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PHYSICIANS PROGRAM

8:00 Reyistrution und Continentul Breukfust
-Vendor Expo

8:30 Pseudoexfoliation
- Steve Lune, M.D.
Objectives: 1.Describe the clinicdl findinys seen in
Pseudoexfoliution 2. Describe the key feutures to look
for in ussessing the pseudoexfoliution putient for
cuturact surgery 3. Discuss the infraoperative
munuyement und potentiul complicutions the
cutaruct surgeon might encounter during cuturact
surgery.

9:30 2011 Neuro-ophthalmology Film Festival
- Steve Guletta, M.D.

Objectives: To discuss the common forms of nystagmus,
to detect common pupillury disorders und describe
ocular oscillutions that mimic nystagmus.

10:30 Coffee,teu und pustries will be served in
the Exhibit Hull

11:00 The Future of Cataract Surgery and IOLs
- Steve Lane, M.D.

Objectives: 1.Discuss the difference between frue
and pseudo uccommoduaution 2. Discuss the difference
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PHYSICIANS PROGRAM

between the Multifocul IOLs currently FDA upproved.
3. Describe the limitations of current cuturact surgery
und how Femtosecond refractive cutaract surgery
addresses them.

11:45 Business Meeting
12:15 Lunch - Robert Vare, Keynote Author

1:15 Health Care Reform - An Update for
Ophthalmologists
- Michuel Repku, M.D., AAO Medicul
Director of Governmental Affdirs

Objective: To Understund the Current Stutus of the
Accountuble Care Act und its Likely Impuct on

Ophthalmoloyists.

2:.00 Optic Neuritis: A Novel Paradigm for
Neuro-Protection
- Steve Guletta, M.D.
Objectives: 1. Discuss the clinicul features und
differentiul diugnosis of optic neuritis. 2. Discuss the role
of OCT und low contrust ucuity testing in heuro-

protection. 3. Understund the importunce of visudl
outcome meusures in recent clinicul fridls.
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3:00

3:30

4:30

PHYSICIANS PROGRAM

Yule Poster Session — Internationul Coffees,
Teus und Enylish Pustries will be served in
the Exhibit Hall

Lessons in the Treatment of Amblyopia
From Recent Clinical Trials

— Michuel Repku, M.D., AAO Medicul
Director of Governmental Affdirs

Objective: To Describe the Unexpected Findinys of u
Series of Clinicul Triuls in the Munugement of
Amblyopia.

CME Certificutes, Yule Resident und Fellow
Poster Awurds und Door Prizes

The Connecticut Society of Eye Physicians designates this educational activity
for a maximum of 7 AMA PRA Category | Credit(s). Physicians should only
claim credit commensurate with the extent of their participation in the activity.

The Connecticut Society of Eye Physicians is accredited by the Connecticut
State Medical Society to sponsor continuing medical education for physicians.




SPEAKERS

HANs BRruHN, BS, MHS

Hans Bruhn has more than 28 yeurs
experience working in the commercial
insurance industry, over 21 yeurs of
those exclusively in the medicul mal-
practice/professional liability insurance
field. Huns has worked for severdl
nautiondl medicul mulpractice insurance compunies
and brokers during his cureer. Currently, he is u
Senior Risk Muhugement Specidlist with Ophthalmic
Mutudl Insurunce Compuny (OMIC) bused in Sun
Francisco, Cdliforniu. In his current position, Huns
works with physicians und their stuff, advising them
onh how to reduce the risk of medicul maulpractice
claims in their practice. In addition, Hans travels
across the United Stutes, giving presentations to var-
ious medicul und subspeciulty societies on risk maun-
agement topics. He is dlso a contributing writer on
risk munugement topics for OMIC aund other publi-
cutions.

Hunhs edurned o Bachelor of Science degree in
educution (BS-Ed) from The University of Wisconsin
und o Musters of Science in Heulth Services
Administration (MHS) deygree from Suint Mary’s




SPEAKERS

College in Moragu, CA.
Huns lives in the Sun Francisco Bay Area with his
wife and daughter.

1 PAMELA B. Fritz

‘ﬁ Ms. Fritz, President of Ophthalmology
Resources, LLC is an optical industry
conhsultant who specidlizes in dispens-
ing ophthalmoloyy. Her yedrs of suc-
cessful for MD's is well documented
with testimoniuls by MD's hationwide.
She hus given hundreds of seminars at the Vision
Expo (Eust & West), the Acudemy of Ophthalmology
Annudl Meetiny, stute MD societies and opticiuns
associdtions. She is u specidlist in Medicare Post-op
Cataract Eyewedar billing, coding und compliancy,
with workshops at the Acudemy of Ophthalmology
aund mauny stute ophthulmoloyicul und opticians
associutions. She is u contributing editor of the
AAQO's Medicure DME coding and billihg module.
She serves on three DME Medicare Contractors
Advisory Panels, covering the Northeast, Mid-west
and Western, US. In 2003 she was hamed, "50 of the
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SPEAKERS

most influential women in the opticdl industry" in a
nutionwide poll conducted by Jobson Publishing.
She hus served us the Executive Director of the
American Assoc. of Dispensing Ophthalmoloyists,
Inc. She writes for Review of Ophthalmoloyy und
EyeCuare Business publications.

STEVEN GALETTA, MD

Dr. Gulettu is currently the Van Meter
Professor of Neurology ut the University
of Pennsylvania, Director, Neuro-
Ophthalmoloyy Services; Residency
Director, Depurtment of Neurology. Dr.
Gulettu received his MD from Cornell
University Medicul Collegye. He then completed his
neuroloyy residency ut the Hospitul of the University
of Pennsylvania und his heuro-ophthalmoloyy fel-
lowship at Bascom Palmer Eye Institute, University of
Miami.

Dr. Guletfta hus served on the editorial bourd for
the journals Neurology, Journal of Neuro-
Ophthalmology, und the American Journal of
Neuro-Radiology. He is co-author of the fextbook,




SPEAKERS

Neuro-ophthalmology: Diagnosis and Management.
In 2004, he wus humed the American Neuroloyicdl
Associdtion’s distinguished teucher of the year. He
wus dlso hamed the Robert J. Gluser Alpha Omega
Alphu distinguished teucher of the yeur by the
Associution of Americun Medicul Colleyes in 2004.
In 2008, he received the Purker Palmer award from
the ACGME. Dr. Gulettu hus been involved in various
cupucities in u lurge humber of clinicdl tridls and
has over 200 originul publications concerning clini-
cul, radiologic and reseurch uspects of multiple
sclerosis und heuro-ophthalmoloyy.

STEPHEN S. LANE, MD
Stephen S. Lune, MD is Medicul
Director at Associuted Eye Care in
Minnesotu., Adjunct Professor of
Ophthdlmoloyy ut the University of
H Minnesotu, und d visiting faculty mem-
ber of ORBIS Internutionul. Dr. Lane
completed his medicul deyree from the University
of Minnesotu, ophthulmoloyy residency ut
Pennsylvania State University, and corheu und exter-
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SPEAKERS

nul diseuse fellowship ut the University of Minhesota.,

Dr. Lune’s expertise is in cuataract surgery,
corneu/externul diseuse, unterior segment surgyery
und refractive surgery. Reseurch activities include
more than 30 grunts concentfrating on Cataract
Surgery, Refractive Surgery, Cornedl surgery, und
External diseuses. He hus lectured uround the world
und hus authored over 60 peer-reviewed urticles
and 20 book chupters, und given more than 15
numed lectures. He is pust president of ASCRS und
currently sits on the bourd of the ASCRS Foundution,
and on the board of ASCRS. He wus the first secre-
tary of e-Ledurning und e-Educutfion dt the
American Academy of Ophthalmology und hus sut
onh the Committee of Secreturies for the AAO us well
us on the bourds of the Mihnesotu Acudemy of
Ophthalmology and ISRS. Dr. Lune serves on the edi-
toridl bourds of severul ophthalmic journals includ-
ing The Journal of Cataract and Refractive Surgery.
He is ulso the former Medicul co-editor of EyeWorld.
His recognitions include Who's Who in Americuy,
Who's Who in the World, Best Doctors in America,
und Americun Acudemy of Ophthalmoloygy Senior
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SPEAKERS

Achievement und Secretariat Awards.

PauL M. LArRsoN, MMSc, MBA, COMT, COE,
CPC

Paul is un Associute Consultant with
Corcorun Consulting Group. He begun
his cureer in ophthalmoloygy in 1976
while in the United Stutes Nuvy and
received his credential us u Certified
Ophthulmic Medicul Technoloyist (COMT) through
the Joint Commission of Allied Hedlth Professiondls in
Ophthalmology (JCAHPO) in 1984. He hus held pro-
gram director und faculty positions ut both COT-
und COMT-bused training proyrums, educuting
ophthalmic technology students and ophthalmolo-
gy residents, und most recently served us Senior
Clinicul Operutions Munuger ut u large ucudemic
practice. He hus had un uctive role in Clinical tridls.
In 2003 he received his Certified Ophthalmic
Executive (COE) certificution, und additionully
received his Muster of Business Administration with
specidlization in Hedlthcure Manugement from
Reyis University in 2005. He served us President,
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SPEAKERS

Associution of Technicul Personnel in
Ophthalmology (ATPO) on two sepurate occusions;
in 1991 he waus honored by being hamed d Fellow of
the orgunization. He served us the President of the
Consortium of Ophthulmic Truining Programs from
2006-2007, und ulso served on the Americun Society
of Ophthalmic Administrators' (ASOA) Board of
Governhors us u Member-ut-lurge from 2009-2010.
He muintuins his certification as a COMT und contin-
ues to enjoy the clinicul uspects of ophthulmoloyy.
He remuins uctive in ATPO und ASOA und teuches
various workshops dt the annuudl meetings. He has
presented nutiondlly und regionully on both clinical
and audministrative topics, and has authored or co-
authored many clinical and administrative articles.

Paul conducts business from Corcoran Consulting
Group's Georyiu office.
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SPEAKERS

MiCHAEL RerkA, MD

Dr. Repku received his medicul
deyree from the Jefferson Medicdl
College of Thomus Jefferson University
and completed his ophthalmology res-
idency ut Wills Eye Hospital. Following
completion of his residency tfruining, u
fellowship wus spent training in pediutric ophthal-
moloyy und strabismus us well aus heuro-ophthalmol-
oyy ut the Wilmer Ophthulmoloyicul Institute of
Johns Hopkins Hospitadl.

Dr. Repku is the David L. Guyton, MD und Feduniuk
Family Professor of Ophthalmology and d professor
of pediutrics ut the Johns Hopkins University School
of Medicihe. He hus been dt the Johns Hopkins
University School of Medicine since 1983. He is
known for his contributions in the fields of pediutric
ophthulmoloyy, strabismus, retinoputhy of prematu-
rity and pedidatric heuro-ophthalmology. His clinical
practice includes un interest in the munuyement of
strabismus und amblyopid. In these daredas, he has a
specidl interest in using ulternutives to putching for
the munhugement of uamblyopiu und using strabis-
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SPEAKERS

mus surgery, botulinum ftoxin und udjustable sutures
to fredt strabismus. He performs cataract surgery
and infraocular lens implantation on children with
cuturucts. He dlso hus u specidl interest in pediutric
neuro-ophthalmoloyy involving hormal und abnor-
mal visuul development und the effect of injury und
tumor on the visudl system of the child.

He is the pust-chuirmun of the Pediutric Eye
Diseuse Investigutor Group. He is Medicul Director of
Governmentul Affairs of the Americun Acudemy of
Ophthdlmoloygy dund President of the Maryland
Society of Eye Physiciuns und Surgeons.

Connecticut Society of Eye Physicians
Financial Interest Disclosure Report 6-10-11

Speaker Financial Interest Received
Steven Gulettu, MD Biogen, Novurtis, Tevu
Stephen Lane, MD Alcon, AMO, Buusch & Lomb,

Allergun, Istu, Inspire, WaveTec Vision
Cuare, SMI, LenX, Optimedicu, Teur
Sciehce

Michuel Repkau, MD Nonhe
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MANAGEMENT PROGRAM

8:00 Rewyistration — Confinental Breukfast
in Vendor Expo Hull

8:30 Coding Part I- Accuracy in Coding: More
Important than Ever
— Paul M. Larson, MBA, MMSe, COMT, COE, CPC,
Corcoran Consulfing Group
Objectives: Upoh completion of this program, partici
punts should be dble fo understund that accurate
initial coding is key to minimizing exposure to potential
recoupment by puayers, Identify some of the common
errors in coding und the risks ussociuted with them,
identify some of the elements of the OIC’s voluntary
Compliunce Program, Describe the difference
between fruud und innocent mistuke, identify u few of
the federul stututes reluted to u compliunce progrum,
Understund the gyovernmentul oversight process,
describe the overpuyment refund process.

10:00 Coffee Breuk

10:30 Coding Part lI- Challenges and Opportunities in
Coding for Exams and Diagnostic Testing
— Paul M. Larson, MBA, MMSe, COMT, COE, CPC,
Corcorun Consulting Group

Objectives: Uponh completion of this proyram, partici-
punts should be uble fo Identify the various compo-
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MANAGEMENT PROGRAM

nents of the medicul history (chief compluint, review of
systems, putient history, fumily and social history),
Identify the reuson (medicul hecessity) for the services
provided, Provide uppropriute und uccurute documen-
tution, Identify the pertinent fuctors to properly code
for the more common ophthlumoloyic diughostic
testing, Identify the pertinent fucts reluted to making u
sound choice with CPT modifers used commonly in the
physiciun-office settiny.

12:15  Lunch with physiciuns
Keynote Author — Robert Vare

1:15 AAO Update- PQRI - in Wagon Room
— Michuel Repku, M.D., AAO Medicul Director of
Governmentul Affuirs

2:00 Profit Centers/Increasing Your Bottom Line
- Pumelu Fritz

3:00 Coffee Breuk

3:30 Risk Munugement
— Hans Bruhn, MHS, OMIC
Objectives: Identify 3 ureus of concern ussociuted
with risk. Discuss the importunce of documentation and
Identify the number one locution where indemnity




MANAGEMENT PROGRAM

puyments are the highest.

5:00 Certificutes und Door Prizes

This program/publicution/subscription/etc. hus prior upprovaul of
the Americun Acudemy of Professionul Coders for Continuing
Educution Unites. Grunting of this upproval in no way constitutes
endorsement by the Acudemy of the program, content or the
forogram sponsor.
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TECHNICIANS PROGRAM

8:00 Reyistration/Continental Breukfust/Vision Expo

Clinical Challenges in Pediatric Ophthalmology
for the Ophthalmic Technician -
Screenings vs Comprehensive Exams - AAO Positio

8:30  Infroductions & Cuse Presentutions

8:40 Michael Repku, M.D.

9:00  Steve Thorhquist, M.D.

920  Punel Discussion with Questions und Answers

940  AAO update- Screenings vs. Comprehensive
Exams National update and other Academy
News
- Michuel Repku, M.D.

10:00 Orygunic Teu, Coffee und Muffin Breuk

Clinical Challenges in Neuro-Ophthalmology for the
Ophthalmic Technician

10:30  Introductions und Cuse Presentutions
11:00  Bob Lesser, M.D.

11:25  Steve Guletta, M.D.

11:50 Jumes Kempton, M.D.

12:00 Panel Discussion with Questions




TECHNICIANS PROGRAM

— Amir Mohsenin, M.D., Joseph Giucometti, M.D.
12:15  Lunch

Administrative Challenge for the Ophthalmic Technician
Coding and Chart Documentation

1:15  Infroductions

1:20  Paul M. Lurson, MBA, MMSe, COMT, COE, CPC,
Corcorun Group

2:20  Huns Bruhn, MHS, OMIC
3:10  Punel Discussion with Questions and Answers
3:20 Coffee Breuk

Clinical Challenges in Cataract for the
Ophthalmic Technician

3:45  Infroductions und Cuse Presentutions

3:50  Steve Lune,M.D.

4:10  Mitch Gilbert, M.D.

4:30  Punel Discussion with Questions und Answers
5:.00 Certificutes Door Prizes

This course has been approved by JCAHPO for
6.0 JCAHPO CE Credits.
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Save the Date - January 13,2012
Annual Program at the Aqua Turf
with the following speakers

Steve Charles, MD is one of the world’s
leuding vitreoretinul surgeons dund has
developed muny of the technhigques und
devices used by dll vitfreoretinal surgeohs. He
has performed over 28,000 vitreoretinal sur-
yeries, lectured in 42 countries und operut-
ed in 26, delivered 14 humed lectures, over
1000 speuking trips. He authored u leudiny
textbook in the field which is how in the 5™ edition und in 5
lunguages, authored over 140 articles in the medicul liter-
ature und 44 book chupters. He is on the editoriul bourd of
Retina und u reviewer for Ophthalmology, Archives of
Ophthalmology. American Journal of Ophthalmology, und
British Journal of Ophthalmology. He is u mechunical and
electricul engineer and has 105 issued or pending putents.
He is a consultunt for Alcon Laboratories und the principdl
architect of the Alcon Accurus und Alcon Conhstellution
Vision System. He is the Founder of MicroDexterity Systems,
developiny robofts for dexterity enhancement for minimal-
ly invusive knee und hip replucement, spine surgery, und
skull buse neurosurgery. He is the President of Infinity
Reseurch,Inc. He has received the Wacker Meddal from the
Club Jules Gonin, the first Founders Medul from the Vitreous
Society, wus inducted into the University of Miami School of
Medicine Medicul Alumni Associution Hall of Fame, and




wus hamed by Ocular Surgery News us one of the top ten
innovutors in the pust 25 years. He is u Clinicul Professor ut
the University of Tenhessee und un Adjunct Professor ut
Columbia College of Physicians and Surgeons dand
Chinese University of Hong Konhy. He is a member of the
Retinu Society, Mucula Society, Club Jules Gonin,
Americun Society of Retindl Specidlists, and the Americun
Acudemy of Ophthulmoloyy.

After four years in engineering school, he completed
medicul school ut the University of Miumi School of
Medicine. He did reseurch dll four medical school years at
the Buscom Palmer Eye Institute. After a medical internship
at Jackson Memorial Hospital in Miami he completed
residency the Buscom Pdlmer Eye Institute followed by u
two year Clinical Associute dppointment at the National
Eye Institute (NIH); focused on vitreoretindl surgery, ungio-
genesis reseurch und medicul device enyinheering.

Commerciul, multi-engine, instrument ruted pilot with type
ratings in Citation 500 und 560 jets, currently flies a Citation
Encore.

Thomas Harbin, MD entered private prac-
tice with Eye Consultunts of Atlanta ufter u
residency ut the Wilmer Institute from 1971 -
1974 and u fellowship in glaucomu ut the
Glaucomu Center ut Washington University
from 1974-1975. He resides in Atlunta with his
wife Ellen. He served on the clinical faculty
at Emory and his current title is Clinical Professor Emeritus.




He continues to practice ut Eye Consultunts. His first book,
Waking Up Blind, wus published in December, 2009 und his
second book, What Every Doctor Should Know... But was
Never Taught in Medical School,wus published in July 2010.

L. Jay Katz, MD is u Professor of
Ophthalmoloyy at Jefferson Medical
College, Thomus Jefferson University, in
Philadelphia, Pennsylvania and Director of
the Gluucomu Service ut Wills Eye Institute.
Dr. Kutz received his MD degree from Yale
University Medicul School, New Huven, und
completed an infernship in Internal Medicine dt the
University of Virginia, Charlottesville, Virginia, a residency in
Ophthalmoloyy ut Yule, und u Fellowship in Glaucoma ut
Wills Eye Hospitul.

Dr. Katz hus been the recipient of various awards, includ-
ing the Americun Acudemy of Ophthalmology (AAO)
Senior Achievement Awurd in 2002 und the Joint
Commission on Allied Hedlth Personnel in Ophthalmology’s
Faculty Award in 2003. He wus numed Distinguished
Alumnus of the Yule University Eye Center in 2003 und
becume o Honored Life Member of the Philadelphia
Ophthalmic Club in 2007.

Dr. Kutz hus published more than 120 urticles in such jour-
nuls us Archives of Ophthalmology, the American Journal
of Ophthalmology, Ophthalmology, and the Journal of
Glaucoma. He is un Editoriul Bourd member for Journal of
Glaucoma, Survey of  Ophthalmology,  Clinical




Therapeutics and Graefe’s Archives of Clinical and
Experimental Ophthalmology. He hus authored, couu-
thored, or edited more than 30 books und book chupters.

Richard Mackool, MD is Director of The
Mackool Eye Institute, the first ambulatory
surgery center in New York. He hus authored
hundreds of arficles, ftwo textbooks and sev-
erul textbook chupters on the subject of
cutaract extraction and intraocular lens
impluntation. His monthly  column
Phaco/Tips™ hus uppeured in Ocular Surgery News since
1990. Dr. Mackool hus been granted approximately 125
U.S. und infernutional putents for inventions in the areus of
cutaract extraction, phacoemulsification and intfraocular
lens implant designs.

Ruth D. Williams, MD is the President-Elect of
the American Academy of Ophthalmology.
She previously served on the AAO Bourd of
Trustees and then us AAO Secretary for

- Member Services. She represented ophthal-

moloyy ut the Americun Medicul

Associution for heurly u decude, serving us

chair of the Specidlty Section and the Ophthalmology
Section.

Dr. Williums is the CEO of the Wheuton Eye Clinic, one of

the largest ophthalmoloyy clinics in the Midwest. Locuted
in the Chicaygo suburbs, the 65-yeur-old Wheuton Eye




Clinic provides subspecialty eye care fo over 130,000
patients each year. She is a glaucoma consultant,

A populur speuker, Dr. Williums hus given invited lectures
at hational and infernational medicul conferences, includ-
ing Kuwuit, Bruzil, China, Cunudu, und Indid. She hus
dppeured on u dozen Mmujor television hetworks und talk
shows. She hus been inferviewed by humerous muguzines
including Health, Women’s Health, Shape, and Good
Housekeeping. Recent print interviews include The New
York Times und the Chicago Tribune. Dr. Williums is u clinicul
spokesperson for the American Acudemy  of
Ophthalmoloyy

Dr. Williums attended medicul school at Rush Presbyterian
St. Luke’s Medical Center in Chicugo. She interned at West
Suburban Hospital Medicul Center, and then completed u
residency in ophthulmoloyy ut the Cudlifornia Pucific
Medicul Center in Sun Francisco and a fellowship in glau-
comu ut the University of Cdliforniu, Sun Francisco

The mother of three teenuyers, Dr. Williums is married to
ophthalmoloyist Stephen C. Gieser, MD, MPH.

Don’t miss this incredible program!
Register early and take advantage of the
Management & Technician Programs
for your staff.
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Ask us abaut our full-service, in-house Crizal® processing lab
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P.O. Box 280023
East Hartford, CT 06128-0023
Phone (860) 289-6023
National WATS: (800) 842-8622
Fax: (860) 289-0164 ~ Fax
WATS (800) 441-8866
www.precision-optical-co.com
e-mail precision.optical @snet.net

PRECISION OPTICAL CO.
is proud to support the CSERP
Precision is ulso proud of its
independence—over sixty yeurs!

We have supported Connecticut
doctors for muny yeurs und will continue
to service the ussociution und its members
for many yedrs to come.

Pleuse cull us for dll you opticul heeds.
We specidlize in servicing ulmost
dll products.
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What can be more satisfying to
Dry Eye patients than producing
more of their own tears?

RESTASIS" Ophthalmic Emulsion is indicated
to increase tear production in patients whose
tear production is presumed to be suppressed
due to ocular inflammation as:
keratoconjunctivitis sicca. Incr
production was not seen in patients currently
taking topical anti-inflammatory drugs or using
punctal plugs.

Important Safety Information
RESTASIS" is contraindicated in patients
with active ocular infections and has not
been studied in patients with  history of

2= ALLERGAN  INSPIRE &

05 Alesgan, Inc i, CA 92612
*and™ Marks owned by Alergon, nc.

SIMC0S850.

herpes keratitis. The most common
adverse event was ocular burning
(upon instillation)—17%.

Other events reported in 1% to 5%
of patients included conjunctival
hyperemia, discharge, epiphora,
eye pain, foreign body sensation,
pruritus, stinging, and visual
disturbance (most often blurring).

Please see Brief Summary of the Prescribing
Information on the adjacent page.

For Moderate and Severe Dry Eye Due to Decreased Tear Production

Enough With
The Tears.

With
RESTASIS®
She’s Making
More Of

Her Own.

3
o

Restasis
(Cyclosponine Qphifialmic Emulsion) 005%

The Best Tears Are Their Own Tears



PRESCRIBE REST,

OPHTHALMIC EMULSION—

THE ONLY THERAPY
PrROVEN TO INCREASE
TeAR PRODUCTION™?

- ®

Restasis
(Cyclasporine Qohthalmic Emulsion) 0.05%

RESTASIS®
(cyclosporine ophthalmic emulsion) 0.05%
Sterile, Preservative-Free

INDICATIONS AND USAGE

RESTASIS® ophihalmic emulsion i indicated 1o increase tear production in paients whose
fear production is presumed to be suppressed due o ocular inflammaion associaled with
Keraloconjuncivits sicca. Increased tear production was not seen in patients currently tak-
ing topical anti-infiammatory drugs or using punctal plugs;

CONTRAINDICATIONS
RESTASIS” is contraindicated in patients with active ocular infections and in patients with
known or suspected hypersensitivity to any of the ingredients in the formulation.

WARNING
RESTASIS® ophihalmic emulsion has not been studied n patients with  history of her-
pes keralits

PRECAUTIONS
General: For ophthalmic use only.

Information for Patients:

“The emulsion from one individual single-use vl is to be used immediately after opening for
administration {0 0ne or both eye

Iy after adminisiration.

Do ot allow the tip of the vialto touch the eye or any surface, as this may contaminate the
emulsion

RESTASIS® should not be administered while wearing contact \evhea Patients with

Teratogenic effects: No evidence ofteratogenicily was observed in ats of rabbitsreceiv-
ing oral doses of cyclosporine up to 300 mg/ko/day during organogenesis. These doses in
1ats and rabbits are approximately 300,000 times greater than the daily human dose of one:

drop (28 pl) 0.05% RESTASIS® BID into each eye of a 60 kg person
(0.001 mg/kg/day), assuming that the entire dose is absorbed
fects: studies in ra

d
T ol G0 vl (s o Gas AL i 0o (s 30 Mgy and s
at 100 mo/kg/day), cyclosporine oral olution, USP, was embryo- and fetoloxic as indicat-
ed by increased pre- and postnatal mortalty and reduced fetal weight together wit relaed
skeleta etardations. These doses are 30,000 and 100,000 times greater,respectively than
the daily human dose of one-crop (28 ) of 0.05% RESTASIS® BID into each eye of a
60 kg person (0.001 mo/kg/day), assuming tha the entire dose is absorbed. No evidence
of embryofetal toxicity was observed in ats o rabbits receiving cyclosporine al oral doses
upto 17/mg/ka/day or 30 m/kg/day, respectivel, during organogenesis. These doses in
rats and rabbits are approximately 17,000 and 30,000 times greater, respectivey, than the
daily human dose.

Offsping ofrats receiving a 45 m/kg/ay oral dose of cylosporie from Day 15 of pregrency
untl Day 21 post partum, a matemally toxic leve, exhibited an increase in posintal mortaiy;
this dose is 45000 times grealer han the daily humen topical dose, 0.001 mg/ko/day,
assuming that the entire dose is absorbed. No adverse events were observed at oral doses up
015 mokg/day (15,000 imes greater than th daily human dose).

There are no adequate and well-controlled studies of RESTASIS® in pregnant women.
RESTASIS® should be administered to a pregriant woman only if clearly neede.

Mothers:
Cyclosporine is known to be excreted in human milk following systemic administration
but excreton n huran ik afer topicl teiment has ot een invesligated. Athough
-STASIS* ophthalmic

reased lear ntact lenses. I co
they should be removed prior to the adminisirtion of the emulsion. Lenses may be reinserl-
ed 15 minutes following adminisiration of RESTASIS® ophthalmic emulsion

Carcinogenesis, Mutagenesis, and Impairment of Fertility:
Systemic carcinogenicity studies were carted out in male and female mice and rais. In the
78-week oral (diel) mouse sludy, al doses of 1, 4, and 16 mo/kg/day, evidence of a sia-
fistcally significant rend was found for ymphocytic lymphomes in females, and th inci-

lence of hepatocellular carcinomas in mid-dose males significantly exceeded
the control value.

In the 24-month oral (diet) ra study, conducted at 0.5, 2, and 8 ma/ko/day. pancreatic islet
cell adenoms significantly exceeded the control rate fn he low dose level. The hepalocel-
Iular carcinomas and pancrealic isletcell adenomas were not dose related. The low doses
in mice and rats are approximately 1000 and 500 times greater, respectively, than the
daily human dose of one drop (28 L) of 0.05% RESTASIS® BID into each eye of 2 60 kg
person (0.001 mo/kg/day), assuming fhat th entire dose is absorbed

Cyclosporine has not been found mutagenic/genotoxic i the Ames Test, the V79-HGPRT

Test, the micronucleus test in mice and Chinese hamsters, the chromosome-aberration
sts in Ct bunc—mavmw lethal assay, and the DN

test in sperm from treated mice. A study analyzing sister Ehrumahd exchange (SCE) induc-

fion by cyclosporine using human lymphocyles 1 viro gave indicalion ofa positive effect

(i, nduction of SCE).

No impairment in fertlty was demonsirated in studies in male and female ras receiving
oral doses of cyclosporine up to 15 makg/day (approximately 15,000 times the human
daily dose of 0.001 mo/kg/day) for 9 weeks (male) and 2 weeks (female) prior to mating.

Pregnancy-Teratogenic effects:
Pregnancy category

emulsion,

Pediatric Use:
The safely and effcacy of RESTASIS® ophihalmic emulsion have ot been established in
pediatric patents below the age of 16

Geriatric Use:
No overal difference in safty or effectiveness has been observed between elderly and
younger ptiens.

ADVERSE REACTIONS
The most common adverse event following the use of RESTASIS® was ocular burning (17%).

Other events reported in 1% to 5% of patients included conjunctival hynevem\a discharge,
epiphora, eye pain, foreign body’ prurius, stinging, and visual
ofen blurring)
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The CSEP Annual Scientific Education
Programs are an opportunity  for
ophthalmologists fo identify and discuss
critical issues facing their profession. These
programs are designed to present recent
advances in the diagnosis and freatment
of eye disease, offering symposia, scientific
papers and videos. The CSEP programs
are designed fo meet the clinical and
educational needs of its members and the
objectives set forth by the CSEP education
committee.

Vincent deluise, M.D.
CSEP Education Chair



