SPECTRUM: Early clinical experience

from the first global real-world study
of aflibercept 8 mg in patients with
previously treated neovascular

age-related macular degeneration

Clare Bailey,’ Clemens Lange,%3 Varun Chaudhary,* Paolo Lanzetta,>°
Hassiba Oubraham,’” Martin Kirchner,® Tobias Machewitz,®

Helmut Allmeier,'° Xin Zhang,® Zoran Hasanbasic,’® Marion R. Munk, 1213

on behalf of the SPECTRUM study investigators

Department of Ophthalmology, University Hospitals Bristol and Weston NHS Foundation Trust, Bristol, UK;

2Eye Center, Faculty of Medicine, Albert-Ludwig University Freiburg, Freiburg, Germany; 3Department of

Ophthalmology, St. Franziskus Hospital, Mlinster, Germany; “Hamilton Regional Eye Institute, St. Joseph’s
Healthcare Hamilton, McMaster University, Hamilton, ON, Canada; >Department of Medicine—Ophthalmology,

University of Udine, Udine, Italy; ®Istituto Europeo di Microchirurgia Oculare (IEMO), Udine, Milan, Italy;
"Centre OPHTA-45, Montargis, France; 8Bayer AG, Leverkusen, Germany; °Bayer AG, Berlin, Germany;
19Bayer Consumer Care AG, Basel, Switzerland; ""Augenarzt Praxisgemeinschaft Gutblick AG, Pfaffikon,
Switzerland; "?Department of Ophthalmology, University Hospital Bern, Bern, Switzerland; "*Northwestern
University, Feinberg School of Medicine, Chicago, IL, USA.

Q Purpose

* Regulatory approval of the aflibercept 8 mg formulation in
patients with neovascular age-related macular degeneration
(nNAMD) and diabetic macular edema (DME)'* was based on
the PULSAR (Phase 3),° PHOTON (Phase 2/3)* and
CANDELA (Phase 2)° clinical trials

* SPECTRUM is the first global Phase 4 study to collect
real-world data on the effectiveness and safety of aflibercept
8 mg in the treatment of NAMD and DME

* Here, we present early clinical outcomes at Week 8 in

patients with previously treated nAMD from the
SPECTRUM trial

@ Conclusions

* Early clinical experience indicates stable visual acuity (VA)
and reductions in central retinal thickness (CRT; =39 ym)
at Week 8 in patients with previously treated nAMD in real-
world settings

* To date, no new safety signals have been reported for
aflibercept 8 mg in this cohort

* Early insights from the SPECTRUM study will help inform
clinical management of previously treated nAMD in patients
receiving aflibercept 8 mg
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>’ Methods

* SPECTRUM (NCT06075147) is an ongoing, 24-month, prospective o
observational study being conducted across 18 countries

* Patients with treatment-naive and previously treated nAMD aged =250 years ®
or DME aged 218 years, who have been prescribed aflibercept 8 mg by
their attending physician, are eligible for enrollment

A4 Results

* Baseline characteristics are provided in Figure 1 °

* The mean change in VA at Week 4 and Week 8 was +1.4 and 0.0 Early
Treatment Diabetic Retinopathy Study (ETDRS) letters, respectively, from o
an overall baseline of 61.6 ETDRS letters (Figure 2); the mean change in .
CRT at Week 4 and Week 8 was —56 and —39 um, respectively, from an
overall baseline of 316 ym (Figure 3)

Figure 1: Analysis of patients with a VA assessment at \Week 8

* Total: 104 patients

* Mean age: 79.5 = 7.3 years

* Median (min, max) time from nAMD diagnosis: 36.9 (1.4, 178.9) months
* Mean baseline VA: 61.6 £ 19.4 ETDRS letters

* Mean baseline CRT: 316 £ 102 um
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Disclosures

All treatment decisions are made by each patient’s attending physician in
accordance with local practice

Patients are eligible for the previously treated nAMD cohort if they have
received prior treatment (including other anti-vascular endothelial growth

factor therapies) up to prespecified timepoints before study start

This analysis describes early outcomes in the first ~100 patients in this
cohort who had a visit and VA assessment at Week 8: all data are

analyzed descriptively

Ocular treatment-emergent adverse events (TEAES) in the study eye

occurred in 3.9% of patients; no serious ocular TEAEs occurred (Table 1)
No non-ocular TEAEs were reported

No new safety signals for aflibercept 8 mg were observed in this cohort

Figure 2: Absolute VA (ETDRS

letters) through Week 8
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FAS, OC; this analysis was based on patients with a VA
assessment at Week 8. 2Patients with a VA assessment at
BL and Week 4. PPatients with a VA assessment at BL and
Week 8. c°Mean VA change at Week 4 and Week 8 from BL
was calculated in 51 and 104 patients with a VA
assessment at Week 4 and Week 8, respectively. BL,
baseline; Cl, confidence interval; ETDRS, Early Treatment
Diabetic Retinopathy Study; FAS, full analysis set; OC,
observed cases; VA, visual acuity.

Figure 3: Absolute CRT (um)
through Week 8
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Mean change® —-56 -39
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FAS, OC; this analysis was based on patients with a CRT
assessment at Week 8. 2Patients with a CRT assessment
at BL and Week 4. PPatients with a CRT assessment at BL
and Week 8. °Mean CRT change at Week 4 and Week 8
from BL was calculated in 22 and 68 patients with a CRT
assessment at Week 4 and Week 8, respectively. BL,
baseline; Cl, confidence interval; CRT, central retinal
thickness; FAS, full analysis set; OC, observed cases.

Table 1: Safety outcomes at Week 8

Ocular safety (study eye)

Total, n (%)

(N=104)
Ocular TEAEs 4 (3.9)
Serious ocular TEAEs 0

Non-ocular safety

Total, n (%)
(N=104)

Non-ocular TEAEs

0

SAF. SAF, safety analysis set; TEAE, treatment-emergent adverse event.
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