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INDICATIONS AND IMPORTANT SAFETY INFORMATION
INDICATIONS
EYLEA® (aflibercept) Injection is indicated for the treatment of patients with Neovascular (Wet) Age-related Macular 
Degeneration (AMD), Macular Edema following Retinal Vein Occlusion (RVO), Diabetic Macular Edema (DME), and 
Diabetic Retinopathy (DR) in patients with DME.

CONTRAINDICATIONS
•  EYLEA® (aflibercept) Injection is contraindicated in patients with ocular or periocular infections, active intraocular 

inflammation, or known hypersensitivity to aflibercept or to any of the excipients in EYLEA.

WARNINGS AND PRECAUTIONS
•  Intravitreal injections, including those with EYLEA, have been associated with endophthalmitis and retinal detachments. 

Proper aseptic injection technique must always be used when administering EYLEA. Patients should be instructed to 
report any symptoms suggestive of endophthalmitis or retinal detachment without delay and should be managed 
appropriately. Intraocular inflammation has been reported with the use of EYLEA.

•  Acute increases in intraocular pressure have been seen within 60 minutes of intravitreal injection, including with 
EYLEA. Sustained increases in intraocular pressure have also been reported after repeated intravitreal dosing with 
VEGF inhibitors. Intraocular pressure and the perfusion of the optic nerve head should be monitored and managed 
appropriately.

EYLEA is a registered trademark of Regeneron Pharmaceuticals, Inc.

© 2018, Regeneron Pharmaceuticals, Inc. All rights reserved. 12/2018 
777 Old Saw Mill River Road, Tarrytown, NY 10591 US-LEA-14282
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•  There is a potential risk of arterial thromboembolic events (ATEs) following intravitreal use of VEGF inhibitors, including 
EYLEA. ATEs are defined as nonfatal stroke, nonfatal myocardial infarction, or vascular death (including deaths of 
unknown cause). The incidence of reported thromboembolic events in wet AMD studies during the first year was 1.8% 
(32 out of 1824) in the combined group of patients treated with EYLEA compared with 1.5% (9 out of 595) in patients 
treated with ranibizumab; through 96 weeks, the incidence was 3.3% (60 out of 1824) in the EYLEA group compared 
with 3.2% (19 out of 595) in the ranibizumab group. The incidence in the DME studies from baseline to week 52 was 3.3% 
(19 out of 578) in the combined group of patients treated with EYLEA compared with 2.8% (8 out of 287) in the control 
group; from baseline to week 100, the incidence was 6.4% (37 out of 578) in the combined group of patients treated 
with EYLEA compared with 4.2% (12 out of 287) in the control group. There were no reported thromboembolic events in 
the patients treated with EYLEA in the first six months of the RVO studies.

ADVERSE REACTIONS
•  Serious adverse reactions related to the injection procedure have occurred in <0.1% of intravitreal injections with EYLEA 

including endophthalmitis and retinal detachment.
•  The most common adverse reactions (≥5%) reported in patients receiving EYLEA were conjunctival hemorrhage, eye 

pain, cataract, vitreous detachment, vitreous floaters, and intraocular pressure increased.

Please see Brief Summary on following pages.

Reference: 1. EYLEA® (aflibercept) Injection full U.S. Prescribing Information. Regeneron Pharmaceuticals, Inc.  
August 2018.

© 2018, Regeneron Pharmaceuticals, Inc. All rights reserved. 12/2018 
777 Old Saw Mill River Road, Tarrytown, NY 10591 US-LEA-14282

START WITH EYLEA.
For approved indications, EYLEA offers flexibility across patient types and dosing options.1

LEARN MORE ABOUT ROBUST FIRST-LINE DATA AT HCP.EYLEA.US
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1 INDICATIONS AND USAGE
EYLEA is a vascular endothelial growth factor (VEGF) inhibitor indicated for the 
treatment of:

Neovascular (Wet) Age-Related Macular Degeneration (AMD); Macular Edema 
Following Retinal Vein Occlusion (RVO); Diabetic Macular Edema (DME); Diabetic 
Retinopathy (DR) in Patients with DME

4 CONTRAINDICATIONS

4.1 Ocular or Periocular Infections 
EYLEA is contraindicated in patients with ocular or periocular infections. 

4.2 Active Intraocular Inflammation 
EYLEA is contraindicated in patients with active intraocular inflammation. 

4.3 Hypersensitivity 
EYLEA is contraindicated in patients with known hypersensitivity to aflibercept or any 
of the excipients in EYLEA. Hypersensitivity reactions may manifest as rash, pruritus, 
urticaria, severe anaphylactic/anaphylactoid reactions, or severe intraocular inflammation.

5 WARNINGS AND PRECAUTIONS

5.1 Endophthalmitis and Retinal Detachments. 
Intravitreal injections, including those with EYLEA, have been associated with 
endophthalmitis and retinal detachments [see Adverse Reactions (6.1)]. Proper aseptic 
injection technique must always be used when administering EYLEA. Patients should be 
instructed to report any symptoms suggestive of endophthalmitis or retinal detachment 
without delay and should be managed appropriately [see Patient Counseling  
Information (17)].

5.2 Increase in Intraocular Pressure. 
Acute increases in intraocular pressure have been seen within 60 minutes of intravitreal 
injection, including with EYLEA [see Adverse Reactions (6.1)]. Sustained increases in 
intraocular pressure have also been reported after repeated intravitreal dosing with 
vascular endothelial growth factor (VEGF) inhibitors. Intraocular pressure and the 
perfusion of the optic nerve head should be monitored and managed appropriately.

5.3 Thromboembolic Events. 
There is a potential risk of arterial thromboembolic events (ATEs) following intravitreal 
use of VEGF inhibitors, including EYLEA. ATEs are defined as nonfatal stroke, nonfatal 
myocardial infarction, or vascular death (including deaths of unknown cause). The 
incidence of reported thromboembolic events in wet AMD studies during the first 
year was 1.8% (32 out of 1824) in the combined group of patients treated with EYLEA 
compared with 1.5% (9 out of 595) in patients treated with ranibizumab; through  
96 weeks, the incidence was 3.3% (60 out of 1824) in the EYLEA group compared with  
3.2% (19 out of 595) in the ranibizumab group. The incidence in the DME studies from 
baseline to week 52 was 3.3% (19 out of 578) in the combined group of patients treated 
with EYLEA compared with 2.8% (8 out of 287) in the control group; from baseline to 
week 100, the incidence was 6.4% (37 out of 578) in the combined group of patients 
treated with EYLEA compared with 4.2% (12 out of 287) in the control group. There were 
no reported thromboembolic events in the patients treated with EYLEA in the first  
six months of the RVO studies.

6 ADVERSE REACTIONS
The following potentially serious adverse reactions are described elsewhere in  
the labeling: 
• Hypersensitivity [see Contraindications (4.3)] 
• Endophthalmitis and retinal detachments [see Warnings and Precautions (5.1)] 
• Increase in intraocular pressure [see Warnings and Precautions (5.2)] 
• Thromboembolic events [see Warnings and Precautions (5.3)]

6.1 Clinical Trials Experience. 
Because clinical trials are conducted under widely varying conditions, adverse reaction 
rates observed in the clinical trials of a drug cannot be directly compared to rates in  
other clinical trials of the same or another drug and may not reflect the rates observed  
in practice.
A total of 2711 patients treated with EYLEA constituted the safety population in seven 
phase 3 studies. Among those, 2110 patients were treated with the recommended dose  

of 2 mg. Serious adverse reactions related to the injection procedure have occurred 
in <0.1% of intravitreal injections with EYLEA including endophthalmitis and retinal 
detachment. The most common adverse reactions (≥5%) reported in patients receiving 
EYLEA were conjunctival hemorrhage, eye pain, cataract, vitreous detachment, vitreous 
floaters, and intraocular pressure increased.
Neovascular (Wet) Age-Related Macular Degeneration (AMD). The data described 
below reflect exposure to EYLEA in 1824 patients with wet AMD, including 1223 patients 
treated with the 2-mg dose, in 2 double-masked, controlled clinical studies (VIEW1 and 
VIEW2) for 24 months (with active control in year 1).
Safety data observed in the EYLEA group in a 52-week, double-masked, Phase 2 study 
were consistent with these results.

Table 1: Most Common Adverse Reactions (≥1%) in Wet AMD Studies 

Baseline to Week 52 Baseline to Week 96

Adverse Reactions
EYLEA 

(N=1824)

Active Control  
(ranibizumab) 

(N=595)
EYLEA 

(N=1824)

Control  
(ranibizumab) 

(N=595)
Conjunctival hemorrhage 25% 28% 27% 30%
Eye pain 9% 9% 10% 10%
Cataract 7% 7% 13% 10%
Vitreous detachment 6% 6% 8% 8%
Vitreous floaters 6% 7% 8% 10%
Intraocular pressure increased 5% 7% 7% 11%
Ocular hyperemia 4% 8% 5% 10%
Corneal epithelium defect 4% 5% 5% 6%
Detachment of the retinal 
pigment epithelium 3% 3% 5% 5%

Injection site pain 3% 3% 3% 4%
Foreign body sensation  
in eyes 3% 4% 4% 4%

Lacrimation increased 3% 1% 4% 2%
Vision blurred 2% 2% 4% 3%
Intraocular inflammation 2% 3% 3% 4%
Retinal pigment  
epithelium tear 2% 1% 2% 2%

Injection site hemorrhage 1% 2% 2% 2%
Eyelid edema 1% 2% 2% 3%
Corneal edema 1% 1% 1% 1%
Retinal detachment <1% <1% 1% 1%

Less common serious adverse reactions reported in <1% of the patients treated with 
EYLEA were hypersensitivity, retinal tear, and endophthalmitis.
Macular Edema Following Retinal Vein Occlusion (RVO). The data described below 
reflect 6 months exposure to EYLEA with a monthly 2 mg dose in 218 patients following 
CRVO in 2 clinical studies (COPERNICUS and GALILEO) and 91 patients following BRVO in 
one clinical study (VIBRANT).

Table 2: Most Common Adverse Reactions (≥1%) in RVO Studies 

CRVO BRVO

Adverse Reactions EYLEA 
(N=218)

Control 
(N=142)

EYLEA 
(N=91)

Control 
(N=92)

Eye pain 13% 5% 4% 5%
Conjunctival hemorrhage 12% 11% 20% 4%
Intraocular pressure increased 8% 6% 2% 0%
Corneal epithelium defect 5% 4% 2% 0%
Vitreous floaters 5% 1% 1% 0%
Ocular hyperemia 5% 3% 2% 2%
Foreign body sensation in eyes 3% 5% 3% 0%
Vitreous detachment 3% 4% 2% 0%
Lacrimation increased 3% 4% 3% 0%
Injection site pain 3% 1% 1% 0%
Vision blurred 1% <1% 1% 1%
Intraocular inflammation 1% 1% 0% 0%
Cataract <1% 1% 5% 0%
Eyelid edema <1% 1% 1% 0%

BRIEF SUMMARY—Please see the EYLEA  
full Prescribing Information available  
on EYLEA.com for comprehensive  
product information.
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Less common adverse reactions reported in <1% of the patients treated with EYLEA in the 
CRVO studies were corneal edema, retinal tear, hypersensitivity, and endophthalmitis.
Diabetic Macular Edema (DME). The data described below reflect exposure to EYLEA in 
578 patients with DME treated with the 2-mg dose in 2 double-masked, controlled clinical 
studies (VIVID and VISTA) from baseline to week 52 and from baseline to week 100.

Table 3: Most Common Adverse Reactions (≥1%) in DME Studies 

Baseline to Week 52 Baseline to Week 100

Adverse Reactions EYLEA 
(N=578)

Control 
(N=287)

EYLEA 
(N=578)

Control 
(N=287)

Conjunctival hemorrhage 28% 17% 31% 21%
Eye pain 9% 6% 11% 9%
Cataract 8% 9% 19% 17%
Vitreous floaters 6% 3% 8% 6%
Corneal epithelium defect 5% 3% 7% 5%
Intraocular pressure increased 5% 3% 9% 5%
Ocular hyperemia 5% 6% 5% 6%
Vitreous detachment 3% 3% 8% 6%
Foreign body sensation in eyes 3% 3% 3% 3%
Lacrimation increased 3% 2% 4% 2%
Vision blurred 2% 2% 3% 4%
Intraocular inflammation 2% <1% 3% 1%
Injection site pain 2% <1% 2% <1%
Eyelid edema <1% 1% 2% 1%

Less common adverse reactions reported in <1% of the patients treated with EYLEA 
were hypersensitivity, retinal detachment, retinal tear, corneal edema, and injection site 
hemorrhage.

6.2 Immunogenicity. 
As with all therapeutic proteins, there is a potential for an immune response in patients 
treated with EYLEA. The immunogenicity of EYLEA was evaluated in serum samples. 
The immunogenicity data reflect the percentage of patients whose test results were 
considered positive for antibodies to EYLEA in immunoassays. The detection of an 
immune response is highly dependent on the sensitivity and specificity of the assays used, 
sample handling, timing of sample collection, concomitant medications, and underlying 
disease. For these reasons, comparison of the incidence of antibodies to EYLEA with the 
incidence of antibodies to other products may be misleading. 
In the wet AMD, RVO, and DME studies, the pre-treatment incidence of immunoreactivity 
to EYLEA was approximately 1% to 3% across treatment groups. After dosing with EYLEA 
for 24-100 weeks, antibodies to EYLEA were detected in a similar percentage range of 
patients. There were no differences in efficacy or safety between patients with or  
without immunoreactivity.

8 USE IN SPECIFIC POPULATIONS.

8.1 Pregnancy
Risk Summary
Adequate and well-controlled studies with EYLEA have not been conducted in pregnant 
women. Aflibercept produced adverse embryofetal effects in rabbits, including external, 
visceral, and skeletal malformations. A fetal No Observed Adverse Effect Level (NOAEL) 
was not identified. At the lowest dose shown to produce adverse embryofetal effects, 
systemic exposures (based on AUC for free aflibercept) were approximately 6 times 
higher than AUC values observed in humans after a single intravitreal treatment at the 
recommended clinical dose [see Animal Data].
Animal reproduction studies are not always predictive of human response, and it is not 
known whether EYLEA can cause fetal harm when administered to a pregnant woman. 
Based on the anti-VEGF mechanism of action for aflibercept, treatment with EYLEA may 
pose a risk to human embryofetal development. EYLEA should be used during pregnancy 
only if the potential benefit justifies the potential risk to the fetus.
All pregnancies have a background risk of birth defect, loss, or other adverse outcomes. 
The background risk of major birth defects and miscarriage for the indicated population  
is unknown. In the U.S. general population, the estimated background risk of major  
birth defects and miscarriage in clinically recognized pregnancies is 2-4% and  
15-20%, respectively.
Data
Animal Data
In two embryofetal development studies, aflibercept produced adverse embryofetal 
effects when administered every three days during organogenesis to pregnant rabbits at 
intravenous doses ≥3 mg per kg, or every six days during organogenesis at subcutaneous 
doses ≥0.1 mg per kg. 

Adverse embryofetal effects included increased incidences of postimplantation 
loss and fetal malformations, including anasarca, umbilical hernia, diaphragmatic 
hernia, gastroschisis, cleft palate, ectrodactyly, intestinal atresia, spina bifida, 
encephalomeningocele, heart and major vessel defects, and skeletal malformations (fused 
vertebrae, sternebrae, and ribs; supernumerary vertebral arches and ribs; and incomplete 
ossification). The maternal No Observed Adverse Effect Level (NOAEL) in these studies 
was 3 mg per kg. Aflibercept produced fetal malformations at all doses assessed in rabbits 
and the fetal NOAEL was not identified. At the lowest dose shown to produce adverse 
embryofetal effects in rabbits (0.1 mg per kg), systemic exposure (AUC) of free aflibercept 
was approximately 6 times higher than systemic exposure (AUC) observed in humans 
after a single intravitreal dose of 2 mg.

8.2 Lactation
Risk Summary
There is no information regarding the presence of aflibercept in human milk, the effects of 
the drug on the breastfed infant, or the effects of the drug on milk production/excretion. 
Because many drugs are excreted in human milk, and because the potential for absorption 
and harm to infant growth and development exists, EYLEA is not recommended during 
breastfeeding. 
The developmental and health benefits of breastfeeding should be considered along with 
the mother’s clinical need for EYLEA and any potential adverse effects on the breastfed 
child from EYLEA.

8.3 Females and Males of Reproductive Potential
Contraception
Females of reproductive potential are advised to use effective contraception prior to the 
initial dose, during treatment, and for at least 3 months after the last intravitreal injection 
of EYLEA.
Infertility
There are no data regarding the effects of EYLEA on human fertility. Aflibercept 
adversely affected female and male reproductive systems in cynomolgus monkeys when 
administered by intravenous injection at a dose approximately 1500 times higher than the 
systemic level observed humans with an intravitreal dose of 2 mg. A No Observed Adverse 
Effect Level (NOAEL) was not identified. These findings were reversible within 20 weeks 
after cessation of treatment.

8.4 Pediatric Use. 
The safety and effectiveness of EYLEA in pediatric patients have not been established.

8.5 Geriatric Use. 
In the clinical studies, approximately 76% (2049/2701) of patients randomized to 
treatment with EYLEA were ≥65 years of age and approximately 46% (1250/2701) were 
≥75 years of age. No significant differences in efficacy or safety were seen with increasing 
age in these studies.

17 PATIENT COUNSELING INFORMATION
In the days following EYLEA administration, patients are at risk of developing 
endophthalmitis or retinal detachment. If the eye becomes red, sensitive to light, 
painful, or develops a change in vision, advise patients to seek immediate care from an 
ophthalmologist [see Warnings and Precautions (5.1)]. 
Patients may experience temporary visual disturbances after an intravitreal injection with 
EYLEA and the associated eye examinations [see Adverse Reactions (6)]. Advise patients 
not to drive or use machinery until visual function has recovered sufficiently.

Manufactured by:  
Regeneron Pharmaceuticals, Inc.
777 Old Saw Mill River Road
Tarrytown, NY 10591

EYLEA is a registered trademark of Regeneron 
Pharmaceuticals, Inc.
© 2018, Regeneron Pharmaceuticals, Inc.  
All rights reserved.

Issue Date: November 2018
Initial U.S. Approval: 2011

Based on the August 2018  
EYLEA® (aflibercept) Injection full  
Prescribing Information.

US-LEA-13708(2)a
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With increasing frequency, we make our 
decisions about where to eat, which hotel to 
stay in, or which destinations to visit based 
on reviews left by strangers online. For many 
patients, choosing among potential physi-
cians is no different. Patients seeking care 

may Google a doctor’s name and decide whether or not to 
visit a practice based on web reviews from former patients. 
That’s why it is more important than ever to make sure 
that your online presence leaves potential patients with a 
good impression. 

This issue’s feature article is written by Ravi D. Goel, MD, 
a man who has learned a lot about the contours of using 
social media and having an online presence. His article 
outlines how to protect your online reputation. Dr. Goel 
provides several pearls and quick fixes to help elevate 
your profile.  

Also in this issue: George Williams, MD, provides an over-
view of step therapy in 2019 (and beyond); Larry Brooks 
gives an in-depth guide to running an efficient practice; 
and Joy Woodke, COE, OCS, OCSR, explains coding for 
extended ophthalmoscopy.

ALAN RUBY, MD
 SECTION EDITOR 

REPUTATION IN 
THE INTERNET AGE

TABLE OF CONTENTS

7  Coding Advisor: 
Coding for Extended Ophthalmoscopy 
 By Joy Woodke, COE, OCS, OCSR

11  Protecting Your Online Reputation  
By Ravi D. Goel, MD
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 By George A. Williams, MD
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W hat do commercial pay-
ers’ audits and CMS’ 
Target, Probe and Educate 
audits currently have in 
common? Both are now 

targeting extended and subsequent 
ophthalmoscopy to ensure that 
documentation consistently meets 
the payer’s requirements. 

 DEFINING EXTENDED  
 OPHTHALMOSCOPY 

Extended ophthalmoscopy (EO) 
is a detailed examination and draw-
ing of the fundus that goes beyond 
the standard funduscopy performed 
during an eye exam. It includes 
examination of the periphery of the 
eye, with dilation, and is performed 
for specific conditions. There are 
two different CPT codes for EO, one 
for the initial study and one for a 
subsequent study. The CPT code 
definitions can be found in Table 1.

Routine ophthalmoscopy, includ-
ing routine direct and indirect 
ophthalmoscopy, is considered part 
of a standard eye examination and 
is included under the appropriate 

level of evaluation and management 
(also called E/M) or Eye visit code. 
EO, by contrast, is a more exten-
sive examination that requires a 
detailed, labeled drawing of pathol-
ogy that cannot be documented in 
any other way. It also requires that 
an additional diagnostic technique 
be performed and documented, 
which may include 360° scleral 
depression, fundus contact lens, or 
90-D lens. 

Initial Versus Subsequent
Determining the correct CPT code 

for EO starts with understanding the 
difference between initial and subse-
quent. This distinction does not refer 
to a new versus established patient, 
but rather to the diagnosis of an 
initial event (CPT 92225) and then, if 
relevant, a subsequent documenta-
tion of the progression of a chronic 
condition (CPT 92226). 

For example, an established 
patient is seen and an extended 

CODING FOR EXTENDED 
OPHTHALMOSCOPY

Unraveling the unique coding and documentation requirements for EO.

 BY JOY WOODKE, COE, OCS, OCSR 

CODINGADVISOR
A Collaboration Between Retina Today and 

AT A GLANCE

s

  Extended ophthalmoscopy (EO) is an extensive examination of the fundus for a 
specific condition. It is distinct from routine ophthalmoscopy performed as part of 
a standard eye exam.

s

  EO requires that an additional diagnostic technique, such as 360° scleral 
depression, fundus contact lens, or 90-D lens be performed and documented.

s

  There are two different CPT codes for EO: one for the initial study and one for a 
subsequent study.
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examination by scleral depression is 
performed. The retina specialist con-
firms the diagnosis of macular hole in 
the right eye and documents it with 
a retinal drawing with labels and an 
interpretation and report. The cor-
rect code for this EO would be 92225 
Ophthalmoscopy, extended, initial. 

A few months later, this same patient 
returns for an examination, and another 
EO is performed by scleral depres-
sion. The macular hole is worsening, 
and the retina specialist documents 
this with a retinal drawing and inter-
pretation and report. This EO would 
be coded 92226 Ophthalmoscopy, 
extended, subsequent. 

If the same patient is seen 6 months 
later for a retinal tear that is determined 
by EO and documented accordingly, 
because this is the initial diagnosis 
of a new problem, 92225 would be 
the appropriate CPT code to bill for 
this service. 

Bilateral Indicator
CPT codes 92225 and 92226 both 

have a bilateral indicator of 3. This 
means that, when performed bilaterally 
with pathology, the reimbursement will 
be 100% allowable per eye. Most insur-
ance carriers prefer the -RT, -LT, or -50 
modifier to indicate bilateral services. 

 BUNDLES 
Each quarter, Medicare publishes 

National Correct Coding Initiative 
(NCCI) edits to identify CPT codes 
that are considered bundled and not 
separately payable when performed 
on the same day. A link to these edits 
can be found at aao.org/coding and 
in the AAO’s Complete Guide to 
Retina Coding. 

Since July 2013, EO has been bundled 
with retinal lasers, injections, and sur-
geries when performed the same day. 

See Table 2 for an example of the 
NCCI edits for 92225 and 92226 EO 
and for 67028 intravitreal injection and 
67108 repair of retinal detachment. 

There are two types of bundled 
codes: mutually exclusive, which can 

never be unbundled and have an indi-
cator of 0, and comprehensive, which 
have an indicator of 1 and may be paid 
separately under limited circumstances 
and must meet the definition of modi-
fier -59 or per specific local coverage 
determinations (LCDs). 

The NCCI bundles for EO have an 
indicator of 1. When is it appropri-
ate to unbundle an EO performed on 
the same day as a surgery? When EO 
is performed and pathology is diag-
nosed in the fellow eye, not the eye 
undergoing surgery. 

 INSURANCE COVERAGE 
To determine the documentation 

and medical necessity requirements 
for EO, each payer policy should be 
reviewed. Medicare Administrative 
Contractors (MACs) may have rel-
evant LCDs or local coverage articles. 
Commercial payers may also publish 
policies related to these services. 

Although coverage policies vary by 

payer, here are some basic require-
ments to keep in mind when coding for 
EO services:

• Documentation of medical 
necessity;

• A drawing that is clearly identified, 
labeled, and appropriately repre-
sents the retinal pathology;

• Interpretation and report;
• Extended fundus exam with docu-

mentation of diagnostic technique 
(eg, 90-D lens);

• Assessment of change in pathology 
for subsequent EO.

There are four MACs that have poli-
cies related to EO. Each of these policies 
is unique and should be reviewed for 
guidance if you practice in that jurisdic-
tion. To review and maintain a current 
copy of the published LCDs per MAC, 
visit aao.org/lcds.

Table 3 provides a list of active LCDs 
for EO regarding specific MACs’ defini-
tions of medical necessity or specific 
documentation requirements. For 

TABLE 1. EXTENDED OPHTHALMOSCOPY CODES
Code Definition

92225 (Initial) Ophthalmoscopy, extended, with retinal drawing (eg, for retinal detachment, 
melanoma), with interpretation and report; initial

92226 (Subsequent) Ophthalmoscopy, extended, with retinal drawing (eg, for retinal detachment, 
melanoma), with interpretation and report; subsequent

TABLE 2. EXAMPLES OF NCCI EDITS
Column 1 Column 2 Date of Bundle Indicator 

67028 92225 2013/07/01 1

67028 92226 2013/07/01 1

67108 92225 2013/07/01 1

67108 92226 2013/07/01 1

Note: Code 67028 (intravitreal injection); 67108 (repair of retinal detachment).
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example, First Coast Service Options, 
the MAC for Jurisdiction N, indicates 
in its LCD L34017 that medical records 
must include the following:

• Complaint or symptoms neces-
sitating the EO;

• Notation of the dilation and drug 
used for the examined eye;

• Method of examination;
• “A detailed drawing of the retina 

showing anatomy in the patient as 
seen at the time of examination, 
including the pathology found 
and a legible narrative report of 
the findings”;

• For 92226, assessment of the 
change from previous encounters.

The LCD for First Coast Service 
Options continues with coding guide-
lines for ophthalmoscopy in a supple-
mental fact sheet discussing bilateral 
coding for EO codes 92225 and 92226: 

• Usual payment adjustment 
for bilateral procedures does 
not apply;

• Do not append -50 modifier, 

report codes on separate lines 
appending -RT or -LT modifiers;

• Proper coding will prevent dupli-
cate billing and allow full reim-
bursement per eye.

As another example, National 
Government Services (NGS), the MAC 
for Jurisdictions 6 and K, has unique 
requirements related to the retinal 
drawing in its LCD L33567:

• Size, 3 to 4 inches;
• Drawing must be identified and 

labeled;
• Noncolored drawings are accept-

able, but color drawings with 4 to 
6 standard colors are preferred;

• Separate drawing for optic nerve 
abnormalities. 

Additional guidance regarding exclu-
sive bundles is outlined in the NGS 
LCD. Although not bundled under 
NCCI, the NGS LCD specifies that EO 
performed with fundus photography 
(CPT 92250), fluorescein angiography 
(CPT 92235), ultrasound (76512), or 
OCT (CPT 92134) will be denied as not 

medically necessary. The physician must 
provide a “reasonable medical excep-
tion” for performing EO and “additive 
(nonduplicative) information.”

 CREATING A CHECKLIST 
Insurance policies often provide 

requirements for medical necessity 
and documentation. From these poli-
cies, your office can create an internal 
checklist to be used as a resource. The 
checklist on the next page represents 
typical requirements and should be 
revised per individual payers’ policies. 
This resource can provide guidance for 
internal audits and can be used as a 
training resource. n

JOY WOODKE, COE, OCS, OCSR
n  AAO Practice Management Consultant
n  joywoodke@gmail.com
n  Financial disclosure: None

TABLE 3. MEDICARE COVERAGE POLICIES FOR EO
MAC Jurisdictions Policy Effective Date Last Update

Cigna Government Services J15 – Kentucky, Ohio LCD L34399 10/1/2017 5/31/2018

Cigna Government Services J15 – Kentucky, Ohio LCA A52398 10/1/2015 5/31/2018

First Coast Service Options JN – Florida, Puerto Rico, 
Virgin Islands 

LCD L34017 and fact sheet 10/1/2017 9/22/2017

Palmetto JM – Alabama, Georgia, 
Tennessee;
JJ – North Carolina, South 
Carolina, Virginia, West 
Virginia

LCD L33467 3/15/2018 3/9/2018

Palmetto JM – Alabama, Georgia, 
Tennessee; 
JJ – North Carolina, South 
Carolina, Virginia, West 
Virginia

LCA A53060 2/26/2018 1/31/2018

National Government Services JK – Connecticut, Maine, 
Massachusetts, New 
Hampshire, New York, Rhode 
Island, Vermont;
J6 – Illinois, Minnesota, 
Wisconsin

LCD L33567 and 
documentation  
guidelines (Appendix A)

10/1/2017 9/18/2017

Abbreviations: EO, extended ophthalmoscopy; LCA, local coverage article; LCD, local coverage determination; MAC, Medicare administrative contractor.
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CHECKLIST FOR EXTENDED OPHTHALMOSCOPY DOCUMENTATION
  Documentation is not for a routine direct and/or indirect ophthalmoscopy 

  Routine ophthalmoscopy is included in the appropriate level of office visit coded.
   The definition of EO is a more extensive examination that requires a detailed and labeled drawing that cannot be documented 

in any other way.
  Retinal drawing

  Although it may be preferred, a color drawing for EO is not a documentation requirement for most payers. 
  Confirm any drawing requirements (color or size) per payer policy. 
  A drawing that is clearly identified, labeled, and appropriately represents the retinal pathology is required.
  Documentation of the diagnostic technique used is completed (360° scleral depression, fundus contact lens, or 90-D lens).
  Completing the retinal drawing directly from OCT findings is not appropriate.

  Interpretation and report
  An interpretation and report is completed for each test performed and per eye. 
   There are no published documentation requirements for the interpretation and report. The required documentation could 

include diagnosis and findings and the impact on the treatment plan. 
  Chart notes supporting medical necessity per insurance policies 

   A review of the patient’s medical records provides documentation of the medical necessity for EO including the pathology per 
eye if billed bilaterally. 

  MACs with local coverage determinations (LCDs) include Palmetto, NGS, CGS, and First Coast.
   Confirmation that an EO of the fellow eye without pathology was not billed to insurance, as this would be considered not 

medically necessary. 
  The documentation and billing of the initial and subsequent EO meets the coding definitions. 

  EO initial (92225) documents an initial EO or a new event (diagnosis). 
  EO subsequent (92226) is used when following a chronic condition, after the initial EO, with progression of the disease.

  Check NCCI bundles for services performed the same day as EO
  Note that retina surgical procedures are bundled on the same day as EO.
  Confirm payer policies for EO coverage the same day as other ophthalmic diagnostic testing services. 

  Insurance claim
 CMS-1500 paper claim or Electronic Data Interface (EDI) transaction 837P electronic claim completed with:
  • 92225 or 92226 with appropriate diagnosis linkage and modifiers. 
  • Most payers recognize -RT and -LT modifiers when billing for bilateral EO. Some payers may require the -50 modifier.
  • EO is bundled the same day as retinal procedures.
  • 92225 and 92226 have a bilateral indicator of 3, which pays 100% allowable per eye.

  Physician signature
  The physician signature is legible on paper chart records and a signature log created to provide during an audit. For electronic 

health records, the electronic physician signature is secure. The practice has an electronic signature policy and provides it in the 
event of an audit. 

  Chart notes 
 Correct beneficiary name and date of birth on all chart records, including the retina drawing.

  Abbreviation list
 The practice has an approved abbreviation list that is readily available for all audits. 
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I’ve been in private practice for 17 years. In the initial years 
of my career, I grew my practice via referrals from internal 
medicine colleagues and word-of-mouth referrals from 
patients and their family members. As the 2000s have 
marched forward, I noticed an increasing number of patients 

mentioning that they found me via the internet. Whether 
through health insurance, physician-rating sites, or Google 
searches, my referrals have migrated to online opportunities.

I was often afraid to look up my profile online. Once a 
year, around Thanksgiving, I would Google myself and casu-
ally glance at my patient reviews. As physicians and ophthal-
mologists, we are engaged in a shared mission of protecting 
our patients’ sight and empowering their lives. As a profes-
sion, we stereotypically do not do well with criticism. Before 
the advent of online patient reviews, I thought the only “seal 
of approval” I needed was board certification (with or with-
out maintenance of certification!).

 THE IMPORTANCE OF ONLINE REPUTATION 
More than 40 online sites feature physician reviews or 

ratings. An article in the Wall Street Journal noted that physi-
cians are “wary of bad reviews from disgruntled patients” 
and that many regularly check their reviews and make 
changes as a result.1 (See Correspondence With a Former 
Colleague.)

Hanauer and colleagues conducted a survey to assess the 
factors patients use when selecting a physician.2 I group 
their findings into three broad categories, from high impor-
tance to lower importance. High importance includes 
whether a physician accepted a patient’s insurance (95% very 

important or somewhat important), was conveniently locat-
ed (95%), or had many years of experience (92%). Slightly 
lower in importance, a second category included whether 
a physician is part of a trusted group practice (81%), word 
of mouth from family and friends (85%), and referral from 
another physician (80%). Lower still, a physician’s rating on 
websites was reported to be very important or somewhat 
important by 59% of respondents.

Of note, the study showed that 35% of individuals selected 
physicians with good reviews or ratings and 37% avoided 
physicians with bad reviews or ratings. 

Last year, a survey by the marketing firm BrightLocal asked 

PROTECTING YOUR ONLINE REPUTATION
Five pearls to build your brand and optimize your social media presence.

 BY RAVI D. GOEL, MD 

AT A GLANCE

s

  More than 50% of respondents to a consumer survey 
indicated that reputation was the most important 
factor in selecting a physician.

s

  Physicians should not respond directly to patient 
reviews, as this may violate patients’ HIPAA rights.

s

  Keys to protecting your online reputation and 
building a brand: using one professional photo, 
updating online profiles, engaging patients, address-
ing critics, and establishing a social media presence. 
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consumers, “For which of these local 
businesses does ‘Reputation’ matter the 
most when choosing a business?” More 
than 50% of respondents said that, for 
physician practices and restaurants, 
reputation was the most important fac-
tor in selecting a business.3 As a foodie 
myself, I typically look up a restaurant’s 
online reputation through numerous 
sites before making a reservation. (I 
sometimes even look at my own Yelp 
profile when I look up a restaurant, but 
that’s another issue.)

Anna Fels, a blogger for the New 
York Times Opinionator, pointed to 
the many challenges that physicians 
face when considering a response to 
online patient reviews.4 Physicians are 
indeed held to a higher standard than 
other service providers, she noted, 
and HIPAA prevents physicians from 
revealing patient information. 

 SEARCH ENGINE SELF-EXAMINATION 
In 2012, I Googled myself through 

numerous searches: “Ravi Goel…

Ravi Goel, MD…Ravi Goel MD, rat-
ing.” I found that Healthgrades, a 
physician review site, was among the 
top websites returned on a Google 
search. Other sites included my 
practice page, LinkedIn profile, and 
YouTube channels. 

My goal was to optimize my first two 
pages of Google search results. Studies 
have shown that consumers have a 
35% probability of clicking on the first 
organic search result they find, 12% on 
the second, and less than 10% on the 
third. Subsequent results have a less 
than 5% chance of being selected, but 
the impression can still be important.5 

In my quest for search engine opti-
mization (SEO), I asked happy and 
satisfied patients to submit patient 
reviews. As a result, I slowly increased 
my ratings online. I also posted links 
on my practice website and the 
social media platforms Facebook and 
Twitter. (My practice has recently initi-
ated patient surveys for every patient 
through our portal and I have initiated 
a plan to better engage patients who 
respond to internal surveys).

By 2014, I found that 60% (12 of 
20) of the first two pages of Google 
search results for “Ravi Goel, MD,” 
were physician rating sites; my prac-
tice website, LinkedIn page, Twitter 
account, and YouTube channels were 
the remaining results.

 FIVE PEARLS FOR YOUR PRACTICE 
For busy retina practices, I offer the 

following pearls to protect your online 
reputation and build your brand:

• Get one great professional 
photo. Your image is your brand. 
Every website that you engage 
with online—practice website, 
health system, eye hospital and 
ophthalmology department sites, 
social media pages, and physician 
rating sites—should include one 
recent professional photo.

• Curate content. As noted above, 
there are more than 40 physician 

Hey Social Media Guru,

I’ve never focused on ratings, but for the first time, I had a patient cancel surgery 
because they saw a negative review on Healthgrades. There are only 6 reviews 
total; one actually wrote about a bad post-op experience/etc. What do you suggest 
I do to get those ratings up? I’m not hurting for business in any way, but I like to 
stay competitive. I would like to be a 5-star doc LOL.

Thanks.

H H H H H
Horrible experience with whole office. I was having complications after my retina 
surgery with Dr. A and then was blown off by Dr. A and Dr. B in this practice. Ended 
up having to have additional surgery and in-office procedure to correct the issues 
from my surgery with Dr. A.

Here is a real email sent to me from a retina specialist and 
residency classmate, and a review from an anonymous patient 
of that doctor ’s office. Both have been edited for clarity.

CORRESPONDENCE 
WITH A FORMER COLLE AGUE

PATIENT REVIEW

EMAIL

(Continued on page 15)

0319RT_BusinessMatters_Feature_PerfectingYourPractice.indd   12 2/28/19   10:34 AM



VOL . 2, NO. 1 |  RE TINA TODAY BUSINES S MAT TER S  13

PERFECTING YOUR PRACTICE

Do you find yourself frustrated 
with running behind? With not 
having staff available when you 
need them? With not having a 
patient ready to be seen? Does 

your practice seem more chaotic and 
hectic than you would like? You’re not 
alone. Over the past 28 years I have 
spent countless hours observing and 
performing time and motion studies on 
medical practices. These concerns are 
a common thread I have seen across 
many practices.

The issue causing these inefficiencies 
is simple: There is a disconnect between 
the input, the throughput, and the 
output of patients flowing through the 
office. In other words, the rate that doc-
tors are seeing patients (output) is out 
of sync with the systems and staff pro-
cessing those patients (throughput) and 
the rate that the appointment template 
brings in patients (input).

Solving this issue is not so simple. The 
key is understanding the controlling fac-
tor. In a retina practice, the controlling 
factor should be the doctor’s style and 
potential rate of seeing patients. The 
doctors’ potential—not current—rate of 
seeing patients should dictate the orga-
nization of all aspects of the practice’s 
throughput and input. 

This article explains how to iden-
tify a doctor’s potential patient rate 
and how to set up throughput and 
input systems to match that rate. But 
first I want to explain the concept of 
maximizing output. 

The weakest link in a process dictates 
the output. In a medical practice, there 
are typically four links in the process of 
seeing patients (see Links in the Process).

If your practice’s doctor is capable of 
seeing six patients per hour, but one or 
more of the other links are not set up to 
process at least six patients per hour, the 
doctor will never reach his or her poten-
tial. On the flip side, if the appointment 
template is bringing in patients at nine 
per hour but the staffing, systems, or 
doctor can handle only six per hour, after 
2 hours you are 1 hour behind.

How do you find the perfect bal-
ance? A good visual is to think of 
your practice as a funnel: wide at the 
top and narrow at the bottom. To 
maximize the output of the funnel, the 
input is wider than the output open-
ing. There is excess capacity upstream 
from the output (Figure). With that 
image in mind, let’s consider how to 
identify the needs for each section—
the top of the funnel (input), middle 
(throughput), and bottom (output). 
We’ll start at the bottom.

 OUTPUT 
Looking at computer data to see 

how many patients your doctor sees 
in a day does not tell you your output 

capacity; it only provides you with the 
current output. To determine what 
the doctor’s capacity or potential is, 
you must determine how much of his 
or her present time is spent practic-
ing medicine —doing the tasks that 
only the doctor can do—versus time 
consumed performing tasks that 
could be delegated to staff or technol-
ogy, or time lost due to not having a 
patient ready. 

To calculate the amount of lost and 
misused time, you need to do a time 
study. I know, many of you are saying, 
“Been there, done that.” But this type of 
time study is not simply placing a track-
ing slip on a chart or a patient, as many 
time studies do. Those studies tell you 
only how long the patient or chart is at 
each stop. To actually determine out-
put potential, you must watch the out-
put resource—the doctor. This requires 
observing and timing every task the 
doctor completes for a few hours. Then, 
after gathering this data, place each 
event and the time that the event con-
sumed into one of three categories:

• Category 1, Doctor: Tasks that 

RUNNING AN EFFICIENT PRACTICE
To establish efficient practice flow, make sure the doctor is busy doing doctor tasks, then work 
backward from there.

 BY LARRY R. BROOKS 

AT A GLANCE

s

  The key to efficient patient flow is understanding the controlling factor. 
The controlling factor should be the doctor’s style and potential rate of 
seeing patients.

s

  Think of your practice as a funnel, wide at the top (input) and narrow at 
the bottom (output).

s

  There are four links in the process of practice flow: the doctor’s style, 
staff, systems, and space.
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only the doctor can do;
• Category 2, Delegate: Tasks that 

the doctor is doing now but does 
not necessarily have to do;

• Category 3, Lost: Time lost 
because no patient is ready or 
the task being done provided no 
patient care benefit.

Remember, the criterion is “Does 
the doctor have to do this certain 
task or event?” If not, it does not go 
in Category 1. You must be critical of 
statements like “That’s how we have 
always done it” or “There is no one else 
available to do it.” 

Once you’ve gathered this data, take 
the amount of time the doctor spent 
doing only “doctor” things and divide 
that by the number of patients the 
doctor saw while being observed. This 
gives you that doctor’s potential aver-
age patient-per-hour (PPH) rate.

 THROUGHPUT 
The same type of time study can 

be performed on the technicians 

and check-in and checkout staff to 
determine their capacity and properly 
project the need in this area. By focus-
ing on tasks that are not specific to 
these staff members’ primary jobs, you 
can identify the things that are pulling 
them off track and creating delays in 
processing patients.

As you perform the time study on 
the staff, keep an eye out for job duties 
that conflict with or are not aligned 
with the ultimate goal of always having 
a patient ready for the doctor to see. 
Here are a few things to look out for:

• Are staff members walking to 
deliver information or instructions 
that could be sent electronically?

• Is the same staff member handling 
phones (patient calls, reminder 
calls, pharmacy orders, etc.) and 
patients in the office?

• Are the technicians assigned to 
prep or work up patients for the 
doctor also performing other 
duties that pull them off track?

• Are the doctor’s lanes grouped 
to reduce walking or exposure to 
waiting patients?

• Are technicians or patients  
waiting for available rooms or 
equipment?

Once you know the potential of 
your doctors and staff, you can begin 
to design a staffing model for the prac-
tice to properly handle that patient 
volume or throughput. 

In addition to determining the 
proper number of staff, you must 
also put in place efficient systems to 
best use the staff’s time. One adage to 
remember when assessing a staffing 
model is, “A staff member cannot per-
form two stat functions and succeed 
at both.” For example, receptionists 
cannot answer the phone and check in 
patients at the same time. They will fail 
at one of their two tasks—through no 
fault of their own.

The amount and configuration of 
space is based on the doctor’s style 
and the PPH rate from the time study. 
The number of lanes the doctor needs 
is based on his or her average time in 
the lane per patient and how long the 
staff needs to ready another patient in 
that same lane once the doctor leaves 
(called lane turn time). The idea is that 
the doctor needs enough lanes to keep 
himself or herself effectively seeing 
patients and to give the staff time to 
ready a patient in the last lane used. 

For example, if the doctor’s PPH 
average is six, he or she spends an aver-
age of 10 minutes in each lane. If the 
staff needs 12 minutes to turn a lane 
(finish up follow-up instructions, move 
the patient out, clean the room, ready 
the next patient in the lane), then the 
doctor needs two other lanes to keep 
effectively busy. The lanes the techni-
cian needs to work up the patient 
(history, complaint, vision, etc.) are in 
addition to these doctor lanes.

 INPUT 
Input is the information gathered 

before the patient’s arrival and the 
subsequent appointment template. 

Figure. Thinking of your practice as a funnel can help you visualize practice flow.

LINKS IN THE PROCESS
   s   Doctor’s Style: How the doctor manages patients and the rate that style produces.

   s   Staff: Staffing model in place and how it is set up to assist the doctor.

   s   Systems: Appointment template, processes, and communication systems.

   s   Space: The amount, types, and layout of space.
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As much as possible, data-gathering should be completed 
beforehand (via mail-in forms, web portals, phone, etc.) to 
lessen the time and effort it takes to check patients in.

Set up the appointment template to bring in patients a 
bit faster than the doctor’s PPH rate, so that there is a small 
pool of patients ready to be seen. One to three patients 
more than the doctor’s rate is a good range. Then, cut back 
for the last hour of the day. 

Scheduling a lot faster than the doctor’s PPH rate will 
overflow the waiting room and cause frustration. It does no 
good to have four, five, or six patients sitting around, ready 
for the doctor. The practice needs to stay only one or two 
patients ahead of the doctor. Scheduling at a rate slower 
than the doctor’s potential PPH rate will create gaps in the 
doctor’s time.

 THE KEY TO EFFICIENT FLOW 
The key to making your practice flow efficient and pro-

ductive is not thinking of your business as a medical practice 
and concerning yourself only with patient flow. You are 
orchestrating the movement of many parts that all need to 
be in sync. Think of it as a manufacturing plant that assem-
bles patient visits. Concentrate on identifying output capac-
ity, and then build your systems and resources upstream 
based on that capacity. n

LARRY R. BROOKS
n  Presdient and Co-owner, Practice Flow Solutions
n  brooks@PracticeFlowSolutions.com
n  Financial disclosure: None acknowledged

 “ T H E  K E Y  T O  M A K I N G  Y O U R  P R A C T I C E 

 F L O W  E F F I C I E N T  A N D  P R O D U C T I V E  I S 

 N O T  T H I N K I N G  O F  Y O U R  B U S I N E S S  A S 

 A  M E D I C A L  P R A C T I C E  A N D 

 C O N C E R N I N G  Y O U R S E L F  O N L Y  W I T H 

 P A T I E N T  F L O W . ” 

rating sites. Each site should correctly list your current 
physician demographics, credentials, and practice infor-
mation. I have found significant errors on these sites, 
and I correct them when I find them. Start with Google 
Business, Healthgrades, Vitals, and Yelp.

• Engage patients. Patients of all ages engage with the 
internet and look to their physicians for reliable infor-
mation. Give your patients the resources they need to 
make informed health care decisions. I rely heavily on 
the AAO’s EyeSmart pages for patient education. We 
achieve patient education marks in the Merit-based 
Incentive Payment System (otherwise known as MIPS) 
by sending patients links to EyeSmart the day after 
their patient visits. I also post educational videos on 
YouTube, which I can share with patients many years 
before they need surgery. 

• Address critics. Practices need a rapid response plan 
to address critics who “flame” your name, your prac-
tice, or your brand. I recommend that all responses 
be off-line (a phone call, a note of apology, an offer of 
VIP scheduling), with the goal of enhancing the flam-
ing patient’s experience. Physicians should not respond 
directly to patient reviews as this may violate the 
patient’s HIPAA rights. Internal patient surveys that 
are sent to patients the next day (similar to those one 
receives after getting an oil change) can often help to 
identify patients who need extra attention. 

• Engage in social media. The question of whether an 
ophthalmologist should engage in social media was asked 
and answered about 5 to 7 years ago. Today, patients and 
colleagues expect thought leaders to have an engaging 
social media presence. By effectively using platforms such 
as LinkedIn, Twitter, Facebook, Instagram, and blogs, you 
can build your brand online. n

1. Reddy S. Doctors check online ratings from patients and make change: Many physicians are wary of bad reviews from 
disgruntled patients. Wall Street Journal. May 19, 2014. https://www.wsj.com/articles/doctors-check-online-ratings-
from-patients-and-make-changes-1400541227. Accessed February 15, 2019.
2. Hanauer DA, Zheng K, Singer DC, et al. Public awareness, perception, and use of online physician rating sites. JAMA. 
2014;311(7):734-735. 
3. Local Consumer Review Survey. Brightlocal.com website. https://www.brightlocal.com/learn/local-consumer-review-
survey/. 2018. Accessed February 15, 2019.
4. Fels A. Do you Google your shrink? New York Times. https://opinionator.blogs.nytimes.com/2015/04/04/do-you-
google-your-shrink/. April 4, 2015. Accessed February 15, 2019.
5. Chaffey D. Comparison of clickthrough rates by position. Smartinsights.com website. https://www.smartinsights.com/
search-engine-optimisation-seo/seo-analytics/comparison-of-google-clickthrough-rates-by-position/. July 9, 2018. 
Accessed February 15, 2019. 

RAVI D. GOEL, MD 
n  Ophthalmologist, Cataract and Refractive Surgeon, Regional Eye Associates, 

Cherry Hill, New Jersey 
n  Comprehensive Ophthalmologist, Cataract and Primary Eye Care, Wills Eye 

Hospital, Philadelphia
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(Continued from page 12)
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PENNSLVANIA AVENUE UPDATES

T he cost of drugs has skyrock-
eted over the past decade and 
is projected to grow faster than 
any other health care service 
over the next decade. President 

Trump has promised to cut drug costs, 
and there is bipartisan support to do 
something to lower expenditures. 

In 2017, according to a CMS 
analysis, US prescription drug costs 
were $333.4 billion, accounting for 
nearly 10% of the country’s total 
health care expenditures.1 Under 
Medicare, from 2012 to 2016, Part B 
drug costs increased 42% and Part D 
costs increased 71%. Total Medicare 
expenditures increased only 18% dur-
ing the same period, highlighting the 
disproportionate effect of drugs on 
overall spending. 

In Part B, seven drugs accounted for 
38% of the expenditures, and ophthal-
mology drugs were at the top of list. 
From 2013 to 2016, Medicare spent 
$98 billion on Part B drugs. Aflibercept 
(Eylea, Regeneron), at $6.4 billion, and 
ranibizumab (Lucentis, Genentech), 
at $4.9 billion, were Nos. 1 and 4, 
respectively, accounting for 12.2% of 
total expenditures.2

Recently, CMS announced a policy 
to allow Medicare Advantage (MA) 
organizations to institute step therapy 
for enrolled Medicare beneficiaries 
beginning in January 2019 with the 
express purpose of lowering drug costs 
for patients and payers.3

Whether or not CMS has the 
authority to institute such a policy is 
controversial, and this decision may 
yet be challenged. Regardless, step 
therapy is already the most common 
type of coverage restriction used by 

commercial payers for specialty drugs. 
An analysis of a specialty drug evi-
dence and coverage database at Tufts 
Medical Center demonstrated that, as 
of August 2017, nearly one in four cov-
erage decisions involved a step therapy 
protocol, with wide and seemingly 
random variations in how and when 
protocols are applied.4 For example, 
only 16% of drug indication pairs were 
covered by all plans, and fewer than 
half were covered the same by at least 
75% of plans. When step therapy cov-
erage was analyzed by FDA-approved 
indications, the protocols were con-
sistent with FDA labeling 52% of the 
time, more restrictive 33% of the time, 
and not covered at all 4.5% of the time. 
This wide variation suggests a lack of 
evidence-based medicine underlying 
these protocols.

 STEP THERAPY FOR RETINA  
 SPECIALISTS 

Step therapy for retina specialists 
is primarily focused on the use of 
off-label, compounded bevacizumab 
(Avastin, Genentech). We are all 

familiar with the many studies that 
have demonstrated bevacizumab to 
be a safe and effective treatment for a 
variety of retinal pathologies. Indeed, 
ophthalmologists have embraced bev-
acizumab. Across more than 6.2 mil-
lion intravitreal injections in the AAO’s 
Intelligent Research in Sight (IRIS) 
Registry from 2013 through 2016, 46% 
of patients received bevacizumab. 

The simple truth is that, without 
the many dedicated ophthalmologists 
who fought for access to and payment 
for bevacizumab and participated 
in clinical trials, there would be no 
alternative to aflibercept and ranibi-
zumab. The use of bevacizumab by 
ophthalmologists has saved Medicare 
tens of billions of dollars to date and 
will continue to do so as long as it 
remains available.5,6

 POTENTIAL ISSUES ASSOCIATED WITH  
 STEP THERAPY 

What are the potential issues likely 
to be associated with the advent of 
step therapy by MA organizations? 
If past performance is any indica-

STEP THERAPY IN 2019 AND BEYOND
A look at the effects of this policy on retina.

 BY GEORGE A. WILLIAMS, MD 

AT A GLANCE

s

  CMS will allow Medicare Advantage organizations to institute step 
therapy for enrolled Medicare beneficiaries beginning in January 2019 
with the express purpose of lowering drug costs for patients and payers.

s

  Step therapy for retina specialists is primarily focused on the use of 
off-label, compounded bevacizumab.

s

  A recent report by the Office of the Inspector General on Medicare 
Advantage appeals raises serious questions about the performance and 
motivation of many Medicare Advantage organizations.
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tion, there is likely to be a host of 
problems affecting both beneficiaries 
and providers. A recent report by the 
Department of Health and Human 
Services Office of the Inspector 
General (OIG) on MA appeals raises 
serious questions about the perfor-
mance and motivation of many MA 
organizations.7 The title of the report 

is an accurate summary: “Medicare 
Advantage appeal outcomes and 
audit findings raise concerns about 
service and payment denials.” 

This report examined denial 
of service or payment data from 
422 MA contracts covering over 15 
million beneficiaries. From 2014 to 
2016, when beneficiaries and provid-

ers appealed preauthorization and 
payment denials, MA organizations 
overturned 75% of their own denials. 
During the same period, indepen-
dent reviewers at higher levels of the 
appeals process overturned addi-
tional denials in favor of beneficiaries 
and providers. 

The OIG concluded that the high 
number of overturned denials raises 
concerns that some MA beneficiaries 
and providers were initially denied 
services and payments that should 
have been provided. Furthermore, the 
report noted that beneficiaries and 
providers rarely used the appeals pro-
cess designed to ensure access to care 
and payment. From 2014 to 2016, 
beneficiaries and providers appealed 
only 1% of denials. 

An OIG review of CMS audits 
found that CMS cited 56% of audited 
MA organization contracts for inap-
propriately denying services or pay-
ment. CMS also cited 45% of audited 
MA organization contracts for send-
ing denial letters with incomplete 
or incorrect information, which may 
inhibit the ability of beneficiaries and 
providers to file successful appeals. 
The pattern of behavior was one of 
denial, obstruction, and confusion. 
Should we expect implementation of 
step therapy to be any different?

The OIG report noted a central 
concern about the capitated payment 
model used in MA plans: the poten-
tial incentive for insurers to inappro-
priately deny access to services and 
payment in an attempt to increase 
their profit. MA organizations that 

 “ T H E  A D V E N T  O F  S T E P  T H E R A P Y  I N  [ M E D I C A R E  A D V A N T A G E  P L A N S ]  W I L L  

 R E Q U I R E  I N C R E A S E D  P H Y S I C I A N  A N D  S T A F F  T I M E  T H A T  F U R T H E R  I M P E D E S  

 P A T I E N T  C A R E .  I T  M A Y  B E  P R U D E N T  F O R  P R A C T I C E S  T O  D E V E L O P  I N T E R N A L  

 P R O T O C O L S  T O  D E A L  W I T H  S T E P  T H E R A P Y . ” 

The implementation of step therapy requiring initial treatment with 
bevacizumab raises many questions, including these:

  s   What are the criteria for determining treatment failure with bevacizumab? Will it be a loss 
of vision? If so, how much? Does lack of visual improvement constitute failure? Are imag-
ing changes such as OCT or angiography appropriate criteria?

  s   How many injections are necessary to establish failure?

  s   What about patients who, after appropriate informed consent regarding off-label and com-
pounded drugs, are unwilling to receive bevacizumab?

  s   Will step therapy be required even when there are compelling data that bevacizumab 
is not the treatment of choice, such as in patients with diabetic macular edema and 
poor vision?

  s   Will a repeat trial of step therapy be required for the second eye?

  s   Will there be standardization of step therapy protocols? There are more than 500 Medicare 
Advantage (MA) contracts or plans. The same MA organization may have multiple different 
plans. How can providers be expected to know the requirements and nuances of many 
disparate plans?

  s   What is the appeals process when the ophthalmologist and the plan disagree on treatment 
failure? In the preauthorization denials reviewed the Office of the Inspector General, the 
most urgent timeline for resolution was 72 hours.

  s   Anti-VEGF therapy is commonly a multiyear treatment program. What are the implications 
of patients changing MA plans?
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inappropriately deny services to Medicare beneficiaries, or 
payments to providers, not only contribute to physical or 
financial harm, but also misuse Medicare program dollars 
that CMS pays for beneficiary health care. The OIG noted 
that the growth in the MA program from 8 million benefi-
ciaries in 2011 to 21 million in 2018 increased the potential 
adverse impact of its findings.

 A BUMPY RIDE 
Many retina practices are already struggling with the 

implementation of step therapy. The advent of step therapy 
in MA plans will require increased physician and staff time 
that further impedes patient care. It may be prudent for 
practices to develop internal protocols to deal with step 
therapy. Such protocols should be designed to minimize 
administrative hassles but be flexible enough to optimize 
patient care. 

The obvious default solution is to simply start all patients 
on bevacizumab and see what happens. For many, perhaps 
most, patients, this approach will work well. The devil will be 
in the details for patients who do not respond as well as they 
or their ophthalmologist had hoped. We need step therapy 
protocols to be evidence-based, transparent, and standard-
ized so that patients and ophthalmologists can know what 
to expect. Buckle up, it is going to be a bumpy ride. n
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3. Centers for Medicare and Medicaid Services. Contract Year (CY) 2020 Medicare Advantage and Part D Drug Pricing 
Proposed Rule (CMS-4180-P). CMS.gov website. cms.gov/newsroom/fact-sheets/contract-year-cy-2020-medicare-ad-
vantage-and-part-d-drug-pricing-proposed-rule-cms-4180-p. Published November 26, 2018. Accessed February 6, 2019.
4. Chambers JD, Kim DD, Pope EF, Graff JS, Wilkinson CL, Neumann PJ. Specialty drug coverage varies across commercial 
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YUTIQ™ (fluocinolone acetonide intravitreal implant) 0.18 mg,  
for intravitreal injection 
Initial U.S. Approval: 1963 
BRIEF SUMMARY: Please see package insert for full prescribing information. 
1. INDICATIONS AND USAGE. YUTIQ™ (fluocinolone acetonide intravitreal 
implant) 0.18 mg is indicated for the treatment of chronic non-infectious uveitis 
affecting the posterior segment of the eye.  
4. CONTRAINDICATIONS. 4.1. Ocular or Periocular Infections. YUTIQ is contra -
indicated in patients with active or suspected ocular or periocular infections includ-
ing most viral disease of the cornea and conjunctiva including active epithelial 
herpes simplex keratitis (dendritic keratitis), vaccinia, varicella, mycobacterial infec-
tions and fungal diseases. 4.2. Hypersensitivity. YUTIQ is contraindicated in 
patients with known hypersensitivity to any components of this product.  
5. WARNINGS AND PRECAUTIONS. 5.1. Intravitreal Injection-related Effects. 
Intravitreal injections, including those with YUTIQ, have been associated with 
endophthalmitis, eye inflammation, increased or decreased intraocular pressure, 
and choroidal or retinal detachments. Hypotony has been observed within 24 hours 
of injection and has resolved within 2 weeks. Patients should be monitored follow-
ing the intravitreal injection [see Patient Counseling Information (17) in the full  
prescribing information]. 5.2. Steroid-related Effects. Use of corticosteroids 
including YUTIQ may produce posterior subcapsular cataracts, increased intraocu-
lar pressure and glaucoma. Use of cortico steroids may enhance the establishment 
of secondary ocular infections due to bacteria, fungi, or viruses. Corticosteroids are 
not recommended to be used in patients with a history of ocular herpes simplex 
because of the potential for reactivation of the viral infection. 5.3. Risk of Implant 
Migration. Patients in whom the posterior capsule of the lens is absent or has a 
tear are at risk of implant migration into the anterior chamber.  
6. ADVERSE REACTIONS. 6.1. Clinical Studies Experience. Because clinical trials 
are conducted under widely varying conditions, adverse reaction rates observed in 
the clinical trials of a drug cannot be directly compared to rates in the clinical trials 
of another drug and may not reflect the rates observed in practice. Adverse reac-
tions associated with ophthalmic steroids including YUTIQ include cataract forma-
tion and subsequent cataract surgery, elevated intraocular pressure, which may be 
associated with optic nerve damage, visual acuity and field defects, secondary ocu-
lar infection from pathogens including herpes simplex, and perforation of the globe 
where there is thinning of the cornea or sclera. Studies 1 and 2 were multicenter, 
randomized, sham injection-controlled, masked trials in which patients with non-
infectious uveitis affecting the posterior segment of the eye were treated once with 
either YUTIQ or sham injection, and then received standard care for the duration of 
the study. Study 3 was a multicenter, randomized, masked trial in which patients 
with non-infectious uveitis affecting the posterior segment of the eye were all 
treated once with YUTIQ, administered by one of two different applicators, and then 
received standard care for the duration of the study. Table 1 summarizes data avail-
able from studies 1, 2 and 3 through 12 months for study eyes treated with YUTIQ 
(n=226) or sham injection (n=94). The most common ocular (study eye) and non-
ocular adverse reactions are shown in Table 1 and Table 2. 
Table 1: Ocular Adverse Reactions Reported in ≥ 1% of Subject Eyes and 

Non-Ocular Adverse Reactions Reported in ≥ 2% of Patients 
Ocular  

                                                                  YUTIQ                 Sham Injection 
        ADVERSE REACTIONS                 (N=226 Eyes)              (N=94 Eyes) 
                                                                   n (%)                          n (%) 
   Cataract1                                           63/113 (56%)              13/56 (23%) 
   Visual Acuity Reduced                          33 ( 15%)                   11 (12%) 
   Macular Edema                                    25 ( 11%)                    33 (35%) 
   Uveitis                                                   22 ( 10%)                   33 (35%) 
   Conjunctival Hemorrhage                      17 (  8%)                      5 ( 5%) 
   Eye Pain                                                17 (  8%)                    12 (13%) 
   Hypotony Of Eye                                    16 (  7%)                      1 (  1%) 
   Anterior Chamber Inflammation            12 (  5%)                      6 (  6%) 
   Dry Eye                                                  10 (  4%)                      3 (  3%) 
   Vitreous Opacities                                   9 (  4%)                      8 (  9%) 
   Conjunctivitis                                         9 (  4%)                      5 (  5%) 
   Posterior Capsule Opacification              8 (  4%)                      3 (  3%) 
   Ocular Hyperemia                                   8 (  4%)                      7 (  7%) 
   Vitreous Haze                                         7 (  3%)                      4 (  4%) 
   Foreign Body Sensation In Eyes             7 (  3%)                      2 (  2%) 
   Vitritis                                                     6 (  3%)                      8 (  9%) 
   Vitreous Floaters                                     6 (  3%)                      5 (  5%) 
   Eye Pruritus                                            6 (  3%)                      5 (  5%) 
   Conjunctival Hyperemia                          5 (  2%)                      2 (  2%) 
   Ocular Discomfort                                   5 (  2%)                      1 (  1%) 
   Macular Fibrosis                                     5 (  2%)                      2 (  2%) 
   Glaucoma                                               4 (  2%)                      1 (  1%) 
   Photopsia                                                4 (  2%)                      2 (  2%) 

(continued) 

Table 1: Ocular Adverse Reactions Reported in ≥ 1% of Subject Eyes and 
Non-Ocular Adverse Reactions Reported in ≥ 2% of Patients 

Ocular  
                                                                  YUTIQ                 Sham Injection 
        ADVERSE REACTIONS                 (N=226 Eyes)              (N=94 Eyes) 
                                                                   n (%)                          n (%) 
   Vitreous Hemorrhage                              4 (  2%)                           0 
   Iridocyclitis                                             3 (  1%)                      7 (  7%) 
   Eye Inflammation                                    3 (  1%)                      2 (  2%) 
   Choroiditis                                              3 (  1%)                      1 (  1%) 
   Eye Irritation                                          3 (  1%)                      1 (  1%) 
   Visual Field Defect                                  3 (  1%)                           0 
   Lacrimation Increased                            3 (  1%)                           0 

Non-ocular 
                                                                  YUTIQ                 Sham Injection 
          ADVERSE REACTIONS            (N=214 Patients)        (N=94 Patients) 
                                                                   n (%)                          n (%) 
   Nasopharyngitis                                    10 (  5%)                     5 ( 5%) 
   Hypertension                                          6 (  3%)                     1 ( 1%) 
   Arthralgia                                                5 (  2%)                     1 ( 1%) 
 1.  Includes cataract, cataract subcapsular and lenticular opacities in study eyes 

that were phakic at baseline. 113 of the 226 YUTIQ study eyes were phakic at 
baseline; 56 of 94 sham-controlled study eyes were phakic at baseline.  

Table 2: Summary of Elevated IOP Related Adverse Reactions  
                                                                 YUTIQ                           Sham  
         ADVERSE REACTIONS               (N=226 Eyes)                (N=94 Eyes) 
                                                                  n (%)                            n (%) 
      IOP elevation ≥ 10 mmHg  
                from Baseline                          50 (22%)                      11 (12%) 
      IOP elevation > 30 mmHg                28 (12%)                        3 (3%) 
   Any IOP-lowering medication             98 (43%)                      39 (41%) 
       Any surgical intervention  
              for elevated IOP                          5 (2%)                          2 (2%) 

Figure 1:   Mean IOP During the Studies 
 

8.  USE IN SPECIFIC POPULATIONS. 8.1 Pregnancy. Risk Summary. Adequate and 
well-controlled studies with YUTIQ have not been conducted in pregnant women to 
inform drug associated risk. Animal reproduction studies have not been conducted 
with YUTIQ. It is not known whether YUTIQ can cause fetal harm when administered 
to a pregnant woman or can affect reproduction capacity. Corticosteroids have been 
shown to be teratogenic in laboratory animals when administered systemically at  
relatively low dosage levels. YUTIQ should be given to a pregnant woman only if the 
potential benefit justifies the potential risk to the fetus. All pregnancies have a risk of 
birth defect, loss, or other adverse outcomes. In the United States general population, 
the estimated background risk of major birth defects and miscarriage in clinically rec-
ognized pregnancies is 2% to 4% and 15% to 20%, respectively. 8.2 Lactation. Risk 
Summary. Systemically administered corticosteroids are present in human milk and 
can suppress growth, interfere with endogenous corticosteroid production. Clinical or 
nonclinical lactation studies have not been conducted with YUTIQ. It is not known 
whether intravitreal treatment with YUTIQ could result in sufficient systemic absorp-
tion to produce detectable quantities of fluocinolone acetonide in human milk, or 
affect breastfed infants or milk production. The developmental and health benefits of 
breastfeeding should be considered, along with the mother’s clinical need for YUTIQ 
and any potential adverse effects on the breastfed child from YUTIQ. 8.4 Pediatric 
Use. Safety and effectiveness of YUTIQ in pediatric patients have not been estab-
lished. 8.5 Geriatric Use. No overall differences in safety or effectiveness have been 
observed between elderly and younger patients. 
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INDICATIONS AND USAGE
YUTIQ™ (fluocinolone acetonide intravitreal implant) 0.18 mg is indicated for the treatment of chronic noninfectious uveitis affecting 
the posterior segment of the eye. 
IMPORTANT SAFETY INFORMATION 
Contraindications 
Ocular or Periocular Infections: YUTIQ is contraindicated in patients with active or suspected ocular  or periocular infections including 
most viral disease of the cornea and conjunctiva including active  epithelial herpes simplex keratitis (dendritic keratitis), vaccinia, 
varicella, mycobacterial infections  and fungal diseases. 
Hypersensitivity: YUTIQ is contraindicated in patients with known hypersensitivity to any components of this product. 
Warnings and Precautions 
Intravitreal Injection-related Effects: Intravitreal injections, including those with YUTIQ, have been  associated with endophthalmitis, eye 
inflammation, increased or decreased intraocular pressure, and choroidal or retinal detachments. Hypotony has been observed within 
24 hours of injection and has  resolved within 2 weeks. Patients should be monitored following the intravitreal injection. 
Steroid-related Effects: Use of corticosteroids including YUTIQ may produce posterior subcapsular  cataracts, increased intraocular 
pressure and glaucoma. Use of corticosteroids may enhance the  establishment of secondary ocular infections due to bacteria, 
fungi, or viruses. Corticosteroids are not recommended to be used in patients with a history of ocular herpes simplex because of the 
potential for reactivation of the viral infection.  
Risk of Implant Migration: Patients in whom the posterior capsule of the lens is absent or has a tear  are at risk of implant migration 
into the anterior chamber. 
Adverse Reactions 
In controlled studies, the most common adverse reactions reported were cataract development and  increases in intraocular pressure.
References: 1. YUTIQ™ (fluocinolone acetonide intravitreal implant) 0.18 mg full U.S. Prescribing Information.  
EyePoint Pharmaceuticals, Inc. October 2018. 2. Data on file. 
Please see next page for Brief Summary of full Prescribing Information. 
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YUTIQ™ (fluocinolone acetonide intravitreal implant) 0.18 mg 
Designed to deliver a sustained release of fluocinolone for patients with chronic noninfectious posterior uveitis for up to 36 months1

    •  Proven to reduce uveitis recurrence at 6 and 12 months1*  
[At 6 months–18% for YUTIQ and 79% for sham for study 1 and 22% for YUTIQ and 54% for sham for study 2 (P<.01). 
At 12 months–28% for YUTIQ and 86% for sham for study 1 and 33% for YUTIQ and 60% for sham for study 2.] 

    •  Extended median time to first recurrence of uveitis1,2 
[At 12 months–NE† for YUTIQ/92 days for sham in study 1; NE for YUTIQ/154 days for sham in study 2.] 

    •  Mean intraocular pressure (IOP) increase was comparable to sham1,2 

Study was not sized to detect statistically significant differences in mean IOP.
* Study design: The efficacy of YUTIQ was assessed in 2 randomized, multicenter, sham-controlled, double-masked, Phase 3 studies in adult patients 
(N=282) with noninfectious uveitis affecting the posterior segment of the eye. The primary endpoint in both studies was the proportion of patients who 
experienced recurrence of uveitis in the study eye within 6 months of follow-up; recurrence was also assessed at 12 months. Recurrence was defined as 
either deterioration in visual acuity, vitreous haze attributable to noninfectious uveitis, or the need for rescue medications.

 †NE=non-evaluable due to the low number of recurrences in the YUTIQ group.

For more
information, visit

YUTIQ.com

Discover continuous 
calm in uveitis
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