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ASCRS Refractive News

PHYSICIANS
AS PATIENTS LIKE
LASIK OUTCOMES

By Fred Gebhart
SAN FRANCISCO :: LASIK RESULTS

ARE GOOD. Studies using current
LASIK platforms routinely show 20/20
in excess of 80% of eyes and a high de-
gree of satisfaction in 95% of patients.

With about 1 million eyes treated an-
nually, LASIK results are so good the
U.S. military has accepted the proce-
dure for combat pilots.
But what about physicians?
“Physicians are skeptical, they are
cautious, and they have an extraordi-
( See story on page 17 )

PEELING BACK
THE LAYERS

Discovery of novel pre-Descemet’s layer in the cornea
has both surgical and clinical implications
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Dua's New
Layer in the

' Cornea
Its discovery

is expected to
have an effect on
posterior corneal
surgery and the
understanding

of corneal
biomechanics and
posterior corneal

pathology.

(Image courtesy of
Harminder S. Dua, MD, PhD)

Descemet’s membrane has been removed from Dua’s layer

By Liz Meszaros

NOTTINGHAM, ENGLAND ::
SCIENTISTS HAVE DISCOVERED a

new layer in the cornea. This previously undetected

layer located in the pre-Descemet’s cornea is well-
defined, acellular, strong enough to withstand up
to 1.5 to 2.0 bars of pressure, and has been named
Dua’s layer, after Harminder S. Dua, MD, PhD, who
discovered it.

“Clinical implications of this layer will emerge
with time, but the surgical implications are imme-
diately relevant,” said Dr. Dua, professor of ophthal-
mology and visual sciences, University of Notting-
ham, Queens Medical Centre, Nottingham, England.

“This layer can also be used to support the endo-
thelium in the procedure of endothelial keratoplasty,
making handling of the Descemet’s membrane trans-
plant safer and technically simpler,” Dr. Dua said.

( Continues on page 6 : Dua’s layer )
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Important Safety Information

TECNIS® Monofocal Intraocular Lens (IOL)

Indications: TECNIS® Monofocal IOLs are indicated for the visual
correction of aphakia in adult patients in whom a cataractous lens has been
removed by extracapsular cataract extraction. These devices are intended
to be placed in the capsular bag.Warnings: Physicians considering lens
implantation under any of the conditions described in the Directions
for Use labeling should weigh the potential risk/benefit ratio prior to
implanting a lens. Precautions: Do not resterilize or autoclave. Use
only sterile irrigating solutions such as balanced salt solution or sterile
normal saline. Do not store in direct sunlight or in temperatures over
45°C. Adverse Events: The most frequently reported adverse event
that occurred during the clinical trial of the 1-Piece lens was macular
edema, which occurred at a rate of 3.3%. Other reported reactions,
occurring in less than 1% of patients, were secondary surgical
intervention (pars plana vitrectomy with membrane peel) and lens
exchange (due to torn lens haptic).

TECNIS® Multifocal Intraocular Lens (IOL)

Indications: TECNIS® Multifocal IOLs are indicated for primary
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Precautions: The long term effects of intraocular lens implantation
have not been determined. Secondary glaucoma has been reported
occasionally in patients with controlled glaucoma who received lens
implants. Do not reuse, resterilize or autoclave. Adverse Events:
The most frequently reported adverse event that occurred during the
clinical trial of the TECNIS® Multifocal 1-Piece lens was secondary
surgical re-intervention in 3.7% of patients (0.6% lens-related and
3.2% not lens-related). Other reported adverse events were macular
edema (2.6%), hypopyon (0.3%) and endophthalmitis (0.3%).

TECNIS® Toric Intraocular Lens (IOL)

Indications: TECNIS® Toric I0Ls are indicated for the visual correction
of aphakia and pre-existing corneal astigmatism in adult patients with
or without presbyopia in whom a cataractous lens has been removed
by phacoemulsification and who desire improved uncorrected distance
vision, reduction in residual refractive cylinder, and increased spectacle
independence for distance vision. The device is 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®
Toric 1-Piece IOL Directions for Use that could increase complications or
impact patient outcomes. The TECNIS® Toric 1-Piece IOL should not be
placed in the ciliary sulcus. Rotation of the TECNIS® Toric 1-Piece IOLs
away from their intended axis can reduce their astigmatic correction.
Misalignment greater than 30° may increase postoperative refractive
cylinder. Precautions: Accurate keratometry and biometry in addition
to the use of the TECNIS Toric Calculator (www.TecnisToricCalc.com)
are recommended to achieve optimal visual outcomes. The safety and
effectiveness of the toric intraocular lens have not been substantiated
in patients with certain preexisting ocular conditions and intraoperative
complications. Refer to the TECNIS® Toric 1-Piece IOL Directions
for Use for a complete description of the preexisting conditions and
intraoperative complications. The clinical study was not designed
to evaluate effectiveness within preoperative keratometric cylinder
subgroups between 0.75 D to 1.50 D. All corneal incisions were placed
temporally in the clinical study. Do not reuse, resterilize, or autoclave.
Adverse Events: The most frequently reported adverse event that
occurred during the clinical trial of the TECNIS® Toric 1-Piece 10L
was surgical re-intervention which occurred at a rate of 3.4% (lens
repositioning procedures and retinal repair procedures). Other reported
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An attention ‘grabber’

Once again, Einstein’s theory of relativity gives rise

By Peter J. McDonnell, MD

director of the Wilmer Eye Institute,
Johns Hopkins University School of
Medicine, Baltimore, and chief medical
editor of Ophthalmology Times.

He can be reached at 727 Maumenee Building
600 N. Wolfe St. Baltimore, MD 21287-9278
Phone: 443/287-1511 Fax: 443/287-1514
E-mail: pmcdonn1@jhmi.edu

ON A RECENT FLIGHT, a famous
media expert occupied the seat next to mine.

“I'm in the media business myself,” I volun-
teered. “Chief Medical Editor of Ophthalmology
Times. Perhaps you’ve heard of it.”

“No,” she replied.

“How do I ensure that all ophthalmologists
read my columns?” [ asked. “They are extremely
busy caring for patients and learning to use elec-
tronic medical records, plus [are] bombarded
with written materials about new drugs and de-
vices, clinical trials, and practice management.”

“You need headlines that are ‘grabbers,”” she
advised. She offered the following examples:

Do you remember when that congressman,
whose name rhymes with “cleaner,” was caught
texting photos of his genitalia to a 21-year-old
college student? When first he denied everything
and vowed to stay in Congress, the New York
Post headline was: “Weiner: I'll Stick it Out.”

When the Speaker of the House declined to
comment on the controversy, CNSNews.com re-
ported: “Boehner Won't Bite on Weiner.”

When the congressman failed to show up at
parades held by constituents, the front page of
the New York Post proclaimed: “Hide the Weiner.”

When the congressman stated that he wasn'’t
certain whether the tweeted photos were his,
the front page of The Daily showed the man with
the headline: “It Could Be My Weiner,” The Daily
News proclaimed: “Weiner’s Pickle,” and Jon
Stewart led with “The Big Wang Theory.”

When the congressman admitted to ownership
of the imaged body parts in question, The Huff-

ington Post led with “Weiner Lets it All Hang Out”
and ABC News declared him “The Dork Knight.”

When the president criticized the junior politician
(“If it was me, | would resign”), the New York Post’s
front page proclaimed: “Obama Beats Weiner.”

When he did resign, MetroWeekend New York’s
front page offered, “He couldn’t keep it up.” Re-
porting on the danger of inadvertently distribut-
ing personal photos, the Kansas City Star head-
lined: “The lesson of Weiner’s schnitzel: Delete,
delete, delete.”

This year, when rumors began about the dis-
graced politician “thrusting himself” back into poli-
tics and the New York mayoral race, the Drudge Re-
port broke the story with “Will Weiner Rise Again?”
and the New York Post’s front page offered: “Wein-
er's Second Coming” and “Erect me Mr. Mayor.”

When the governor of New York commented un-
favorably on Weiner’s candidacy, saying it would
be “shame on us” if he was elected, The Post led
with: “Gov takes stiff poke at Weiner” and “Gover-
nor Cuomo took a bite out of Anthony Weiner.”

“So compare these two possible headlines:
‘Congressman Won'’t Resign’ versus ‘Weiner:
I'll Stick it Out.” Now do you see what [ mean
by ‘grabber’?” she asked.

ALL THINGS BEING RELATIVE
“I’'m not sure those ‘grabbers’ will work with
ophthalmologists,” I responded. “We are a
serious lot. Most were at or near the top of
their class in high school, college, and medi-
cal school. We don’t spend our time mak-
ing jokes, but having intelligent discussions
about meaningful use, phototransduction, and
bevacizumab.”

“Beva what?” she asked.

“Never mind,” I replied.

“Well, if what you say is true about them
being such intellectuals,” she told me, “you’ll
need a different kind of headline.”m
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Congressional
panel offers plan
to eliminate SGR

From Staff Reports

WASHINGTON, DC ::

congressional committee wants to
reform the Medicare payment sys-
tem by first repealing the controver-
sial sustainable growth rate (SGR).
In recent weeks the House En-
ergy and Commerce Committee released a plan
to replace the SGR formula with a system of
stable payment updates with a fee-for-service
payment option. The committee has reportedly
been working on the plan since January 2013.
“The policy would repeal SGR and, in re-
turn, replace it with an improved fee-for-ser-
vice system in which providers—working with
the Secretary of Health and Human Services
(HHS)—develop quality measures that will lead
to better care in a more efficient manner,” the

committee said in prepared comments.
“Unveiling our committee’s draft legislation is
an important milestone in our thoughtful, col-
laborative efforts to repeal SGR. We are work-

ing to restore certainty, fiscal sanity, and we
will responsibly pay for these reforms,” said
committee chairman Fred Upton (R-MI).

While the legislation does not specify terms
of payments, it does call for HHS to incorpo-
rate quality metrics and alternative payment
models that reward for quality care.

The draft reflects many of the principles for
transitioning to a higher performing Medicare
system that the American Medical Association,
California Medical Association (CMA), and more
than 100 state and specialty medical societies
submitted to Congress last fall, officials say.

“While the draft doesn’t specify what quality
measures would be used, it does say that the
measures would be physician developed and
Medicare reimbursements would be based on
quality scores relative to their peers, improve-
ments in scores from previous years and clinical
improvement activities,” CMA officials said. “It
also states that quality measures would be risk
adjusted so that providers are not penalized for
treating sicker or more complicated patients.” ®

DUA'S LAYER

( Continued from page 1)

To define and characterize the novel pre-
Descemet’s layer in the cornea, Dr. Dua and
his colleagues at the University of Notting-
ham performed a study, currently in press
at Ophthalmology, in which they included
31 human donor sclerocorneal discs and six
controls.

BIG BUBBLE TECHNIQUE
Using the big bubble (BB) technique, they in-
jected air into the stroma of donor whole globes
(n = 4) and sclerocorneal discs (n = 21), simi-
lar to what is done in the deep anterior lamellar
keratoplasty procedure. They then performed
the following:
Creation of BB, followed by peeling of the
Descemet’s membrane;

Peeling off the Descemet’s membrane, fol-
lowed by creation of the bubble; and

Creation of the BB and continued inflation until
the bubble popped to measure popping pressure.

The tissue they obtained from these experi-
ments also underwent histologic examination.
Three types of BB were obtained:
TYPE 1 a well-circumscribed, central, dome-
shaped elevation to 8.5-mm diameter (n = 14).

TYPE 2 a thin-walled, large BB (maximum:
10.5-mm diameter), which consistently started
at the periphery and enlarged centrally (n = 5).

TYPE 3 a mixed type of bubble (n = 3).

In Type 1 BB, the Descemet’s membrane
could be peeled off without deflating the BB,
indicating the presence of another layer of tis-
sue. In Type 2 BB, this was not possible. Type

( Continues on page 7 : Cornea )

HEADLINES YOU

MIGHT HAVE MISSED

AS SEEN IN Ophthalmology Times’ weekly
eReport. Sign up at http;//www.modernmedicine.
com/OphthalmologyTimes/enewssignup.

VISION-RELATED DISEASES are costing pa-
tients, insurance companies, and the U.S. gov-
ernment more than ever. According to a new
report commissioned by Prevent Blindness
America (PBA) from researchers at the Univer-
sity of Chicago, vision diseases are among the
costliest health problems to the U.S. economy.
http://bit.ly/11Vy262

AS DRY EYE SYNDROME affects more and
more patients over the next 10 years, phar-
maceutical companies are expecting to ex-
pand their clinical products globally to treat
the condition, thus tripling the market’s global
revenue over the next decade.
http://bit.ly/15b0vtX

PERRIGO CO. HAS ACQUIRED the ophthal-
mic portfolio of Fera Pharmaceuticals, a Long
Island, NY-based specialty pharmaceutical com-
pany, for an upfront payment of $93 million.
Perrigo, a provider of health-care products,
purchased the ophthalmic sterile ointment and
solution product portfolio from Fera, including
nine prescription ANDA products.
http://bit.ly/15b1cn9
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CORNEA

I
( Continued from page 6 )

1 BBs could be created even after initial peel-
ing of the Descemet’s membrane (n = 5), and
this confirmed that the Descemet’s membrane
was not necessary to create this type of BB.
Popping pressures were 1.45 bar for the Type
1 BB, and 0.6 bar for the Type 2 BB. Histologi-
cally confirmed cleavage occurred after the last
row of keratocytes. The new layer was found
to be acellular, 10.15 pm in diameter, and com-
posed of five to eight lamellae of predominantly
type-1 collagen bundles arranged in transverse,
longitudinal, and oblique directions.

FEELING THE IMPACT
According to Dr. Dua, his discovery will im-
mediately have an effect on surgery in the pos-
terior cornea and the gradual understanding
of corneal biomechanics and posterior corneal
pathologies, including acute hydrops, Desce-
metocole, and pre-Descemet’s dystrophies.

Clinically, his discovery will also impact the
understanding of several corneal pathologies.

“There are several conditions that affect the
back part of the corneal stroma,” Dr. Dua said.
“The consequences or sequelae of these could
relate to this layer and is something that we
are currently investigating.

“For example, it is traditionally believed that
a sudden water logging of the cornea (acute
hydrops) that occurs in keratoconus (dystrophy
of the corneal causing progressive ectasia) is
due to a break in the Descemet’s membrane,”
he added. “We have hypothesized that this
may be due to a break in the Descemet’s mem-
brane and the Dua’s layer. This not proven, but
is something we are investigating.”

Surgically, Dr. Dua’s discovery may help ex-
plain a few inconsistencies as well.

“Thus far, all surgeons thought that they were
separating the Descemet’s membrane from the
stroma in . . . deep anterior lamellar kerato-
plasty,” he said. “We have proved that this is
not so, but that this new layer offers the plane

of cleavage in most cases (more than 80% of
times), and because it is so tough, it keeps the
eye much stronger than it would have been if
only Descemet’s membrane was left behind
or in a PK. Knowledge of this layer will now
enable surgeons to understand the operation
better and make it safer,” he said.

But is he surprised by his discovery?

“I am pleased by my discovery as it explains
a few things that were happening during la-
mellar corneal surgery that we did not previ-
ously understand,” Dr. Dua said. “It will make
the operation safer and may also improve our
understanding of some corneal diseases.”

REACTIONS TO DISCOVERY
Aside from suggesting the need for medical
textbooks to be rewritten, the significance of
Dr. Dua’s discovery of a new corneal layer will
take time to become realized.

“It will require, in my opinion, some time
to see if others can confirm the existence of
this ‘new layer’ and its potential significance,”
said Peter J. McDonnell, MD, director of the
Wilmer Eye Institute, Johns Hopkins Univer-

‘l am pleased by my discovery as it
explains a few things that were happening
during lamellar corneal surgery that we
did not previously understand.’

— Harminder S. Dua, MD, PhD

sity School of Medicine, Baltimore, and chief
medical editor of Ophthalmology Times.

“My view is that this is an interesting and pro-
vocative report from a well-respected research
group,” he said. “My reading of their paper is
that this is not a description of a new layer in
the sense of how we think of the corneal layers
(epithelium, basement membrane, Bowman’s
layer, etc.), in which the composition is distinct
and readily appreciated as such on light and
electron microscopy (or even at the slit lamp).”

Rather, this is more the suggestion that a
region of the deep stromal layer has a some-
what distinct set of physical and mechanical
properties from the rest of the more anterior
stroma, he noted.

“So, it will be interesting to see how other
means of testing for this confirm or refute the
finding and to what degree this might prove
to have clinical significance,” Dr. McDonnell
concluded.

Also weighing in on this new approach is
Mark A. Terry, MD, director, Corneal Services,

~ TAKE-HOME

» The discovery of a new layer in the
cornea has many surgical and clinical
implications. This layer can support
the endothelium in the procedure of
endothelial keratoplasty, making the
handling of Descemet’s membrane
transplant safer and technically
simpler, according to its discoverer
Harminder S. Dua, MD, PhD.

Devers Eye Institute, and professor of clinical
ophthalmology, Oregon Health Sciences Uni-
versity, Portland.

“Dr. Dua has taken a new approach to look-
ing at the posterior layers of the cornea and
proposes that because the posterior layers of
the stroma just anterior to Descemet's mem-
brane react differently to our surgical maneu-
vers than say, the mid stroma, that this prop-
erty qualifies this layer as separate anatomical
entity,” Dr. Terry said.

This concept of a new layer is seen by some
as intellectually “splitting hairs” of terminol-
ogy, whereas others see it as legitimately “split-
ting cornea,” he said.

“Dr. Dua’s concept is not without precedent,
as Dr. Bowman also recognized the unique
qualities of the most anterior layer of the cor-
nea (which bears his name) nearly a century
ago,” Dr. Terry concluded. “T applaud the fresh
approach to corneal anatomy that Dr. Dua has
taken, and I look forward to further documen-
tation of the unique benefits of this layer in
the treatment of our patients.” ®

Ophthalmologists are tweeting about this

discovery. Follow us for updates and other
ophthalmic news @0phthTimes

Isaac Porter, MD @eyePorter New part
of the eye - #Dua’s layer discovered in
the #cornea! Video info in #AStateofSight
- http://youtu.be/BYUsV94Illhw

ISRS, partner of AAO @ISRS_AAO
Human corneal anatomy redefined: A
novel pre-Descemet’s layer (Dua’s layer)
http://www.aaojournal.org/article/
S0161-6420(13)00020-1/abstract#.Ubo-
CsLAM_I.twitter

Brandon Lujan, MD @OCTMD Dua’s
layer between corneal stroma and Des-
cemet’s...new layer, new anatomy! http://
huff.to/19q5bzt

e
| HARMINDER S. DUA, MD, PHD

E: harminder.dua@nottingham.ac.uk

Dr. Dua did not indicate any proprietary interest in the subject matter.
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Why cultural competency
in medical care matters

One glaucoma specialist explains importance of delivering culturally competent care

By Cheryl Guttman Krader; Reviewed by Terri Pickering, MD

~ TAKE-HOME

» Cultural competency is defined as
the application of cultural knowledge
and interpersonal and clinical skills
to enhance effectiveness in managing
patient care. It’s also the law.

SAN FRANCISCO ::
ultural competency in medi-
cal care matters because it im-
proves outcomes, is imperative
because of demographic shifts,
and is the law.
Terri Pickering, MD, in pri-
vate practice at the Glaucoma
Center of San Francisco, defined cultural com-
petency as the application of cultural knowl-
edge and interpersonal and clinical skills to
enhance effectiveness in managing patient care.

“Cultural competency does not mean acquir-
ing complete understanding of each ethnic,
religious, or linguistic culture,” Dr. Pickering
said. “Rather, as it applies to the individual
practitioner, the goals of cultural competency
are to understand that patients of diverse cul-
tures may have diverse health beliefs and to
realize there is more than one way to accom-
plish health goals.”

Statistics on the increasing diversity of the
U.S. population and high prevalence of non-
English-speaking residents support the need
for cultural competency in medical care. Ad-
ditionally, there is a legal mandate for it based
on the Supreme Court’s interpretation of Title
VI, the Civil Rights Act.

“The Supreme Court determined that dis-
crimination based on language is equivalent
to discrimination based on national origin,”
Dr. Pickering said. “Therefore, any health-care
provider who receives federal funding has to
make a good faith effort to communicate effec-
tively with all patients or risk losing funding.

“This ruling has implications for licensure,
as well as for accreditation for hospitals and

graduate medical programs,” she said. “Ad-
ditionally, certain states have laws requiring
physicians to get continuing medical education
in language access and cultural competency.”

BASIC CONSIDERATIONS

There are certain issues and missteps clini-
cians should be aware of when dealing with
ethnic patients in general and some that are
specific to certain subgroups. A common
mistake made in the situation where a lan-
guage barrier exists is to underestimate the
patient’s level of education. Consequences of
the incorrect assumption include provision
of abbreviated or incomplete patient educa-
tion that in turn may lead the patient to de-
velop negative perceptions of the health-care
system and noncompliance with treatment
recommendations.

Other common cultural competency errors
are the belief that all people of the same cul-
ture are alike, the presumption that cultural
differences are superficial, the habit of speak-
ing in a condescending or correcting manner,
and the use of children as translators.

Discussing some practices and ideas appli-
cable to specific cultures, Dr. Pickering noted
that in some Asian American families, the first
born son is often considered the most impor-
tant family member and may act as the fam-
ily representative. Another issue to keep in
mind that may have relevance to other ethnic
groups as well is the importance assigned to
herbal medicine.

“Be sure to ask patients whether they are
using herbal medicines, and be aware that
patients may believe herbal medicines work
instantaneously,” said Pickering said. “There-
fore, they may have the same expectations for
Western medicine.”

She added that a useful strategy for discuss-
ing herbal medicine is to acknowledge respect
for it, while noting that it has not been proven
to be effective for the patient’s disease.

Considerations for interacting with Hispanic
American patients include awareness that for

some families, elders are respected, medical
decisions are often made as a family unit, and
folk medicine (“curanderismo”) may play a
role. Building trust and friendship is especially
important, Dr. Pickering said.

With regard to Muslim Americans, a survey
investigating glaucoma medication use during
Ramadan showing that only 34% of Muslim
American patients would use their glaucoma
medications during fasting hours, while 11%
stopped treatment completely.

“These findings emphasize the importance
of tailoring treatment to patients’ expectations
and religious beliefs in order to improve com-
pliance,” Dr. Pickering said. “Try not to criti-
cize cultural beliefs and instead, work within
the patient’s belief system to improve compli-
ance with your medical plan.”

BUILDING COMPETENCY

Dr. Pickering reiterated the importance of de-
veloping cultural competency as current con-
ditions represent a perfect storm for promoting
health disparities.

“The disease burden is increasing as the pop-
ulation ages and so is the number of patients
with low English proficiency,” Dr. Pickering
said. “Moreover, we are still reeling from the
economic recession, and inequalities in income
and education are increasing.

“It is important for practitioners to take per-
sonal responsibility and be aware of their at-
titudes and generalizations,” she said. “When
talking to patients, remember to try to slow
down, keeping in mind that 40% to 80% of
what we tell patients is forgotten immediately
and half of what they do remember is remem-
bered incorrectly.” m

( TERRI PICKERING, MD
E: tdpeye2eye@yahoo.com
Dr. Pickering has no financial interest relevant to the subject matter. This article was
adapted from Dr. Pickering’s presentation during the 17th annual Glaucoma Sympo-
sium presented by the Glaucoma Research and Education Group at Glaucoma 360°, in
partnership with the Glaucoma Research Foundation and Ophthalmology Times.
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INLAY
FOR P

AT CORNEAL

LEVEL

Benefits of small-aperture implant remain
stable during follow-up of 5 years

By Cheryl Guttman

SAN FRANCISCO ::

]
take-home

> A small-aperture
corneal inlay
(Kamra, AcuFocus)
has provided safe,
effective, and stable
improvement of near
and intermediate
vision in emmetropic
presbyopes followed
for 5 years.

AN OPTION
RESBYOPIA

Krader; Reviewed by Giinther Grabner, MD

utcomes for a cohort of pa-
tients with presbyopia with a
small-aperture corneal inlay
implanted find the device is
well tolerated and patient sat-
isfaction is high.

Implantation of the corneal inlay (Kamra, AcuFocus)
improves near and intermediate vision in presbyopic em-
metropes, while having minimal effect on distance vision,
and its benefits remain stable during follow-up of 5 years.

“The small-aperture corneal inlay is an effective and
safe treatment for presbyopia, and patient satisfaction with
the inlay is high,” said Giinther Grabner, MD, at the an-
nual meeting of the American Society of Cataract and Re-
fractive Surgery.

“The inlay is well-tolerated, but can be removed if de-
sired, and I believe it is an excellent option for treating
presbyopia at the corneal level,” said Dr.
Grabner, professor of ophthalmology and
director, Paracelsus Medical University
Eye Clinic, Salzburg, Austria.

He presented outcomes for the first co-
hort of patients with the small-aperture
corneal inlay he implanted beginning in
September 2006. The inlay available at
that time measured 10 pm in thickness
and contained 1,600 microperforations to allow nutrient
flow. The current generation of the inlay is only 5-pm thick
and features 8,400 microperforations.

The series included 32 patients, all of whom had com-
plete follow-up to 4 years, and 17 of whom had reached the
S-year visit. The implantations were done in the nondomi-
nant eye under a femtosecond-created flap at an intended

» Non-dominant eye only
» Flap created (170 to 200 um depth)

» Inlay insertion and centration
» < 20 minutes — start to finish

Surgical Procedure
(emmetropes and sim-LASIK)

» Topical anesthesia

» Close flap

depth of 170 pm using topical anesthesia. Mean age of the
patients at time of implantation was 51 years.

CAREFULLY SELECTED POPULATION

“This was a very carefully selected population for enroll-
ment in the multicenter FDA study, and we screened about
300 patients to identify these 32 individuals who met the
strict inclusion criteria,” Dr. Grabner said.

Data from follow-up at 4 years for the eye with the inlay
showed near uncorrected visual acuity (UCVA) improved
from J7/8 at baseline to J2; intermediate UCVA improved
from 20/40 preoperatively to 20/25. The patients lost about
one line on average for distance UCVA, from 20/16 to 20/20.
No eye had distance UCVA worse than 20/32, and binocular
distance UCVA stayed unchanged at 20/16. Mean spherical
equivalent changed from 0.19 D preoperatively to 0.03 D.

“For the patients seen at 5 years, the results in the inlay
eye remain stable, but we can see some age-related loss in
near and intermediate UCVA in the fellow eye,” Dr. Grab-
ner said.

He added that near vision function was also evaluated
using the Salzburg Reading Desk, and the results showed
improvements in reading acuity and speed with a decrease
in preferred reading distance.

“With this test we have objective evidence of improved
near vision function,” Dr. Grabner said.

Continues on page 13 : Small aperture

Images courtesy of Giinther Grabner, MD
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Femtosecond laser procedure for
spherical myopia yields solid safety

Accuracy of correction very good, within ‘ballpark’ of what is achieved with conventional LASIK

By Fred Gebhart; Reviewed by Jon Dishler, MD

SAN FRANCISCO ::
INITIAL FDA CLINICAL trial out-
comes of a femtosecond laser system (VisuMax,
Carl Zeiss Meditec) to correct spherical myo-
pia showed solid clinical and safety results.
That was the overall assessment by Jon
Dishler, MD, Dishler Laser Institute, Denver,
and medical monitor and one of five principal
investigators for the VisuMax Myopia Study.

ADVANCE FOR
MYOPIC CORRECTION

“My overall impression is that this could rep-
resent a significant advance in the surgical
correction of nearsightedness,” said Dr. Dish-
ler at the annual meeting of the American So-
ciety of Cataract and Refractive Surgery. “It
allows for a very precise correction without,
to all appearances, any requirement for a no-
mogram. Visual recoveries have thus far been
very rapid.”

Dr. Dishler reported safety
outcomes from the initial FDA
clinical trial results for the
ReLEx smile procedure for
spherical myopia correction.
The trial was conducted under
an investigational device ex-
emption for the femtosecond
laser platform. The system has been used for
several years in Europe, Asia, and other re-
gions, Dr. Dishler said, but is still under in-
vestigation in the United States.

The procedure involves cutting precisely
shaped lenticule from the stroma and remov-
ing it through a small incision. Unlike LASIK,
no flap is required and tissue is physically
removed with no ablation.

The FDA granted permission to study 100
eyes, of which 99 have been operated on.
The manufacturer is currently collecting and
processing data to support a request to study
the remaining 260 eyes and follow the results
for at least 1 year.

79 EYES INCLUDED

Dr. Dishler’s initial report covered a total of 79
eyes in 79 patients. The approved treatment

Dr. Dishler

sphere range was 1 to 8 D with a cylinder of
-0.5 D or less and MRSE of -8.25 D or less.
This was a sphere-only study in single eyes
with a change in MRSE of 0.5 D or less in the
prior year in the eye to be treated. Patients
were at least 22 years old and the optical zone
was 6 to 6.5 mm.

Most of the patients, 60.8%, were fe-
male and the eyes were roughly
balanced, 54.4% right and
45.6% left. The mean age was
35 years, the mean MRSE was
-4.33 D, the mean sphere -4.25
D, and the mean cylinder -0.15 D.

“The results seem very prom-
ising,” he said. “The accuracy of
correction is very good and is
certainly within the ballpark of
what is achieved with conventional
LASIK-type procedures.”

The mean refraction 1 month
postoperatively was MRSE -0.11
D, sphere 0 D, and cylinder -0.22
D. The mean results 3 months postoperatively
were similar, MRSE -0.08 D, sphere 0.03 D,
and cylinder -0.22 D. Most eyes, 98%, were
within 0.5 D of spherical equivalent goal at 3
months and 100% of eyes were 20/40 or bet-
ter. Most eyes, 98%, 20/25 or better and about
88% were 20/20 or better at 3 months.

SAFETY OUTCOMES

Safety results were very good, Dr. Dishler noted.
At 3 months postoperatively, no eyes had lost
two or more lines of best spectacle-corrected
visual acuity (BSCVA), fewer than 5% had lost
one line, more than 50% were unchanged, about
one-third had gained one line, and a hand-
ful of patients had gained two or more lines.
Intraoperative events were few and all re-
solved, he continued. A difficult lenticule re-
moval resulted in a single radial cap tear. The
tear was treated medically and resolved with-
out sequelae. Suction was lost during the cap
cut on one eye. The eye was re-docked and
the procedure was completed successfully.
There were three cases of diffuse lamel-

|
take-home

> A femtosecond laser
platform (VisuMax,
Carl Zeiss Meditec)
showed excellent safety
results for spherical
myopia correction with
promising effectiveness
outcomes 3 months
postoperatively.

lar keratitis, all stage 2 or less. One case was
seen 1 week postoperatively and was medi-
cally treated without sequelae. The patient had
uncorrected visual acuity of 20/16 at 1 month
and MRSE was plano.

Two cases were case was seen at 1 day post-
operatively. Both were treated medically and
both resolved without sequelae. Best uncorrected
visual acuity at 1 week was 20/25
and BSCVA was 20/12.5 for both.

A single patient had transient
light sensitivity syndrome at 2
months. It was treated medically
and resolved without sequelae.
Best uncorrected visual acuity at
3 months was 20/25, MRSE was
-0.25, and BSCVA was 20/16.

“There are no ablation issues,
such as drying in the cornea or hy-
dration changes,” Dr. Dishler said.
“This is a very different principle
from LASIK. We are cutting and
removing a specific shape based
on the Munnerlyn-type formula, so there is
no reason it shouldn’t be as accurate at higher
amounts of nearsightedness as it is at lesser
amounts.

“Excimer lasers seem to be less accurate in
working with larger amounts of correction,”
he added. “It is a new paradigm for the cor-
rection of nearsightedness which may, for cer-
tain patients, be preferable because the treat-
ment is not subject to the amount of correc-
tion needed and it can be done using a small
incision with all the obvious benefits of not
requiring a flap.” m

What are your thoughts regarding
the ReLEx smile femtosecond laser

technique? Visit Facebook.com/
OphthalmologyTimes to weigh in.

“/7
JON DISHLER, MD
E: jond@dishler.com
Dr. Dishler is a paid consultant for Carl Zeiss Meditec and a primary investigator for the
VisuMax Myopia Study.
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Intraoperative wavefront aberrometry
optimizes refractive outcomes

Analysis shows value for improving predictability, especially in long and short eyes

By Cheryl Guttman Krader; Reviewed by Timothy N. Peters, MD

SAN FRANCISCO ::
USE OF INTRAOPERATIVE wave-
front aberrometry (ORA System, WaveTec Vi-
sion) improves refractive outcomes in cataract
surgery. Its use is of particular benefit when
operating on shorter and longer eyes for which
accurate IOL power calculation is more chal-
lenging, according to the results of a retrospec-
tive study presented by Timothy N. Peters, MD.
“The modern formulas that we use to calcu-
late IOL power perform consistently in provid-
ing reasonable outcomes for eyes with ‘normal’
axial length,” said Dr. Peters, private practice,
Portsmouth, NH. “However, they have poorer
reliability for accurately determining IOL power
in eyes at the ends of the axial length spectrum.
“Analyses based on a large population of eyes
operated on with intraoperative aberrometry
indicate that this technology adds value in all
cases and especially for the non-average eye,”
said Dr. Peters at the annual meeting of the

American Society of Cataract and Refractive
Surgery. “The intraoperative aphakic reading
generally confirms the lens power I have chosen
preoperatively based on standard calculations,
but its use has led me to change the plan more
than half the time in longer and shorter eyes.
Postoperative analyses show that the change
was consistently in the right direction.”

The effect of intraoperative wavefront ab-
errometry on refractive outcome predictabil-
ity was investigated using data from 2,200
eyes in the manufacturer’s database. Results
were determined for the entire cohort and
for subgroups of short (<22.5 mm) and long
eyes (>26.5 mm).

For the entire population, the overall mean ab-
solute value prediction error (MAVPE) was 0.33
+ 0.29 D. Spherical equivalent (SE) in about half
of the eyes was within 0.25 D of the intended
preoperative predicted SE, 79% were + 0.50 D,

93% were + 0.75D, and 97% were £ 1D. Pre-
diction errors and standard deviations of the
means were just slightly higher in both sub-
groups of eyes with extreme axial lengths.
The MAVPE was 0.39 + 0.35 D for short eyes
and 0.36 + 0.32 D for the long eyes; in both
groups ~75% were within 0.50 D of the for-
mula predicted SE.

“Prediction errors should be further reduced
by software updates that optimize lens coeffi-
cients by axial length group,” Dr. Peters said.
“In fact, my personal MAVPE for long and short
eyes operated on without ORA was 0.6 D, but
with a personalization of my ORA outcomes,
my MAVPE in these eyes is just 0.3 D.” B

| TIMOTHY N. PETERS, MD
E: TPeters@EyesightNH.com
Dr. Peters has no relevant financial interest to disclose.

SMALL APERTURE

( Continued from page 10 )

Ten patients completed a satisfaction ques-
tionnaire at 5 years. When asked if they would
have the surgery again, nine responded “yes”
and one said “maybe.” There were no reports of
significant night symptoms. Near vision qual-
ity was rated on a scale of 0 (bad) to 7 (very
good), and the average score was 5.7.

MINIMAL COMPLICATIONS

Complications in this first series of patients in-
cluded one case of epithelial ingrowth requir-
ing repeated flap lift, but successfully treated.
There were two cases of decentered inlays as-
sociated with decreased distance UCVA, and
one patient developed a hyperopic shift (+2.5
D) associated with inadvertent superficial place-
ment of the inlay.

The decentered inlays were repositioned at
7 months after initial surgery, vision improved
within 1 month, and at 30 months, the patients
achieved J2 near UCVA and 20/20 distance

UCVA. The superficially placed inlay was re-
moved after 4 years.

“The inlay should be centered over the esti-
mated visual axis and within about 300 pm of
target to achieve optimum visual acuity,” Dr.
Grabner said. “Recentration is possible, but it
is best done early.

“In the patient with a hyperopic shift, the
inlay was placed at 130 pm instead of the in-
tended depth of 170 pm,” he added. “The eye
developed marked topographic changes that
we think were the result of epithelial cyto-
kines stimulating the keratocytes and leading
to some minimal haze.”

WELL TOLERATED DURING
LONG-TERM FOLLOW-UP

The inlay continues to be well tolerated during
long-term follow-up. No irritation or inflam-
matory reactions have been observed, and in
testing at 12 months, binocular photopic and
mesopic contrast sensitivity were within nor-
mal limits.

The inlay does not interfere with exami-
nation or treatment of the anterior chamber
angle or posterior segment, Dr. Grabner noted.

“I'was concerned about being able to see the
maculain these older patients who may be de-
veloping age-related macular degeneration or
diabetic macular edema,” he said. “However,
optical coherence tomography [imaging] of the
retina is not a problem and one can also do a
fundus exam without pupil dilation.”

In addition to modifications of the inlay it-
self, there have been changes in the inlay place-
ment procedure and expansion of potential
candidates. Currently the inlay can also be
placed into a femtosecond laser-created pocket,
and using that approach, it can be simultane-
ously combined with LASIK in patients need-
ing ametropic correction. The inlay can also
be placed into a pocket to correct presbyopia
in postLASIK or pseudophakic eyes. Dr. Grab-
ner added that some therapeutic applications
may emerge in the future with the introduc-
tion of a smaller-aperture inlay. ®

e
GUNTHER GRABNER, MD
E: g.grabner@salk.at
Dr. Grabner has received travel grants and speakers fegs from AcuFocus.
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Flap creation put to the test
of femtosecond laser platform

Observations revealed that flap lifts were uniform; stromal beds were smooth, regular

By Cheryl Guttman Krader; Reviewed by Jeffrey Whitman, MD

SAN FRANCISCO ::

ANEW FEMTOSECOND laser system
(Victus, Bausch + Lomb) is a reliable tool for
creating high-quality LASIK flaps of intended
dimensions.

And, it performs similarly to time-tested
technology, said Dr. Whit-
man, private practice, Dal-
las. However, the new femto-
second laser platform is one
of only two systems in the
United States that can also
be used in cataract surgery.

“When new technology
becomes available, it is im-
portant to understand how it compares with
existing modalities,” said Dr. Whitman, at the
annual meeting of the American Society of
Cataract and Refractive Surgery.

“For LASIK flap creation, we have found
that [this] . . . femtosecond laser performs at
least as well as the current gold standard, but
it brings an added advantage of greater ver-

CREATING THE CORNEAL FLAP

Dr. Whitman

VIDEOQ Go to http://bit.ly/12z9nZ1 to
see how the femtosecond laser (Victus, Bausch +
Lomb) creates LASIK flaps that are uniform with no
central opaque bubble layers and smooth stromal
beds. (Video courtesy of Bausch + Lomb)

Will femtosecond laser platforms have a place
in your practice for creating LASIK flaps? Visit
Facebook.com/OphthalmologyTimes and share
your thoughts regarding this new technology.

satility,” he said. “The ability to use a single
platform for corneal and cataract surgery ap-
plications is an attractive feature for a prac-
tice considering the purchase of femtosecond
laser technology.”

SERIES OF 10 EYES

Dr. Whitman assessed the performance of the
new femtosecond laser as a flap-cutting tool
in a series of 10 eyes undergoing LASIK for
myopic or hyperopic correction. Ease of flap
lifting and stromal bed quality was assessed
intraoperatively, and the eyes underwent an-
terior segment optical coherence tomogra-
phy imaging at 1 month postoperatively for
measurements of flap thickness and diame-
ter. Four flap thickness measurements were
made in each eye and the data were used to
calculate the average flap thickness per eye.

The intraoperative observations
revealed that flap lifts were uni-
form with no central opaque bub-
ble layer issues and stromal beds
were smooth and regular.

The flap measurements showed
excellent predictability. Targeted flap
thickness for the 10 eyes ranged
from 110 to 150 pm. For the indi-
vidual eyes, deviation between the
intended target and achieved av-
erage flap thickness ranged from
-0.6 to 2.8 pm with an average of
0.48 pm. Standard deviation for the
four flap thickness measurements
in each eye was <3.6 pm.

Intended flap diameters were 8.7 or 8.8 mm,
and the achieved diameter matched the tar-
get in 6 eyes and deviated by only 0.1 mm in
the other 4 eyes.

COMPARING FLAP THICKNESS

Dr. Whitman also compared the flap thick-
ness outcomes using this particular femtosec-
ond laser with those he achieved in a group
of 10 eyes undergoing flap creation using
a 60-kHz femtosecond laser (IntraLase, Ab-
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D A study assessing

the performance of

a new femtosecond
laser platform (Victus,
Bausch + Lomb)
showed it created
LASIK flaps that
deviated minimally from
targets for thickness
and diameter.

L

The flap bed (above) was created by the
femtosecond laser platform. The study
found that LASIK flaps performed by the
laser deviated minimally from targets for
thickness and diameter.

(Photo courtesy of Bausch + Lomb)

bott Medical Optics). The comparator group
eyes were matched by intended flap thick-
ness, and across the 10 eyes, the
deviation between the intended
and achieved average flap thick-
ness ranged from -3.6 to 1.2 pm
with an average of -0.88 pm. The
standard deviation for the four
flap thickness measurements in
each eye was <5.2 pm.

Intended diameters for the In-
traLase-created flaps ranged from
8.5 mm to 9 mm. The achieved
diameter matched the target in
4 eyes and varied by just 0.1 pm
in the other 6 eyes.

“Both of these femtosecond la-
sers provide excellent results in creating flaps
with the targeted diameter and thickness,” Dr.
Whitman said. “The outcomes with the new
Victus are as good as if not better than those
achieved with the IntraLase.” ®

-
| JEFFREY WHITMAN, MD

E: docwh6@shcglobal.net

Dr. Whitman is a consultant to Bausch + Lomb.
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All-femtosecond laser refractive
correction procedure promising

Early data suggest small incision lenticule extraction as effective for myopia as LASIK

By Fred Gebhart; Reviewed by John E Doane, MD

SAN FRANCISCO ::

THE QUEST FOR THE ideal refractive
vision correction procedure is likely to include
such attributes as accuracy, effectiveness, sta-
bility, safety, and the ability to provide qual-
ity outcomes.

The ideal procedure would be reversible or
adjustable, involve minimal wound healing,
provide immediate and final
refractive outcomes, and meet
patient expectations. And it
must be better than glasses
or contact lenses.

“No procedure is perfect on
allthose counts,” said John F.
Doane, MD, in private prac-
tice at Discover Vision Cen-
ters, Kansas City, MO, and assistant clinical
professor, Kansas University Medical Center,
Kansas City, KS.

“We are always looking for the next best
things,” said Dr. Doane at the annual meeting
of the American Society of Cataract and Re-
fractive Surgery. “The next best thing in laser
vision correction may be all-femtosecond laser
procedures.”

Dr. Doane presented early re-
sults from the first FDA trials of
a certain femtosecond laser plat-
form (VisuMax, Carl Zeiss Med-
itec) to treat uncomplicated myo-
pia. Though the femtosecond laser
isin use outside the United States,
this trial was conducted under an
investigational device exemption.
The five study sites included Den-
ver (Jon Dishler, MD); Kansas City
(John Doane, MD); Madison, WI
(John Vukich, MD); Miami (Wil-
liam Culbertson, MD, Sonia Yoo, MD), and
Sioux Falls, TA (Vance Thompson, MD).

HOW IT’S DONE

Unlike traditional LASIK correction, which
ablates corneal tissue, femtosecond laser re-
fractive vision correction carves a precisely
formed lenticule from the stroma. When the
lenticule is removed, the corneal radius of cur-
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» Early FDA data for

a femtosecond laser
platform (VisuMax,
Carl Zeiss Meditec)
show positive results
for corneal refractive
surgery to treat
uncomplicated myopia.

vature flattens to the desired correction. The
actual procedure is a femto lamellar keratomi-
leusis, more commonly referred to as SMILE,
for small incision lenticule extraction. The sur-
geon cuts a 90° flap into the corneal surface
rather than the familiar 270° LASIK flap to
access the stroma. The next step is to process
the posterior side of the lenticule, then the an-
terior side. The lenticule is removed, and the
correction is complete.

“Thin sections have been tried in the past,
but not with the precision of a femtosecond
laser,” Dr. Doane said. “This is a kind of back-
to-the-future keratomileusis technique, such
as automated lamellar keratoplasty. We did
remove a lenticule of tissue, but we simply
didn’t have the precision with two passes of
a microkeratome that we have with a femto-
second laser.”

ADVANTAGES
OF PROCEDURE

Reliable extraction of a precise lenticule is only
one of the advantages of SMILE over LASIK,
he continued. There is no abla-
tion, no plume, and no hydration
concerns. The postoperative cor-
nea is slightly prolate. There is no
or minimal induction of higher-
order aberrations and the poten-
tial for aberration-neutral refrac-
tive treatments.

This initial prospective trial in-
cluded 64 eyes in 64 patients. The
mean preoperative spherical equiva-
lent was -4.46 D. The mean sphere
was -4.39 D and the mean cylinder
was -0.14 D. Patients were aged 22
to 59 years (the mean age was 35 years) and
had no prior ocular surgery or ocular patho-
logic diagnoses.

“What we really wanted to see was if this
procedure is, in fact, as refractively predictable
as LASIK, as stable, as safe, and as effective
in vision correction,” Dr. Doane said. “We hit
all of our targets and are very excited about
these outcomes.”

The mean manifest refraction spherical
equivalent 7 days postoperatively was -0.06
D (from -0.38 to +0.25 D) and the same
at 3 months. Predictability was excellent,
with an R? at 7 days of 0.9901 and 0.9903 at
3 months. About 95% of eyes were within
0.5 D of the target correction at 7 days and
at 3 months.

VISUAL ACUITY DETAILS

Best uncorrected visual acuity was 20/40 or
better for all eyes from day 1 through 3 months.
At 3 months, about 95% of eyes were 20/25 or
better and 90% were 20/20 or better. Approxi-
mately 55% of eyes had unchanged best-cor-
rected visual acuity at 3 months, nearly 30%
had gained oneline, 5% had gained two lines,
and a few eyes had gained two or more lines.
A few eyes lost one line and no eyes lost two
or more lines at 3 months.

By 1 month postoperatively, all eyes were
20/25 or better, more than 90% were 20/20 or
better, half were 20/16 or better, and nearly
10% were 20/12.5 or better.

Patients were more comfortable following
SMILE compared with LASIK, Dr. Doane noted.
There were fewer reports of dry eye or other
discomfort.

“SMILE provides what current techniques
don’t—extremely fast visual recovery with
preservation of most corneal nerves,” he said.
“We anticipate more structural and mechani-
cal stability—what we see with a 270° LASIK
flap—while maintaining excellent refractive
predictability, efficacy, stability, and quality
of vision.” m

How do you see femtosecond lasers
playing out in refractive surgery? Visit

Facebook.com/OphthalmologyTimes
and provide your perspective.

JOHN F. DOANE, MD

E: jdoane@discovervision.com

Dr. Doane reported financial interests in Bausch + Lomb, Calhoun Vision, and Carl
Zeiss Meditec.
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Physicians as patients like LASIK

Surgeon surveys long-term patient satisfaction of laser vision correction among physicians

By Fred Gebhart; Reviewed by Ronald R. Krueger, MD, MSE

SAN FRANCISCO ::

LASIK RESULTS ARE good. Studies
using current LASIK platforms routinely show
20/20 in excess of 80% of eyes and a high de-
gree of satisfaction in 95% of patients. With
about 1 million eyes treated annually, LASIK
results are so good the U.S. military has ac-
cepted the procedure for combat pilots.

But what about physicians?

“Physicians are skeptical, they are cautious,
and they have an extraordinarily high demand
for visual function,” said Ronald R. Krueger,
MD, MSE, medical director, Department of Re-

fractive Surgery, Cole Eye In-
r ‘ stitute, Cleveland Clinic, and
-  professor of ophthalmology,

= Cleveland Clinic Lerner Col-

lege of Medicine of Case West-
ern Reserve University, Cleve-
p land. “So, how well do they
do with LASIK? And how sat-
isfied are they with surgery?”

The answer, it turns out, is very well and
very highly satisfied.

Dr. Krueger presented the results of long-
term patient satisfaction of laser vision correc-
tion among physicians at the annual meeting
of the American So-
ciety of Cataract and
Refractive Surgery. He
surveyed all physicians
he treated using laser
vision correction at The

]
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> Physicians
expressed high rates of

satisfaction with laser Cleveland Clinic from
vision correction up 2000to 2011. This was
to 10 years following not a study of a partic-
surgery. ular platform or tech-

nique, but a broad sur-

vey that included a variety of platforms, pro-
files, and keratomes over more than a decade
of real-world surgery in a highly demanding
population.

Dr. Krueger and his research team were able
to identify retrospectively 226 physicians he
had treated over that time. He said that while
the Cleveland Clinic employs more than 3,000
physicians and the Cole Eye Institute is not the
sole venue in which these physicians seek out
their treatment, the Cleveland Clinic health
plan offers benefits and incentives for employ-
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SURVEY

( Continued from page 17 ')

ees using in-house facilities, such as the Cole
Eye Institute.

PHYSICIANS BECOME
PATIENTS

The 226 patients represented 429 eyes. A chart
review showed that a majority of the patients,
63%, were male, and the median age was 38
years. There were nine eyes with hyperopia
in the group, with a mean refractive error be-
fore surgery of +1.25 D. The 420 eyes with
myopia had a mean spherical equivalent re-
fractive error of -4.5 D, with a range from 0
to -11.50 D. Most of the eyes, 89%, had LASIK
and 11% had PRK. The mean follow-up period
was 20 months.

The visual outcomes were good, Dr. Krueger
said, with 78% having uncorrected visual acu-
ity of 20/20 or better after surgery and 97%
20/40 or better. Eighty percent of eyes were
within 0.5 D of target and 96% were within
1 D of target.

A majority of patients, 86%, had no change
in best-corrected visual acuity (BCVA) follow-
ing surgery. Just 1% of eyes lost two lines of
BCVA and 13% lost one line of BCVA.

“[Compiled] over 10 years, these results are
not with a single platform or today’s latest plat-
form,” Dr. Krueger said. “These results include

the older lasers we used in 2000 as well as our
newer modifications. It is across all platforms,
and hence gives a good idea of how well we
did with laser vision correction overall.”

PATIENT SATISFACTION

Beyond these results, he also wanted to assess
physician satisfaction over this time. His re-
searchers mailed a physician-specific survey
to all 226 physician-patients and received 132
responses, about 58%. Nearly all of the respon-
dents, 97%, completed the full survey. Of the
respondents, 28% were surgeons, 43% were
non-surgeons who performed procedures, and
29% did not perform either procedures or sur-
geries. Respondents included cardiac surgeons,
neurosurgeons, ophthalmologists, and a vari-
ety of other specialties, as well as generalist
practitioners.

Physician satisfaction largely mirrored sat-
isfaction in the general population. More than
two-thirds of physicians, 70.3%, reported being
very satisfied with their surgery and another
25% were satisfied. That agrees with general
population satisfaction rates. Nearly all physi-
cians, 96%, said they would repeat the surgery
based on their experience and knowledge of
their outcomes.

Physicians’ assessment of their own visual
outcomes was equally positive. Most respon-
dents, 84.3%, said the quality of their corrected
vision was better or much better than their
BCVA before surgery. None said the postsurgi-
cal vision was notably worse, 3.1% said it was

slightly worse, and 12.5% said it was about the
same after surgery as it was before surgery.

A total of 21% of physicians said they needed
spectacle correction after surgery. Of this group,
67.9% said they needed correction for reading
and near work, 39.3% while driving at night,
and 25% while driving during rain. Smaller
percentages reported needing correction doing
their job (21.4%), working on a computer (14.3%),
watching television or movies (17.9%), and for
social life or while driving with glare from on-
coming headlights (10.7% each).

Most physicians, 90.6%, said the quality of
their vision post surgery has not limited their
work as a physician, while 3.9% said only a
little bit, 1.6% said a moderate amount, and
3.9% said they didn’t know. Overall, 39% said
improved vision quality has made perform-
ing procedures much easier or better. Another
59.4% reported no difference in performing
procedures after surgery.

“Overall, refractive surgery in physicians
seems to be successful,” Dr. Krueger said. “That
is what I thought we would see subjectively.
But it is good to know that this demanding
physician audience is generally satisfied with
their laser vision correction.” m

RONALD R. KRUEGER, MD, MSE

E: Krueger@ccf.org

Dr. Krueger reported no financial conflicts of interest that could affect this study,
except for his employment at the Cleveland Clinic as an ophthalmologist and refractive
surgeon.

Device offers new surface ablation concept

From Staff Reports

SAN FRANCISCO ::
WHAT IS THE MOST EFFECTIVE
procedure to remove corneal epithelium? Single
metallic blade, hockey-stick knife, or excimer
laser? The initial report on the first 25 patients
treated with a new, double-blade device was
presented by Matsliah Taieb, MD, private prac-
tice ophthalmologist in Rishon Le-Zion, Israel.

“This is a new concept in corneal epithe-
lial ablation, epi-Bowman keratectomy (EBK),”
said Dr. Taieb, also one of the developers of the
device. “The goal is to remove all epithelium
and collect it without debris and preserve the
integrity of Bowman’s layer.”

The new device (dubbed Epi Clear) has a
single-use, bowl-shaped, double-bladed knife
that sweeps away the corneal epithelium and

collects the debris to avoid scratching Bow-
man’s layer or causing other corneal damage.
The disposable blade is mounted from a car-
tridge onto an ergonomic titanium handle that
resembles a plastic hockey-stick knife. The sur-
geon uses a sweeping motion to remove epi-
thelium and the blade design makes it impos-
sible to cut into Bowman'’s layer.

A prospective trial compared EBK with classic
PRK, partial epithelial excimer ablation com-
pleted with a hockey-stick knife. Everything
except the actual instrument used was the
same, Dr. Taieb noted.

Patients were asked to use the anesthetic
drops only for extreme pain and to record the
number of daily uses. Drops were to be used
no more than five times daily. Patients were

followed for 6 months and the procedure was
evaluated for duration and efficacy, debris left
in the epithelial ablation zone, regularity of
the ablation zone border, and the integrity of
Bowman’s layer and stroma.

“We found we need only a dry cornea to per-
form a very successful EBK,” Dr. Taieb said.
“You quickly get a smooth, beautiful lens, in
about 10 seconds. With this device, it is im-
possible to scratch the lens.”

Healing is significant faster with the new de-
vice compared with PRK, he continued. The rate
of complete closure of the epithelium within 48
hours was more than twice as high in the EBK
group compared with the PRK group and both
groups had similar uncorrected visual acuity
after the epithelium was closed. m
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Long-term follow-up outcomes
favorable for bifocal corneal inlay

Results also underscore need for potential candidates to understand minimal monovision

By Cheryl Guttman Krader; Reviewed by Gustavo E. Tamayo, MD
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PREOPERATIVELY, the spherical aberrations (either central or
peripheral) are positive. (Figures courtesy of Gustavo E. Tamayo, MD)

SAN FRANCISCO ::

RESULTS FROM LONG-term follow-
up support the use of a bifocal corneal inlay
(Flexivue Microlens, Presbia) for presbyopia
correction in emmetropic
patients.

The outcomes were re-
ported by Gustavo E. Tamayo,
MD at the annual meeting
of the American Society of
Cataract and Refractive Sur-
gery. He is director, Bogota
Laser Refractive Institute,
Bogota, Colombia.

The inlay measures 3.2 mm in diameter and
has an edge thickness of only 15 pm. Featur-
ing a peripheral refractive zone and
a central neutral zone, the lens is
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POSTOPERATIVELY, the central spherical aberration Z40 is negative,
whereas the peripheral is still positive (Z60). These results are responsible

for the increase in the depth of focus and therefore the improvement of preshyopia.

distance UCVA and best-corrected visual acu-
ity (BCVA) of 20/20 or better.

UCVA STABILITY

Stability of near UCVA was achieved by 4 months,
and at last follow-up, monocular near UCVA
was 20/60 or better in all eyes, 20/40 or better
in 10 eyes (83%) and 20/30 or betterin 9 (75%).
The procedure resulted in loss of distance
UCVA in all eyes with the implant, with the
mean decreasing to 20/60 initially. However,
the eyes with the implant began to recover dis-
tance UCVA at 4 months, and at last follow-up,
distance UCVA was 20/40 or better in 10 of the
eyes with the implant (83%), and unchanged
binocularly from the preoperative

level of 20/20. Consistent with the

placed in the nondominant eye using
a proprietary insertion tool into a
femtosecond laser-created pocket
at 300 pm stromal depth.
Outcomes for a series of 12 pa-
tients followed for a mean of 23
months (range, 18 to 36) were re-
ported. The patients had a mean
age of 52 years (range, 47 to 59).
Preoperatively, all eyes with the im-
plant had near uncorrected visual
acuity (UCVA) 20/400 or worse and

]
take-home

» Results from 2

years of follow-up
demonstrate the
efficacy of a bifocal
corneal inlay (Flexivue
Microlens, Presbia) for
correcting presbhyopia
in emmmetropic
patients.

UCVA outcomes, 10 patients (83%)
reported spectacle independence
while the other 2 patients indicated
they were glasses occasionally.
“This inlay offers an excellent
alternative to correct presbyopia
in emmetropic patients and it has
benefits of being noninvasive and
easily reversible,” Dr. Tamayo said.
“However, as the outcomes in
this study show, the procedure in-
duces monovision,” Dr. Tamayo

continued. “The monovision is small, well-
controlled, and easily tolerated. Nevertheless,
patient selection is critical for obtaining good
results.”

Safety data showed patients experienced an
initial loss of binocular contrast sensitivity,
but it also recovered to baseline and remained
stable from 6 months onward. BCVA was un-
changed in 10 (93%) eyes with the implant
while the other 2 had a 2-line loss.

“No patients suffered incapacitating visual
symptoms,” Dr. Tamayo said. “Mild haloes were
reported by 5 patients, and 2 patients are not
driving at night, but the haloes are decreas-
ing with time.”

Other results from a satisfaction question-
naire showed 100% of the patients were at least
“happy” with the correction, of which two-
thirds described themselves as “very happy.”
In addition, all of the patients were willing to
have a second procedure as needed.

“Importantly, no patient has wanted the inlay
removed, even those who had loss of BCVA,”
Dr. Tamayo said. |

/
| GUSTAVO E.TAMAYO, MD
E: gtvotmy@telecorp.net
Dr. Tamayo is a member of the Preshia medical advisory board.
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Circular, elliptical femtosecond flap
comparison takes shape in study

Both femtosecond laser flap configurations provided excellent early results, high satisfaction

By Lynda Charters; Reviewed by Louis E. Probst, MD

SAN FRANCISCO ::

IN A COMPARISON STUDY of ellip-
tical and round femtosecond laser flaps cre-
ated during myopic LASIK, both flap config-
urations provided excellent early results and
patient satisfaction was very high.

The study identified small increases in higher-
order aberrations (HOAs) and spherical aber-
ration, but no increase in patient complaints,
said Louis E. Probst, MD, at
the annual meeting of the
American Society of Cata-
ract and Refractive Surgery.

In this randomized, pro-
spective trial, all flaps were
created with a femtosecond
laser (iFS, Abbott Medical Op-
tics). Round flaps were cre-
ated in 52 eyes of 26 patients, and elliptical
flaps were created in 50 eyes of 25 patients.
Patients were an average of 34 years of age
(range, 21 to 60 years).

The eyes of all patients had <6 D of myo-
pia and <2 D of astigmatism preoperatively,
said Dr. Probst, national medical
director for TLC Laser Eye Centers,
Chicago. Patients in both groups
were well matched demographically,
with the degree of myopia slightly
higher among patients treated with
elliptical incisions (-2.82 + -1.2
versus -3.35 £ -1.4 D; p = 0.041).

The femtosecond laser param-
eters in both groups were almost
identical (speed, 150 KHz; flap size,
circular 8.5 mm and elliptical 8.6
x 8.2 mm; flap thickness, 100 pm;
creation time, 12 seconds; pocket size, 0.35
mm; spot/line separation 7 x 7; and side-cut
angle, 110°).

VISUAL ACUITY COMPARISONS

Preoperative distance best-corrected visual acu-
ity did not differ between the patients treated
with circular and elliptical incisions. Uncor-
rected distance visual acuity (UDVA) 1 day
after LASIK was 20/20 in 94.2% of patients
with circular incisions and 88% of patients

satisfaction.
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» Elliptical and round
femtosecond laser
flaps created during
myopic LASIK provide
excellent early visual
results and high patient

flaps created with the femtosecond laser. ISRS/AAQ Annual Meeting, Orlando, Oct. 21, 2011.]
(Images courtesy of Louis E. Probst, MD)

with elliptical incisions; 57.7% and 65%, re-
spectively, achieved 20/16, and 11.5% and 18%
achieved 20/12.5.

One month postoperatively, all patients with
circular incisions had 20/20 UDVA as did 94%
with elliptical incisions; 80.8% and 78% had
20/16, and; 40.4% and 28% had 20/12.5, and
3.8% and 4% had 20/10.

There were no differences be-
tween the groups in sphere, astig-
matism, HOAs, or spherical aber-
ration, Dr. Probst said.

Patient satisfaction was high with
both incision types. There were no
significant differences between the
groups in glare and halos under
any conditions, such as nighttime
and daytime driving or with head-
lights and computer use.

The postoperative target can no
longer be 20/20, Dr. Probst continued. With
most patients in this study having 20/20 pre-
operatively, surgeons must aim higher, because
patients expect more.

“We are making vision better, which is ex-
citing,” he said.

“Elliptical flaps offer some advantages, be-
cause of the precise alignment they allow,” Dr.
Probst said. “An elliptical flap can only fit into
place one way because of its shape. A circular
flap can fit in any configuration.”

Elliptical flaps are also better suited to the
anatomy of myopia. Nearly all patients with
myopia, 99%, have a horizontal aspect to their
myopia that is better suited to an elliptical
flap, he said.

ELLIPTICAL FLAP CREATES
BETTER HINGE

An elliptical flap also creates a more robust
hinge. Dr. Probst advised using superior hinges
for a deeper pocket that allows for better gas
escape and greater stability.

“Both flap configurations demonstrated ex-
cellent early visual results,” he said. “There
were slight increases in HOAs and spherical
aberration. Any subjective visual concerns ac-
tually improved from baseline to 3 months
postoperatively.

“There were no increases in patient com-
plaints and patient satisfaction with the pro-
cedures was extremely high,” Dr. Probst con-
cluded. m

a
LOUIS E. PROBST, MD
E: leprobst@gmail.com
Dr. Probst is a consultant for Abbott Medical Optics and TLC Vision.
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svecial Report ) ASCRS REFRACTIVE NEWS

Femtosecond laser incisions an
option for astigmatism after PK

Low-energy incisions are safe, effective, accurate, and reproducible for this patient population

By Lynda Charters; Reviewed by Eric D. Donnenfeld, MD

SAN FRANCISCO ::

A FEMTOSECOND LASER platform
(IntraLase 150 kHz, Abbott Medical Optics)
creates low-energy incisions that are safe, ef-
fective, accurate, and reproducible for treat-
ing astigmatism associated with penetrating
keratoplasty (PK).

Erfan Nadji, MD, and senior author, Henry
Perry, MD, along with colleagues, conducted
a prospective, interventional case series study
to evaluate the efficacy and safety of the
femtosecond laser platform for treating this
patient population. Dr. Nadji highlighted the
outcomes in a presentation during the an-
nual meeting of the American Society of
Cataract and Refractive Surgery.

The arcuate astigmatic keratotomies that
were created with the femtosecond laser are
adjustable, unpaired, proportionally targeted
at topographic hemi-meridians, and beveled
at a 10° angle. Twenty-four patients with vi-
sually relevant corneal astigmatism following
PK were included in the study.

INCISION DYNAMICS

The investigators created one or two relaxing
arcuate incisions on the steep corneal hemi-
meridians guided by a topographic
map. According to Dr. Nadji, two
40° incisions were created for astig-
matism <4 D (a total of 80°), two
50° incisions for 4 to 6 D (a total
of 100°), and two 60° incisions for
>6 D (a total of 120°).

For cases in which the hemi-me-
ridians were different magnitudes,
the total degrees of the keratoto-
mies were distributed unevenly,
said Dr. Nadji, Nassau University
Medical Center, East Meadow, NY.

The incisions were made to a
depth of 80% of the thinnest cor-
neal thickness, according to tomo-
graphic results. The laser settings
were as follows: diameter, 6.5 mm;
energy, 1.3 mJ; spot separation, 4 pm; layer
separation, 5 pm; and angle of incision, 80°.

]
take-home

» A femtosecond laser
platform (IntraLase
150 kHz, Abbott
Medical Optics)
creates low-energy
incisions that are safe,
effective, accurate
and reproducible for
treating astigmatism
associated with
penetrating
keratoplasty.

Refractive Comparison Results

PREOPERATIVE

UCVA (logMAR) 1.00 + 0.35

BCVA (logMAR) 0.57 + 0.4008

Mean Cylinder 7.52 + 2.88
SE -3.04 £ 3.96

POSTOPERATIVE

p VALUE

0.71 £ 0.36 0.049

0.18 + 0.18 0.0045

4.58 £ 2.69 0.013
-2.625 + 3.92 0.79

REFRACTIVE COMPARISONS

Patients were examined on the first postopera-
tive day and month 1 postoperatively. Inves-
tigators compared the preoperative and post-
operative uncorrected visual acuity (UCVA),
best-corrected visual acuity (BCVA), spheri-
cal equivalent (SE), and total amounts of
topographic and refractive astigmatism.

Dr. Nadji reported using these settings;
the arcuate keratotomies remained closed at
the conclusion of the laser treat-
ment and moderate effort was
needed to open the incisions with
a blunt instrument.

The mean preoperative log-
MAR BCVA of 0.57 + 0.4008
decreased significantly to 0.18
+ 0.18 postoperatively (p =
0.0045), and the preoperative
UCVA of 1.00 £+ 0.35 increased
significantly to 0.71 + 0.36 (p
= 0.049). The mean preopera-
tive topographic astigmatism de-
creased from 7.52 + 2.88 t0 4.58
+ 2.69 (p = 0.013). SE did not
change significantly from pre-
operatively to postoperatively.
The average surgically induced
astigmatism was 4.37 £ 3.31; the average
absolute angle of error was 14.07 + 3.31;

and the average index of success was 0.59
+ 0.27, according to Dr. Nadji.

“This was the first prospective study of
[this] femtosecond laser system used to treat
astigmatism with arcuate keratotomies that
are low-energy and thus adjustable, unpaired,
proportionally targeted at topographic hemi-
meridians, and beveled at an angle of 10°,”
Dr. Nadji concluded.

“The advantages of the incisions created with
the femtosecond laser are their accuracy and
reproducibility,” Dr. Nadji said. “The advan-
tage of low-energy keratotomies is that they
can remain closed if a good clinical outcome
was achieved.” m

What are your observations of
femtosecond laser incisions for

astigmatism? Visit Facebook.com/
OphthalmologyTimes and present
your thoughts.

ERIC D. DONNENFELD, MD

E: ericdonnenfeld@gmail.com

Dr. Donnenfeld did not indicate a financial interest in the subject matter.
ERFAN NADJI, MD

Dr. Nadji has no financial interest in the subject matter.

Table courtesy of Eric D. Donnenfeld, MD
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special Report ) ASCRS REFRACTIVE NEWS

Phase llla data outcomes very
promising for hydrogel corneal inlay

Initial results show significant gains in monocular UCVA at near and intermediate

By Cheryl Guttman Krader; Reviewed by Stephen G. Slade, MD

SAN FRANCISCO ::

AN ASPHERIC HYDROGEL corneal
inlay (Raindrop Near Vision Inlay, ReVision
Optics) appears very promising for presbyopia
correction in emmetropic patients.

Preliminary results from all patients who
have reached 6 months of follow-up in a phase
[Ila FDA trial show that implantation of the
device in the non-dominant eye is a safe and
effective treatment, said Ste-
phen G. Slade, MD, at the an-
nual meeting of the Ameri-
can Society of Cataract and
Refractive Surgery.

The transparent inlay,
which measures 2 mm in di-
ameter, is 32 pm thick, and is
placed onto the
stroma beneath a 150-pm femto-
second laser-created flap, improves
near and intermediate vision by
steepening the central cornea.

Dr. Slade, private practice, Hous-
ton, was an investigator in an ear-
lier study, and he presented data
from the first 75 eyes enrolled in the
multicenter pivotal study. Eligible
patients had MRSE ranging from
-0.50to +1 D, distance uncorrected
visual acuity (UCVA) of 20/25 or
better bilaterally, and near UCVA
worse than 20/40 in the non-dominant eye.

Mean UCVA values for eyes with the implant

PLACEMENT OF THE INLAY

Dr. Slade

! ] X

VIDEO Go to http://bit.ly/ 18tEXMi to
see how Jeffrey Whitman, MD, of Dallas, places the
near vision inlay in a patient. (Video courtesy of
ReVision Optics and Jeffrey Whitman, MD) /

]
take-home

» Implantation of

a hydrogel corneal
inlay into the non-
dominant eye is being
investigated in a

phase llla FDA trial for
presbyopia correction
in emmetropic patients.

at baseline were ~20/20 at
distance (4 m), ~20/45 atin-
termediate (80 cm), and ~J7 at
near (40 cm). At the 6-month
visit, mean UCVA improved
by 5.4linestoJ1+ atnear and
by 2.8 lines to 20/25 at inter-
mediate. While there was an
average 1-line loss in mean
distance UCVA in eyes with
theimplantto ~20/25, results
of a quality of vision survey
showed difficulty with tasks
involving distance vision was
not affected at all.

Visual symptom question-
naire responses
showed no re-
ports of severe
glare, halos,
blurred vision, double vision, or fluc-
tuation in vision. Moderate glare and
moderate halos were reported at rates
of 3% and 5%, respectively. There
were no cases of interface haze or
any other safety issues in the cohort.

“Correction of presbyopia is the
biggest unmet need in ophthalmol-
ogy for the adult population,” Dr.
Slade said. “Therefore, we are very
excited about these results that so far are meet-
ing FDA benchmarks for approval indicating
that the hydrogel corneal inlay is a very prom-
ising solution for treating presbyopia.”

Contrasting the results with monovision as
a standard for presbyopia correction, Dr. Slade
noted that whereas there is an equal trade-off
in monovision in terms of the magnitude of
loss in distance vision versus the gain in near,
patients undergoing the inlay procedure ben-
efit with a much greater gain in near vision
relative to a minor loss at distance.

“With monovision, there is essentially a 1-
to-1 exchange between the increase in near
vision and the loss at distance,” he said. “For
the inlay procedure, however, the results from
this patient series show the ratio of gain in near
vision to loss in distance vision exceeds 5:1.”

The transparent inlay, shown above in comparison with a penny,
measures 2 mm in diameter and 32 pm in thickness.
(Photo courtesy of ReVision Optics)

The inlay has efficacy and safety advan-
tages relative to other treatments for presby-
opia based on considerations of centration ease
and removability, he noted.

EFFECT SIMILAR TO
NATURAL ACCOMMODATION

While skeptics have questioned how the inlay
can improve near vision by inducing a power
change over such a small central diameter, re-
sults of a study by Adrian Glasser, PhD, show
that the optical effect of the inlay is similar to
that occurring with natural accommodation (J
Vis. 2004;4:299-309). Dr. Glasser and colleagues
used a primate model and a Shack-Hartmann
wavefront sensor to investigate changes in oc-
ular aberrations occurring over the lens equa-
torial diameter during accommodation.

The results showed a pronounced and rela-
tively uniform change in optical power cen-
trally, over a 3-mm diameter, with a rapid de-
crease beyond that area out to the lens periph-
ery, Dr. Slade explained. m

/ST EPHEN G. SLADE, MD
E: sgs@visiontexas.com
Dr. Slade is a member of the Board of Directors for ReVision Optics.
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How to treat pediatric retinal
detachment after initial repair

Careful monitoring of pediatric patients imperative to identifying late re-detachments

By Lynda Charters; Reviewed by Laura A. Vickers, MD

— TAKE-HOME

» Recurrent retinal detachments

in children can develop months to years
after the initial corrective surgery,
making careful monitoring of patients
imperative to identifying late
re-detachments.

DURHAM, NC ::
ecurrent retinal detachments in
children can develop months to
years after the initial corrective
surgery, making careful moni-
toring of patients imperative to
identifying late re-detachments.
Laura A. Vickers, MD, repre-
senting a research team that includes Joseph
Martel, MD, and Prithvi Mruthyunjaya, MD,
from Duke Eye Center in Durham, NC, shared
the results of a study of pediatric patients with
retinal detachments that evaluated the factors
involved in retinal re-detachments following
successful initial surgical interventions.

CHALLENGES IN
PEDIATRIC CASES

“Compared with adults, pediatric retinal de-
tachments have different etiologies and typi-
cally, a later time to presentation,” explained
Dr. Vickers, ophthalmology resident at Duke
Eye Center. “The surgical success rates vary
widely, but there are few data on the time to
re-detachment, the clinical factors associated
with re-detachment, and the benefit of mul-
tiple corrective surgeries.”

To address these issues, Dr. Vickers and col-
leagues studied pediatric retinal detachments
in patients from 1997 to 2011. Of 314 identified
patients, 144 patients (156 eyes) were included;
seven surgeons performed all procedures. The
investigators sought to determine the sustained
re-attachment rate after the initial surgery, the
time to re-detachment, and the complication
rate after multiple surgeries.

The patient characteristics included median

age at surgery of 11 years and the median best-
corrected visual acuity (BCVA) of counting
fingers; 75% were boys, and 49% of patients
had undergone a previous intraocular surgery.
More than two thirds of the detachments were
rhegmatogenous and the remainder was trac-
tional or combined traction rhegmatogenous
retinal detachments. Posterior vitreoretinop-
athy (PVR) was present in 46% of patients at
presentation. The initial surgery was combined
scleral buckling and pars plana vitrectomy in
63% of eyes, scleral buckling alone in 12%,
and vitrectomy alone in 25%.

“After the initial surgery, 53% of eyes had
sustained retinal re-attachment with a final
median BCVA of 20/200,” Dr. Vickers said. “Re-
detachment occurred during follow-up in 45%
of eyes, and in 2% the retina never re-attached,
which was associated with a final BCVA of
light perception. The median time to retinal
re-detachment was 179 days.”

This highlights the challenges of retinal
detachment repair in a pediatric population,
she noted.

RE-ATTACHMENT
SURGERY RATES

Thirty eyes required two or more surgeries to
achieve a final re-attachment rate of 72%. Eyes
with the macula re-attached at final follow up
had a final mean vision of 20/525, and eyes
with complete retinal re-attachment at last fol-
low up had a mean vision of 20/200. The eyes
in which the retina re-detached at any point
during follow-up had a lower mean vision,
and had a higher risk of having no light per-
ception vision, developing phthisis, or need-
ing enucleation, she said.

The investigators found that the factors asso-
ciated with sustained attachment were macula
on status at presentation, a rhegmatogenous-
type retinal detachment, and scleral buckling
performed during the initial surgery.

The latest re-detachments occurred in eyes
with tractional or combined tractional and
rhegmatogenous detachments, at more than
2,000 days after the initial surgery. Eyes with

arhegmatogenous retinal detachment tended
to detach at a mean of 116 days after the ini-
tial surgery, Dr. Vickers noted.

Eyes in which the retinas re-detached early
(less than 40 days after the initial surgery)
were more likely to have been rhegmatogenous
retinal detachments. Eyes in which the retina
re-detached late (40 days to 1 year after the
initial surgery) had more retinal breaks, were
more likely to have undergone previous pars
plana lensectomy, and had more PVR. These
eyes were more likely to develop phthisis and
no light perception vision, and overall had
worse visual outcomes; eyes with very late
re-detachment more than 1 year after the ini-
tial surgery were more likely to be combined
detachments, to have had a previous PPV, and
also had worse visual outcomes.

MORE THAN THREE
SURGERIES LESS EFFECTIVE

Eyes that achieved retinal re-attachment through
three or fewer surgeries tended to fare better.
Eyes that required four to six surgeries for
retinal re-attachment trended toward worse
visual outcomes and more complications, Dr.
Vickers explained.

“Interestingly, in eyes in which the macula
was successfully re-attached, if more surgeries
were required to achieve this, the trend was
toward worse vision,” she said.

The investigators also found an increas-
ing rate of complications after four or more
surgeries were performed. At the same time,
eyes with final macular re-attachment fared
better in terms of serious complications than
those that remained detached, regardless of
how many surgeries were required, suggest-
ing an anatomic benefit. B

LAURA A.VICKERS, MD

E: laura.vickers@duke.edu

Dr. Vickers has no financial interest in the subject matter. This article was adapted
from Dr. Vickers’ presentation during the 2012 meeting of the American Academy
of Ophthalmology.
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cataract

How low is too low?

|dentifying the cause of hypotony is key to its prevention and management

By Liz Meszaros; Reviewed by Robert Weinberg, MD

— TAKE-HOME

» Though rare, hypotony after cataract
surgery can occur. The ability to
recognize common causes of low

I0P postoperatively can aid in its
prevention and management.

BALTIMORE ::
ostoperative hypotony is a prob-
lem not often seen by ophthal-
mologists, but when it occurs,
elucidating its exact cause and
treating it properly is imperative.
“Hypotony after cataract sur-
gery is rare, but it can occur,”
said Dr. Weinberg, chairman of ophthalmology,
Johns Hopkins Bayview Medical Center, Balti-
more. “When we’re closing cataract wounds,
we are obviously concerned about pressures
at the end of the procedures,
but we should remember post-
operative pressures as well.”

Hypotony is defined as low
IOP (<5 mm Hg) that can be
acute, transient, chronic, or
permanent, and can lead to
functional changes (asymp-
tomatic or symptomatic) and
structural changes (reversible or irreversible)
over time.

“The question is: ‘How low is too low?’ Low
pressures can sometimes be asymptomatic, and
not all chronically low IOPs lead to irreversible
vision loss,” he said. “But low IOP and poor
visual acuity may have obvious correlates.”

Dr.Weinberg

Hypotony can be defined in terms of time, as
acute, transient, finite, prolonged, or persistent.

“It is the persistent hypotony that we want
to try to avoid, because there are irreversible
structural and functional changes,” he said. “We
learned about these early in our residencies.”

These irreversible structural changes can
include corneal astigmatism, anterior cham-
ber shallowing and flare, macular edema, disc
edema, and choroidal detachment. Corneal
edema is also a possibility, he added.

CAUSES OF LOW IOP

Normal IOP depends on adequate aqueous pro-
duction, an intact corneoscleral wall, attach-
ment of the uvea, integrity of the pars plana
and choroidal attachment, and the absence
of retinal holes and inflammation.

The most common cause of postoperative
hypotony after cataract extraction is a non-
healing or leaking cataract wound. Internal
fistulas can occur, connecting the aqueous or
the vitreous to the suprachoroidal space and
can be caused by a cyclodialysis or a retinal
hole. Other causes of hypotony also can in-
clude ciliary body insufficiency.

In addition, inflammation can cause de-
creased aqueous production and low IOPs as
well, he added. Non-surgical causes of hy-
potony include ocular ischemia, dehydration,
acidosis, anemia, and myotonic dystrophy.

TREATMENT OF HYPOTONY

“How do we treat hypotony? Obviously, the best
treatment is prevention,” Dr. Weinberg said.
Wound leaks after cataract surgery can be

healed with a pressure dressing or bandage
contact lens and time, topical adhesive or place-
ment of additional sutures in the wound. If
postoperative hypotony does occur, and there
is no obvious wound leak, one should look for
a cyclodialysis cleft.

For cyclodialysis clefts, which may be de-
tectable only on gonioscopy and/or anterior
segment imaging, treatment consists of dia-
thermy, cryotherapy, laser application to the
cleft, or surgical re-attachment.

For significant postoperative inflammation,
cycloplegia or corticosteroids should be used.

“In certain patients who have had vitrec-
tomy, cataract detachment, or scleral buckling,
I will use a scleral support ring at the time of
cataract surgery,” Dr. Weinberg said. “I also
like to place those support rings in [patients
with] high myopia, younger patients, and in
patients with scleral thinning.”

Surgeons must be aware, however, of the
problems that may be associated with scleral
support rings, which can include subconjunc-
tival hemorrhage and inadvertent perforation
from suture placement—the latter of which
can be a cause of postoperative hypotony, he
added. m

ROBERT WEINBERG, MD

P: 410/550-3000 F: 410/550-2375

E: rweinbrg@jhmi.edu

Dr. Weinberg has no disclosures. This article was adapted from Dr. Weinbergs
presentation at the 25th annual Current Concepts in Ophthalmology meeting, held in
association with Wilmer Eye Institute and Ophthalmology Times.

B + L launches microincision lens in Europe

BAUSCH + LOMB HAS launched its
acrylic microincision IOL (Incise) to the Euro-
pean market. This IOL, in combination with
the capabilities of the company’s Stellaris Vi-
sion Enhancement System, allows surgeons
to perform microincision cataract surgery less
than 2 mm, delivering less invasive surgery
for a more rapid visual recovery.

The IOL features aspheric advanced optics
designed to enhance visual quality. The com-
bination of an enhanced acrylic, improved Stel-
laris system capabilities, and a new single-use
Incise Viscoject Bioinjector enables 1.8 mm in-
the-bag and 1.4 mm wound-assist implantation.

The lens has been designed to minimize
posterior capsular opacification with a 360°

barrier edge with a radius of curvature of 5
pm. “The unfolding of the lens was well-con-
trolled, allowing easy placement in the cap-
sular bag,” said H. Burkhard Dick, MD, of the
University of Bochum, Germany.

The lens has received CE Mark approval in
the European Union. However, the lens is not
FDA approved in the United States.
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Three minutes inside
the mind of a manager

Be careful of what you ask; it may soon come true, relates columnist

Putting It In View By Dianna E. Graves, COMT, BS Ed

— TAKE-HOME

» Not all is bluebirds and rainbows in a
manager’s world. That's why managers
are the way we are: Type AAA, hard-
driving, tough-sounding, no-nonsense
folks you don’t want to sit and visit
with, relates Dianna Graves.

he other day I was having a

“catch-up” visit with one of our

physicians. He had stopped in

after a whirlwind day in the op-

erating room to see how things

were going.

I’'ve known him for more than

20 years—from residency, fellowship, and
now partnership. I know that when he stops
in to see how things are going, he doesn’t
really want to know all the gory details re-
garding the staff. He wants the “bluebirds-
and-rainbows” version!

And, I try my best to steer the discus-
sions that way and “sanitize” the staff is-
sues to some degree, lest [ am perceived as
a downer every time he visits. It sometimes
becomes the case of “I want to know—I just
didn’t want you to tell me.”

ON A NEED-TO-KNOW
BASIS

I once worked with an administrator who
only wanted to know what she needed to
know, and then she gave you 3 minutes to
put it in a nutshell.

I went into her room one day and said, “I
need to tell you this, but you probably don’t
want to hear it.”

She said, “Okay, . . . wait a minute.”

She shut the door, then sat down, placed
her hands over her ears, and said, “Begin.”

I condensed the story into the obligatory
3 minutes.

She sat with her hands over her ears,
humming for the entire 3 minutes. When I

was done with the story, she took her hands
away from her ears and said, “Okay, . . . you
told me. Anything else?!”

In a weird way, I felt good because I had
semantically told her. So, therefore, I was
covered and so was she.

WELCOME TO
MANAGERS’ WORLD

That’s why managers are the way we are:
Type AAA, hard-driving, tough-sounding,
no-nonsense folks you don’t want to sit and
visit with.

Even the physicians avoid us because
our worlds involve staff Richter-scale dust-
ups, organizational code blues, and mind-
numbing cases of listening day after day to
personal agenda tsunamis from most of the
people who stop in to talk.

I'm not looking for someone to hand me the
Nobel Peace Prize or the Mother Teresa Kind-
ness Award. I just want someone to have a
conversation with me that does not start with:
“Why can’t...” or “Why won't...”, “Why
do they ... ”, or “What’s wrong with them?!”

It’s easy to become cynical and jaded
when every conversation can be loaded with
true/false statements, or find a word and the
hidden message behind “door number 3.”

Although I have ruefully stated that there
is no manual for managers, there sure are
many non-managers out there who believe
they could do the job better.

And they are not quiet about their
opinions.

And then I have heard the axiom, “Those
that can do. Those that can’t—teach.”

Continues on page 30 : Managers
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old AR cleanup

O Credentialing and Re credentialing our Specialty.
We have a separate Credentialing Department who
has cultivated years of contacts to expedite the
process as well as getting providers on plans that
are technically closed.

O We can offer you our own Practice Management
software at no cost to you or we can VPN into your
system if that is what you prefer.

O Totally Hippa compliant. We are certified Hippa and
have invested in the most secure Hippa connection
that Google and Cisco use.

© Monthly custom reports provided.

We presently work on all of the following Practice
Management systems :

NextGen, MD Office, Centricity, Medisoft, Office Mate,
MD Intellus, Medware, Medcomp, Management Plus,
ADS, Revolution EHR, EyeMd EMR, Next Tec, Open
Practice Solutions , Cerner Works and more....

All of our clients were paid the PQRI and E-prescribe
bonuses and we are ready for the ICD-10 change

Our staff has years of Attendance at AAO and ASCRS
and attends all ongoing Ophthalmology billing and
Practice Management continuing education classes.
We are always knowledgeable and prepared for all
government and commercial changes.

On staff MBA consultants
Call today to schedule a free on site consultation.

We will travel to you anytime to evaluate your AR and show
you how we can dramatically increase your Revenue.

Call toll free at 1-888-PM-BILLING (1-888-762-4554)
Email: pmmedbill@aol.com

Web: www.pmophthalmologybilling.com
24 hours: 516-830-1500

Our Prestigious National Ophthalmology Clients
reference list will be provided at your request

PM (Practice Management) Billing will keep an EYE on
your Billing so you can keep an EYE on your patients.

® > FOCUSED MEDICAL BILLING

A FULL SERVICE MEDICAL BILLING FIRM SPECIALIZING IN OPHTIALMOLOGY

Focused Medical Billing is a full service medical billing &
practice consulting firm based out of New York servicing ONLY
Ophthalmology practices.

We chose the name Focused Medical Billing because we
wanted our clients to be certain of what they are getting with our
firm. Our focus each and every day is to maximize our client’s
revenue by utilizing over a decade of experience and expertise
in Billing, Coding, A/R Recovery, Forensic Billing, Practice
Management and Consulting.
m Outsourced Billing lowers your overhead and
maximizes revenue
m Full Service Billers specializing ONLY in
Ophthalmology practices

Services'include:
Billing | A/R Clean-Up | Practice Establishment

Practice Consulting & Management | Expert coding guarantees
maximum reimbursement and minimal denials

EEreejinolobligation{consultationz

m 14+ years experience in Ophthalmology billing, practice
management & consulting

m No long term commitment or contract required.

m Your satisfaction with our service will make
you a client for life.

m Electronic Claims Submission -
48 Hour Claim Submission Guarantee!

= 100% HIPAA Compliant

1-855-EYE-BILL
focusedmedicalbilling@yahoo.com » www.focusedmedicalbilling.com

MARKETPLACE
ADVERTISING

WORKS!

Call Karen Gerome
to place your
Products & Services ad at
800-225-4569, ext. 2670
kgerome@advanstar.com

DIGITAL IMAGING

DOES YOUR DIGITAL IMAGING SYSTEM
CAPTURE IMPRESSIVE 21MP IMAGES?

FUNDUS PHOTO DOES!

Learn more at www.itsthisgood.com 314.533.6000

ADVERTISE

NOW!

Combine
Ophthalmology Times
Marketplace print
advertising with our
online offerings to open
up unlimited potential.

EQUIPMENT

Buying and Selling
Pre-owned Ophthalmic
Instrumentation.
Contact Jody Myers at
(800) 336-0410 or
visit www.floridaeye.com

)
FLORIDA EYE EQUIPMENT
Since 1989
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YES YOU CAN STILL GET THEM!!

Humphrey HARK 599 with Glare - Lens Analyzer 350 & 360
ECA has calibration systems, loaner and units in stock!

HUMPHREY 599
w/Glare

Full Repair and
Refurbishment Services

UL ASER LABS INC
BUY * SELL * SERVICE

Best Prices on QUALITY Systems,
Factory Parts and Accessories!
Pre-owned Refurbished Systems
Dependable Service * Service Contracts

$$$ SAVE THOUSANDS $$$
CALL 800-542-3606
www.laserlabs.com
PRACTICE FOR SALE
NATIONAL

PRACTICE FOR SALE
MID-ATLANTIC

Long established successful practice
averaging $2,500,000 + annual
collections with a robust Net Income.
Full range of eye care with emphasis on
cataract and refractive surgery.
Desirable coastal community.
100% Bank Financing Available (OAC)
Call 800-416-2055
www.TransitionConsultants.com

Repeating an ad ENSURES it will be
seen and remembered!

e EYE CARE ALLIANCE :
]  800-328-2020 | 2

www.eyecarealliance.com

Refurbished Units with
Warranties In Stock
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EQUIPMENT

Iris Retractors

«Floppy Iris Syndrome management in Flomax® patients
e |deal for temporary Iris dilation

«Flat polypropylene fiber in Flatar® Retractor

e Larger Iris contact area - Less traumatic for iris tissue

* Unique, easy to adjust silicone ring

Disposable Iris Retractors

5213  Flatar® Retractor - Set of 5 pcs

Flat Fiber

LENS
ANALYZER

5067 -1 | Set of 5 pcs - 5 retractors

5067 -6 = 6 sets of 5 pcs - 30 retractors

Reusable Iris Retractor
}l‘: ?
4

V7 = = =
## MicroVislon

20 London Lane Seabrook, NH 03874
Tel 888. 214.3165 Fax 603. 474. 9336
www.micro-vision.net - info@micro-vision.net

5127 = Set of 6 pcs

Steam autoclavable

All the Clinical News in Sight

.\“--»-_
—

Content Licensing for
Every Marketing Strategy

Ophthalmology Times

Marketing solutions fit for:
Outdoor | Direct Mail | Print Advertising
Tradeshow/POP Displays | Social Media | Radio & TV

Leverage branded content from Opthalmology Times to
create a more powerful and sophisticated statement
about your product, service, or company in your
next marketing campaign. Contact Wright's Media
to find out more about how we can customize your
acknowledgements and recognitions to enhance your
marketing strategies.

For information, call Wright's Media at 877.652.5295
or visit our website at www.wrightsmedia.com
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TEXAS

Heaton Eye Associates is seeking a Board-Eligible or Board-Certified Leading ophthalmology practice in
Ophthalmologist to lead our Henderson, Texas location. The successful fElineast Toas s lookingHeies

. . . L : FT/PT Ophthalmologist. The practice
candidate may be full or part time and committed to living in, being a part of

) f is located approximately 70 miles
and serving the community. from Houston and less than an hour

Heaton Eye Associates has been in practice for 30 years with offices in Tyler, from the Gulf Coast. This multi-
Longview, Athens and Henderson as well as an AMHC Ambulatory Surgery E:gsi'scgfoarii;t';ep;zl"; eghzs?:i’gfzi:
Center and LASIK Center in Tyler. ophthalmologist would have the
Ideal candidates will be skilled surgeons committed to personalized patient opportunity to practice in a newly
care, customer service and outstanding patient outcomes. We are looking for Rl 1 building with statSiSiuug

art equipment and a fully trained staff.
We offer excellent benefits
and salary package.

a long term associate who is interested in growing the practice and serving
this community. We offer a competitive salary and benefits package.

Reply t /O\‘ Please contact

eply to

lambein@heat B Angela Wilson at (409) 833-0444 or
a. anuein=neatoneye.com. HEATON awilson@eyecentersbmt.com

ETE ASSOCIANTES

with qualified leads
and career professionals

Medical. .. Careers

www.modernmedicine.com/physician-careers

Joanna Shippoli

RECRUITMENT MARKETING ADVISOR
(800) 225-4569, ext. 2615
jshippoli@advanstar.com
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practice management

MANAGERS

( Continued from page 26 )

TEACHING BY EXAMPLE

To teach effectively, you need a knowledge
base others do not have. I once had one of
my college professors lament that the B.S.
degree was beginning to take the B.S. too
literally.

But “teaching”—whether it is a classroom
of students or your staff in clinic—is more
than teaching skills and instruments. It’s the
life lessons: teamwork, cooperation, profes-
sionalism, and pride. Those are the skills we
teach our staff every day. We do this by how
we manage our groups as well as our own
individual integrity.

While listening to the visiting doctor
reminisce about one of the residents who
had drifted through the university program
years ago, I began to drift back to when I
was graduating from ophthalmic technol-
ogy school. I had a physician call to tell me
that he was going to hire me because I was
just what he was looking for to run his fast-
paced cornea staff.

When I asked him what he thought I had
to offer, he said, “You are the ‘she-witch’ we
need to keep the staff on their game and the
practice moving forward!”

I would have been happy simply with the
title of manager. She-witch? Not so much.

If I were to take the job he was offering, I
envisioned myself being in a cowboy West-
ern. [ would be the old gunslinger, and the
technicians would be the eager new gun-
slingers gunning for me. There would al-
ways be some-
one trying to
beat me to the
draw. Not a fun
way to live your
days.

I have to keep
reminding oth-
ers, as well as
myself, that
being a man-
ager is a position
some of us were
groomed for and some of us inherited by
default. But, I don’t ever forget that from the
time I became a COMT, being the manager
of a clinic was something I coveted and
strove hard for.

I wanted it, and now that I have it some-
times I wonder, now what?

So now, after 20 minutes of light-hearted
banter regarding humorous staff tales and
past memories of training that I could share
with the visiting physician, he said he was
glad he didn’t have my job. He didn’t want
it!

I told him some days I didn’t want it ei-
ther and maybe I would apply at our local

JULY 1, 2013 :: Ophthalmology Times

flower/nursery establishment and apply to
be a “Petunia Dead-Petal Picker.”

He smiled and said, “T'll go with you.”

A little too quickly, and with minimal
smile, I said: “No . . . you have to stay here

17

‘| have to keep reminding others, as
well as myself, that being a manager
IS a position some of us were
groomed for and some of us inherited
by default.’ - pianna £ 6raves, cour, s o

He looked shocked for a second, and then
smiled and said, “Oh, I get it. You want
peace, sunshine, and rainbows. Sure would
be quiet.”

Then it dawned on me—maybe he was
listening after all. m

DIANNA E. GRAVES, COMT, BS ED, is clinical services
manager at St. Paul Eye Clinic PA, Woodbury, MN. Graves is a gradu-
ate of the School of Ophthalmic Medical Technology, St. Paul, MN, and
has been a member of its teaching faculty since 1983. She can be
reached at dgraves@stpauleye.com.

Patient education materials lacking ‘readability’

From Staff Reports

CHICAGO ::

PATIENT EDUCATION materials from
16 major medical societies suffer from a lack of
readability, making them difficult for patients
to comprehend and potentially contributing to
poor health literacy, according to a study in
JAMA Internal Medicine.

The basic problem with some patient educa-
tion materials from specialty societies is that
they are written at too high of a reading level,
according to the study, which was authored by
researchers from New Jersey Medical School.

The typical U.S. adult reads at a seventh-
or eighth-grade level, according to research-
ers. As a result, key health-care groups, such
as the American Medical Association and the
National Institutes of Health, recommend that
patient education materials should be written

at a fourth- to sixth-grade reading level. The
researchers’ analysis, which used 10 different
readability scales included in a software pack-
age, revealed that all the patient education
materials fell short in that respect.

“None of the patient education resources
provided by the 16 professional organizations
met the recommended sixth-grade maximum
readability level or even the seventh- to eighth-
grade reading ability of the typical American
adult,” the researchers reported.

Some of the specialty societies with patient
education materials that were analyzed included
the American Academy of Ophthalmology, the
American Academy of Family Physicians, the
American College of Physicians, the Ameri-
can Academy of Dermatology, and American

College of Radiology. Of course, some patient
education materials scored higher than oth-
ers on the various readability scales that the
study used.

For example, the New Dale-Chall Readability
Formula, which is based on an index of “fa-
miliar” words, showed that only family medi-
cine, dermatology, and obstetrics and gynecol-
ogy were within the boundaries of the average
American adult reading level.

The authors concluded that “website revi-
sions may be warranted” to enhance the read-
ability of patient education materials, and not-
ing that pictures and video may be an effec-
tive way of increasing patients’ comprehension
of information that is too complex to explain
fully with text. m
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XOR™ Ophthalmic Microscope. It's the only one of its kind to provide:
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Wave ront Optlmlzed Refraxion
Reﬁmng the Art of Refraction

The XFRACTION System
platform uses the multi-
functional OPD-Scan Il
aberrometer/corneal
analyzer and the TRS-
5100 digital refractor.
Save time, while receiving
more information
about each patient’s
e total visual system for
TRS-5100 ' o superior diagnostics
- and surgical results.

“All the time-efficiencies of the XFRACTION system enable me to see
about 10 more patients a day. And patients aren’t waiting as long.”

“It separates corneal from lenticular astigmatism and gives you the
quantitative value of the spherical aberration to determine the type
of lens needed. It can also mark patients preoperatively as an aid to
toric IOL placement. And postoperatively, it has a retro-illumination
feature so on day one [postoperatively] you can see the placement
of the toric IOL without having to dilate the patient.”

“We’re trying to spend less money now because of reimbursement
cuts, but buying a second station is one thing I’m willing to spend
more money on, as it will allow us to see more patients in a single

Mitch Jackso day...while optimizing my surgical outcomes.”

Watch the video: http://www.marco.com/testimonials_products.html

FRACTION: X

800.874.5274

® | l_ﬁvmnco "ERS

Designed and Manufactured by NIDEK - Represented by MARCO *Data based on national averages.






