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= CYBERDYNE aims to expand medical approval and insurance coverage of HAL in target areas - EU, US and Japan

eaical use

Equipment safely test / Clinical

AHERFRBRER

?/IAarkft ol d rogulations) Z;?/:llz)c;t)ment safety test / Preparation and Appli [ feFiEh (Oh) >
pplicable laws and regulations) . documentation for application / INSEEDY
clinical research Clincal study <” INHIF K ARBR (2015/10~)

N -

Medical Device Directive ("MDD")

HA ) _
(2013/8) e~ X

MUWBRESRELTO

us.

Federal Food, Drug, and Cosmetic Act
(“FDCA")
Medical Device Amendment Act ("MDA")

Al EEE LT,
' pe FDAICPre-subf2i
=]
srokzs) XL (2016/11)
(2015/6) A

<THHE - BHEER >

Japan
O

Pharmaceutical Affairs Act ("PAA")

DRIERIRER
B SHRA !

<THHE - BHEER > <HE - AR > [\

SRS  EREMSEER
SAMy  (2015/3) & (2015/11) (2016/9)
clinical study fay RIRBOEMIE R TN, <z
(2016/4) —_\] RERFR

(a) FDA: U.S. Food and Drug Administration
(b) Ministry of Health, Labour and Welfare of Japan
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