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Table 1 presents physicians’ knowledge of key safety information contained in the aflibercept educational materials.

Table 1. Correct Responses to Questions on Key Safety Information for Aflibercept

Range of Proportion of Correct Responses Across Items:
Point Estimate (Exact 95% Cl)

Lower Bound
74% (70%-78%)

Upper Bound
97% (95%-99%)

Storage and preparation (5 of 6 items)?

BACKGROUND

+ Aflibercept (Eylea), administered via intravitreal injection, is approved in Europe for the treatment of
neovascular (wet) age-related macular degeneration (wWAMD), visual impairment due to macular
edema secondary to central retinal vein occlusion (CRVO), visual impairment due to macular edema
secondary to branch retinal vein occlusion (BRVO), diabetic macular edema (DME), and visual
impairment due to myopic choroidal neovascularization (myopic CNV).

Injection procedures (5 items) 83% (80%-87%)

28% (24%-33%)°

96% (93%-97%)
94% (91%-96%)
94% (91%-96%)
95% (92%-97%)

Dosing requirements for wet AMD (4 items)

Steps to prepare patients for treatment (3 items) 63% (58%-68%)

85% (81%-88%)

Contraindications for use (3 items)

Use in pregnancy (1 item) 59% (55%-64%)°

Signs and symptoms of possible side effects

o) 0o/_Q19,
@ ftems) 78% (73%-81%)

89% (85%-92%)

+ Risk minimization measures for aflibercept in Europe included:

— A prescriber guide and injection procedure video
— A patient booklet and audio CD

@ The remaining item was an inaccurate statement about storing aflibercept at room temperature for up to 48 hours (the actual duration is up to
24 hours). This item was answered correctly by 42% of physicians.

® The 28% knowledge level reflected a more conservative interpretation of monitoring requirements (i.e., 28% correctly responded “true” to
there being no monitoring requirements between doses, while 68% responded “false”).

¢ Fifty-nine percent of physicians correctly responded that aflibercept should not be used in pregnancy unless the potential benefit outweighs the
potential risk, and an additional 27% (23%-31%) of physicians took a more conservative approach and responded that aflibercept should never be
used in pregnancy.

OBJECTIVE

- To assess whether physicians received the aflibercept educational materials and evaluate their
knowledge of key safety and safe use information.

Figure 2.Eylea is contraindicated in which of the following patients? Tick all that apply. (N = 428)

1004 o5

93 Correct response

(o]
o
1

METHODS

)

° . 80_
Overview of Study Design %

. . . = 70
- The study was an observational, cross-sectional survey of knowledge and understanding among o

physicians and patients with recent aflibercept experience in France, Germany, Italy, Spain, and the 2> 60-

United Kingdom (UK). The information in this poster focuses on the physician survey. 3. 504
. . . . o

 Figure 1 provides an overview of the study activities. o 40-
o

.g 30+

Figure 1. Overview of Study Activities S 20-
S
()

o 10-

0 1 2
Develop protocol and questionnaire B '
PP 9 Patients Patients Patients Patients None of | don’t No
with with with with active the above know answer
¢ a known active or high blood severe
hypersens- suspected pressure intraocular
EMA review and approval itivity to ocular or inflammation
Eylea or periocular
l to any of the infection
excipients
" . . (e.g., nonactive
Cognitively test and finalize materials ingredients)

_ _ _ _ . Figure 3. Which of the following signs or symptoms are known undesirable side effects of using
Submit to ethics committee in each country Eylea? (N = 428)

i 1001

Select all ophthalmologists from an online panel

90

(and in Germany from a list provided by Bayer)

o]
o
1

~
o
|

Use screening
question to

[e2]
o
1

past 6 months

2 2 3 2
l 0 I |
Endophthalmitis Transient Fever Cataract Tear or Headache
: (Yes) increased (No) (traumatic, detachment (No)
Conduct data analySls intraocular nuclear, of the retinal
pressure subcapsular, pigment

l (Yes) cortical) or epithelium

lenticular (Yes)

opacities

Write study report (Yes)

ph)l/g\i/clztiZns confirm that oty plysieln 12)-8%]!?;3&;?13 47

to participate » Pphysicians had Sl per country 7%

via e-mail prescribed and/or sellsh ez v (total of 300 to /
aflibercept in the 304

aThe questionnaire was submitted to ethics committees as part of the protocol for the overall study, which also included a patient survey component.

Survey Design and Administration

The questionnaire included 27 closed-ended items including the following content areas: (1) experience
with aflibercept; (2) physician characteristics; (3) knowledge of aflibercept storage and preparation,
dosing and monitoring, safe use, injection procedure, and side effects; (4) receipt and use of
aflibercept educational materials; (5) ratings of aflibercept education materials; and (6) physician use
of patient booklet.

The questionnaire was developed using best practices for instrument development and was tested
through cognitive interviews with physicians in each country.

The survey was conducted after physicians had received the educational material and had a chance
to use the prescriber guide and the patient booklet in their practice.

Physicians were not able to go back to previous questions, thus prohibiting them from changing their
answers based on subsequent questions.

Data collection ran from 20 April 2016 to 24 October 2018.

Analysis

Data analyses were descriptive and focused on summarizing the questionnaire responses by country
and overall.

The results for knowledge questions were reviewed individually and overall to assess the
effectiveness of the educational material and identify any knowledge gaps.

RESULTS

Demographics and Experience

Of 8,424 physicians who were invited to participate in the survey, 428 completed it, making an overall
response rate of 5.1%. This rate is somewhat artificial because enrollment was stopped once the
country quota for responders was met; thus the true response rate, although unmeasurable, would be
higher.

About three-quarters of physicians (73%) were male.

Per the screening criteria, all physicians had either prescribed (91%) and/or administered (83%)
aflibercept in the past 6 months for indications including wAMD (97%), DME (79%), CRVO (67%), and
BRVO (58%).

Receipt and Review of Materials

The power of knowledge.
The value of understanding.

Most physicians reported that they received the SmPC (87%) and the prescriber guide (77%).!
Approximately half of physicians reported that they received the intravitreal injection procedure video
(50%) and the patient booklet (54%).
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DISCUSSION

- Most physicians reported that they received the SmPC and prescriber guide. The relatively low level
of reported receipt of the video and booklet may be due to either poor recall, if the materials had
indeed been received, or else various reasons if the materials actually were not received.

In general, physicians’ knowledge of storage and preparation guidelines, safe use, and injection
procedures was high.

- Knowledge on dosing guidelines varied by indication, which may reflect knowledge and/or be a
factor of the recency of indication approval and/or the status of drug reimbursement.

- Two-thirds of physicians responded incorrectly that monitoring is required during the first 12 months
of aflibercept treatment for WAMD, demonstrating a more conservative approach to monitoring than is
actually required.

CONCLUSIONS

Reported receipt of the SmPC and prescriber guide was high, and the high level of knowledge
suggests that the key safety information is available to the treating physicians.

- Some of the most important information communicated in the aflibercept educational materials is
related to side effects. For most questions on this topic, more than 80% of physicians responded
correctly.

Knowledge was lower for topics less frequently encountered (e.g., use in women of childbearing
potential) and for more complex aspects of safe use (e.g., dosing and monitoring) for which we
assume that physicians would consult the label and/or prescriber guide rather than relying on recall.
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