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October  10, 2023-

Notice of the Completion of Investigational New Drug Application for the 
treatment of Central Retinal Artery Occlusion (CRAO) in the United States

We are  pleased to  inform that  we have  successful ly  submit ted  the  Invest igat ional

New Drug Application (IND) for our ongoing development of KUS121 for the treatment of 

Central Retinal Artery Occlusion (CRAO) to the United States regulatory a u t h o r i t y , t h e  F o o d  a n d  

D r u g  A d m i n i s t r a t i o n  ( F D A ) .

M o v i n g  f o r w a r d ,  i f  w e  d o  n o t  r e c e i v e  a n y  n o t i f i c a t i o n s  s u c h  a s  a  c l i n i c a l  h o l d

from the FDA within 30 days from the IND submission, we will  be granted permission

to  commence the  Phase  I I  c l inical  t r ia ls .  Our  company wi l l  then proceed with  the

P h a s e  I I  t r i a l s ,  w i t h  a  p r i m a r y  f o c u s  o n  a s s e s s i n g  t h e  s a f e t y ,  e f f e c t i v e n e s s ,  a n d

d o s i n g  o f  K U S 1 2 1 .  T h e s e  t r i a l s  a r e  p l a n n e d  t o  b e  c o n d u c t e d  a t  m u l t i p l e  r e s e a r c h

f a c i l i t i e s  i n  t h e  U . S . ,  c o m m e n c i n g  i n  e a r l y  2 0 2 4 .

We are  committed to  expedit iously  and eff ic iently  progress  through this  tr ial  with

the support of the Japan Agency for Medical Research and Development (AMED) and

u t i l i z i n g  g r a n t s  f r o m  t h e  "P r o m o t i o n  o f  D r u g  D i s c o v e r y  S u p p o r t  P r o j e c t s  -  P r e -

D e s i g n a t i o n  S u p p o r t  f o r  O r p h a n  D r u g  D e v e l o p m e n t "  p r o g r a m .


