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Ikervis M EEmFMEESS (CHMP) *ORfE
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Ikervis — BERFH 1 > (BEER)

Phase 3 SANSIKA BEBRTFHALY

o ZEERIHERIAER
. BIEARIL

- _EEH%

o ATEFEILEER

o EHIZ=x5REF

B R IEISE

64 A C. EJH%(CLX—F
CFS-OSDI h'thzZE9 32
=Ee

- CFS! : RN 52 B
PELL_EefiEE.

AN,

+ OSDI (BREME/REIE
20  BBENS530%
P EesE (i.e. %
change <-30%)

Visit 1
(Day -14, Screening)

1-2 weeks washout
period:
artificial tears as needed

Visit 2 Month1 Month3  Month6  Month9  Month 12
(Day 0, Baseline) (Day 28)  (Day 84) (Day 168) (Day252) (Day 336)

IKERVIS® QD IKERVIS® QD
n=155 n=128
Vehicle emulsion QD IKERVIS® QD
n=91 n=79

Inclusion criteria :

+ Grade 4 CFS (modified

Oxford scale) at visit 1 & 2
AND

+0SDIz23 atvisit 18& 2

AND

* Schirmer test between 2

and 10 at visit 1

6 months randomized " 6 months open label |
double- masked treatment treatment safety
period follow-up period
RANDOMIZATION Month 6:

primary efficacy
and safety endpoints

1 Based on the modified Oxford scale (i.e. change in CFS <-2), §antﬂn
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