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CONTINUING EDUCATION COURSE APPROVAL 
$50 Mandatory Fee I APPLICATION 

Pursuant to California Code of Regulations (CCR)§ 1536, the Board will approve continuing education (CE) courses after 
receiving the applicable fee, the requested information below and it has been determined that the course meets criteria 
specified in CCR § 1536(9). 
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TURNER EYE INSTITUTE 
~ - -

www.turnereye.com • 800.339.2733 

Speaker:
 

Chirag R. Patel, MD

Cornea, Refractive & Cataract Surgeon 

• The latest in Corneal Cross Linking 
• The latest in Presbyotic IOL’s 

2 hours Free CE (Pending) 

06:30-07:00: Registration and Dinner 

CE Presentation: 07:00 - 09:00 PM 

Thursday, May 08th, 2017 
San Leandro Public Library 

300 Estudillo Ave 
San Leandro, CA 94577 

800-339-2733 • Fax 510-357-6330
 
San Leandro • Castro Valley • Concord
	

www.turnereye.com 
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TURNER EYE INSTIT TE 
276 Dolores Ave 
San Leandro, CA 94577 
800-339-2733 
www.turnereye.com 
www.helpkeratoconus.com 

RSVP by email to tgomes@turnereye.com or fax to: 510-357- 6330 

Name: _______________________________________ Ph #:____________________
 

Email: ________________________________________________________________
 

Seating is limited. Please RSVP no later than 1 week prior to each meeting.
 

3

http://www.turnereye.com/
http://www.helpkeratoconus.com/
mailto:tgomes@turnereye.com


-- __ .__.,___ ___ __............. --.~­_,__,____ __ 
--===-­...,_......_._~~-- ._, ._. _. .-,.......... -­ ~ 

11JRNER h1'E INSTITUTE 


Cornea Cross Linking Avedro: 

This presentation has the goal of educating attendees on the latest FDA approved Corneal Cross Linking 

(CXL) technology and keratoconus surgical options in general. What we know from experience and what 

the FDA data shows. We'll present several cases studies. This presentation will provide doctors with the 

knowledge to diagnose and educate patients on the latest treatments for keratoconus. We'll discuss 

patient selection and co-management. 

Tecnis Symfony IOL: 

This presentation has the goal of educating attendees on the latest presbyopic FDA approved IOL. 

Doctors will be presented with the FDA data as well as our own experience using this lens. We'll go over 

patient selection and co-management. Doctors will be better prepared to have educated discussions 

about this technology with their own patients and will have the knowledge to determine who might be a 

good candidate for this lens. 

This course will be open for all license optometrists in the State of CA. 

San Leandro • Concord • Castro Valley 
Chirag R. Patel, MD 


Schonmei H Wu, MD 

Kathy Alcid, OD 


(800) 339-2733 • www.tumereye.com • www.helpkeratoconus.com 
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Course Outline 

The latest in Presbyopic IOL’s 

1. Tecnis Symfony & Tecnis Synfony Toric 
a. Instroduction 

2. The Technology 
a. Design 
b. Material 
c. Optics 

i. Aberrations 
ii. Contrast Sensitivity 

3. Vision, Functionality, Sustainability. 
a. Range 
b. Tolerance to decentration 
c. Halos & Glare 
d. Pupil size affect 

4. Outcomes and Patient Results 
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Course Outline 

Title: The Latest is Corneal Cross Linking 

1. Corneal Cross Linking: Mechanism of action 
a. Early Studies 
b. What is involved 
c. How it works 
d. What does it do 

2. Where do Cross-Links occur? 

3. Avedro: FDA Approved Products 
a. Photrexa Viscous, Photrexa and KXL System 
b. Indications and usage 
c. Contraindications 
d. Warnings and precautions 
e. Adverse reactions 

4. Dosage and administration 

5. US Clinical Study Date Review 
a. Phase II study design 
b. Efficacy Analysis 

i. Progressive Keratoconus 
ii. Corneal Ectasia following refractive surgery 

iii. Mean change from baseline KMAX, CXL and SHAM 

6. Treatment Emergent Adverse Side Affects (TEAES) 

7. Patient Education and Co-management 

8. Patient Background and Previously Unmet Medical Need 

9. Patient Selection/Treatment Criteria 

10. Use in Specific Populations 

11. Post-operative Management 
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12. Pre-operative Patient Education 

13. Post-operative Patient Counseling 

14. Summary 
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Course Outline 

The latest in Presbyopic IOL’s 

1. Tecnis Symfony & Tecnis Synfony Toric 
a. Instroduction 

2. The Technology 
a. Design 
b. Material 
c. Optics 

i. Aberrations 
ii. Contrast Sensitivity 

3. Vision, Functionality, Sustainability. 
a. Range 
b. Tolerance to decentration 
c. Halos & Glare 
d. Pupil size affect 

4. Outcomes and Patient Results 
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CORNEAL CROSS-LINKING: MECHANISM OF ACTION 

• 	 First studied in Europe at the University of Dresden in the late 
LHI ~llnkng (weaker)1990s 

• 	 Corneal collagen cross-linking is a medical procedure that 

combines the use of ultra-violet (UV) light and riboflavin 

(vitamin B2) drops 


• 	 The absorption of UVA by riboflavin generates radical 

riboflavin and singlet oxygen to form cross-links 1 


• Cross-linking2 : 


Creates new corneal collagen cross-links 


Results in a shortening and thickening of the collagen fibrils 


Leads to the stiffening of the cornea 


1Kam11ev P, fnedman MD, Sherr E. Muller D Photoehemecal kinetics of corneal crose-bnktnc Wflh nboftav.n. Invest Ophthahnol V'5 Sc, 2012:53·2360-7 

26eahtawt IM, O'Donnen C, Radhaknshnan H Bt0meehan1cal properties of com eel truue after ultrav1olet-A-nbofl11vm croeshnkln-. J Catentct Refract Sura: 2013:39(3):461-62 


MA-00520-RtvB 
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Collagen fibrils within lamellae are regulated by an Interconnecting network 
of proteoglycans.• 

Cross-linking with UVA/riboflavin has no effect on any collagen structural 
parameter measured by x-ray scattering e,ccept uniformity of nearest 
neighbor interfibrlllar spacing. 2 

Therefore, it is believed that cross-links are formed predomtnantly at fibril 
surfaces and within the protein network surrounding the collagen.2 

4 

1. Meek. K.M & Boote1 C 2009 The use of X~y eeattenng techniques to quantify the onentabon and 
d1strtbutlon of collaOn m the comeaf stroma. Prog,ea 1n Retmal and Eye Research, 28(5). p .369-392 

2 Meek1 k..M & Hayes, S , 2013 Corneal crou-linlonl- a revaew Ophtltalmrr and Physiological Opr,u_ 
33(2), p78-93 

3 Meek, KM, et al . 2005 Changes 1n collagen orientation and d11tnbuti0n in keratoconus 
corneas lnvest,g,wve Ophthalmology and V,sull/ Sc,ence, 46(8) p 1948-1936 

4 LeWJS, P.N , et al, 2010. Structurl!II Interactions between Collagen and Proteoglyc.sna Are Elucidated by 
Three-01menS1onal Electron Tomography of Bovine Comee structure 1 18(2), p.239-245 

M4-00!520-R.VB 

AVEDRO FDA APPROVED PRODUCTS 

Photrexa Viscous, Photrexa ~/ and the KXL System are the- ,--- First and Only FDA-approved
• Therapeutic Treatment for 


Progressive Keratocon us 

and Corneal Ectasia Following 


Refractive Surgery 


Photrexa Viscous (riboflavin 5'-phosphate in 20% dextran ophthalmic solution) 0,146% 
Photrexa (riboflavin 5'-phosphate ophthalmic solution) 0.1463/c 

•··•• •...•i.··· ·"-· •• ~:,·-. .~ .. ,.•. - .., ••• ' ~ 
MA-00520 • RIV 9 
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AVEDRO FDA APPROVED PRODUCTS _ 
-,, I 

tNUICAHON AND W6AGf 

Photrexa Viscous and Photrexa are photoenhancers 1nd1cated for use with the KXL 

System in corneal collagen cross-lmkmg for the treatment of progressive keratoconus 

and corneal ectas1a following refractive surgery, 


• - I """"'/ ' 
I AT ONS None 

_t
WAHNIN{;S .ANO PR£CAl:JTl{:) t!S 

Ulcerative kerat1t1s can occur. Patients should be monitored for resolution of epithelial 

defects The safety and effectiveness of CXL has not been established m pedratnc 

patients below the age of 14 years, Phorrexa Viscous and Photrexa should be used with 

the KXL System only, 


ADVERSE REACTIONf 
In progressive keratoconus patients, the most common ocular adverse reactions 1n any 

CXL treated eye were corneal opaclty (haze), punctate kerat1t1s , corneal striae, corneal 

epithelium defect, eye pam. reduced visual acuity, and blurred v1s1on In corneal ectas1a 

patients, the most common ocular adverse reactions were corneal opacity (haze), 

corneal epithelium defect. corneal stnae. dry eye_ eye oa1n , punctate keratit1s. 

photophobia, reduced visual acuity. and blurred vision 


MA-00520 - Rev B 

DOSAGE AND ADMINISTRATION 

• 	 9 mm epithelium removal •. ,• 	 Photrexa Viscous: 1 drop topically every 2 min for 30 min ' 
• 	 Check for riboflavin flare in anterior chamber 

• 	 If yellow flare not detected, add 1 drop of Photrexa Viscous 

every 2 minutes for an addl 2 to 3 drops. Recheck for flare. 


• 	 Repeat as necessary. 
• 	 Ultrasound pachymetry: 

• 	 If <400 µm, 2 drops Photrexa every 5-10 sec until ~400 µm. 
• 	 Irradiation should not be performed unless 400 µm is met 

• 	 30 minutes UV exposure with KXL System 
• 	 365 nm UV, 3mW/cm2 


Continue Photrexa Viscous every 2 min 


MA-00520-RevB 
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PHASE Ill STUDY DESIGN 

• 	 Avedro's NDA submission encompassed data from three prospective, randomized, 
parallel-group, open-label, placebo-controlled, 12-month trials conducted in the United 
States to evaluate the safety and effectiveness of riboflavin ophthalmic solution/UVA 
irradiation for performing corneal collagen cross-linking. 

• 	 The trials included: 

• 	205 patients with progressive keratoconus. 


179 patients with corneal ectasia following refractive surgery. 


• 	 Schedule of Assessments: 

Screening/baseline, Day O (randomization/treatment day), 


1 day, 1 week. and 1. 3. 6 and 12 months after treatment. 


• 	 Primary Endpoint was Kmax• as measured by keratometry 

MA-00520-ReYB 

12
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EFFICACY ANALYSIS: 

PROGRESSIVE KERATOCONUS 

• In clinical studies, the CXL­
treated eyes showed 
increasing improvement in 
Kmax from month 3-12,while in 
untreated, Sham eyes, Kmax 
demonstrated steepening. 

• 	 Progressive keratoconus patients had an 
average Kmu reduction of 1.4 diopters i n 
Study 1 and 1.7 di opters I n Study 2 at 
Month 12 in the CXL treated eyes while 
the sham eyes had an average Increase 
of 0 .5 diopter in Study 1 and 0 . 6 diopter 
1n Study 2 at Month 12. 

MA-00520• AevB 

Change from Baseline (Km.,) • 

Progressive Keratoconus Patients 


2.0 	 Ste-rptoning
l ­" ! 	 15 

! m 	 10 

E -. 0 
.t. OS 

1 

00 
u 
!

I 
Month I Mo nth 3 ~1.:;i ,·n!~ 6 Month 12 

• 	 Sham Stud!,' 1 Sham Study 2 

• 	 CXL Study l CXL St ud y 2 

Post-baseUne miuani daia were imputed mini Int evallable K..,a;·valise For the sham study eyes that 
reCMVed CXL tNatmentaft• baaeRne, the lat K..,.: measurement recoded pnorto receMngCXL 
treatment was used in the anal)'lias for lat•rtnne poum 

Patients should be monitored for- res-olut1on of eprtnelu1I defects as utcerattve kel'l!ltitis can occur 

EFFICACY ANALYSIS: 
CORNEAL ECTASIA FOLLOWING REFRACTIVE SURGERY 

• 	 In clinical studies, the CXL­
treated eyes showed 
Increasing improvement In 
Kmax from month 3-12,while in 
untreated, Sham eyes, Kmax 
demonstrated steepening. 

• 	 Fot corneal ectasia patients, at Month 
12, the CXL-treated eyes had an average 
Kmax reduction of 1.0 diopter in Study 1 
and 0.5 diopter in Study 3 while the 
sham eyes had an average increase of 
1 0 d iopter in Study 1 and 0 .5 diopter in 

Study 3. 

MA-o0520- Re11B 

Change trom Baseline (K.,,.) • 

Corneal Ectasla Patients 


Ste~penlng 20 

i 
X. 
-" 

" I • 
" 5.. 	 1.0 ­. ~ 	 o, I I 

"'C. 00 
u 
~ 	 - I 

-

! ·0.5 " ; 
e 	·I.O 

Fla ttening 
Month 1 Month 3 Month 6 Month ,2 

• Sham Stud y 1 Sham S1udy 3 

• C! L '£ , ~, jf t CXL Study 3 

Poat~mermss,ng data wure imputed mm, lest evaalable 1<.na.:va1ue for the sham study eyes 1ttat 
recewed CXL treatment after baseline, the last K 111811 meNuramant racoded pnorto recemngCXL. 
treatment wa used in the analysis for later time pourt:11 

Patients shoul.d be monitored for rlbOlution o1' aptthtlr81 defec:ts as ulcerative kerabbs can occur 

13
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EFFICACY ANALYSIS: 
MEAN CHANGE FROM BASELINE KMAX, CXL AND SHAM 

Change from Baseline CK.,,., ) - Change from Baseline (K,,,.,, ;, ­
Progressive Keratoconus Patients Corneal Ectasia Pa,tie.nts 

2 0 	 Stee,:>ening :'.': ? 

I 


~ 
"• 

£ 

1.5 " .E 
" 5 	 : 
· a 	 1.0ID 	

~ 

I ••·1 
ID 

E 	

­
E 	

I~. 	0 5 .:: 
0 

0 .5 • I 
w 

~ {:II] i 1) .("
"'u "'u.., -. .., ­.-0.5 	 ·0 .5ii" 	 ii 
0 	 .2e -10 	 e -10 I 
0 	 0 e 	 ~ -15 	 ·IS . 	 C.." 	 r. 
:i: Y.-2.0 	 -, ':>Flattening 

Mont h I Mootl1 3 Month 6 Mont h 1?. Mo nt h 1 Month;> Month 6 Month 12 

• 	 Sham S.tudy l Sham Stud y 2 II Sham Study 1 Sham S ludy 3 

CXL Study 1 CXL St ud y 2 	 • CXL Study1 CXL St udy 3 

MA-00520 - Rev B 

TREATMENT EMERGENT 

ADVERSE EVENTS (TEAES) 


• 	 In progressive keratoconus patients, the most common ocular 

adverse reactions I n any CXL-treated eye were corneal opacity 

(haze), punctate keratltls , corneal striae, corneal ep1thel1um 

defect, eye pain , reduced visual acuity , and blurred vision . 


• 	 In corneal ectasia patients . the most common ocular adverse 

reactrons were corneal opacity (haze) , corneal epithelium defect 

cornea l striae , dry eye, eye pain, punctate kerat1tis , 

photophob1a . reduced v i sual acuity. and blurred v1s1on 


• 	 The maJor i ty of adverse events reported resolved dur i ng the first 

month 


• 	 Corneal epithelium defect, corneal striae. punctate 1<erat1t1s, 

photophobia, dry eye and eye pain, and decreased visual a<:uity 

took up to 6 months to resolve Corneal opacity or haze took up 

to 12 months to resolve 


• 	 In 1-2% of patients , corneal ep1thel1um defect , corneal edema, 

corneal opac i ty and corneal scar continued to be observed at 12 

months 


MA-00520 • RIM B 
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PATIENT BACKGROUND AND 

PREV IOUSLY UNMET MEDICAL NEED 


• 	 Keratoconus is a bilateral_ progres~1v& corneal ectas1a resulting in 

irregular astigmatism and loss of visual function. with onset 1n teenage 

years 1 


Affects 1 rn 2000 people 2 

• CXL for the treatment of ketatoconus granted orphan des i gnation 1n the US 
by FDA due to rare nature 


Corneal ectas1a , a non-inflammatory c,ondition marked by progressive 

corneal steepening and thinning , ,s a rare but serious compllcat1on of 

vision correction procedures 


• Granted orphan de~1gnat1on in the US by FDA due to rare nature 
• 	 Alternative rreatment options include ; 


Rigid or Specialty Contdct Lens 

Intra-corneal nng segments 

Co1neal Transplant 


Pred ictea 73% of grafts fall w1th1n 20 vears : 98% at 30 years• 

Potential for multiple transplants 


• 	 Eye Bank Assoc i at,on of America noted >6,900 transplants/year I n 

patients with keratoconus (16% total penetrating keratoplasty in U. S )• 


Come1111I Transplant 
1 Oliurn Jl.. Guerrero JC 8$tmudez FR Koretoconus ice of a~t and natural h11tory Optom Vis Sa 1997,74·147-.1!51 
2 N11tlonal E~e lnstrtul:11, N1tional lrmtlb.Jtao1 H11111th iltm..::i.M•.ill.':I'. nj!!,g,;,y,".h_t.~ is:'..!11 
1 Bordene VM Boelle PY Touzeau O, et 11/. Predicted font-term Ou:toome o1 corneal transpbmtatlon Ophth11lmoloo 2009:2354-2360 
1 Eye Bank AMoCIStlon ot Amen ell Sblb5tlc&I Report. 2014 

MA.-00520- Rev B 
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PATIENT SELECTION/ TREATMENT CRITERIA 


USE IN SPECIFIC POPULATIONS 

Pregnancy Risk Summary 
Animal development and reproduction studies have not been conducted with the PHOTREXA 
VISCOUS/PHOTREXA/KXL™ system. Since 1t 1s not known whether the corneal collagen cross­
linking procedure can cause fetal harm or affect reproduction capacity, it should not be 
performed on pregnant women. 

Lactation Risk Summary 
There are no data on the presence of PHOTREXA VISCOUS or PHOTREXA i n human milk, the 
effects on the breastfed i nfant, or the effects on ml lk production. The developmental and 
health benefits of breastfeeding should be considered, along with the mother's clinical need 
for the PHOTREXA/KXL corneal collagen crosslinking procedure and any potential adverse 
effects on the breastfed child from the PHOTREXA/KXL corneal collagen cross-linking 
procedure or from the underlying maternal condition. 

MA-00520 • R...- B 

16
8 



10/3/2016 


POST-OPERATIVE MANAGEMENT 


PRE-OPERATIVE PATIENT EDUCATION 

•~~- \ 
I 

MA-00520 - Rev 8 
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POST-OPERATIVE PATIENT COUNSELING 

SUMMARY 


18
10 



----

10/3/2016 


MA-00620 - RevB 

Full Prescribing 

Information 

Pg.1of 3 


Appendix A: 
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INTRODUCING: 
The first and only Extended Depth of Focus (EDOF) Presbyopia-Correcting IOL for patients with 

and without Astigmatism 

INDICATIONS The TECNIS Sv•nfcny E"e,,deC Range ot Vis:un IOl, Model ZXROO, is indicated 
for pnmary 1mplantai1on for the visual correction of aphakia, in adult patients with less than 1 
d1opt~r of pre-exIstmg corneal ostIgmatI5m, in whom a cataractous lens has bE:en removed. 
The leris m1tlgd1:es the effects 0f presby~p1;:i bv providing an extended depth of focus, 
(l")mpued "i.o dn ospi1enc mo11ofocal IOL, the lens provides improved intermediate and near 
</J<:iU::il ::ricu1ty, while mamtammg comparable distance visual acuity. The Model ZXR00 IOL is 
JntEnded for capsllla, bag place,1'Jent onlv 

See ~tety mformatior, on shde~ 28-33 

INDICATIONS: The TECNIS' SymfonyToric Extended Range of Vision IOls, Models ZXT150, ZXT22~, 
ZXT300, and ZXT375, are indicated for primary 1mplantac1on for the ·115,ual cone-ct,on of aphakia 
and for reduction of residual refractive astigmatism 1ri adult patierits with grP.c'lttr tha:~ Cil equal to 
1 diopter of preoperative corneal astigmatism, 111 whom "'I catarac~0us lens has be"!-n removed 
The lens mitigates the effects of presbyopia bv providing a,, eKtended depth .:,f focus Co,nµared 
to an aspheric monafoc.a! IOL, the lens provides improved intermediate and near visual pcv1ry, 
while maintaining comparable distance visual acuitv, The Mc,del Series l)(T IOls are ,~tender fo1 
capsulat· bcig placement only. 

PP2015CT0788 
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TECN~S Sym/ony® IOL Merges Two Complementary Enabling Technologies 

Proprietary Echelette Design 
Extends the depth of focus 

Proprietary Achromatic Technology 
Corrects chromatic aberration for 
enhanced image contrastJ 

3 

i TECN1s· Symfony' IOL DFLi PP2016CTIJ928 
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• Diffractive technology has been 
associated with multifocal IOLs, but 
it can be used in different ways 

• Other industries use diffractive 
lenses (cameras, telescopes, 
microscopes) to optimize optical 
performance under constrained 
conditions 

A. 

PP2016CT0928 
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\ Elon1ated ~OCUS 

t=~--- ·----.­-=-ac.·' -~----·-=--- ··-·­J.- ---­
./ 

Ti'(NIS'Symfon{ 101 DFU 

The proprietary echelette design introduces 
a novel pattern of light diffraction that 
elongates the focus of the eye1 

• 	 The echelette is the relief or profile of the 
lens (height differential) within each ring 

• 	 The height, spacing, and profile of 
the echelettes are optimized to create a 
diffractive pattern for an elongated focus 

PP2016f.T092£ 
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Cornea 

All corneas have a 
similar amount of 
chromatic aberration 

Lens with 
Achromatic Technology 

/
I 

I 


\ 

Proprietary Achromatic 
Technology is optimized to 
counteract the chromatic 
aberration of the cornea 

Cornea+ Lens with 
Achromatic Technology 

n, 
I 
I 

I 

\_ \j 


The net result is reduced 

chromatic aberration 


PP2016CT0928 
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Sharpest Enhanced Long-Term 
Vision Functionality Sustainability 

PP2016CT0928 
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TECNIS Sym/ony® IOL provides continuousJ high-quality vision at all distances 

BINOCULAR DEFOCUS CURVE AT 6 MONTHS 

7( 1115, 02) ­
• SYM~ONY' fN 62) TECNIS Sym/ony® IOL20116(- 0.1 ­ • MONOFOC At CN 73) 

20/20 (0) - , delivers:,..., 
0:: L0f25((JJ; - ,<(
:t :0/32 (() 7) ­ • Sustained mean visual 
0 '0140 f0.3) ­....I....., acuity of 20/25 or betterz 10/50(0 41 ­

through 1.5 D of defocusw ?0/63(0.5 ­...I 

...I ,otBOC0.6, ­w 
VI 
z .:0/100 (O.T - • Increase of 1.0 D range of 

?0/125 (0 8) - vision throughout the 
10/160 (0 9) ­ defocus curve compared 

, ut,,,,.r,r.se(1.0' - =-=~~1 

I to a monofocal 
l' .u ' {"· 

DIOPTERS OF DEFOCUS 

1 TECN1s· Symfony· IOI DFU PP2016CT0928 
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TECNIS Sym/onye Torie IOL delivers the same continuous range of vision as the TECNIS Sym/ony~ IOI. 

20/10 { 0 3) ­

L(J/i)',(-02! ­

.10/16 ( 01i ­

20/20 (Oi ­

20/2~ 10.1; - , 
·' 

20/32 (0.2j - d 
z 20/40 iO 3j - !L:)
w 1 _, .... 20/',0(0.4J - t~ w 
z 
Ill 20/63 (0.5) - t 

20/80 (0.61 ­

L0/100 (O /) ­

JQ/J 2S (U 8; ­

• .0 

1 TECNl5Symfony' NZ Study final data 

BINOCULAR DEFOCUS CURVE AT 6 MONTHS 
Best-Corrected Distance Defocus Curve at 6 Months Ad;usted Data 

Bilateral Subjects ·with the Same Study IOL (Torie vs. Non Torie) 

• SYMFONY 10RIC (N=391 

• SYMFONY (N~25) 

I I 


I I" 
 11., 1, t.. 

PP2016CT092£ 
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TECNIS Sym/ony® IOL delivers excellent uncorrected visuai acuity at all distances1 

UNCORRECTED BINOCULAR VISUAL ACUITY 
AT 6 MONTHS POSTOPERATIVE 

l!I WMFONY (N=l47)20.116 ( 0 01) ­
• CONTROL (Ns1481 

i 20/20{01 ­

~ 

~ ;(Ji)½ 10.1) ­

::!, 

)Q(l2 10.2) ­

!0/4010..31 ­

,,0 150(041 ­

)U/63 (05) ­

70/80(0(,1 ­

DISTANCE (4m) tr.TrnMEOIATE {66cm) NEAR (40cm) 

'» 	 Monocular Distance Corrected vision with TECNIS Sym/ony® IOL improved 2.4 lines for 

intermediate vision and 2.2 lines for near vision compared to the monofocal control.1 


11 

l TECNIS' Symfony' IOL DFU 	 PP2016CT0928 
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TECNIS Sym/ony,,, IOL actively corrects chromatic aberration1 

• 	 TECNIS material minimizes 
chromatic aberration 

• 	 In addition the ACCEL™ Achromatic 
Technology of TECNIS Symfony® IOL 

actively corrects the chromatic 
aberration of the eye1 

• 	 AcrySof IQ ReSTOR~ IOLs induce 
chromatic aberration of the eye1 

1 DOF2015CT0018_Chromatic Aberration uf the TECNIS Symfony :OL 

CHROMATIC ABERRATION (4S0-700n.m) 
(DIOPTER OF DISPERSION) 

0.840 

TECNIS 

s,...ronytl( 10' 


1.980 

l.460 

T£CNIS® ~•._ ,.,f. • AvySof R.STO~ 
IOL (t46l , 2.5 0 101 

PP2016CT0928 
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TECN~S Sym/ony® IOl delivers contrast sensitivity with no clinkaHy significant 


difference compared to a monofocal IOL 


MTFS0 FAR SMM IN ACE EYE MODEL' CONTRAST SENSITIVITY ME.ASUREO AT MULTIPLii 
SPACIAL FREQUENCIES MESOP!C WITHOUT CLARE2 

Gi... 
•. -.,._..!()•..,,' ,~•·Mt.z 

:J ! • •1,J-.:(·t\'.i (AI - ~ -141 
fJ

i, - ,.______,!-........._ 

g -r.0.403 0.403 

-~~ 
>­.. .~.J 

!• '~---.. 
> .ij 0.231 E 
Ill j - ~ ' z

0.153 uJ ' '~"' ,:•
,.. 

·t'i 

0 

"' 
Jia: .... "' 'I 

z ~ 

u ::. J (t &J' 

TECNIS"' TECNIS A«ySof A«ySof Sf'ATIAl FREQIJl:NCY (CPO) 

Monofocal !Ol Symfony'' IOL ReSTOR +2.5 D ReSTOR +3,0 0 


t-..ir.·r·t: c-; the c:At:>l."nc-e:;. e-x-:c-r::dc-:i 0.3 Ii:,~ .i:111~ tt tl',t.• c.1 


I '...:CNI~ S·1m·,.f . .:.r,;/ ll)l m;;i1•: :-1·· ~d n,-:.ag._:;;. ,_;;:11•;_.t i_ · tY·f ·.d .,l.h :1.· ~i,. 1 :•! ~he ~ore- 'F~li,, fr,e01..ct1c~· 


~-~:cr-..J:s t,/"::,,,rt.,· ,1 1c,1 (1tt ~) •• ,. 1 "'T ' : 1. ,,l 


Significant loss in contrast sensitivity has been linked to increased incidence of crashes and increased risk of falls3-4 

WARNING: The TECNIS'' Symfony IOL may cause a reduction in contrast sensitivity under certain conditions, compared to an aspheric monofocal IOI. The physician should carefully weigh the potential nsks 

and benefits for each patient, and should fully inform the patient of the potential for reduced contrast sensitivity before implanting the lens in patients. Special consideration of potential visual problems 

should be made before implanting the lens in patients with macular di~~ase, amblyopia, corneal irregularities, or other ocular disease which may cause present 01 future reduction m acuity or contras~ 

sensitivity. Patients implanted with the lens should be informed to exe1t1se special caution when driving at night or in poor visibility condi t ions 
13 

1 DOF2015CT002C_MTF o1 TECNIS Sym/ony IOL, and other lens models. 2. TECNIS' Symtony DfU 3. Owsley, McGwin. Vrsion Impairment and Dri ving. Survey of Ophthalmology. 

43:6.53~·550. 1999 4. Dhital. Pey and Stanford. Visual loss and falls: a review. Nature Eye. 24: 1437-1446, 2010. PP2016CTo<l26 
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92% of patients achieved S 0.50 D of residual refractive cylinder1 

STUDY DESIGN: Evaluate the clinical outcomes of far, intermediate and near visual acuities of 
patients implanted with the TECNIS Sym/ony® Torie IOL 

• 6-month, prospective, bilateral, open-label clinical investigation, at 2 sites in New Zealand 

• TECNIS Symfony® Torie IOL n=39 

POST-OP CYLINDER CORRECTION RESULTS: 

Mean* 

0.32 D 
SD 0.34D of patients have ::;; 0.5 D 

WARNING: Rotation ofTECNIS"' Symfony Torie IOLs away from their intended axis can reduce their astigmatic correction, Misalignment greater than 30' may 

increase postoperative refractive cylinder, If necessary, lens repositioning should occur as early as possible prior to lens encapsulation, 

*First Eye Data 


1 DOf2016CT0025 TECNIS Symfony Torie Results PP2016t 10928 
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2TECNIS Sym/ony® IOLs delivers 20/20 vision even in the presence of astigmatism1, 

BINOCULAR MANIFEST CYLINDER DEFOCUS CURVES AT 6 MONTHS 

• SYMFONV 'ORIC (N-•391 

• JC 

·1.tlf> I n 

~ 
< 
~.. 
~ 
z 
~ .., 
w z.,, 

Diopters of Cylinder Defocus 

PP2016CT09281. l)0F2016CT00251 ECNIS Symfony l oric Results, 2. SC20160TH004 Preclinical Evaluation a/Tolerance to Astigmatism with en ERV IOL 

36
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TECNIS Sym/ony® !OL maintains image quality throughout 0.75 mm of decentration1 

•I 20/12 5 (-0 2) ­

• HCNIS' MONOFOCAL IUL 

~ 

1
Lo/161-0_1) -l:-

1 

~==========------===================~r·
J 

~ 

·~- .,.::I a:: 
V ,:( 


~ :E ,0/l(I 10 0 1 ­

re, I!) 


·-5l 0 ....>~ 
"0 z 
QI w...... .:'0/)::,(0.J) ­re, ... 
-u.1~z
E vi 

iii 

20/32 l0.2) ­

20/4010.3. 

0.0 0.25mm 0.50mm 07S111m 

These calculations were performed with theoretical calculations/ 


In the US Clinical Trial there was no report of decentration at 6 months.2 


PP2016C.T09281 DOF2016CT0023 TECNIS Symfony" IOL Tolerance to decentration. 2. TECNIS Symfony•· IOL DFU 
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•• 

Less than 3% of patients spontaneously reported incidence of severe n.ight vision 
symptoms 


NON-DIRECTED 


1(.1()' ­

VJ 

0 
UJ 

c2 
:) 

VJ 

l..L. 
0 
1­
z 
w.., 
u 
0: 
UJ 
a.. 

n ­

GU\RI 

" f: 1,; II 

WARNING: Some vbuci cfrecb ;;ssoci;_rt2d with the TECNIS~ Syn1fony IOL may :_,e expeLt:eci <Ju,2 l0 the lens d<!sign that ch-,live rs elo;,g2tion of focus. These may 

mc!uCe ;=i pc:icept!vn o"f ~2ies1 glc:-e, 01· ~~-~r::n,~sts c1round Hg!rt: un:::.f-:f nigl1Hiir:e c,:,n;Jiti0ns. Thf> expf'rie:~c--~: c1t th~sc phtr,e:,·1er;0 1_'l1ii! be !~othersorn~: (" '/l~:v 
~,othP.rsome ir, some prnp:e, parncula,-l v in low-illuminatic,n conditions. On r ar-c oc:cc:sions, I he~.," ,,isu~l (-;fterts m;c,y b•:· sigtsifir.;u,t enough that \11<, paUent m~y 

k(;U<eSt IEl!IO\/c<.I of the iOL. 

PP2016CT0928 
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TECNIS Sym/ony® ~OL demonstrated a low incidence of halo and glare 

DIRECTED 

~ t: ;P: , ,,. 
V, 
I-
u 
LU...., 
co 
::) -,V1 
u.. 

0 

I-z 
w 
u 
er: 
w 
0­

1
CLARI HALO'-- ':>TARBlJRSJ<., 

• I ,,, 

WARNING: Some visual effects associated with the 1ECNIS Symfony® IOL may be expected due to the lens design that delivers elongation of focus. These may 
include a perception of halos, glare, or starbursts around lights under nighttime conditions. The experience of these phenomena will be bothersome or very 
bothersome in some people, particularly in low-illumination conditions. On rare occasions, these visual effects may be significant enough that the patient may 19 request removal of the IOL. 

1 fECNISSymfony• IOL DFU PP201&CT0928 
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TECNIS Sym/ony® IOL pupil independence enables optimal performance in all ~ighting 
conditions1•2 

MTF LOSS WHEN THE PUPIL OPENS FROM 3mm TO 5mm 

TECNIS Acrysoft ReSTOR Acrysoft ReSTOR 
Symfony"' IOL +2.S D IOL +3.0 D IOL 

-8% 

-29% 

-42% 

Distance MTF at SO c/mm in white light 

Less MTF loss provides better contrast under low-light conditions 
20 

l TECN1$ Symfony• IOL DFU 2. DOF2015CT0020._MTF of TECNIS Symfony IOL, and PP2016CT0928 
other lens models. 
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85% of TECNIS Sym/ony® IOL patients wore glasses none or a little bit of the time* 

FREQUENCY OF GLASSES I CONTACTS WEAR 

DURING LAST 7 DAYS. ASKED AT 6 MONTH VISIT 


fil 1- · 
' J.'1 

' Jf} • ~ 

I.II 

~ 
I.U 
u ]/9
0: 
w 
D. 

•WN!ii or llTTlE Of SOMEOr- MOST OF- Alt Of 
ltU'. TIM[ ' 'H[ TIME 11'1E 1'1ML :HE f!Ml ! HE TIML 

*Although the questionnaire was not determined to be a psychometrically valid assessment of the 
concept of spectacle independence, data showed that the Symfony IOL achieved the secondary 

effectiveness endpoint of reduced overall spectacle wear compared to the control monofocal IOL 

1 TECNI~ Symfony" IOI DFU PP2016tT0928 
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TECNIS® IOL MATERIAL 
is not associated with glistenings1 

------------------ 'v'S ---·-----­

5AcrySof® IOLs have glistenings2
­

DARK FIELD IMAGES OF AcrySofi LENS• 

1. Data on File 150_5ensar not associated with glistenings - Literature analysis. Abbott Medical Optics, Inc., 2013. REF20140TH0002 2. Ch, istiansen G, et al. Glistenings 
h the AcrySof* intraocular lens: Pilot study. JCR5 2001; 27:728-733. REF2014MLT0005. 3. Colin J, et al. Incidence of glistenings with t.he latest generation of yellow­
tinted hydrophobic acrylic intraocular lenses. JCRS 2012; 38:1140-1146. REF2014MLT0006. 4. Gunenc LJ, et al. Effects on visual function of glistenings and folding marks 
in AcrySof® intraocular lenses. JCRS 2001; 27:1611-1614. REF2014MLT0011. 5. Nagata M, et al. Clinical evaluation of the transparency of hydrophobic acrylic intraocular 
lens optics. JCRS 2010; 36:2056-2060. REF2015CT0080. 6. Bousquet M, PhD, Health Canada. lntraocular lenses and the development of glistenings. Canadian Adverse 
R2ac\'011 N~Nsiet:er 2013. REF2015CT0254. 7. Miyata A, Yaguchi S. Fquilibrium water content and glistenings in acrylic intraocu:ar lenses. JCRS 2004; 30:1768-1772 
REF20140TH0032. 8. van der Mooren, et al. Explanted multifocal intraocular lenses. JCRS 2015; 41:873-877. REF20150TH0117. 9. Van der Mooren M, et al. Effects ot 
glistenings in intraocular lenses. Biomedical Optics Express.11 July 2013:1294-1304. REF20140TH0139. 

PP2016CT0928 
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TECNIS Sym/ony® IOL delivers high patient satisfaction 

Percent of patients who would recommend 
2TECNIS Sym/ony® IOL to friends and family1, 

98% 94%100% 


80% 


60% 


40% l
i 


! 

I
20% 

I
0% 

Harmony (N=146) Concerto (N=411) 

1.. DOF2016CT0024 Concerto Study Report, 2. DOF20150TH0009 Symfony Harmony Observational Study 

PP2016l10928 
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First and only Extended Depth of Focus Presbyopia-Correcting IOL 

Gl sharpest 
L:::::.l vision 

High-quality continuous vision at 

all distances1 


• 	 Proprietary echelette design delivers 
an sustained mean visual acuity of 
20/25 or better through 1.5 D of 
defocus 

• 	 Excellent uncorrected visual acu ity 8i. 

all distances1 

• 	 Proprietary achromatic technology 

actively corrects chromatic 

aberration for improved image 


5contrast1' 

B enhanced 
- Functionality 

Forgiving lens 
3• 	 Tolera nce to astigmatism2, 

• 	 Toler;;nce to decentration4 

Excellent overall performance in any 
lighting condition 
• 	 Low incidence of halo and glare1 

• 	 Pupil independent lens 
performance1, 5 

Low spectacle wear 
85% of patients wo re glasses None 
or A little bit of the time1 

Long-Term 

Sustainability• 

TECN1s• IOL material is not associated 
with glistenings6 

• 	 Glistenings cause light 
scatter resulting in reduction in image 
contrast11· 13 

• 	 AcrySof IQ ReSTOR' IOLs have 
glistenings7•10 

High Patient Satisfaction 
>94% or patients wou ld 
recommend the lens to family 
cind friends 14, l.5 

2.5 

PP2016tT0928 
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1. 	 TECl\llS Symfony DFL1 

2. 	 D0~2016CT0025 TECh!IS Symfony Torie Results 
3. 	 SC201600TH004 Preclinical Evaluation of Tole,c;nc~ to Astigm;,t'srn with ar. ERV IOL 
4. 	 DOF2016CT0023 TECNIS Symfony"' IOL Teder arice to decentra1:ion. 
5. 	 DOFJ015CT0018_MTFof TECNIS Symforiv 101_, arid other lens models 
6. 	 Data on File 150__Sen, ar not associated w ith glistenings - Liter;iture analvsi~. Abbott rviedical Opi ic~, !nc., 2013. 
7. 	 Chfistiansen G, et JI. G!i~'tenings in the 1'\crySof'" int raocular lens: Pilot study. JCRS 2001; 27:728-733. 

REl'2014MLTOOOS. 
8. 	 Colin .1, et al. !ncidenc,?. of glistenings with the latest generation of ye llow-tinted hydrophobic acrylic intraocular 

lenses. JCRS 2012; 38:1140-1146. REF2014MLT0006. 
9. 	 Gunenc U, et al. Effects on visual function of glistenings and folding marks in AcrySof" intraocular lenses. JCRS 

2001; 27:1611-1614. REF2014MLT0011. 
10. Nagata M, et al. Clinical evaluation of the t ransparency of hydrophobic acrylic intraocular lens optics. JCRS 2010; 

36:2056-2060. REF2015CT0080. 
11. 	Bousquet M, PhD, Health Canada. lntraocular lenses and the development of glistenings. Canadian Adverse 

Reaction Newsletter 2013. REF2015CT0254. 
12. 	Miyata A.. Yaguchi S. Fquilit,riurn wate, c.ontent and gli~tenings in acrylic in'c1 aowlar ler,~es. .ICRS 2004; ~0:1758­

1772. REF20140TH0032. 
13. var, d2i· Mooren, et al. E;tplanted rnultiforal intraornlcir lenses. JCRS 2015; 41:873-877. REF20150TH0117. 
14, DOF2016CT0024 Concerto St udy Report 
15. DOF2015CT0028 Syrnfony Harmony Observational Study 

PP2016CT092ft 
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Caution: 
Federz:I :aw re~tr\cts this de"i1ic:e t0 sale, distribution and uJe b·t or on the crder of a pilysiclaR 

Indications for use: 
The TECNIS.: Sym/onv Exi.:~nded '.hng:€: of \/is1ci1 IOL.- Medel ZXROO, is indic.ated fo:- primary implantation for :he visual ccrrection c,f aphak1a, m aOL~!t patients w!th less th~w 1 
Ciopter cf prn-exi~ti.:~ ccr:.ea, as.:;en~r1ti sm, -1n \,..,.1hom a catar2ctct1s IEns has been removed. The lr::ns m:tiga!es the ef fects of pi €s byopia ry prcvlcii·~g an exte11ded :::tepth of focus 
Compared to an aspheric r•wrofo;::;;.J i(JL, the lens pro,,;de~ irrprr,ved int~rmedicte and necir visual c1CL;ity1 wh;le n:~:~:ai·1ine; to·c1~:,rdde di::; t,c-nt.? ·,1i:mal acuity. Th£ MociE-l lx;0a 
IC,L '.s :,~twic) ecl fc,r ~:1 psuk:· ~af plJ'...~;.1r::r.t only. 

The TECNIS® Symfony Torie Extended Range of Vision IOLs, Models ZXTlS0, ZXT225, ZXT300, and ZXT375, are indicated fo r primary implantation for the visual correction of 
aphakia and for reduction of residual refractive astigmatism in adult patients with greater than or equal to 1 diopter of preoperative corneal astigmatism, in whom a cat..i ractous 
lens has been removed. The lens mitigates the effects of presbyopia by providing an extended depth of focus. Compared to an aspheric: monofocal IOL, the lens provides 
improved intermediate and near visual acuity, while maintaining comparable distance visual acuity. The Model Series ZXT IOLs are intended for capsular bag placement only. 

Physic'ians considering lens implantation under any of the following circumstances should weigh the potent ial risk/benefit ratio: 

J. 	 Patients with any of the following conditions may not be suitable candidates for an intraocular lens because the lens may exacerbate an existmg condition, may inter fore with 
diagnosis or treatment of a condition, or may pose an unreasonable risk to the patient's eyesight: 

a. Patients with recurrent severe anterim or posterior segment inflammation or uveltis of unknown etiology, or any disease producing an inflammatory reaction in the eye. 

b. Patients in whom the intraocula r lens may affect the ability to observe, diagnose or treat posterior segment diseases. 

C. Surgical difficulties at the time of cataract extraction, which may increase the potential for complications (e.g .. persistent bleeding, significant iris damage, uncontrolled 
positive pressure or significant vitreous prolapse or loss). 

d. A compromised eye due to previous trauma or developmental defects in which appropriate support of the IOL rs not possible. 

e. Circumstances that would result in damage to the endothelium during implantation. 

Su::r,ec;:~C rn;croric:I intfct0n. 

g. Patient:, rn ·,·:ho;-n m':i'~hPr i:~i?: p·osterio,.. cap5Ll!t- nnr tl~e 2on:..;i2:, en= lnt3rt !:nm:gh tc: provide r:.upport for tf1e IOL. 

h Chiic!rer1 ur.C.H the age cf 2 vea!<: ~~l:::' ·wt :;;uitab!e candidate$ fo;- i: t~cocul<.:r lense.-:.. 

Cor:.£!<::nital :)i:,;:~,al cz:t~f;';l':ts. 

j. r:cviow, t,!s.t cry cit. er ;=i prE::t'.spc.~it1-:::r, lf.', rt::'i'.ma1 detachment 

k. Patients with only one good eye with potentially good vision. 

rv l-:!C:'.ec:.lly un:-vntrol:ar'lf ~1;;:.u.i:-::::n ..2. 

n-, Corneal endothelial dystrophy. 

n. Proliferative diabetic retinopathy. 
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2 	 The TECN!S" Symfon·1 IOL should be placed er.tirelv ln the <:apsular bag and s~ould not be plac.ed in the ci!iary sulcus. 

3 	 The T~CNIS~Symfony IOL ~nay cause a reduc.t1on ir1 contrnst sensit\vity under cert~ir, cor.ditions, compared to ar aspheric monofoc.a! IOL The physician should c:::trefully weigh the potential 

risks anci benefits far each patier,t, and should fully inform the patient of t~e potential for redliCed cor.trast sensitivity before implanting the lens in patient':. Special can.s,,fer"tvn of 

pc..tential visuai problems should be made before imp:anting the lens i~ patients with macular di:;ease, amblycpia, corneal :rregulc1r'itles, :,r other ocular ci!sease 1J1.1h1ch 1na\ ,:.c:u'i~ rre~':_r:: r,,;r 

fu~ure ; ellucticn !n at.uity or cr,ntrast sensitivity. 

4. 	 Because the TECNIS" Syrr.fony IOL may c;1use a reduc~ior. in ccntra~t sensitivity compared tc 2 monofOi:al IOL patients implanted with the lens should be informed to e"1<erc1se special 

caution when driving at night or in poor vh'.bifity cond;tiam. 
Syrnfor,·,· ;c. r.1a, b, expected due to the lens desrgn that delivers elongation of focus. These may include a perception of halos, glare or5. 	 Some visual effects associated with the TECNIs· 

starbursts uo1Jn~ iig:hts ur:c.ier n1glitt.ir.1e t·ordi!:lor,s. Tiw P.Xpe~:eil:;~ of th~st> :Jhencmen;; w1il b~ !:'0t~f'r~orr:e ~r very bothersome in some people, particularly In low-1lluminat10d 

conditions. On rare occasions, these visual effects may be significant enough that the patient may request removal of the IOL. 

6. 	 Patients with a predicted postoperative astigmatism iueater than 1.0 diopter may not be suitable candidates for implantation wrth the TECNIS" Symfony and TECNIS' Symfony Torie IOL, 

Models ZXROO, ZXT150, ZXT225, ZXT300, and ZXT375, as they may not obtain the benefits of reduced spectacle wear or improved intermediate and near vision seen in patients with lc>\Ser 

'istig:"");;t]sn1. 

7. 	 lh~ sffective!'l~ss of TECN :S Sy:-nfony Tcric IOLs in redutirig prJ~f.:,;.>:rc.~ive res:dut;)i iEtltTf.dt;!t;n in pc.:.:ie;:-:1'.:'i ·~·.-ii:h p1eoperntiv:~ r~r:1.::zl ;;ftigri-;:tism < l.C Ct0pter Iles not been demonstrated. 

8. 	 R:::,tation cf TtC•<J1~"Syr1fony Toii,: IGL-. .:way from their inter.<:led i!Y.!~ can i·:~duce tr"e1r a::f•~rr c>~ic <:•Jr!"eC!b;;_ !\:1:salignment gre,;Tcr than 30.. may increase postoperative refractive cylinder. 

If n~~~5sary; lens repo!.ilic::!ing s!'iou ;d ccc.ur as furl¥ as pcssit,;c p:-ior to :er~ ~!1••;~~1,.lation. 

Ar.JiO IOLs ar-e ~mgie-:.~se ct~vices cnly. Oo not :e:...se tr.ls IOL. 

Precautions : 
1. 	 Prior to surgery, the surgeon must inform prospective patients of the possible risks and benefits associated with the use of this aevIce and provide a copy of the patient information 

brochure to the patient. 
l. 	 When performing refraction in patients implanted with the TECNIS® Symfony IOl , interpret results with cautton when using autorefractors or wavefront aberrometers that utilize infrared 

light, or when performing a duochrome test. Confirmation of refraction wrt:h maximum plus manitest refraction technique is recommended. 

The ability to perform same eye treatments (e.g. retinal photocoagulation) may be affected by the TECN1s• Symfony IOL optical design. 

4. 	 Recent contact lens usage may affect the patient;s refraction; therefore, in contact lens wearers, surgeons should establish corneal stability without contact lenses prror to determining IOL 

newer. 
5. 	 Do 11~·~ restu:'.1ze the 1em-. r\r:cst :teriliz•.?-!"S are 1·ot equ!9p=,:'. ·co st~!''iti:;:e t::e ~oft r.:crylic 1na-::c!':~l w!tl.r,1 ·t ::,:-c,clJc:ir·r 1..::1de!,:14't\!<:. :ilde e·rferts. 

f.. 	 Do no~ soak or rhse the i•·,trz-oo:lu J~r,5 wit;~, nny soli.:t!on nt•er ::han sterile hnic;"lr.ed ~Ir soiutic;: or sterile nc·mnl sr,lire. 

7. 	 [}c 11{\t s~o,e the IEns !:, d lr~:..t sun::&b! o:-- ~ta terr.µerature grec:te!'" tl,~n :1~.,)F (.1::;"C.:.j. Do r:c'i: 2u·(cc.lc.ve ·.:hE: 'r-i::--;:o::.u.ar ~e~!>­

8. 	 The ~!.':-g•:or. sr'ould ~c:.r3e~. En-·ri-:otropia as this :en~ is C"('Signf'~ fer op":imur-·r vh;~:::;l ;?:-::-fo:r:-,l)ncc w!--~n f.'-nrie-:: h""JOIU 1:; ach!c~;eQ. 

9. 	 rarr ~11o,J: _lei bt- t;:J:e:1 to ac ~iei.:C: !CL cen~r;tfon, .t:s :en~ c.·e,~·,t:Ttk,,~ rr:c.y :\'~ul~ ;n a r:,c1ticnt a;q:'(!:-i~·~<·i:1i; v!!:o_.:a: c::~t~1rb::nc:e~ ;.:nJer certain 1:~·~t1ng conditions. 

10. 	 When ',.h-:. ins~r:ior1 sy!:t-ern is usP.d i•n;:>:-o;:,cr:y, ""fECf'IIS ·' Symfr,1ry :tJLs t':1?),' tcit t;;e -irl",1e;--~ri r-roper:v (!.c.,. '":c.:~:.ic~ n,q• be- b~=-~en). Please refer to the specific instructions for use Novided 

wit'; t~~ m~~.·Uon :nstruir1i2nt or svstcm, 
1:.. 	 Th1: s~fety ar,r; ,::_;foc-::ivr.ness nf ~TC>.11S'°- ~-,·mfony /Ols have not been substantiated in patients with preexisting ocular tonditions and intraoperative complications (see below for 

ex.arr'.p:c.>s). ca~efu: p:-ec.p~.:at:vl! ,:;valLcdcn :rnd sound c,l"nical judgment shou ld be used ::Jy the surgeon to decide the- benefit/risk ratio before implanting~ lens in a patient with one or 

more of these conditiorn: 
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Precautions (cont.): 

Before Surgery 

Puµ:1 aOnormalities 

Prior corneal refractive or intraocular surgery 

Choroidal hemorrhage 

Chronic severe uveitis 

Extremely shallow anterior chamber 


Medically uncontrolled glaucoma 


Microphthalmos 


Non-age-related cataract 


Proliferative diabetic retinopath'/ (seve r,e~ 


Severe corneal dystrophy 


Severe optic nerve atrophy 


Irregular corneal a!.fgmatisn-: 


Amblyopia 

Macular disease 

Pregnancy 

During Surgery 

Excessive vitreous loss 

hcr-tircul.a~ ccp:.::u 1ctcrry/caps:.Jlo1 r.e;.is 

The rre:;~: .:~ of radial tr.:a~s known c..r ! :~~p,:L'ttd Gt thl.! tim~ cf ~~;·gel)-' 

~:tur,;~ion; :111_,,hich :he mteg:-ity o1 "".ht ci·ci..<!'°"r i::aps~lotomy/c.c.psulorhex;:;; 

C?t;v.:ct. 1:::-:-:r::-c.~.:C.·n f:\· lec:miq•Je:. <.,ti)'='f thi)ll p;',r1c.ue11 u:sification or liquefaction 

Capsular rupture 

Significant anterior chamber hyphe1m~ 

Uncontrollable positive intraocular pr~ssure 

Zonular damage 
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Precautions (cont.): 

12 	 Cnefu:!y remove all viscoelastic and do not over-inflate the capsular bag at the end of the ct1se, Residlia! vis.:::oel~stic and/or overinflatinn of the capsu!ar bag ma~· allovi,1 the lens to rotate, 

("3:.Jsing :n:sa:ig~n:ent of the TECNIS it Symfony Torie iO;_ with the intended axis of placement. 

13 	 Tre U!.e cf methods ot!i?~ thnn th-=: TEC!\115 lor!L- Caiculator to se-leci: cylind-er PO'l.'e.r and app"opriate CY.is of ir,1plc1ntat1on were not ass€:ssed iii t:,e oa=-ent TECNls:·i TD,r:r -Ol L: S IDE study 

c:.nd mt'!,' ~c: y!e;d ~in1ilar rEsuits. Accurate i~er;1tumetry a:id biol'!1e\-rr, in i=4dd:t10:-: to the use of thE! 1 ECf~,S Torie Cnlcu!ator jwww.TecnisToricCalc.com), are recorr.mencied te, ach;eve rypt1mal 

v;su=li cutr.orr.es :-or the TECf,JIS'· S1:nfony To:--ic IOL. 

14. 	 All preoperative surgical parameters are important when choosing a TECNISl!' Symfony Torie IOL for implantation, including preoperative keratometric cylinder (magnitude and dx1s)_ mcts1on 

location, surgeon's estimated surgk:ally induced astigmatism (SIA~ and biometry. Variability in any of the preoperative measurements can influence patient outcomes. and the effe<.tr\lene'js 

of treating eyes with lower amounts of preoperative corneal astigmatism. 

15. 	 All corneal incisions were placed temporally in the parent TECNts• Torie IOL U.S. IDE study. If the surgeon chooses to place the incision at a different location, outcomes may be different 

from those obtained in the clinic.al study for the parent TECNIS:t Torie IOL. Not£ that the TECNIS Torie Calculator i11corporates the :iLHgr.cn·s estimateG ~IA and inclsion location when 

providing IOL options. 

16. 	 Potential adverse effects (e.g., compl1cations) asscdated with "(he use of the devicE include the following: 

Infection (endophthalmitis) 

Hypopyon 

• ll.11. di.d<Xat·~~n 

Cystoid macular edema 


Corneal edema 


PupHlary block 


lntis 


Retinal detachment/tea, 


Raised IOP requir'1ng treatment 


Visual symptoms requiring lens removal 


Tilt and decentrat1on requiring repositioning 


Residual refractive error resulting in secondary intervention. 

Secondary surgical interventions include, but are not limited to: 


lens repositioning {due to decenlration, rotation, iU~luxation, etc.) 


Lens replacement 


Vitreous aspirations or iridectomy for pupillary block 


Wound leak repair 


Retinal detachment repaii 


Corneal transplant 


Lens replacement due to refractive erro, 


Unac.ceptabie optical/visual symptoms 
 30 
Severe inflammation. 
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SERIOUS ADVERSE EVENTS: 

Th2 nost frequently reported serious adverse events that occurred during the clinical trial of the Teen is Symfony lens were cystoid 

rmi:u:a, edema (2 eyes, 0.7%) anc surgical reinterventicn {treatment injections for cystoid macular edema and endophtha lmit is, 2 

~yes, 0 7%). O~e eye was reported with pupillary capture and the eye that had endophthalmitis a!so had a srr.ail nypopyon. No other 

serious adverse events and r.o lens-related adverse events occurred during the trial 

PP2016CT0921< 
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Rx Only 

INDICATIONS 
The TECNIS 1-Piece lens is indicated for the visual correction of aphakia in adu,t patients in whom a cataractous lens has been removed by 

extracapsular cataract e:(traction. These devices are intended to be placed in the capsular bag. 

WARNINGS 
Physicians considering lens implantation should weigh the potential risk/benefit ratio for any conditions described in the TECNIS 1-Piece IOL 

Directions for Use that could increase complications or impact patient outcomes. The TECNIS 1-Piece IOL should not be placed in the c1ilary 

sulcus. 

PRECAUTIONS 
Do not reuse, resterilize , or autoclave . 

ADVERSE EVENTS 
In 3.3% of patients, reported adverse events of cataract surgery wit:i the 1-Piece IOL included 11;:;,~u :21 edema. 

ATTENTION • 
Reference the Directions for LJ3,_, for a complete listing of indications and important safety information. 

TECN IS, TECNIS Symfo ny and ProTEC are t rademarks owned by or licensed to Abbott Laboratories, its subsidiaries or affiliates. All other trademarks are the 

intellectual property of their respective owner,. 

©2016 Abbott Medical Optics lnr. 

www.AbbottMedicalOptics.com 
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CHIRAG R. PATEL, M.D.
 
Turner Eye Institute 
420 Estudillo Avenue, San Leandro, CA 94577 
Phone: (510) 614-­­1515 
Fax: (510) 357-­­6330 
Email: cpatel@turnereye.com 

WORK/EDUCATION: 

2012-­‐present	 Turner Eye Institute (San Leandro, CA) 

Medical Director 

Cornea, Anterior Segment, and Refractive Surgeon 

2015-­‐present Tissue Banks International San Francisco Eye Bank (Richmond, CA) 

Medical Director 

2011-­‐2012	 The New York Eye and Ear Infirmary (New York, NY) 

Cornea, External Disease, and Refractive SurgeryFellowship 

2008-‐‐2011	 Vanderbilt Eye Institute (Nashville, TN) 

Ophthalmology Resident Physician Chief 

Resident 2010-­­2011 

2007-­‐2008	 St. Mary’s Medical Center (San Francisco, CA) 

Preliminary Internal Medicine Internship 

2002-­‐2007	 University of California, San Diego (UCSD) School of Medicine (La Jolla, CA) 

M.D. 

1997-­‐2001	 University of California, Berkeley (Berkeley, CA) 

B.A. Molecular and Cell Biology (with Emphasisin Immunology) 

HONORS, AWARDS, & DISTINCTIONS: 

2010-­‐2011 Chief Resident, Vanderbilt Eye Institute 

2009-­‐2010 Outstanding Oculoplastics Award, Vanderbilt Eye Institute 

2009-‐‐2011 Organizer, Vanderbilt Eye Institute/Tilganga Eye Center (Kathmandu, Nepal) 

International Elective 

2008-­‐2011 Resident Representative, Haiti Outreach Program, Vanderbilt Eye Institute 

2007-‐‐2008 Outstanding Clinical Intern Award, St. Mary’s Medical Center (San Francisco, CA) 

2003	 NIH Research Training Grant, University of California, San Diego 

2002-‐‐2007	 President, American Association of Physicians of Indian Origin (AAPI), UCSD 

Chapter 

2002-­‐2007	 UCSD School of Medicine 

 Honors in Pharmacology course, Laboratory Medicine course, & Family 

Medicine Clerkship 

 Academic Distinction in Anatomy course and in Medicine, Pediatrics, 

Neurology, Psychiatry, & OB/GYNclerkships 

2001 Phi Beta Kappa Honor Society 

1997-­‐2001 High Honors, University of California, Berkeley 
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1997-­‐2001 Dean’s List, University of California, Berkeley 

1997-‐‐2001 Pre-‐‐Medical Honor Society, University of California, Berkeley 

1997 Regents  Scholarship  Nominee,  University  of California 

RESEARCH: 

2014-­‐present Reduction in the Bacterial Load on the Skin in a Clincal Setting 

Co-Authors: David W. Stroman, OD, Keri Mintun, OD, Arthur B. Epstein, OD, Crystal 
Brimer, OD, James D. Branch, M.D., Katy Najafi-Tagol, M.D. 

2011-­‐present Long-­‐Term Graft Survival Rates in Descemet’s Stripping Endothelial Keratoplasty 

The New York Eye and Ear Infirmary (New York, NY) 

Co-Authors: John A. Seedor, M.D., David C. Ritterband, M.D., & Elaine Wu, M.D. 

2011-­‐present Outcomes with Deep Anterior Lamellar Keratoplasty (DALK) 

The New York Eye and Ear Infirmary (New York, NY) 

Co-Authors: John A. Seedor, M.D., David C. Ritterband, M.D., & Elaine Wu, M.D. 

2010-­‐2011 Incidence of and Risk Factors for Chronic Uveitis Following Cataract Surgery 

Vanderbilt Eye Institute (Nashville, TN) 

Department of Veterans Affairs Medical Center (Nashville, TN) Co-

Authors: Stephen J. Kim, M.D. & Amy Chomsky, M.D. 

2009-‐‐2011 Endophthalmitis Rates Following Anti-‐‐VEGF Intravitreal Injection 

Department of Veterans Affairs Medical Center (Nashville, TN) 

Vanderbilt Eye  Institute  (Nashville, TN) 

Co-Authors: Amy Chomsky, M.D. & Janice C. Law, M.D. 

2006-­‐2007 Detection of Glaucoma Using Scanning Laser Polarimetry 

Long-­‐term Predictive Value of a Glaucoma Risk Calculator 

UCSD School of Medicine Department of Ophthalmology (La Jolla, CA) Co-

Authors: Robert N. Weinreb, M.D. & Felipe Medeiros, M.D.,Ph.D. 

2002-­‐2007 Association of Peripheral Arterial Disease with Mortality 

UCSD School of Medicine Dept. of Family & Preventative Medicine (La Jolla, CA) 

Co-Authors: Michael H. Criqui, M.D., MPH 

Supported by National Institute of Health (NIH) Research Training Grant 

1999-­‐2001 The Role of TRAIL in Apoptosis of Neoplastic Cells 

University of California, Berkeley Dept. of Molecular & Cell Biology (Berkeley, CA) 

Co-Authors: Astar Winoto, Ph.D. 
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PRESENTATIONS:
 

Patel C. Monday Morning Quarterback: Anterior Segment Triage and Treatments. (Presented at 

2014 UCBSO Berkeley Practicum, Berkeley, CA) 

Patel C. Corneal Surgery: Past, Present, and Future. (Presented at 2013 ACCCOS Annual Meeting, 

Walnut Creek, CA) 

Patel C, Chomsky A, Kim SJ. Incidence of and Risk Factors for Chronic Uveitis Following Cataract 

Surgery. (Presented at 2011 Vanderbilt Eye Institute Resident Day Research Symposium) 

Patel C, Law JC, Chomsky A. Retrospective Review of Anti-­­Vascular Endothelial Growth Factor 

Intraocular Injection Use and Post-­­Injection Endophthalmitis Rates Within the Medical Facilities of 

the United States Department of Veterans Affairs. (Presented at 2010 Vanderbilt Eye Institute  

Resident  Day Research Symposium) 

Patel C. Cataract Surgery in the Developing World. (Presented at 2007 Sankara Eye Foundation Gift 

of Vision Banquet, Santa Clara, CA) 

Patel C, Yue HH, Diehl G, Chang A, Winoto A. The Role of TRAIL in Apoptosis of Neoplastic Cells. 

(Presented at 2001 University of California, Berkeley Department of Molecular and Cell Biology 

Honors Thesis Symposium) 
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ABSTRACTS:
 

Stroman DW, Mintun K, Epstein AB, Patel C, Brimer C, Branch JD, Najafi-Tagol K.  Reduction in the 

Bacterial Load on the Skin in a Clinical Setting. (To be presented at 2016 ARVO Annual Meeting) 

Patel C, Chomsky A, Kim SJ. Incidence of and Risk Factors for Chronic Uveitis Following Cataract 

Surgery. (Presented at 2011 Association for Research in Vision and Ophthalmology Annual Meeting) 

Patel C, Law JC, Chomsky A. Retrospective Review of Anti-­­Vascular Endothelial Growth Factor 

Intraocular Injection Use and Post-­­Injection Endophthalmitis Rates Within the Medical Facilities of 

the United States Department of Veterans Affairs. (Presented at 2010 Association for Research in 

Vision  and  Ophthalmology Annual Meeting) 

Patel C, Denenberg JO, Langer RD, Criqui MH. Twenty-­­year Mortality Rates in Patients with Isolated 

Small Vessel Peripheral Arterial Disease. (Presented at 2003 NIH Research Training Grant Poster 

Session) 

PUBLICATIONS: 

Patel C, Kim SJ, Chomsky A, Saboori M. Incidence and Risk Factors for Chronic Uveitis Following 

Cataract Surgery. (accepted for publication in Ocular Immunology & Inflammation) 

Patel C, Law JC, Chomsky A. Retrospective Review of Anti-­­Vascular Endothelial Growth Factor 

Intraocular Injection Use and Post-­­Injection Endophthalmitis Rates Within the Medical Facilities of 

the United States Department of Veterans Affairs.  (Manuscript in preparation) 

Medeiros FA, Bowd C, Zangwill LM, Patel C, Weinreb RN (2007). Detection of glaucoma using 

scanning laser polarimetry with enhanced corneal compensation. Investigative ophthalmology & 

visual  science, 48(7), 3146-­­3153. 

COMMUNITY INVOLVEMENT: 

2002-­‐2006 UCSD Student-­‐Run Free Clinic Project (San Diego, CA) 

Diabetes Clinic Director 

Medical Student Volunteer 

2002-­‐2003 UCSD Doc for a Day (La Jolla, CA) 

Medical Student Mentor 

1999-­‐2001 University of California, San Francisco Medical Center (San Francisco, CA) 

Melanoma Clinic Volunteer 

INTERNATIONAL WORK:
 

2011 Tilganga Eye Center (Kathmandu, Nepal) 

Clinical Rotation 

 Provided free care to underserved patients and performed small incision 

extracapsular cataract surgery 

2005-­‐2006 Sankara Eye Centre (Coimbatore, Tamil Nadu, India) 

Clinical Internship 

 Aided with rural eye camp administration and with screening of patients 
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PROFESSIONAL ASSOCIATIONS:
 

American Board of Ophthalmology (Board CertifiedOphthalmologist)
 

American Academy of Ophthalmology (AAO)
 

Association for Research in Vision and Ophthalmology (ARVO)
 

The American Society of Cataract and Refractive Surgery (ASCRS)
 

The Cornea Society
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