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Insurance coverage

Product E t safely test / Clinical saf - -
Market quipment safely ini ety . Approval as a medical device oy
(Applicable laws and regulations) development  test / Preparation and documentation Applmtnlon for ( public / private insurance)
clinical research - for application / Clinical study (PO Examination ~ Acceptance linical trials (expansion of coverage)
EU e Insurance coverage and
©20138 ®20142  ©201410
CEo197as § Covered by  Authorized as unified
medical device: Workers' price in all public
Medical Device Directive ("MDD") in EU g 'nglrjrr:anr?: in |abour hospital
= e Expect to obtain
h: approval as medical
I 2015 swoalmmeden
® 2014.11 2015
: Final application to :
F?gcf: Food, Drug, and  Cosmetic Act the FDRp(De Novo) : eAim to establish its
(h‘iedical.)Device Amendment Act ("MDA") “service” business model

e Aim to obtain approval as

= o mmmm—— S s \; dical device fr
) a medical device from
! Y2_01_5_---;,-'§ MHLW ®lin FY2015

® 2014.3 .
Start official Complete officia

Pharmaceutical Affairs Act ("PAA) clinical study clinical study Medical A:pproval

(a) FDA: U.S. Food and Drug Administration
(b) Ministry of Health, Labour and Welfare of Japan
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HAL for well-being
(training use until obtaining
medical approval)
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Clinical studies at the Danderyd Y;:/fﬁ S —
Hospital of the Karolinska Institute ~| Final application to the FDA
in Sweden has been completed O “ = = was completed in November
t P — — < | 2014. Obtaining the approval from
\777\ ) (,Jb - . .
“| CE marking has been obtained in the EU. T < : o | the FDAIs expected in 2015
S crvoamoyna Therapy using HAL is covered by public I
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FDA style Investigation & Evaluation
of Safety, Efficiency
on Medicine, Foods, Medical Device

—_— Tokyo Science Center
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