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Proposed Indications o1
Dosage and Administration Administer a single intravitreal injection (g
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Jetrea™ (ocriplasmin) Intravitreal Injection 2.5mg/mL for e

The proposed dosing regimen i1s

b) (4 . . . C ' . . b) (4
®® oiven a single intravitreal injection we

ocriplasmin

BLA125,422 ocriplasmin was granted marketing authorization approval by the
Agency on 17 October, 2012 for the treatment of symptomatic vitreomacular adhesion in
adults as a single dose intravitreal injection of 0.125 mg. Currently, the sponsor has
submitted the results of a small exploratory pediatric study in support of the
postmarketing requirements listed in the Jetrea approval letter of October 17, 2012
provided by the Agency.

There was no new Clinical Pharmacology information provided, and no revisions

to the Clinical Pharmacology sections of the currently approved Jetrea labeling are
needed. Therefore, no Clinical Pharmacology review is needed.
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