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(Ver. 1.3.0~ (DEN200026) A digital therapy device for Attention
1.4.0) 2023 4 12 A 13 Deficit Hyperactivity Disorder (ADHD)
A is a software intended to provide therapy
(K231337) for ADHD or any of its individual

symptoms as an adjunct to clinician
supervised treatment.

Indications for use

EndeavorRx is a digital therapeutic
indicated to improve attention function as
measured by computer-based testing in
children ages 8-12 years old with
primarily inattentive or combined type
ADHD, who have a demonstrated
attention issue. Patients who engage with
EndeavorRx demonstrate improvements
in a digitally assessed measure Test of
Variables of Attention (TOVA) of
sustained and selective attention and may
not display benefits in typical behavioral
symptoms, such as hyperactivity.
EndeavorRx should be considered for use
as part of a therapeutic program that may
include: clinician-directed therapy,
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(Ver.1.4.1~
1.5.3)

EndeavorRx
(\er. 2.0.0~
2.1.0)

EndeavorRx
(\er. 3.0.0~
3.2.0)

medication, and/or educational programs,
which further address symptoms of the
disorder.

Intended Use

A digital therapy device for Attention
Deficit Hyperactivity Disorder (ADHD)
is a software intended to provide therapy
for ADHD or any of its individual
symptoms as an adjunct to clinician
supervised treatment.

Indications for use

EndeavorRx is a digital therapeutic
indicated to improve attention function as
measured by computer-based testing in
children ages 8-12 years old with
primarily inattentive or combined type
ADHD, who have a demonstrated
attention issue. Patients who engage with
EndeavorRx demonstrate improvements
in a digitally assessed measure Test of
Variables of Attention (TOVA) of
sustained and selective attention and may
not display benefits in typical behavioral
symptoms, such as hyperactivity.
EndeavorRx should be considered for use
as part of a therapeutic program that may
include: clinician-directed therapy,
medication, and/or educational programs,
which further address symptoms of the
disorder.

2020 £

2021 4

Intended Use

A digital therapy device for Attention
Deficit Hyperactivity Disorder (ADHD)
is a software intended to provide therapy
for ADHD or any of its individual
symptoms as an adjunct to clinician
supervised treatment.

Indications for use

EndeavorRx is a digital therapeutic
indicated to improve attention function as
measured by computer-based testing in
children ages 8-17 years old with
primarily inattentive or combinedtype
ADHD, who have demonstrated attention
issue. Patients who engage with
EndeavorRx demonstrate improvements
in a digitally assessed measure Tests of
Variables of Attention (TOVA) of
sustained and selective attention and may
not display benefits in typical behavioral
symptoms, such as hyperactivity.
EndeavorRx should be considered for use
as part of a therapeutic program that may
include: cliniciandirected therapy,
medication, and/ or educational
programs, which further address
symptoms of the disorder.

2023 F

K

2020 6 A 23 H
(CE~—7

AalE)

Prescription-only digital therapeutic
software intended for the treatment of
attention and inhibitory control deficits in

N/A

N/A
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(1) A3831 3B (MR : 202248 5 A~ =[] B
1) RRTYA

A3831 iBRIL. 6~17 B> ADHD & Th - T, BREFEAE Lo LSRN 145
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() RIEBAROR 7 B LIPS ADHD (23t L CHRMIARE % £l L TV 2RV EE,

(4) Visit 1 } O Visit 2 @ attention deficit hyperactivity disorder rating scale IV (LLF
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ZSE 2 BRER% 6 WIS 5 ADHD-RS-IV (ERTFHE) REBEA I T OR—ZF A
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20




TN . AR it TR PRI G2 &t
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#2  H— P CIREFERREEEm L., BV L S— M OAM A 6 HEEEN LR

3) B
@ L — OB
i) ‘E%ﬂ‘ﬁlﬁﬁ
A3831 FRBRIL, W IRIEREC AT DA O ERWE 2 (G REET D 2 & & B AV E i S
iz, E%Mﬂﬁlﬁa X, BEERD D 6 HFESIZEIT S ADHD-RS-IV (EERREAN) REEA T
DR—=AT A D DEE L RIE Sz, € DR RBEKk% 6 KD ADHD-RS-IV (&
FlEHE) NEE AR 27 OR—=R2 T A b OFEEE A R (FFEHERGE) 13, AR T-4.44
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AT A L o H
7 bR
R A b ELEER S  [ANDF:= P i
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ADHD-RS-IV (EEFfiEFAT) B IR -1.47 (0.65)
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i) EELRIKEEGEE

EEARRIRFHREE & LT, B8k% 6 B TO ADHD-RS-IV ([ERfRHE) GFFA=27
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FEARRIREAGE H OFE R 2 & 10 17T, B4 6 IHRF D ADHD-RS-IV  (ERTEFAM)
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21



(EEFTREAM) 28 WEPER 27 OR—RA T A )5 ORI E(L BT, AL T-2.57
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BERBYZR L, TD#AET-1.55 (95% Cl : —2.64,—0.46) (p=0.0056) T -7,
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PR U CAREE TR & < | #EBRE Ol A5l L 72 ADHD-RS-IV (ZhliFEAf) D&% 2 =71z
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ADHD-RS-IV (EFfiFTL)
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S EEEA = 89 | 44 (49.4) 52 7 (13.5) 34.0 [19.6, 48.4] <.0001
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n | OFEEHEE | n | OFREEHE(LE B P fi&i
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n | OFEEHENE | n | OB LR B P it
[95% CI] [95% CI] [95% CI]
ADHD-RS-IV (ZfizEAG)
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@ MByiRL — OB
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SD = standard deviation, TAU = i@%1H#E FEINE X O week 1%, Wl S— N OXEE OB % KT,

4 ADHD-RS-IV (EEfligH) &FtA =7 OHEBR (#YIKL =)
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—&— SDT-001/5DT-001

Mean+SD

-10

Mean (SD) Change from Baseline

(tl)) (é) (a‘t) (é) (é) (llo) 2 4 8 8 10 14 18

—&— TAU/SDT-001

Mean =+ 5D

Mean (SD) Change from Baseline

T T T T T T T T T T
0 (2) (4) (6) 2 4 6 8 10 14 18
Week

SD = standard deviation, TAU = i@% 1R FEINE X O week I%, e/ S\— N OXEE OB % KT,
[ 5 ADHD-RS-IV (ERTFHM) 28 @EEhiE 2 =27 OB (i L/S— )

@ BRIRHFHEEHE

B S— E B0 IR L S— FOBBIERHE TOBERNET LEZBRED Y b, BHHA
Bilhath 24 WIRES ORGSR SEECIIARMLE B Aa T 52 TRER, BETEE AR EE TR
s HBAAAT. 42 JHFR) T ADHD (2% 2 SEMTRTRE & Bilhs L 72 70> T2 B E OFI5 1% 59.0%
(At AL HET 66.2%, BFIRE ARSHET 49.0%) Tho7z (G 13),
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# 13 W= IO I L S— FOBRBEY E TOBENE T LEBFICTBIT S
IBERGHA B AATE 24 B 5 T ADHD (2% B 1878

R — F ~# 0 K LX— F D
BB E COBSEZETH
SRR AA T 24 T T 0 SYIANRE D BIIA D A 8 Rk | BRI e
N=68 Aiih N=117
N=49 )
n (%) n (%) n (%)
by 23 (33.8) 25 (51.0) 48 (41.0)
- ADHD |Zx} 9 2 SEMin & s 17 (25.0) 17 (34.7) 34 (29.1)
- REEC.LHEA SRR ke (BRE REE O
Sk 0 S SEIR T X A2 T ) °®8 8(163) | 14(120)
7L 45 (66.2) 24 (49.0) 69 (59.0)
- REPEO.LHEA SRR ke (BRI O
kD ERIESRR T X A, Lommakee) | (1003 | 280469 | 64(47)
Lk 4 (5.9) 1(2.0) 5 (4.3)

%1 BFAERMAE 24 WS E TICE LN TEET V7 — FSUTBEET > 77— R OFERN, LT
A2, ADHD IZH T 23R A BIG LT b D & A 7p UTHERF LTz,

T > — hC TADHD (2% 9 2 i & Bilts) L RIE Licha

KETHRET v — b C TRBRSMEIMREETOREIZX Y, EWIRENRINTEI 20D LEZE

L7=%56

BT VA — R T TBRBEIRIEO LB S AR A kL) LIS (TADHD 1233 2 S8 15 % B

A1, (2o, DEBREE L HIET) SEIE LGS, 727U, [BREFEOLEES20REE

fBel DIEETH-CTh, BIREMD RBRSINE RS ORLIZL D | KIREINRIRTX

Wiz | O%E1E, ADHD IZkT 2 EWIRIEEZ M LI b O L R LTz,

X2 KTEET v — R T TZ20OM) 2@ UIER, LOWBET > 7 — F CORIZIZANREO@IZE Y T 5
H OO, BERAE LAY 24 BIEE CTREZE NG ST, £ O T TADHD (29 2 Wik & Bk )
L B ENTh o TIER,

@ ©®e

@ FEER

Wl S— MBI 2 AFFG VEOVRBEGIC X2 FEH VORELRIHRBEHG 2K 14
\RT, BEkth 6 B E TOBRBEHHIC, WTHHORET 3 FILL ERBLL-AEERIT,
COVID-19 (Afu#ET 7.3% [8/109 ], 1@ VEHEHET 1.8% [1/55 #1]) . RIKEEZE (ARMHEET
8.3% [9/109 ], 18 IRIEHE T 3.6% [2/55 f]) . B M O EXGEDORIE (WIS ARHET
2.8% [3/109 f3il]. WFIRERET0%) Th o7, £, 4EMOBRBIEN E TEHO, RMFEC
BWT 3FILL LRI L 7= A EFFHG0L, COVID-19 (11.9% [13/109 #1]) . LWAZEZ (10.1% [11/109
B A 7 (3.7%[4/109 1)) . B & O EXGE DO RAE (4% 2.8% [3/109 #1]) T -
77

AHFFRIL, BREEDSOTIVOBESOIPELE, BRI3E e A R EE TR Th > 72,
TRBR R OB AP ILICE > o AFEFRIT, AMFEO 1 I 1 4FERBLL TR Y | BRI
PR T Cdh o7z, 1RBIERS & OBTED 0 LB S b OO, EAEEITRE CTh Y | 1R5E
O AR ILRICZEOMOLEE TS 52 L7 < BE LT,

1RBRBS R C K DA EERIE. RSB CHOR RN T (R OfEF) | 5FE, R OEL

VRS & ORRBIRIC L bR WA ELRES
v IRBREE S & ORRBIRD O DA ERFES
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234 0.9% (1/109 ) THIAL =2 (& 15), Wb EEE IFRETH Y | fizlfiLeliE ¢
HoT,

* 14 AEFROELHIEREIE (L —1)

EN TR A
Weeks 0 to 10 Weeks 0 to 6 Weeks 0 to 6
N =109 N =55 N =109

n (%) event n (%) event n (%) event

Participants with any AEs ( 4%4 a) 64 (11;)2) 12 (3?63.3) 47
YL % OV A U &%) 40 4(7.3) 5 éi) 28
COVID-19 13 (11.9) 13 1(1.8) 1 8 (7.3) 8

- IAE 11 (10.1) 1 2 (3.6) 3 9(8.3) 9
A TN W 4 (3.7) 4 0 0 1(0.9) 1
ElCES 2(1.8) 2 0 0 1(0.9) 1
LTS 2 (1.8) 2 1(1.8) 1 2(1.8) 2
| RGE Y 2 (1.8) 2 0 0 2(1.8) 2
HiRIN[AZ 1(0.9) 1 0 0 0 0
Atk B 1 (0.9) 1 0 0 1 (0.9) 1
NGBS 1(0.9) 1 0 0 1(0.9) 1
LGRS 1(0.9) 1 0 0 1(0.9) 1
WHEH % 1(0.9) 1 0 0 1(0.9) 1

- AH=a—F A A 1(0.9) 1 0 0 1(0.9) 1
MR K OV > RS 0 0 1(1.8) 1 0 0
R Z VR L 0 0 1(1.8) 1 0 0
FphbE 2(1.8) 2 0 0 2(1.8) 2
RRE 1(0.9) 1 0 0 1(0.9) 1
BRI MR T 1(0.9) 1 0 0 1(0.9) 1
PR TR 3(2.8) 3 0 0 3(2.8) 3
BItT) 3(2.8) 3 0 0 3(2.8) 3
IR 0 0 1(1.8) 1 0 0
R 2¢ 0 0 1(1.8) 1 0 0
B ORI i 1(0.9) 1 0 0 1(0.9) 1
ZETE I HET 1(0.9) 1 0 0 1(0.9) 1
MR HER K OVt R R 6 (5.5) 7 1(1.8) 1 5 (4.6) 6
FRGE DORSE 3(2.8) 4 0 0 3(2.8) 4
T LI X —PEE 2(1.8) 2 0 0 1(0.9) 1
MK 1(0.9) 1 0 0 1(0.9) 1
2 0 0 1(1.8) 1 0 0
H IR 3(2.8) 3 1(1.8) 1 2(1.8) 2
R RE 1(0.9) 1 0 0 1(0.9) 1
TR 1 (0.9) 1 0 0 0 0
L 1(0.9) 1 0 0 1(0.9) 1
M5 0 0 1(1.8) 1 0 0
B B OV ARk 1(0.9) 1 0 0 1(0.9) 1
B 1 (0.9) 1 0 0 1(0.9) 1
7B R B OV B R i 5 1(0.9) 1 0 0 1(0.9) 1
e 1(0.9) 1 0 0 1(0.9) 1
B K OVR B f s 1(0.9) 1 0 0 1(0.9) 1
1R 1(0.9) 1 0 0 1(0.9) 1
— % - B EE K OREENOWRE 2(1.8) 2 1(1.8) 1 1(0.9) 1
Jayes 1(0.9) 1 0 0 0 0
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N STERIEY) N
Weeks 0 to 10 Weeks 0 to 6 Weeks 0 to 6
N =109 N =55 N =109
n (%) event n (%) event n (%) event

- BRI 1(0.9) 1 0 0 1(0.9) 1

- BB 0 0 1(1.8) 1 0 0

B, &k OWLE A OHE 3(2.8) 3 2 (3.6) 2 1(0.9) 1

- R 1 (0.9) 1 0 0 1 (0.9) 1

- 5 1(0.9) 1 1(1.8) 1 0 0

- FEERE 1(0.9) 1 1(1.8) 1 0 0
AE = adverse event

# 15 1RSI X 5 AEMFEHOFERHIREEFIE (b ~— 1)
Ak TR Ak
Weeks 0 to 10 Weeks 0 to 6 Weeks 0 to 6
N =109 N =55 N =109
n (%) event n (%) event n (%) event

Participants with any ADEs 3 (2.8) 3 0 0 3 (2.8) 3

R AR 1 (0.9) 1 0 0 1 (0.9) 1

- BCRATER AR T 1 (0.9) 1 0 0 1 (0.9) 1

PR R P 1 (0.9) 1 0 0 1 (0.9) 1

- B 1 (0.9) 1 0 0 1 (0.9) 1

T Ihei 1 (0.9) 1 0 0 1 (0.9) 1

- D 1 (0.9) 1 0 0 1 (0.9 1

ADE = adverse device effect (ADEIZ7REbERS & RIRBIRH D LRI S NTZAEL EFR LT2)

O L A= MIBIT D, AEFRENRBRERIC L 2 HFFENOELRIRBEIG & &
16 RO 17 1T ¥, Btk 18 W E TIZ, FBIFEIGD 5% L& o AEFZIL, LR
8H7% (13.5%[17/126 51]) . COVID-19 (10.3% [13/126 #]) . K OFEEL (5.6% [7/126]) T -
oo TUDOFEZROREKL 10 £ TOFRBENGIL, RIHEER AR ASHEET 4.0% (3/75
Bi) R OV IRFRER S e C 11.8% (6/51 #) (DL FENE) . COVID-19 A% 9.3% (7/75 f4)
K 9.8% (5/51 f51) . FEEAMS 2.7% (2/75 f5) K TUr3.9% (2/5141) TH V. L/ — F D%
§kt% 10 HE TORBBEIIIT 2HBEIS (3 14) L REREI RN T,

AEFRIINTI S EREE B TP HE, BRITT L A EREE TR Ch -7z,
Fo, BHEICEL T, B0 IE L= FORREOIEEY (&% 10 8) LR ED
BB (BEkt% 18 ) TORBURI AR L= L 2 A, BRI LZAEFEFEOMEIC—E
DEEMIEA LN o T, EERAEEFGIL, R/ ARGEET 1 AN 1 FFBL L7 E N
WEM-SEWGERE T o 7o, AFGITTRRIEREHKE T 25 ARICHBL-FERTH Y | BEIELIT
HEEECTh o iz, RFEGIIxE L TIE, FBL 1 BRICARE LALERBAE S (VL7 & b D i
WOFE) . ABin b 3 HRRIZEIE Uiz, RERIE, 1R8BS & OBRER L &l &7,

TRBRFEARIC X DA FERIE. B E AR S CIRM23 2.0% (1/51 ) 1ZFBL L7=a3 (&
17), BEJEFEITEE C, 1RSSR OZ OMMOLEEZ B+ 5 2 L2 < [ LTz,
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# 16 AEFLROELFIREEEE ORL/S—])
Z NN Z NN BEIREIAR | BEIREIAR aF
weeks 0to 10 | weeks 0to 18 ih ih N =126
N=75 N=75 weeks 0to 10 | weeks 0 to 18
N =51 N =51
n (%) | event | n(%) | event | n (%) | event | n (%) | event | n (%) | event
Participants with any AE 27 42 36 62 21 27 27 44 63 106
(36.0) (48.0) (41.2) (52.9) (50.0)
JRYIE B OVE A sE 16 19 22 26 15 17 17 25 39 51
(21.3) (29.3) (29.4) (33.3) (31.0)
- COVID-19 7 7 7 7 5 5 6 6 13 13
(9.3) (9.3) (9.8) (11.8) (10.3)
N Y TS 3 3 7 7 6 7 10 14 17 21
(4.0) (9.3) (11.8) (19.6) (13.5)
- BHBx 2 2 2 2 2 2 2 2 4 4
27 2.7 (3.9) (3.9) (8.2
- NHEES 2 2 2 2 0 0 0 0 2 2
(2.7 (2.7 (1.6)
- BRI 1 1 1 1 0 0 0 0 1 1
(13) (13) (0.8)
- AR R 1 1 1 1 0 0 0 0 1 1
(1.3) (1.3) (0.8)
- Bz 1 1 1 1 0 0 0 0 1 1
(13) (13) (0.8)
- ATz W 1 1 2 2 1 1 1 1 3 3
(1.3) (2.7 (2.0) (2.0) (2.4)
- kB 1 1 1 1 0 0 0 0 1 1
(13) (13) (0.8)
- B 0 0 1 1 0 0 0 0 1 1
(1.3) (0.8)
- LUV BRI 0 0 0 0 1 1 1 1 1 1
(2.0) (2.0) (0.8)
- AfEA LR 0 0 0 0 1 1 1 1 1 1
(2.0) (2.0) (0.8)
- BV ARG 0 0 1 1 0 0 0 0 1 1
(1.3) (0.8)
BAE, B R OGERIASEA 0 0 0 0 1 1 1 1 1 1
DAY (Fha KON (2.0) (2.0) (0.8)
) —7F&ET)
- FRELIENE 0 0 0 0 1 1 1 1 1 1
(2.0) (2.0) (0.8)
0 RS 1 1 2 2 0 0 1 1 3 3
(13) 2.7 (2.0) (2.4)
- EEIMET LLE— 1 1 2 2 0 0 1 1 3 3
(1.3) (2.7 (2.0) (2.4)
FhpE 0 0 1 1 0 0 0 0 1 1
(1.3) (0.8)
- Fuu 0 0 1 1 0 0 0 0 1 1
(1.3) (0.8)
IR RS 2 3 2 3 0 0 1 1 3 4
2.7 2.7 (2.0) (2.4)
- UENE 1 2 1 2 0 0 1 1 2 3
(1.3) (1.3) (2.0) (1.6)
- iR 1 1 1 1 0 0 0 0 1 1
(13) (13) (0.8)
R == 1 1 1 1 0 0 0 0 1 1
(1.3) (1.3) (0.8)

30




A GBI A GBI WEIREIAR | WEIREIAR a5
weeks 0to 10 | weeks O to 18 ir ir N =126
N=75 N=75 weeks 0to 10 | weeks 0 to 18
N =51 N =51
n (%) | event | n(%) | event | n (%) | event | n (%) | event | n (%) | event
T LR — B 1 1 1 1 0 0 0 0 1 1
(1.3) (1.3) (0.8)
32/ & N YN QON ] 3 3 7 7 1 1 3 3 10 10
E= (4.0) (9.3) (2.0) (5.9) (7.9)
EREORIE 2 2 3 3 0 0 0 0 3 3
2.7 (4.0 (2.4)
B 1 1 2 2 0 0 1 1 3 3
(1.3 27 (2.09) (2.4)
e 0 0 0 0 1 1 1 1 1 1
(2.0) (2.0) (0.8)
sutmn 0 0 0 0 0 0 1 1 1 1
(2.0) (0.8)
T LAF—MEaR 0 0 2 2 0 0 0 0 2 2
2.7) (1.6)
B ks 2 2 5 6 2 2 4 4 9 10
27 (6.7 (3.9 (7.8) (7.1
Bk 1 1 1 1 0 0 0 0 1 1
(1.3) (1.3) (0.8)
JE B PR - e 1 1 1 2 0 0 0 0 1 2
(1.3) (1.3) (0.8)
& 0 0 2 2 1 1 1 1 3 3
(2.7 (2.0) (2.0) (2.4)
T 0 0 1 1 0 0 0 0 1 1
(1.3 (0.8)
HN% 0 0 0 0 0 0 1 1 1 1
(2.0) (0.8)
M i 0 0 0 0 1 1 2 2 2 2
(2.0) (3.9 (1.6)
B K OV T AR o 1 1 1 1 2 3 3 4 4 5
(1.3) (1.3) (3.9 (5.9) (3.2
LERRS 1 1 1 1 0 0 1 1 2 2
(1.3 (1.3 (2.0) (1.6)
9 0 0 0 0 1 1 1 1 1 1
(2.0) (2.0) (0.8)
B Rz s 0 0 0 0 1 1 1 1 1 1
(2.0) (2.09) (0.8)
NE TR R & 4 0 0 0 0 1 1 1 1 1 1
(2.0) (2.0) (0.8)
—f% - RHEER OIS 2 2 4 4 2 2 3 3 7 7
AL AR BE (2.7) (5.3) (3.9 (5.9) (5.6)
FEEN 2 2 4 4 2 2 3 3 7 7
(2.7 (5.3) (3.9 (5.9) (5.6)
B, bR OB O 7 10 7 11 1 1 2 2 9 13
JiE: (9.3) (9.3) (2.0) (3.9) (7.1)
BT 2 2 2 2 0 0 0 0 2 2
(2.7 (2.7 (1.6)
s 2 2 2 2 0 0 0 0 2 2
27 27 (1.6)
BOE 1 2 1 2 0 0 0 0 1 2
(1.3) (1.3) (0.8)
Al 1 2 1 2 0 0 0 0 1 2
(1.3) (1.3) (0.8)
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E NGRS ENTIENT BETRRIAR | BRI a5
weeks 0to 10 | weeks 0 to 18 i i N =126
N =75 N =75 weeks 0to 10 | weeks 0 to 18
N =51 N =51
n (%) | event | n(%) | event | n (%) | event | n (%) | event | n (%) | event
- EEAEG 1 1 1 1 0 0 0 0 1 1
1.3) 1.3) (0.8)
- HIEESRG 1 1 1 1 0 0 0 0 1 1
(1.3) (1.3) (0.8)
il R B IS 0 0 0 0 0 0 1 1 1 1
(2.0) (0.8)
eEIT 0 0 1 1 0 0 0 0 1 1
(1.3) (0.8)
Blon& s 0 0 0 0 1 1 1 1 1 1
(2.0) (2.0) (0.8)
AE = adverse event
F 17T BB X DA EEROEGRIRBES (ViR L—1)
ENUIEN ENUEN BEIRWIARS | BRI R a7
Weeks 0 to 10 Weeks 0 to 18 Weeks 0 to 10 Weeks 0 to 18 N =126
N =75 N=75 N =51 N =51
n(%) |event| n(%) |event| n(%) |event | n(%) | event | n(%) | event
Participants with 0 0 0 0 1(2.0) 1 1(2.0) 1 1 1
any ADE (0.8)
B k= 0 0 0 0 1(2.0) 1 1(2.0) 1 1 1
(0.8)
Mg - 0 0 0 0 1(2.0) 1 1(2.0) 1 1 1
(0.8)

ADE = adverse device effect (ADE [X{5RI#%eR & KRR H 0 LISz AE & E

F 72, C-SSRS |Z L Al OFE R, i/ ~— MZEBW T, B
— 7T, M I L X— RO TR T, Adh/ AR ERIZI 0T

TW5, YIZAERIX A38310>27)—:‘/7,B§@0)E#ﬁ‘(“§"&“ﬁ
B/ N— kLR IR LoS— MMZBW T, A0 B &S E

I/\fotlz\

= DMETHERMIRE R 2 3% 18 KO 19 1T/R7, Fel/ S— b O TR

XD RWIFFBEH L7 s

78— N DR TR AU
FEC 11 %1 (14.7%) .

~ & [RIBR DM 27 LTz,

L)

BITHER SN2 h o 12,
. BRRERED 1 B CHERR S L
NIEINTVD R,

e

THBEITEHNIZEO 5T

ZBWT, K
FZU7-BEIT 14 ] (128%. & 95— L&
7-HBEIT 40 B (36.7%) TH Y., KMEIET HHEENIA SN2 o7, 7258,

[E% L
M0 L

IBWT, Az LD EWEREH L7 & IS U7 B IIARS, Rb
IR,/ ARGEET 10 % (19.6%) .
BB IR ARSREET 16 %1 (21.3%) |

B —EHEH LW EEZE LT
IR/ AAEET 21 6 (41.2%) TH D | i/ —

7o REFER AR O — ki e 7 — LARFRICBE T 27 27— b b i L7223, Adh &2 A

L7z Z LIZ R VBB — LEER O H N
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£ 18 T LOERMFMICBET 27 o — MEROER (el S— )

AT
G IR g N~ 109
N (%)
] N 23 (21.1)

P i
Kbkt 2 s 85 (78.0)
. EIR 12 (11.0)

=) - N pess A
Az X0 RORREHN Lzv e it 6 Oz 82 (75.2)
. ER 14 (12.8)

A=

ke 10 8 s 84 (77.0)
- U 40 (36.7)

=] . PF - N BNt [z
Kz b o —EEHLZVw? Bkt 10 VWO R 58 (53.2)

#£ 19 F—LOEGFMHICET DT 7 — MEROER (MK L/ S—h)
AGIARGEE | WEIREIAR &t
. . b N=75 A N=126
P 3=k 2 N (%) N=51 N (%)
N (%)
A 15 (20.0) — 15 (11.9)
N 60 (80.0) — 60 (47.6)
e = 7 (9.3) — 7 (5.6)
ol s— b Wz | 6L (813) - 61 (48.4)
E N ) [ 12 (16.0) — 12 (9.5)
R kel fE A4 63 (84.0) — 63 (50.0)
HAL7zwn A 10 (13.3) 9 (17.6) 19 (15.1)
M2 A4 60 (80.0) 38 (74.5) 98 (77.8)
MR L = 10 (13.3) 12 (23.5) 22 (17.5)
AT A4 61 (81.3) 35 (68.6) 96 (76.2)
A 11 (14.7) 10 (19.6) 21 (16.7)
N 55 (73.3) 39 (76.5) 94 (74.6)
. § —— B3R 36 (48.0) - 36 (28.6)
f;&;i SR/ b DN Z 39 (52.0) — 39 (31.0)
7»;;\73,)9 e ik L EYA 16 (21.3) 21 (41.2) 37 (29.4)
’ AT A4 50 (66.7) 28 (54.9) 78 (61.9)
® AEA

BRI DR BA ORI A E 20 L OFE 21 17T, 1BBRESEOREAIT, ik S—
C 6/109 i (5.5%) (2 6 {4 (v 7oA % OEEIS 6 ), #Vik L/ X\— KT 9/126

(7.1%) (29 (T 7 VEBIOREGHN 7 F, MRERLO 0 7 A EOBEENAE 1 1)

wE Nz, WITNOARESES, BEELAERES 5 EE 3 RErEiX 20y IR EL (O
) ERC X vz, ok, 77 VEBHOREAED 7ML, i0S T3 A TR ZHE
1T H7=blcnE L 72 % certificate (I0S 77U OFEAE) OFRARINBE CW\W=2 & T

BELIZHERTHY, IBRESIRHADOFERTH T,

33




20 M S— MBI DRSO RN EE (MR RAER])
N =109
n (%) 3
FEBIE 1K 6 (5.5) 6
a2 7 A Ut OFEEE 6 (5.5) 6
¥11 By va L TERWHRS 72, ERTIZY v THDIVNEAT TV TEAENSIR LR
ZERBHoT,

# 21 HVIRL/N— MBI DI O RNES (LM S 4E:)

ENTZN IR At

N=75 N =51 N =126
n (%) 45 n (%) 45 n (%) 45
TR 7(9.3) 7 2 (3.9) 2 9(7.1) 9
77V EE O R EAH 7(9.3) 7 0 0 7 (5.6) 7
RAF R 0 0 1 (2.0 1 1(0.8) 1
0 7 A % OREENRS 0 0 1(2.0) 1 1(0.8) 1

X1 7Y BB TERWEIRIN S - 72,
X2 FEPIic T YN TV =X L1,
X3 FEHEFEE N X » TS LN ERnH o T,

(2) A3821 RABr (EMHARM : 20204 7 A ~2021 47 A)

A3821 #BRIX, 6~17 j% D ADHD FBHF D 9 b BREEHFEZ 50 LB AR N 14372
IS SN2 DD+ RN FLIAD RN E T S EBE RS L LT, KinDH
BivE, B—FRET 7Y Vo> sham f5effi & LT OGP e et 2 345 2 & 2 B,
AKivz 6 BEFEHT 28 (LLF TRMEE &vwo,) CHE—FREY 7Y % 6 BEMHEHT 1

(DAF 38R L)) 1T X D00 & Sk L RE(EA L B ERbEgii & LT
EWN 64 fligkicB W THEmS Nz, £/2, TOMOarR—hE LT, BECERL TV 2 E8RE
FHE e S Lo DR HIR IR D B fikfoe L7-8E (LT TRRBIZERE LV D,) ZE LT
BB, B TORIZBWTHERSGFTI D FEhii S TV BREERE 4 & T DIt S IR &
TEER AR & s L 7= 2%, TEBRIIET th O N OB OVEE X R & L=, [ 6 RO 2217
B2 R,

V27TV THDWNIZ v B T OREFETTHT 7Y, B EES EREII T,
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oA — b (FEERE HER)

iy FLEE
(6 1) (4 1)
ENIT i € semmneennna N A E 1 > | <TG 78 L o>
pmmmmmmmzems BRERE L ST LD RAIER (LAEARA) --mmmeeeeee >
H— R < o=mmms W37 7Y - > | < TR 2R Lo->
e R 2 & 0 DEHERRIEIR (ZEHEAA) -mmmmmeeeeee >
Zofar—b GEEEXBMIEER)
EIETEE D TSR Gt 72 L >
Smmmemneees RERELZ &0 >
LEE SRR (R AH)

6 RERTV A O (A3821 F5R)

AGHEE 108 1, BL—RREEEE 107 61 K OV B 230 46 DA 51 261 5103 FAS fEATEER] &
72, A3821 FERITHHAAIL B ALTZ FAS FEMTEERN D BEH R OMEE LR 22 DL BY Th-

77

# 22 A3821 ABRICHA AN B AL FAS fifTEM o B R ()
N B FRR A 22
N =108 N =107 N=46
MR (N Bk (FE) 79 (73.1) 83 (77.6) 36 (78.3)
ok (FIE) 29 (26.9) 24 (22.4) 10 (21.7)
i (k) EEIE (EHERE) 9.6 (2.3) 9.3 (2.1) 9.0 (2.1)
e/ IMiE 6 6 6
oh i 10.0 9.0 9.0
BKE 17 16 14
>6to<12 (&) 98 (90.7) 98 (91.6) 43 (93.5)
>13to<17 (EIH) 10 (9.3) 9 (8.4) 3 (6.5
ADHD it % 9 5 ) Ho (EE) 29 (26.9) 29 (27.1) 0
TR 2L (GEE) 79 (73.1) 78 (72.9) 46 (100.0)
BRESIIE &2 5 o B Ho (EE) 108 (100.0) 107 (100.0) 46 (100.0)
TR DIEHE IR L 0 0 0
ADHD J57% RAE 40 (37.0) 50 (46.7) 27 (58.7)
REEEST 68 (63.0) 56 (52.3) 19 (41.3)
EZ U e 0 1 (0.9) 0
ADHD-RS-IV ([ERFHI) & | FHHE RS 20.2 (3.1) 20.2 (3.1) 19.1 (3.4)
BEAITOR—RAT A /M 15 15 15
fiE L fiE 20.0 20.0 18.5
I KAE 27 27 26
<19 (HI4) 36 (33.3) 38 (35.5) 23 (50.0)
>19 (HI&) 72 (66.7) 69 (64.5) 23 (50.0)

Btz 6 HIFRICI1T D ADHD-RS-IV (ERIFHTE) RNEEA 2T ORX—=ZXF A4 b D
ZALEOVE)E (SD) X, AMLEET4.6 (4.2), B8 T-3.9 (4.2), FKBBIEET-1.7
(32) Tholz (W7, Fio, X—RATA U0 D OELEOARIEE L B—EED 21T,
-0.8 (95% ClI : -1.9,0.3) (p=0.1750) Th -7,
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jay 24

g

St

wy

c\“ 0 A
g

-

= 24

2

p=

g

M 7

E

3]

& -6

]

on

g

5 8

T T T T T T
Base Visit 3 Visit 4 Visit 5 Visit 6 Visit 7

line
Visit
O ARfEE X B3R A RREism
7 ADHD-RS-IV (EHIFHH) REBEAIT OR—=RT A b OB EOHER

Btz 6 HIFRIZI51T D ADHD-RS-IV (ERIFHE) GFFA T ON—2 T A L )nb D%
{LEOFHME (SD) 1%, AMmBET-7.2 (6.3), @I T-63 (6.2), FBMBIERFET-2.5
(48) Th-ol= (M 8), 7=, XN—ZATFA b OB BEDOALRE L H—FREREOEIT,
~-1.1 (95%ClI : —2.7,0.6) (p=0.2112) Th o7z,

= 0+
e
(=2} 2
g
2
é/ _4,
2
=
&
/M 67
g
= -8+
Q
=
g
£ -101
T T T T T T
Base Visit 3 Visit 4 Visit 5 Visit 6 Visit 7
line
Visit

O ARfLEE X B3R A RREism
8 ADHD-RS-IV (ERfHl) B3 AaT7OR—2A T A4 b OE{bBEOHE

Btk 6 BRFRIZE 1T 5 ADHD-RS-IV (EEERREAL) 2@, @EEiEA 27 OX—RF 14

NS DOELEDEEE (SD) 1%, AMEET-2.6 (35), H—iEET-24 (3.0). Fagis
BET-0.8 (3.1) Tho7= (M 9),
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Change from Baseline (Mean, 95%CI)
n

Balse Vislit 3 Vislit 4 Vislit 5 V’i;it 6 Vislit 7
line
Visit
O AdhEE X WM RN A ROEES
B4 9 ADHD-RS-IV (ERlEHE) Z8), &k 2 =27 0
R—=R T A 2D OELEDOHER

WTIOZaTIZEAL T AMBEROCHE—FEF T IBRAZE L TR—2XF 1 &
TR a7 SRR T 2 23 MEGR S ivlc, ERIBECR W T, A a TR DA
K OH—FE T 7Y 20 A Ui WRBISI T O R S,

AEEZR LRSI L 58 FEROMBENFRERE G 2L 23 KUE 24187, WT
NPORET 3FILL RIZHH L -G EFRR ORBBEOREREIS . H-fREiEOREES .
BIEEEOFHEIS) 1%, LWHIES (7.4% [8/108 f4]]. 7.5% [8/107 4], 0% [0/46 #]). HEJ
(2.8% [3/108 f5il]. 1.9% [2/107 fi]. 0% [0/46 f51]) . fEAR (0.9% [1/108 f3]. 2.8% [3/107 #i].
0% [0/46 f511])) K OBEEA (2.8%[3/108 ], 0.9% [1/107 ], 0% [0/46 #i]]) T -7z, HEH
LUTT L EIE N ST T RIR T L A EREE SRR T Hh o T, HERA
FHRGUL, B R T BRSPS L BINC L HERBL LTS, TR & ORE L & f)
Wrshie, ZOFRLOEELITFEE T, FINEOLRE 2 FhE L7 I e L,

AEFEMZ AMBET41F (4/108 ), BH—F8ERET 5 (41107 #1]) FBLLIZR3, WT
NHEIEEITRECH Y | i)fIXEIE THh o7z, 7235, C-SSRS OfERIZOWT, H—FfE
BRIV CH S % 6 RS T HEIEN LI CRRD HT=23, BERt% 10 ERE S TOHRD
MERBINTND, Flo, F—LOERFEICET 57 v — FOFRERICB N T, REOFERAIC
L7 — LDOEFE~DBELRD Lo T,

# 23 AEFZOFERPIEIEE

A H—if | Rmgls
System Organ Class N=108 N=107 N=46
- Preferred Term n (%) n (%) n (%)
Participants with any AEs 38 (35.2) | 35(32.7) 9 (19.6)
JEYUIE B OV A e 16 (14.8) | 12(11.2) | 2(4.3)
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N B | Rl

RS 8 (7.4) 8 (7.5) 0
KBSk 2 (1.9) 0 0
AGE 55 2(1.9) 1(0.9) 1(2.2)
ELZES 1 (0.9) 1 (0.9) 0
FERIIE 1(0.9) 0 0
INEEES 1(0.9) 0 0
EEES 1(0.9) 0 0
Il S PE 4 1(0.9) 0 0
APk 1(0.9) 0 0
F e~ L~ 1(0.9) 0 0
HE NS 0 1(0.9) 1(2.2)

- B 0 1(0.9) 0

B, Bk LOSERAB O AY (FEREKORY —7 %251 0 1(0.9) 0
4 I LS 0 1(0.9) 0

Syl R bR E 0 0 1(2.2)
FEHiET LLE — 0 0 1(2.2)

FphbE 2 (1.9) 1(0.9) 0
Zy Rl 1 (0.9) 1 (0.9) 0
ST 1(0.9) 0 0

PR TR 5 (4.6) 4 (3.7) 0
BIEPE 3(2.8) 2(1.9) 0
FEIED W 1(0.9) 0 0

- fEiR 1(0.9) 3(2.8) 0

AR B 3(2.8) 2(19) 0

- R%E S FEE 2 (1.9) 0 0
AR gy 1(0.9) 0 0
ThiE 1(0.9) 0 0
AR KR 57 0 1 (0.9) 0
B H i % 0 1(0.9) 0

B OB i 1(0.9) 0 0
Hig 1(0.9) 0 0

MR HER K OVt R R 6 (5.6) 2(1.9) 0

- T ULAF— PR 2 (1.9) 1(0.9) 0
Mg . 1(0.9) 1(0.9) 0
MK 1(0.9) 0 0
FEGE O RAE 1 (0.9) 0 0
e SR 1(0.9) 0 0

B bR 3(2.8) 4(3.7) 1(2.2)
ok 2 (1.9) 0 0
L 1(0.9) 0 0
e % 0 2(1.9) 0
R RE 0 1 (0.9) 0
LR R 0 1 (0.9) 0
M2 0 0 1(22)

B2 e OV T R AR RE 2(1.9) 4(3.7) 1(2.2)

- FRIEXRZ MRS 1(0.9) 1(0.9) 0
B 1(0.9) 0 0
R 0 1(0.9) 0
P 7 & 2% 0 1(0.9) 0
5 0 1(0.9) 0

- EHS 0 1(0.9) 1(2.2)

B RS SR S OV B LR B 3(2.8) 2(1.9) 0
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N H—if | Rmgls
- e 1(0.9) 1(0.9) 0
77 AR 1 (0.9) 0 0
DU 1(0.9) 0 0
- AT 0 1 (0.9) 0
— % - RHEE R OGO REE 5 (4.6) 1(0.9) 0
- FEL 3(2.8) 1(0.9) 0
- RN 2 (1.9) 0 0
B, P OWLE A BHE 6 (5.6) 8 (7.5) 6 (13.0)
- FE 1(0.9) 1(0.9) 0
- AR 1(0.9) 1(0.9) 2 (4.3)
- HE 1(0.9) 1(0.9) 1(2.2)
- BIFIkT 1(0.9) 1(0.9) 0
RUELZ K BN 1(0.9) 0 0
- HIBEE T 1(0.9) 0 0
- BYRE 0 0 1(2.2)
- Hik @t 0 1(0.9) 0
- bREET 0 1(0.9) 0
- HBE 0 1(0.9) 0
- Rl 0 0 1(2.2)
- RIERE 0 1(0.9) 0
- REmiBG 0 1(0.9) 1(2.2)
- BuhiE 0 0 1(2.2)
AE = adverse event

#* 24 IRBEERIC X DA EE ORI ES

Afh (N=108) H—iE (N=107)
n (%) n (%)
Participants with any ADEs 4 (3.7) 4 (3.7)
FE e 1 (0.9) 1 (0.9)
SR 1 (0.9 1 (0.9
MR RIEE 1 (0.9) 3 (2.8)
- GA 1 (0.9) 1 (0.9)
- IR 0 2 (1.9
ARMEE 0 1 (0.9)
ARG 57 0 1 (0.9)
H R OGRS PR 1 (0.9) 0
Hg 1 (0.9) 0
H IR 1 (0.9) 0
- EL 1 (0.9) 0
ADE =adverse device effect (ADEIZ7EE RS & RRBARH V LIS iz

AELEFLTD)
F o, BB OREESORBURILO B &3 25 12RT, B asOR AR, ASEE

T 1k (1108 f5) . HL—-ARRERET 6 {F (3/107 f) WE I, WThoOAREAES, EER
AEFR LI ST ARV EEREE () EMC X B,
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#* 25 GBS ORES

A (N=108) B8 (N=107)

n (%) % n (%) 3%

FEHLEIE 15 1 (0.9 1 3 (2.8) 6
0 7 A Utk OREVER 1 (0.9) 1 0 0
SEHIR T 2 0 0 2 (1.9) 3
RRFE RS 0 0 1 (0.9) 2
77 R 0 0 1 (0.9) 1

X1 FEHFICEEE X v 795 & —RHEILEENRRIND I ERH o7,

2 EEHFICT T v I T U RNLEDOHE O T A N TERL ootz D WIS EFICREIE T,
3 Efiplc T VN T Y —X L=,

XA T TVDTA AP AT,

(3) AKili-001R 3Bk (FEHEHIM : 2016 £ 7 H~2017 4 11 A)

AKkili-001R 3BT, 8~12 s D/NE ADHD BF A kt4: & LT, AMOFELLF TH D AKL-
TOIVIDIEEMEEEIC KT 520 %2 ADHD OIERBGER DN EBE X 5D U — F/RX)L
=N E U TR A 2 & & B E LTonin & Sk R VR A L T E B R
TH Y, KIE 20 gkl THEME S A7z, AKili-001R 35k Tk, AKL-TOL1 £ vii180 i, 7 —
R/SZ V7 — LRE V68 I3 ITT AR & S, M AN B c BB E R OBEIT#R 26
DEBY ThoT,

# 26 Akili-001R FRBRIZHLA AN HIL72 ITT OFBEE R ()

AKL-TO1 U — R AL A— A
N =180 N = 168
51 HE EE) 125 (69) 123 (73)
(NED) Pt (1) 55 (31) 45 (27)
EEME (R Z) 9.711 (1.322) 9.601 (1.341)
A fey e/ ME 8 8
(%) LA 10 9
e KAl 12 12

FEFMIEA (X, AKL-TOL XXV — KXV —4%K 254/ H, 5 B8, 4 BFEE
M L72%D TOVA. APl DRX—2F5 A UinbOELETH Y . qunﬁiU—Pﬂfw
T AREL I U CHERENRED b (p=0.0060), F7-, BIKFHEEE O 9 5 4 HH
#% D ADHD-RS A 2 7%, U — R/XAL A7 — ARFEL U AKL-TOLEEIZ B W TR LT Y |
BEEEM AR BT, (& 27),

ViR U S FOR N A & B BN, T
Vil SRR TS B S S A TERE OBAA & F5 © & AR & LT,
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#£ 27 EIREHIEE OFEDE &

AKL-TO1 7 — R LA — I
R=ATA v e R=ATA v e
NG| poozpr | PRy eoppr | BERE
day 2 day 28
ADHD-RS &5 173 -6.2* 7.6 164 -5.7* 8.2
ADHD-RS & 173 -3.6* 48 164 -3.2% 5.0
%J[;';D'RS 2O | 5 -2.6% 42 164 -2.5% 45

*p <0.05

(Wilcoxon OFF SNERL IR E)

Akili-001R B IC I 1T DIRBARERH I C L D B EEM 2R 28 12T, IRBEIC L 28 EE

FiIX. AKL-TO1 BT 6.7% (12/180 f3l) 338 Hi1. 1%LL EOWEERE 1238 B = 1R I

(2=

o

(R D AFEIE, FORARMMR T, B Lk OFBIESE Th o7, AKL-TO1 #FTHEH 5
NI I K 2 A B, W BBESITHFETH Y | oM 2 Pikd 52

< EE LT,

* 28 RS LA EIEM

U — KRRV — A

AKL-TO1 (N =180) (N =168) A8t (N=348)

n (%) n (%) n (%)

BB A EHR 2K 12 (6.7) 3 (1.8) 15 (4.3)
H ke 1 (0.6) 0 (0.0 1 (0.3)
L 1 (0.6) 0 (0.0) 1 (0.3)
fi R 4 (2.2) 2 (1.2) 6 (1.7)
SR 3 (17) 2 (1.2) 5 (1.4)
EEIMED 1 (0.6) 0 (0.0) 1 (0.3)
FEAEE 8 (4.4) 1 (0.6) 9 (2.6)
BRR A M AR T 5 (2.8) 0 (0.0 5 (1.4)
T EhpE 2 (1.1 1 (0.6) 3 (0.9
Bk 1 (0.6) 0 (0.0) 1 (0.3)

(4) AKIL-05 3Bk (EHEHIM : 2018 4 12 A~20194 9 A)
AKIL-05 7Bk X, 8~14 i D /N ADHD [ Z x5t 4 & L ¢, e il 16~ % AKL-
TOl OPFANRZFNT 5 2 &, R OSEWIRIEZ T TOWRWEBEIZBIT 5 AKL-TOL O%)
REFTMT 52 L2 B E Laim & 2k L FERIEAIF R CH v . KEH 15 i

APV THENML S 47z, AKIL-05

PR TIPS AR OF FRE X130 B, FPARERRR AT

SRIEGEHRE 76 BIAS ITT AT ER & S, MlAAN O BEE EOMEILE 290 LB

Thot=,

WCOXRERAT 30 HRILL L, AGRE TR G BOLT 22 < Z5E L CHARMRERIEEL 2 AR A L7223, IR 53
Tho LYW s ni i,
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# 29 AKIL-05 Bk

A AN ST ITT OEEE 5

(BE2)

FRAR AR PR SE O | AR R R SR SR O
N =130 N =76
, . LSRG D) 32 (24.6) 20 (26.3)
Al (A Bk (FE) 98 (75.4) 56 (73.7)
SEYME (BEME(R ) 10.6 (1.75) 105 (1.82)
. e/ Ml 8 8
i (%) L 10.0 11.0
e KA 14 14
FEFHMEIEH 1L, AKL-TO1 %2 25~30 %3 H. 5 H /¥, 4 HEOARFEHYIM Z AT 4

&k 81

%@mbt&@mS®A~X74/@E®ﬁMET%

X AR AR TR OF I RE M N AR IR IR DF I & B IR — AT A U b AE R
SR BV (p<0.001), F7z, EIKGFHMEMEE @ 5 H ADHD-RS Gif, REE KL H),
VTR T ORI R T, AR O PR K Ot P e R IR OF T
BB A B LT (F 30),

WEOEM 2 2 31 71,
N
&)

EENE A 2 7%
LHIIR—ZFA DL TED.,

# 30 EIRFHIEHE OFZIEDE &6

FRAR AR AR A R OF PR AR AR R OF FH
N— R NR—=AT A IO L& N— 2 NR—=RFA N DEbE
FA (FEHEMR A=) FA (FEHER A=)
N G N G
ﬁ;@;) n |day28| n |day56| n |day84 {%;@L_) n |day28|n |day56| n |day84
ADH 32.7 6.1 54 8.8 37.0 7.4 6.9% 9.1
Z\;RS 1301 79y |12 (7.18) |12 | 770) | 14 | 897 | ®| 878) | ™ | 0.92) [%0] (9.02) | ©7 | (8:62)
ADH
D-RS 187 3.4 31 47 211 3.9 3.7 4.9
F | 0| 518y | 128 (aa3) | 12| (aas) | T4 | 527) | 70| @398) | ™ | (5.60) |%0] 5.09) | &7 | (5.33)
ADH
D-RS 14.0 2.7 2.3 4.1 15.9 3.4 3.0 4.2
4% . -2. -2. -4, . -3. -3. -4,
%g’ 1301 658y |12 ] 3o2) |12 | (as6) | 114 | 5.07) | ®| (635) | | 5.13) [0 (a98) | © | (a50)
[3
*p<0.001 D& D tHE)
AKIL-05 BBRIZ I 1T DIRBRIEERIC L DA FEEMZ R 3LITRT, AR RIBEE O HRET

1% 16.9%, KRR AT IEOF I BE TIE 19.7%I2380 B, WP b E LT TH -
7o 1RSSR DFE P IRICE > 72503, 341 (AR O AR 2 451, AR f e i
SIEGEHEE L6 15RO AL, W B BACR R T Th - 72,
# 31 IEBEsIC X 2 EEEH
PR AR R OF FRHE AR SR IE OF At
(N =130) (N=76) (N =206)
n (%) n (%) n (%)
FaEE A EEG 2R 22 (16.9) 15 (19.7) 37 (18.0)
DR = 17 (13.1) 12 (15.8) 29 (14.1)
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FRR e R B OF PR A AR AR T SRS OF TR A &t
(N =130) (N=76) (N =206)
n (%) n (%) n (%)
BRCRAS PR T 15 (11.5) 12 (15.8) 27 (13.1)
5l 2 (15) 1 (1.3) 3 (15)
Tk 1 (0.8) 0 1 (0.5)
KNS 0 1 (1.3) 1 (0.5)
PR R IR E 4 (3.1) 2 (2.6) 6 (2.9)
SR 3 (23) 1 (1.3) 4 (1.9)
FEWED F 1 (0.8) 1 (1.3) 2 (1.0)
AR pE s 1 (0.8) 0 1 (0.5)
R 97 1 (0.8) 0 1 (0.5
L 1 (0.8) 0 1 (0.5)
L 1 (0.8) 0 1 (0.5)
— i - B BEE K O
W OITE 1 (0.8) 0 1 (0.5)
HLH K 1 (0.8) 0 1 (0.5)
B B OV T ARk 0 1 (1.3) 1 (0.5)
% 9 FEE 0 1 (1.3) 1 (0.5)

(5) AKili-051 3B (EMEHIM : 2021 47 A ~2022 49 A)

AKkili-051 FRBRIT, 13~17 O HFEY ADHD HE AR & LT, ALOHEEMLTH S
EndeavorRx [l 4 B4 Lf:ﬁ#@ﬁ?ﬁﬁe%%ﬂ?ﬂﬁﬁ“é ZEEBAME LA Stk
HLEFEE BT EEGAR TH Y . KE 14 iR ICB W TEE Sz, AN bR

HEOMEIIE 220LEBY) ThoTo,

# 32 AKili-051 BRI AN S - A R ()

I REAT R 5 TR RRAT R 5
N = 146 N =162
" Bk (FE) 86 (58.9) 96 (59.3)
Al (A ok (FIE) 60 (41.1) 66 (40.7)
SEEE (YRR ) 14.3 (1.26) 14.4 (1.23)
g (k) e/ Ml 13 13
e KAE 17 17

F= 223 M 7 H 13, EndeavorRx [l 270254 0.5 A /8 43RG L 7% 0 T.OVA.
ACS DR—=AF A U NHDEETH Y . ARNWEMHTRIRLEN T 4 #H% O T.O.V.A. ACS
DR—=ZT A N DOFEBERUGENRD L (p<0.0001), F7o, BIKEHMEEE & LT
E SN 4 8% O ADHD-RS-IV 227 DR_R—2F A b OB LEIZ, RIEBEAaT T
1%-3.0 (SD :5.38[95%Cl : —3.869,—2.104]. p<0.0001), A&t A =7 TiZ-4.6 (SD : 8.14 [95%
Cl:—5.930,-3.250], p<0.0001) TH Y, X—Z T A L Lk g 237 5l Akili-
051 FABRIC IS 1T DIRBRMEERIC L 2 A EEH ORBIEIG 1T 2.5% (4/162 ) TH VD . BERAH
MHER 2% 1.9% (3/162 #1) . HEIEZS 0.6% (1/162 i) (258 L iz, 1REREERS & DOIKEES

X
|
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FRITH Y LB SN2 W OFRS FEL TR EITEFEETH o7,

(6) HRBRICBITIAMEICETIELD

K DF RNz M 2 &k & U TR S LB (EW 2

BR, Vs 3 R I

ADHD-RS (ERiFHM) FAEIZBIT 2K AT DR—RF A 2 inb OE{LE KR OB LR ITFHE
B3O LBV Th o7, KETHEE SRR CTix, ENRER CHEMA Sz fli & A h—
U — SN E 2 DB MER STV A2, KEERRRBRCENIRRRIZ T 5 ADHD-RS

(ERRREAM) 452 27 0L EICKE 2EOEER b/ - 7=, I
e
]

# 33 AT 5 8Ek% 4 HHRE R T ADHD-RS (EATFHE) @
R DT DR T A Vb DR B O

NeRT A Bkt 4 WERAT | BERE 4 WHFF R
A B VERTAR PR A ST DAL TOEE (%)
AR » TEE SEHfE SEAE
k= (SD) %% [959% CI] %% [959% CI]
ADHD-RS (EERliaHf) AFFA =7
-16.93
o 31.0 -5.14
- A3831 iR % 109 (7.8) 105 | (642 387] | 10° [fggf] -
-18.45
o 306 -5.67
- A3821 itk % 108 (7.9) 105 | 1677.-a56) @ 10° [-fz_ggj -
-15.73
. . E 39.0 -6.15
- Akili-001R 25 180 68) 173 [-7.30, -5.00] 173 [115778] -
- AKIL-05 7B (1 E 370 236 -18.78
AR AR I BF 76 8.8) 4 1966 507 | 4 [-24.52, -
gi) E | | | | 13.04]
-12.19
- AKkili-051 3t KELH | 140 00 | 144 (5os ag5 | 14 | [1737-
i) ' T 7.00]
ADHD-RS ([ERiliEHI) ~EEA=T
-17.26
o 208 -3.60
- A3831 ik - 109 (3.3) 105 [-4.46, -2.74] 105 [ﬁfg] -
-17.84
- 202 -3.63
- A3821 7R % 108 (3.1) 105 | | 430 2877 | 105 [3517] -
-15.89
- Akili-001R 180 (3.5) 173 | 431 286 | 173 [1135271] -
- AKIL-05 3B (1 E 211 395 -16.86
AR A PRI OF 76 (4.0) 4 1524 205 | 4 [-22.77, -
gi) E . | | | 10.95]
-10.83
- Akili-051 Bk KIE T | 145 (158'19) W5 | g 8392 10 | 5 | [180L-
i) ' S 3.69]

ADHD-RS ([ERFHMN) 28, @tk =7
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N5 Hgkth 4 BT | BER% 4 RS
A VERTARFE AR N DIEAL R TOEE (%)
AR 5 ” I " K fE " SR
Bk (SD) k=3 [95% Cl] Bk [95% CI]
-14.19
. 10.1 -1.54
- A3831 Rk !gg 109 6.2) 105 [2.16. -0.92] 99 P%ﬁ_
-16.78
o 10.4 -2.04
- A3821 itk % 108 (6.3) 105 | [,63 1441 | 104 [-%4656(]),-
-9.87
- . |==I 17.1 -2.63
- Akili-001R 7R 180 (6.0) 175 | 327 200] | 17 [-117976?,-
AKIL-05 & (1 E 15.9 342 -22.27
ﬂﬁﬁﬁmm%ﬁéﬂﬁ% 76 (6.3) 4| a6l -203 | 73 [-30.01, -
Ei) E . | | | 14.53]
-7.90
S . 12.6 -1.60
- Akili-051 25k CELL | 144 144 144 [-
5) (6.1) [-2.30,-0.89] 16.100.31]

<HEHBIIRIT2EEOHE>
BRI, ATICR RS S AR LICEEZITo 7,
(1) RO MR NZ2MEIZ DT
(2) AREOEFRIINLESITIZDONT
(3) H|LEARFE % DL ERIHIZHONT

(1) REOBHERNRZEMITOVNT
1) Az oNT

HEEE IS, AMOAEEZHONT, BLFO X S ICHHA LTS,

A3831 FRER D LLle /N — MIIBW T, FHERHEE A & O AR EIKEFHIE H Td 5 ADHD-
RS-IV (EATEEA) DA 2728, ‘%%ﬁﬁ&wﬁbfx%ﬁ?ﬁ%’&%ﬁé*&ﬁ%
iz, Fiz, EHORIKEHGE B T, @EIGHREE & el U CORMEE CUEEB M B3 R S
T 5%, A38B3LARERDME D I L/ N— bt DB FIRRRE ARS8 W TS | [FRRIZ S B m 3
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