline of the course subject matter
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Curriculum vitae (CV) of all instructors and lecturers involved (NOTE: CVs should include
every term of employment, academic credential, publication, contribution or significant
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Requests for approval and the supplemental information should be submitted to the Board office
at least 45 days prior to the first date that the course will be offered. Requests will be reviewed by
staff and forwarded to the CE Committee for final review. If necessary, Board staff will contact
the requestor for additional information. Course approvals are valid for 12 months or until the
course is modified.

The CE Committee’s decision(s) will be noted and a copy of this form will be returned to the
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STATE BOARD OF OPTOMETRY
2450 Del Paso Road, Suite 105
Sacramento, CA 95834

On behalf of NVISION Eye Centers, we are writing to request approval of Continuing Education to California
doctors of optometry. The education will be delivered by Board Certified Ophthalmologists, clinical investigators
and experts in technology and patient consultation.

We are writing in response to your letter for information pursuant to CCR 1536 (g), to address why our application was
submitted earlier than 45 days for course accreditation. As well as additional content requested.

The reason why our application was submitted earlier than 45 days for the course named

“Smile Incision Lenticle Extraction” given March 5, 2017 access to the final presentation of the material not being
accessible due completion on training on behalf of the surgeon and certification on new procedure. Once information
required, we moved quickly to process accreditation requests. Please accept our apologies and deepest regrets. Going
forward, we will make every effort to process these applications in a timely manner.

Course Description: This course will introduce Smile Incision Lenticle Extraction procedure, patient selection, and
outcomes.

Course Objective: Knowledge transferred to Help our ODs explain options to the patient as well as to help them guide
through the post operative phase.

Conditions of Availability: This course will be open to all licensed ODs. They will be notified through flyers, Eventbrite,
and fax by request.

Records: NVISION Eye Centers to maintain and furnish to the Board and/or attending licensee such records of course
content and attendance as required for a minimum of three years.

Professional Advancement: NVISION Eye Centers seeks to offer professional education to local and regional
optometrist. As a leading practice in the ophthalmology field, NVISION doctors are engaged in research and latest
developments on procedures, technology, and clinical therapies. The field of optometry is constantly evolving at a
rapid pace and optometrists need to keep up. All Things Refractive in an interactive presentation. This CE activity
will help attending ODs learn a full understanding of refractive surgery technology, clinical treatments and
procedures, candidates, post-op & pre-op care, cost, co-management, how it is performed, and benefits.

The contact person for this program is myself, and | can be reached at 949.234.8129 or
Leslie.Kuhlman@nvisioncenters.com.

Sincerely,
Leslie Kuhlman

NVISION Laser Eye Centers
Continuing Education and Special Projects Coordinator

75 Enterprise, Suite 200, Aliso Viejo, CA 92656
p: 949.274.4652 + f:949.509.4858 ¢ e: info@nvisioncenters.com ¢ w: www.nvisioncenters.com
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Presenter — Tom Tooma, M.D.

Course Title — Smile Incision Lenticule Extraction

Course Outline ~

U.S. LVC Market
Procedural Volumes Down from Historical Highs & Never Recovered

LASIK IS THE SAFEST ELECTIVE PROCEDURE WITH THE HIGHEST PATIENT SATISFACTION IN THE WORLD TODAY

U.S. LVC Market

Key Market Drivers

REFRACTIVE SURGEONS HAVING LASIK

5X MORE LIKELY — 65%

95% OPERATED ON A FAMILY MEMBER

3 Month Uncorrected Visual Acuity Outcomes

No enhancements performed

Overall Satisfaction With Present Vision WAS 99%
Cosmetic Procedures and Patient Satisfaction Rates

LASIK FACTS

DRY EYE TYPICALLY RESOLVES

LASIK FACTS

NO DRY EYE PRE OP = NONE POST-OP
LASIK FACTS

ONLY PATIENTS WITH DRY EYES PRE-OP, MAY DEVELOP DRY EYES POST-OP
Tear Lab

InflammaDry

MMP-9

LipiView

Gland Imaging

LipiView

- Gland Imaging

CTL

SINGLE LARGEST RISK FACTOR FOR MICROBIAL KERATITIS

CTL RELATED INFECTIONS

1,000,000 VISITS ANNULALLY

4% OF ER VISITS , A

Proportion that strongly recommended their current vision correction (%)
Former CL wearers who had LASIK were asked:

“Does LASIK work better for you than contacts?”

LASIK improved ease of night driving

75 Enterprise, Suite 200, Aliso Viejo, CA 92656

p: 949.274.4652 » f: 949.509.4898 e e: info@nvisioncenters.com ¢ w: www.nvisioncenters.com
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LASIK did not increase dry eyes relative to baseline CL use
LASIK — MY OUTCOMES

UCVA 20/20 =95.1%

BINOCULAR UCVA 20/20 = 99%

POST OP MEAN SPHERE

-0.08 +/- 0.24D

68.2% +/- 0.24D

95.4% +/- 0.48D

POST OP MEAN CYLINDER

0.17D +/- 0.21D

POST-OP MEAN UCVA

20/17.4 +/- 0.6

U.S. LVC Market

Impact of ReLEx SMILE

RelLEx SMILE

Procedure Step-by-Step

Series of lamellar resections

15t lamellar cut defines posterior surface of lenticule

15t side cut defines lenticule diameter :
2nd |lamellar cut defines anterior surface of lenticule/posterior surface of attached cap
2 side cut creates incision for removal of lenticule
Understanding SMILE

Docking

Centration on Visual Axis

Low Suction Pressure

Extremely Comfortable

Dissection of Lamellar Planes

And at the end...a smile

Day 1 SMILE

Day 1 SMILE Fellow eye

RelLEx SMILE — POTENTIAL BENEFITS

80% SMALLER SIDE CUT

30% SMALLER CAP CUT

UPPER CORNEAL LAYERS REMAIN INTACT

SMALL INCISION — FEWER TRANSECTED NERVES = LESS DRY EYES
SMILE — POTENTIAL BENEFITS

80% smaller side cut — less transected nerves, less dry eyes
Anterior lamellae of cornea preserved, including bowman’s layer - better structural integrity
No flap to dislodge

Minimally invasive — flapless surgery

SMILE — PATIENT PERCEPTION

LESS INVASIVE

FOR PATIENTS WHO ARE AFRAID OF LASIK

FOR PATIENTS WITH DRY EYES

75 Enterprise, Suite 200, Aliso Viejo, CA 92656

p: 949.274.4652  f: 949.509.4898 ¢ e: info@nvisioncenters.com ® w: www.nvisioncenters.com
6


http:www.nvisioncenters.com
mailto:info@nvisioncenters.com

N\/ISI<0>|\I

EYE CENTERS
CTL FAILURES — IDEAL
BRAND NEW LASER VISION CORRECTION PROCEDURE
SMILE IS NOT FLAPLESS LASIK, IT IS A BRAND NEW PROCEDURE
SMILE Limitations _
1. Vision recovery is a bit slower than LASIK
Final visual outcomes on par with LASIK
No eye tracking technology — NOT NEEDED
No centration technology — NOT NEEDED
Tissue removal on par with LASIK
No custom ablation, but aspheric lenticule, so risk of glare on par with LASIK — NOT FOR ABERRATED
CORNEAS "
SMILE Limitations
8. No hyperopia capabilities as yet — EARLY STUDIES
9. No presbyopia capabilities as yet
10. Retreatment may be performed using LASIK
SMILE Superiority
1. Less dry eyes than LASIK
2. Less risk with eye injury, eye rubbing or sports
3. Same laser energy and treatment time for -10.00D and -2.00D
4. Same predictability with SMILE for -2.0D and -10.00D
5. Greater biomechanical stability/corneal structural integrity
SMILE expands Refractive Options
SMILE expands but does not replace patient options for refractive surgery
SMILE complements PRK and LASIK, with lots of benefits and some limitations
LASIK requires Femtosecond Laser and Excimer Laser, PRK only an Excimer Laser and SMILE only a Femtosecond
Laser :
SMILE expands Refractive Options
SMILE like LASIK, preserves the epithelium for excellent post-operative comfort
SMILE like PRK, preserves the biomechanical stability of the anterior stroma
SMILE expands Refractive Options
Visual recovery is faster than PRK but slower than LASIK
Intra-operative comfort is greater with SMILE
Post-operative comfort greater with LASIK and SMILE, perhaps better with SMILE
Study Design & Objective
FDA Study
Study Design & Objectives
VisuMax Study Investigators
Key Inclusion Criteria
* 22+yearsofage ' A
«  MYOPIA from > -1.00 D to < -10.00 D; with < -0.50 D cylinder and MRSE £-10.25 D
» STABLE REFRACTION FOR THE PAST 12 MONTHS
* UCVA<20/40
* BSCVA at least 20/20
* CENTRAL THICKNESS > 500 microns

oOu s wN

75 Enterprise, Suite 200, Aliso Viejo, CA 92656
p: 949.274.4652 o f: 949.509.4898 ¢ e: info@nvisioncenters.com ® w: www.nvisioncenters.com
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Key Exclusion Criteria
«  MESOPIC PUPIL DIAMETER > 8.0 mm
* Cylinder>-0.50D
« STROMAL BED UNDER CAP OF <250 MICRONS
«  UNRESOLVED DRY EYES
e PREVIOUS INTRAQOCULAR SURGERY OR CORNEAL SURGERY
Preoperative Refraction Parameters
FDA Study
Effectiveness: Post-Operative UCVA
FDA Study
Refractive Stability: Mean Change in MRSE
Refractive Predictability
High MRSE Predictability at 6 Months
FDA Study
Refractive Stability: Predicted MRSE at 6 mo.
High MRSE Predictability at 12 Months
FDA Study
Refractive Stability: Predicted MRSE at 12 mo.
FDA Study
Patients with Post-op UCVA 2 Pre-op BSCVA
My two cents on SMILE
[ still give a slight edge to Custom All Laser LASIK, but there are deflnltely patients that are better served with
SMILE
I think it is an amazing procedure, superior to PRK and it is rapidly evolving and improving

Many patients standing on the sidelines will choose SMILE — No cut, no flap, less dry eyes, structurally intact eye

My two cents on SMILE
| have no hesitation to treat anyone with SMILE rather than LASIK today, not a year ago, but today
In the past decade 1 million SMILE procedures have been performed, that is, the worldwide volume has doubled
- in the past year
This growth rate is faster than any other refractive procedure including LASIK
ReLEx SMILE
FDA Approved Indications
Indications for Use:
Reduction or elimination of myopia -1.00 D to -8.00D (-8.01 D to -10.0 D will trigger a flagged warning), with < -
0.50D cylinder and MRSE -8.25D in the eye to be treated in patients who are 22 years of age or older with
documentation of stable manifest refractlon over the past year.
RelLEx SMILE
Difference Between U.S. and 0.U.S.
U.S. Indications
- Sphere: -1.00t0 -8.00 D (-8.01 D to
-10.0 D will trigger a flagged warning)
Cylinder: Not FDA approved. Must have < 0.5 D of residual cylinder
MRSE: -8.25D

75 Enterprise, Suite 200, Aliso Viejo, CA 92656
p: 949.274.4652 o f: 949.509.4898 e e: info@nvisioncenters.com * w: www.nvisioncenters.com
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ReLEx SMILE

Difference Between U.S. and O.U.S.

U.S. Parameters

ReLEx SMILE

Difference Between U.S. and O.U.S.

U.S. Parameters

Incision size = 90 degrees (~“6mm)

Incision orientation = superior

Optical Zone = 6.0 —6.5mm

Spot separation = 3.0um

ReLEx SMILE

Efforts to Expand U.S. Treatment Ranges / Parameters

ZEISS VisuMax® Spherocylindrical SMILE Study

ReLEx SMILE _

Efforts to Expand U.S. Treatment Ranges / Parameters .

Military Study

ReLEx SMILE

Quickly Gaining Popularity OUS

ReLEx SMILE

China a predictor of US market with VisuMax and SMILE?

ZEISS ReLEx SMILE grew refractive procedures by more than 200% on average per ZEISS VisuMax laser over a 5-
year period in China.

ReLEx SMILE

By the Numbers

VisuMax Femtosecond System

Designed for Corneal Laser Surgery

Technical Benefits

High-precision flaps and corneal incision due to high performance femtosecond (500,000 Hz) technology
Widely adjustable flap diameter, thickness, hinge position, side cut angle
Easy repositioning of the flap (dock, re-dock)

Only femtosecond laser that can perform ReLEx® SMILE

Thank You!

WHAT ABOUT PATIENTS WITH DISTORTED CORENAS

CONTOURA

TOPOGRAPHY GUIDED LASIK

Zernike Pyramid - Low Order Aberrations Sphere and Cylinder

High Order Aberrations to 6th Order are Measured and Treated with Contoura Vision (see slide 12)
Image Validation — Registration Data '
Image Validation — Reproducibility Check

Maps 1 and 2 compare well (0.75 Diopters difference or less)

Treatment Planning — Step 2

Analyzed Area

Treatment Planning —Step 4

Higher Order Aberrations (HOA’S)

75 Enterprise, Suite 200, Aliso Viejo, CA 92656
Pp: 949.274.4652 » f:949.509.4898 e e: info@nvisioncenters.com ¢ w: www.nvisioncenters.com
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Additional Treatment Planning
Comparing Treatments
43 Y/O FEMALE .
CONTACT LENS RELATED CORNEAL ULCER — PARACENTRAL SCAR
PRE OP BCVA 20/30
OD -2.50-1.50X20
35Y/0 female
Pre Op — OD -6.75-1.25X180 20/20
0S -6.50-2.00X170 20/20
Post Op UCVA —20/15 OU
Ghosting of images
PRE ENHANCEMENT
13 MONTHS LATER
UCVA 20/150U
GHOSTING OF IMAGES

75 Enterprise, Suite 200, Aliso Viejo, CA 92656

p: 949.274.4652 o f: 949.509.4898 ¢ e: info@nvisioncenters.com ¢ w: www.nvisioncenters.com
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ZE155 ReLEx SMILE (SMALL INCISION LENTICULE EXTRACTION) U, LVC Market Cm

[Minimally Invasive LVC for Myopla Correction kvt Preva\ence o Symptoms

1% Ghosting Glate Halos Starburst

& Thopee: il spiitose:s did oo

T W TR T |

Proced & Never Recovesed Overaﬂ Satlsfactlon Wlth Present ViSIOI’I WAS 99%

U.S. LVC Market

0% - * w Complately
REFRACTIVE SURGEONS HAVING oo “
LASIK s ® Someutat
ao% satlsfled
5X MORE LIKELY — 65%
FHEE ikt 952 OPERATED ON A FAMILY MEMBER o
LT LT -
""" 0%
PR “ NN QNI & 952 and 96.7 .4 of sabfoetz nere satisficd wilh their vision at Wenth 2,

; w
............................... 3 Mer‘\.l.\.\mlﬁcorreued V\sugt Acmw s Cos‘metic Fro,c‘edures‘and Patient,ﬁatisfaction Rates.. ..
Outcomes
LASIK IS THE SAFEST ELECTIVE ] T FROWLT '
PROCEDURE WITH THE HIGHEST : :‘" i o i
PATIENT SATISFACTION IN THE | =
WORLD TODAY * No enhancements performed : ‘
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Tear.Lab

LASIK FACTS

DRY EYE TYPICALLY RESOLVES

InflammabDry LipiView
MMP-9 Gland Imaging

LASIK FACTS

NO DRY EYE PRE OP = NONE POST-OP

LipiView o CTL

Gland Imaging

SINGLE LARGEST RISK FACTOR
LASIK FACTS FOR MICROBIAL KERATITIS
ONLY PATIENTS WITH DRY EYES PRE-OP, PO

MAY DEVELOP DRY EYES POST-OP : ‘:

12 2
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LASIK improved ease of night driving

CTL RELATED INFECTIONS

1,000,000 VISITS ANNULALLY
4% OF ER VISITS

70 1

60 | ~—LASIK after contacts
S0y A ~—LASIK after glasses
w0 T T T s coninund
30

20 -

10

Baselne 1year 2years 3years

preap

S ok o Cnbthstvalagy 2016 1251559 .06

POST OP MEAN SPHERE

-0.08 +/- 0.24D
68.2% +/- 0.24D
95.4% +/- 0.48D

Proportion that strongly recommended their current
) vision correction (%)

LASIK did not increase dry eyes relative to
baseline CL use

Notsure ¥1.7%
Disagree |0.6%

Stongly disagree |0.3%
0% 20% 40% 60% 80% 100%

Preactal Opt 5.323:1639 - €6

ooy

UCVA 20/20 = 95.1%
BINOCULAR UCVA 20/20 = 99%

100
80 | o —LASIKafter contacts €0 -
~LASIK after glasses ) ~LASIK afl tact
€ Contacls continued ig I afercontacls POST OP MEAN CYLINDER
i) 1 —LASIK afler glasses
20 1 30 1 . -=—-Contacts continued
0! . + 20 0.17D +/- 0.21D
Baseline fyear 2years 3years 10 1
conlacts 04 . . .
Baseline 1year 2years 3years
preop
Prics ot & Ovhthafaalany 2016 124 I0SC 2 66 Biics el i Quohthabralnay S013 1034056 -84
Former CL wearers who had LASIK were asked:
rovevnn."Does LASIK work better foryou than contacts?” . | i ] b
LASIK = MY OUTCOMES POST-OP MEAN UCVA

20/17.4 +/- 0.6
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L., LVC Market
Impactof ReLEX SMIKE

ZEVSS ReLEx SMILE will fhopelultyl) grow IVC matket
WE market

“amthogt

+ st PRCINILASH nlwspe
perloumed IAMSAIYY 10 LOSIE? A CA INS Billel COXISENCE 41 Braren lechCRy

Extremely Comfortable

ReLEx SMILE
Procedure Step by Step

O i

T TEES o et ok

Series of lamellar resections

1= lamellar cut dfines posterice surface of
tenticule

1%3kde cut defines enticule diameter
29lamellatcut aefines enterior surlace cf
Ienticule/postecior suraze of srucned cap
2 slkae culcreates Iiston o temaval of
fealicute

Centration on Visual Axis

Dissection of Lamellar Planes

LaserCuts:
1. Fostedior Refractive Plane firt
Anterior Lamellar Plane last

Surgeon Dissection:
U4 1. Anterior Lamellar Prane fint
2. Posterior Relractive Plans tast

Anterior Plane 2.5mm.
Posterior Plane 6.5mm

Understanding SMILE

14
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Day 1 SMILE

ReLEx SMILE — POTENTIAL BENEFITS

* BO%SMALLER SIDE CUT
0K SMALLER CAP CUT

UPPER CORNEAL LAYERS REMAIH
INTACT

SMALL INCISION ~ FEWER
TRANSECTED NERVES = LESDRY

Biomechanical Advantages of SMILE

N

ormal  PRK LASIK SMILE

Conclusion 2: Even if SMILE needs more tissue,
it stitl leaves the cornea stronger than LASIK

SMILE — POTENTIAL BENEFITS

* 80% smaller side cut — less transected nerves,
less dry eyes

« Anterior lamellae of cornea preserved, including
bowman’s layer - better structural integrity

* No flap to dislodge

« Minimally invasive — flapless surgery

SMILE — PATIENT PERCEPTION

LESS INVASIVE

FOR PATIENTS WHO ARE AFRAID OF LASIK

FOR PATIENTS WITH DRY EYES

CTL FAILURES — IDEAL

BRAND NEW LASER VISION CORRECTION PROCEDURE
SMILE IS NOT FLAPLESS LASIK, IT S A BRAND NEW
PROCEDURE

Results: Day Onis UDVA Cutcomes {r=75;

No stalstically
significant difference
(p=0.127}

Normal PRK

Biomechanical Advantages of SMILE
LASIK SMILE -

1

Conclusion: Can use larger optical zones and
still leave the cornea stronger than LASIK

SMILE Limitations

1, Vision reco
2. Flnal visual outcomes on par with LASIK
3, No eye tracking technology = NOT NEEDED
4, No centratlon technology ~ NOT NEEDED
5, Tissue removal on par with LASIK
No custom ablation, but aspheric lenticule, so risk of glare
on par with LASIX = NOT FOR ABERRATED CORNEAS

15
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SMILE Limitations

8. No hyperopla capabilitles as yet — EARLY STUDIES
9. No presbyopla capabilities as yet
10, Retreatment may be performed uslng LASIK

SMILE expands Refractive Options

« SMILE like LASIK, preserves the epithelium for
excellent post-operative comfort

+ SMILE like PRK, preserves the biomechanical stability
of the anterior stroma

FOA Study
Stutty Design & Dojectives

Design & Objectives .

- Protpective, multi<enter, openibel, singe-aim study

- Proposed sample she: 360 subjects

+ Unlatess] weatment with 12-manth folow-up period

« feliow eye ueaunen) wi » elinkcal da not part of

- Objecth satery and ell 1 the VisuMas aser
kenlicule removal procedure for the reduction ot limination of myopla lrom2 100D 1§+
10.00 D with £ -0.50 D eylinder and MRSE £-10.25 D (sublects with < D50 D cylinder were
eniclied, but the cyllnder was nol treated as part of the clinical ulal)

SMILE Superiority

-

. Less dry eyes than LASIK

. Less risk with eye Injury, eye rubbing or sports

. 3. Same laser energy and treatment time for -10,00D and -
2,000

. Same predictability with SMILE for -2.0D and -10.00D

. Greater biomechanical stabllity/corneal structural integrity

w N

LIRS

SMILE expands Refractive Options

* Visual recovery is faster than PRK but slower than
LASIK

«+ Intra-operative comfort is greater with SMILE

+ Post-operative comfort greater with LASIK and
SMILE, perhaps better with SMILE

VisuMax Study Investigators

I Doase, MO, Dhseoves Viton Centers Lerwood, 15

SMILE expands Refractive Options

« SMILE expands but does not replace patient options
for refractive surgery

* SMILE complements PRK and LASIK, with lots of
benelits and some limitations

« LASIK requires Femtosecond Laser and Excimer Laser,
PRK only an Excimer Laser and SMILE only 3
Femtosecond Laser

.

Study Design & Objective

Prospeciive, multi-cenler, open-label,

single arm study

336 eyes treated

5U.8. sites

Unilateral treatment with 12-month follow-up
Fellow eye had Lasik

Up o -10D of myopia and less than 0.50D
Cylinder

’

Key Inclusion Criteria

22+ years ol age

» MYOPIA from 2 +1.00 D 105 -10,00 D, with $ -0.50 D cylinder and
MRSE$-10.25 D

STADLE REFRACTION FOR THE PAST 12 MONTHS
UCVA <20/40

= DSCVA at least 20/20

CENTRAL THICKHESS > 500 microns
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Key Exclusion Criteria

FDA Study
Effectiveness: Post-Operative UCVA

High MRSE Predictability at 6 Months

bonthe 3 Maoma
NS 1
« MESOPIC PUPIL DIAMETER > 8.0 mm TR 0w 101 Achieved =-0,057 +0.979*
91 Attempted
+ Cylinder>-0.50D g N=328
+ STROMAL BED UNDER CAP OF <250 MICRONS ‘ s Achieved
+ UNRESOLVED DRY EYES MRSE(D) 4
3
+ PREVIOUS INTRAOCULAR SURGERY OR CORNEAL SURGERY ! 2 PP
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Preoperative Refraction Parameters
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Refractive Predictability
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FDA Study
el Subivy Frediied MASE 2t 12 .

"

Summary: Excelient Outcomes
UCVA at Point of Stability (6 months)
s 99.7%220/40

Mesopic Contrast Sensitivity Remains
Unchanged at All Study Visits :

U 4o am hnervit . 95%220025 i = paggtive
: » 88%2 20120 20
:‘a’::(::‘) . »  70% had UCVA belter than or equal to pre-op BSCVA Contrast 19 )
! i i Sensitivi
. MRSE Predictability » (:;‘;le:{ 10
) » 98.5% had MRSE within +1.00D . T os
: = 93% had MRSE within + 0.50D o
‘ FIRRF RSP R AR R A S MRSE Stability "o 2 4 8 8 w0 1 1
Attempied Sphers Corraction D) »  Achieved at 3 to 6 month interval o Spatial Frequency {cpd)
e

Patients with Postoperative UCVA 2
Preoperative BSCVA

BSCVA Loss

19% 1 Oweekt DOaonth1  Cittonthd B Manths B Month12

.Change in Visual Symptoms at 12 Months

D1 Grads of No Change

100%
Ke334 N335 N=333 Ne329 tia3ll A
80%
Patients
with sot Rate ol o
Uovag 0% won
Preop
BSCVA 20% 0% .
i
€ Months 12 Honths. ox s, 4—dd e :
N=328 N=310 1otz 2lines lort1¥ne Unehanaod Galned2 1 finay
No Incidence of Induced Manifest
rrthoned Refractive Astigmatism 0SDI: Ocular Symptoms and

Palients vdin Foit-op UCVA 2 Tre-cp BSCVA

8 Morhs 12 Montn
Ne28 Ne210

» Percentage of eyes wilh induced manifest
refraclive cylinder > 2.00D at point of stability
» No eye presented with increase in cylinder >
2.00D at any postoperative visit

Discomfort at 12 Months

i Yyplom (4301}
Toperenced mymgtoms P T T Y
dweglnwert

Trwsonmentsl Tgiees (R-189)
Ievwconioribh n ervvonmeati! 5w sem u o n
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Have Refractive Surgery Again?

3/10/2017

V-
Excellent Safety Outcomes
=__No study eye with. BSCVA worse _than 20740, beyond
Week 1

No study eye with increased astigmatism > 2.0D

No unanticipated adverse device effects (UADE)

8 eyes with BSCVA loss 2 2 lines at Month 1 or later
= Allresolved by subsequent visit

14 patients with reported AEs

» 13 patients completed study with UCVA 2 20/20
« 1 patient with UCVA of 20/25 at study completion

ReLEx SMILE
FOA Approved Indications

Indications for Use:

Reduetion or elimination of myapia +1.00 D to -8.000 {-8.01 P to -10.0 B will
trigger a flagged warning), with € -0.50D cylinder and MRSE -8.25D In the eye
1o be treated in patients who are 22 years of age or older with documentation
of stable manifest refraction over the past year.

Satisfied with Refractive Surgery?

VerySatitied m 9% 266 %

My two cents on SMILE

« | still give a slight edge to Custom All Laser LASIK, but
there are definitely patients that are better served
with SMILE

ReLEx SMILE
Difference Between US. and O.US.

ke ion S = oy = P « Ithink itis an amazing procedure, superior to PRK U.S. Indications 0.U.S. Indications
and it is rapidly evolving and improving + Sphere:+1.0010-8.00 D (-8.01 Dto + Sphere:-0.5010-10.000
! « N . o . ~10.0 D will tri [ I * Cylinder:DtoS.
e ‘ = z - + Many patients standing on the sidelines will choose , 1000wl viggera agged vaming) e oS0lA250D
Plsathlied 2 hiiad 3 ™ SMILE = No cut, no flap, less dry eyes, structurally have £ 0.5 D of residual eylinder
Vory Disatisfied 1 as ° o% intact eye © MRSE:-8.25D
Intraoperative Ocular AE
P My two cents on SMILE RelEx SMILE

.m..5events.(n=5 patients)........... .o
» Cap perforation (n=1)
« Difficult lenticule removal with tissue damage
(n=2)
+ Retained tissue following lenticule
removal (n=2)
« Only 1 persisted beyond 1-week visit
= All patients completed study with UCVA 20/16 or
better

+~|'have no hesitation to treat'anyone with' SMILE
rather than LASIK today, not a year ago, but today

+ Inthe past decade 1 million SMILE procedures have
been performed, that is, the worldwide volume has
doubled in the past year

« This growth rate is faster than any other refractive
procedure including LASIK

Dlferent

U.S. Parameters

cp o
Thickness!
=120um
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ReLEx SMILE

Difietence Between US. 8nd O.US.

U.S, Pararneters
o Incitionsize s 90 degrees
(~6mm]

0.U.S. Parameters
- Incisionslre = 2¢ mm
* Incision orientation
anbitrary
~ Oplical Zone 5 5.5 - 7.5mm
- Spotsepantions 30-4.5um

* Incitionorientations
suptrior

« OpticalZone ® 6.0~ 6.5mm

+ Spolseparations 3.0um

VisuMax Femtosecond System
Oesigned ot Corneal Laser Suigery

Technleal Benefits .
Highprecision Raps and cornest Inciion
due W highpertormance femiciecond
{500,000Ms) technology
Voidely agjuttale fap diameter, thkiness,
hinge pasiton, slde ut angle
Easyteposlioning of the a5 (o, re-
k]

Onfy femiesecondlaser that can pectorm
ReLbat thets

ReLEx SMILE
£Hlors W Expand LS. Treatment Ranges / Parameters

L1185V rdodnd Ly
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Y
4

Veboslemiostio
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RelEx SMILE
Qukdy Galnlng Populariry OUS.
- . n
e
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srax
st
P
1
-
RelEx SMILE
-
- ZE1SS Relx SMILE
we grew refractive
om procedures by more
than 200% on average
per 2E155 Visubdax

Taser over a Syear
period in China,

e o bt e o

i858

Thank You!

Image {Head Shot o Institutionimage}

ReLEx SMILE
Hlorts 10 EspandUS. Teratment Ranges / Parameter
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ReLEx SMILE
Bythe tumbers
More than More than More than Mote than
O 1,000 (7 UAREAN
clinies practicing countties RetEx SMILE
woildwide surgeans procedures

WHAT ABOUT PATIENTS WITH
DISTORTED CORENAS

CONTOURA
TOPOGRAPHY GUIDED LASIK
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Zernike Pyramid - Low Order Aberrations Sphere and Cylinder .
High Order Aberrations to 6th Order are Measured and Treated Treatment Planni ng - Ste pe
with Contoura Vision (see slide 12} ety Anaboed drea

43 Y/O FEMALE
o ---—CONTACT-LENS RELATED CORNEAL
ﬁ oot ULCER — PARACENTRAL SCAR

e PRE OP BCVA 20/30
m Decreating the optical rone, might 0D -2.50-1.50X20

rﬁ resultin passing the 90% criterla

talncude more examinations to

Treatment Pllanning —Step 4

Donascan Patlent2

A

Ima

s

B 4

e Validation — Registration Data
ot
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t

S BT

at,

Wihdston crkens for repatraton dits a0z
«" Umbr bRt

< Pucddatawithn 4 certain eange

W lirdmark detectin (rtmazs gt}

Tt otfand sphere/cylinder set
10" will show the ablation

Aeaminatcab maedwin Binetoseright
comer of the camera Imageif vadation ercesia for

!
order aberraton anly {hot spot
test).

fegsmatsna notmaL
Sith axaminaliors vl algo be Indiated i he
epnityindow ke TopoGfRezhiraon.  “Reset® sets “Modfied® back to

— i cifnlcal refraction
Max= HOA Maximum Ablation Depth / Cen= HOA cenmlAE)M‘E,th'm’ Depth of HOA
Image Valldation~ Reproducibiity Check X Additional Treatment PIanniu". i i »‘. Ao i | Potient2

Compating Trewtments

Maps 1 and 2 compare well (0.75 Diopters difference or less)

compated

Indhidually entarged

Treatment plans at ablation
profile previewcan be
topgled
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NVISION

Patien 2

EhoRascAN Fatent2

35 Y/O female

Pre Op — 0D -6.75-1.25%180 20/20
05 -6.50-2.00X170 20/20
Post Op UCVA ~20/15 OU
Ghosting of images

e e 6T Aortran

e MDA IR ST e Palient2 . -
- s Donnscan w2

Rxir
s

oS

PRE ENHANCEMENT

13 MORMTHS LATER
UCVA 20/15 0U
GHOSTING OfF IMAGES
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Dr. Tom Tooma

Medical Director NVISION Laser Eye Centers

Dr. Tooma has performed more than 100,000 LASIK procedures and believes that
laser vision correction at NVISION is as safe as it can be. In fact, he has performed
LASIK surgery on hundreds of doctors, including 250 eye doctors. That's why
NVISION and Dr. Tooma are The Eye Doctors’ #1 Choice for their eyes and their
patients' eyes. Dr. Tooma believes that the combination of experience and technology
gives NVISIONS's patients the highest possible likelihood of achieving 20/20 or better
vision through LASIK procedures.

A pioneer in the world of LASIK surgery, Dr. Tooma has been a principal investigator
in the field of laser vision correction since 1993. He helped several excimer laser
manufacturers obtain FDA approvals for their lasers in the United States. He holds
the record for many firsts: he was the first doctor in California to perform LASIK
surgery and was the first to perform custom Wavefront-guided LASIK. He was also
the first in the U.S. to use the FemtoSecond Laser (IntralL.ase FS30 — bladeless all
laser LASIK), which is safer and more precise than a traditional blade.

In 2010, Dr. Tooma purchased TLC's interest in the 8 Southern California locations
and formed NVISION Laser Eye Centers. At NVISION, Dr. Tooma provides his patients
with a lifetime commitment, giving them the assurance that if they need any
enhancement surgeries in the future, they can be performed at any NVISION center,
for life and at no cost. -

Dr. Tooma received his M:D. from Loma Linda University School of Medicine, where he
also completed his internship in internal medicine and residency in ophthalmology.
He completed his fellowship in Corneal and Refractive Surgery at the Emory Univer-
sity Department of Ophthalmology in Atlanta, Georgia. He has been board certified in
ophthalmology for more than 25 years.

For Dr. Tooma, helping patients achieve their vision goals is his passion. ”l feel
privileged and blessed to participate in what is a life-changing experience for my
patients,” he said.

In his spare time, Dr. Tooma has served on medical teaching missions to Romania,
Bulgaria, China and Fiji, helping teach local ophthalmology doctors new surgical

techniques. In 2008, he and his wife, Marta Tooma, D.D.S., founded the Mission at
Natuvu Creek in Fiji. The Mission serves the 250,000 peopie living on the istand, with
medical, dental and eye care provided by visiting physicians, including the Toomas.

...............................................

......................

.................

..................................
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- Board Certification - -

Professional Affiliations

E_dﬁcation '

GRS

1975 B.S. in Biochemistry, Magna Cum Laude, Loma Linda University
1979 M.D., Loma Linda University School of Medicine

Professional Training

1980  Internship in internal medicine, Loma Linda University Medical Center
1983 Completed a residency in ophthalmology, Loma Linda University
Department of Ophthalmology

FelIOWShlpS

1984  Fellow in Corneal Surgery & External Disease, Emory University Department
of Ophthalmology, Atlanta, GA

RIS TN

1984  American Board of Ophthalmology

« American Society of Cataract & Refractive Surgery

Yoty

« International Society of Refractive Surgery

* Castroviejo Corneal Society
» American Academy of Ophthalmoiogy
+ And many others (

University & Hospital Positions

« Chief, Department of Ophthalmology, Loma Linda University Community Hospital
- Director of Cornea Service, Department of Ophthalmology, Loma Linda University
« Director of Refractive Surgery, Department of Ophthalmology, Loma Linda University

.

1-877-91-NVISION { NVISIONCenters.com
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STATE AND CONSUMER SERVICES AGENCY- Department of Consumer Affairs ARNOLD SCHWARZENEGGER. Governor

MEDICAL BOARD OF CALIFORNIA

Executive Office

January 31, 2011

Tom S. Tooma, M.D.
3501 S. Jamboree Road, Suite 1100
Newport Beach. CA 92660

RE:  Physician's and Surgeon's Certificate No. G 42262
Case No. 04-2008-195312

Public Letter of Reprimand

An investigation by the Medical Board of California revealed you failed to document a pre-
operative examination and develop a surgical plan before meeting with a patient.

These actions constitute a violation of Business and Professions Code 2266.

Pursuant to the authority of the California Business and Professions Code section 2233, you are
her eby lssped'thls/Pubhc Letter of Reprimand by the Medical Board of California.

S
/Z:’M// e

Lmda K. Whuney
Executive Director

26
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	CURRENT CHECKLIST
	Agenda Item TT.4 Smile Incision Lenticle Extraction

	Text1: Smile Incision Lenticle Extraction
	Text2: NVISION Eye Centers c/o Ms. Leslie Kuhlman


