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VABYSMO is a vascular endothelial growth factor (VEGF) and angiopoietin 2 (Ang-2)
inhibitor indicated for the treatment of patients with:

1. Neovascular (wet) Age-Related Macular Degeneration (nAMD)
2. Diabetic Macular Edema (DME)
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5 WARNINGS AND PRECAUTIONS

5.1 Endophthalmitis and Retinal Detachments

Intravitreal injections, including Vabysmo, have been associated with endophthalmitis and
retinal detachments [see Adverse Reactions (6.1)]. Proper aseptic injection techniques must
always be used when administering VABYSMO. Patients should be instructed to report any
signs or symptoms suggestive of endophthalmitis or retinal detachment without delay, to
permit prompt and appropriate management [see Dosage and Administration (2.5)].

5.4 Retinal Vasculitis and/or Retinal Vascular Occlusion

Retinal vasculitis and/or retinal vascular occlusion, typically in the presence of intraocular
inflammation, have been reported with the use of VABYSMO [see Adverse Reactions (6.2)].
Discontinue treatment with VABYSMO in patients who develop these events. Patients should
be instructed to report any change in vision without delay.

6 ADVERSE REACTIONS
The following potentially serious adverse reactions are described elsewhere in the labeling:

e Retinal Vasculitis and/or Retinal Vascular Occlusion [see Warnings and Precautions

(5.4)]

6.1 Clinical Trials Experience

Table 1: Common Adverse Reactions (= 1%)

Adverse Reactions VABYSMO Active Control
(aflibercept)
AMD DME AMD DME
N=664 N=1,262 N=662 N=625
Cataract 3% 15% 2% 12%
Conjunctival hemorrhage 7% 8% 8% 7%
Vitreous detachment 3% 5% 3% 4%
Vitreous floaters 3% 4% 2% 3%
Retinal pigment epithelial tear® 3% 1%
Intraocular pressure increased 3% 4% 2% 3%
Eye pain 3% 3% 3% 3%
Intraocular inflammation® 2% 1% 1% 1%
Eye irritation 1% <1% <1% 1%
Lacrimation increased 1% 1% 1% <1%
Ocular discomfort 1% 1% <1% <1%
* AMD only
b Including iridocyclitis, iritis, uveitis, vitritis
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6.2 Postmarketing Experience

The following adverse reactions have been identified during postapproval use of
VABYSMO. Because these reactions are reported voluntarily from a population of uncertain
size, it is not always possible to reliably estimate their frequency or establish a causal
relationship to drug exposure.

Eve disorders: retinal vasculitis with or without retinal vascular occlusion.
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