Three-year, randomized, sham-controlled trial of
dexamethasone intravitreal implant in patients with
diabetic macular edema (DME)
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The objective of this trial was to evaluate the safety and efficacy of dexamethasone intravitreal implant
(DEX implant) 0.7 and 0.35 mg in the treatment of patients with DME.

Two randomized, multicenter, masked, sham-controlled, phase llI
clinical trials were conducted with identical protocols
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Patients who met retreatment eligibility criteria could be
retreated no more often than every 6 months.

DEX implant provided long-term improvement in vision and macular

edema with a mean of only 4 to 5 injections over 3 years
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Greater BCVA improvement in both dexamethasone implant groups

compared with sham at most timepoints was seen during the first
15 months

Mean change in best-corrected visual acuity

— i in the total study population DEX implant 0.7 mg
: . (n = 351)

S | DEX implant 0.35 mg
= O (n = 347)

C I

: @ sham (0 =350

0 4 1

&

O

=3 %

v

SRS

s 21 Y17

= ~+*H"

5 1- A I /1

i ; | | .I. | | -.-‘.-Tﬂﬂfﬂh“"_-##ﬂ!hﬁl — —— —

3 6 9 12 15 18 21 24 27 30 33 36 39
Month

In subgroup analysis, mean improvement in BCVA was provided by

dexamethasone implant relative to sham in pseudophakic eyes
consistently across time in the 3-year study

Mean change in BCVA in the subgroup of patients
with psuedo phakic study eyes at baseline
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"P= 0.046 versus sham (analysis of covariance in the intent-to-treat population with last-observation-carried-forward imputation of
missing values).

Conclusions

The dexamethasone implant 0.7 mg and 0.35 mg met the primary efficacy
endpoint for improvement in BCVA. The safety profile was acceptable and
consistent with previous reports.



