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edid 28 (25.7) | 14 (25.9) | 18 (24.0) | 13 (25.5)
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FHE

BIRRAERMAE 24 B S COEYREOBRBOEE"

SDT-001 |@ERE
/SDT-001 | /SDT-001
N=68 N=49

n (%) n (%)

&»HhH

23 (33.8) | 25 (51.0)

ADHD I Y 2 EYiak =Rk
BIERES LU/ £ (30BEERMRRZM®E

(HRE/REBORLIC K D EYRENBRTE L V®D)

17 (25.0) | 17 (34.7)

6 (8.8) 8 (16.3)

ANV}

45 (66.2) | 24 (49.0)

BIRRES LU/ £ (3 0BEE KRR Z R

(BERE/REEOFLEICE D EYBERNBRTERV Y, EOBHRZR)

ZDfth*?

41 (60.3) | 23 (46.9)

4 (5.9) 1 (2.0)
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DWINDEFH I LIBRIC, ADHD NI 2EMRRERKL LD L THRE L

1) smED, HREEK TR Y7 — T [ADHD (CH T 2 Y aEREZMA] cOELIZBE,

2) 2mMED, SRPEEETRT7 V7 — T [ERSNE/REZEOFL(CLD, EYRFEIBRTER

Wizd] EIELIZSE.

3) ZMED, BYT7 VT — T [REFES SO/ £ E0BHSKSREZH]E] DU ERIBELIZES
(TADHD (26 Y 2 EWaERZMR] [ZDf] £72(3 DEIREECYINT]). 7=/2L, BT YT — K
T [RERES LU/ 0BHSARZ ]G] OBREHE LT [RBRSNE/REZEORE
I2&D, EVRREANBIRTERWEY] LEELZEMEF, ADHD ICHT 2 EYREREFKBL

tDEHWLTL.

*UKTH 7 Vo — T [Z0ft] ZRBRUIZER, SIEHY VT — b TOEZZLETD 3) 12%YT
2500, BIAERBR 24 BiFATEENELNT, TORAT [ADHD (T 2 EYREERKB] &

PR E IR DN > FER.
(>t 14 £ OFR L T51R)

Hy, AEOHERERIBESNTVZRY, 7F—LKEY
A2 D7 7 — MMz EfL 7225, HEDOMD 7 — Lk
M RERRIR TRE SR 2 HAIZES 51 g, SDT-001
DRI LB TR OB EAMRR B Er o722 L
6, HohiEFY A2 2R T HRIFEONL2 o7,
SDT-001 I3 @EHIRFE L 0 b BIEDFIEHN L D3, TR
PR & OBEZ L LTS e (R 3).
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52 B T4 o7z 6 3 H D ADHD-RS-1V  (EERfRF
fili) FEBAa7OKEIMZ, 53 HABRLE - T
\%, ADHD-RS-IV (BEfiiFHli) O&FHRA2a 78 LU0%
B - HEBER 2 7ICOWTH, #EEIHEERICHSDT-
001 HTEHBRHELA LN, ThoOBEIZBE I
# (108H) BXUEYIEL $— FBIGHTE CHEFFS 1
7-. ¥ 512, ADHD-RS-1V (¥Hiii¥fi), Behavior Rating

Inventory of Executive Function (BRIEF), Conners 3
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(fR#H ) ¥ 7 A4 —), Impairment Rating Scale
(IRS), Pediatric Quality of Life Inventory (PedsQL)
VxFUwZarAT—NADAaT7dH, SDT-001 BTl
HIREH L O RIFCh o7z, B 77— Tk, DU
D ADHD Xt § 2 iRBEEOHEH O G E, Fin, P,
ADHD © % 4 Ficipb e, 6 #HICE T2 ADHD-
RS-IV (BEHiFHE) A2 7DR—=RAF 4 v 60E(
1%, SDT-001 BEANER G L 0  RIFREAZEZRL 72,
VIR L S— b TIZ SDT-001/SDT-001 #f & il & 5%/
SDT-001 #DWFhd, 6 HEHETR—R T 1 v HBE
L7z, J84 U7 ADHD-RS-IV (ERFEE) 22724 7%
e 2EMIBHER SN 95, SDT-001 DEER
RILAEBER TR LR T 2 WREES TR S N, EEIKIC
BUWTIE, SDT-001 B & HFAaERE2HOBHICITEE
RIRMTCHEHENE ZERPHEINE D, KB THF
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®3 HFEEREIUVHEBEEEEER

s S— BOEL/S— bk
BEBAHE SDT-001 | sEm A BERIAHEY PR hiiiond
-HAEE N=109 N=55 -HAHE N=75 N=51

BEERNROLNISME, n (%) 44 (40.4) | 10 (18.2) | BEERHIRBOHHNIBHE, n (%) 36 (48.0) | 27 (52.9)

WINHDOET2HULROONIEE WINHLDOET2HULEROONEE

ER, n (%) ER, n (%)

RPMES L OFERE 33 (30.3) | 4 (7.3) | BRPEES KUFERE 22 (29.3) |17 (33.3)
COVID-19 13 (11.9) | 1 (1.8) COVID-19 7 (9.3) | 6(11.8)
_FiRsELS 11 (10.1) | 2 (3.6) _IREEL 7 (9.3) |10 (19.6)
AV 7ILTVY 4 (3.7) 0 V7TV 2 2.7) 1 (2.0
Bia% 2 (1.8) 0 Big% 227 | 2369
2% 2(1.8) | 1(1.8) EEDN 2 (2.7) 0
T RERE 2 (1.8) 0 RERES 2 (2.7) 1 (2.0

mREREE 3 (2.8) 0 ST LILF— 227 | 1 Q0
i 3 (2.8) 0 mEREE 227 | 1 Q0

IRkER, MIERE L UMRES 6 (5.5) 1 (1.8) | MIRER, MIZH K OHFRES 7 (9.3) 3 (5.9)
EREDRE 3 (2.8) 0 25 227 | 1 Q0
TLUILF g% 2 (1.8) 0 EREDORE 3 (4.0) 0

BBREEFTEERN 1 HULREOHONE | 3 (2.8) — TUILF—MHRR 2 (2.7) 0

S *?

BigkEs 5(67) | 4(7.8)
farm 227 | 1 Q0
et 0 2 (3.9

EES S UR THBES 1 (1.3) 3 (5.9)

—f% - £HEES KRS IBAOKRE 4 (5.3) 3 (5.9)
St 4 (53) | 3 (59

BE, PEHLIUNBEHHE 7 (9.3) 2 (3.9)
iR 2 (2.7) 0
i 2 (2.7) 0

HEREEREESERN 1 HULRD N 0 1 (2.0

SIE*3

MNCH BREEAEEN-Y 3V 241 OBEHIADMES KUOCEREBCLDDELE.
*2SDT-001 #IHEVWTHHEE WRTBRIEET), #EREE (FH), BBEE (Bd) »'&n=1 (0.9%).

*BEBE/SDT-001 #ICHWTBBEE (IBt) A n=1 (2.0%).
(z#k 14 £ DR L T3IH)

SWNER L EOBEEDPHERI N TV S Y, ERTHEMETE
2 DERAESHREBIIR S TW 24210 g7 sy
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[Objective] A previous Phase 2 exploratory study in Japanese children reported that

SDT-001 improves attention-deficit/hyperactivity disorder (ADHD) symptoms. This phase

3 trial aimed to assess the efficacy and safety of adjunctive SDT-001 in combination with stan-

dard treatment in Japanese children with ADHD.

[Methods] This trial comprised two components : a comparison part and a repetition

part. The comparison part consisted of an open-label, randomized design. Patients were divid-

ed into an SDT-001 group (n=109 ; 25 minutes/day for 6 weeks, followed by a 4-week fol-

low-up) and a treatment as usual (TAU) group that received standard treatment (n=55 ;
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environmental and/or psychosocial interventions) . Following the comparison part, participants
transitioned to an open-label repetition part where SDT-001 was received for one cycle. The
primary endpoint for the comparison part was the change in ADHD-RS-1IV inattention scores
at week 6.

[Results] In the comparison part, SDT-001 demonstrated significant improvements
compared with TAU in ADHD-RS-IV inattention scores (adjusted mean difference [95%
CI], —2.97 [-4.38, —1.56] ; P<0.0001), total scores (—4.56 [—6.75, —2.38] ; P
<0.0001), and hyperactivity/impulsivity scores (—1.55 [—2.64, —0.46] ; P=0.0056)
from baseline to week 6. Regarding secondary endpoints, symptom improvements were
observed in the SDT-001 group. In the repetition part, reductions in ADHD-RS-IV scores
were sustained after two cycles of SDT-001, lasting up to 12 weeks post-treatment. No serious
adverse events or new safety concerns were observed.

[Conclusion] SDT-001 demonstrated superior efficacy compared with TAU in ADHD-
RS-IV scores at week 6, with sustained reductions observed over 12 weeks. Furthermore,
SDT-001 demonstrated favorable tolerability and an acceptable safety profile. These findings
support the use of SDT-001 as a novel therapeutic option for ADHD.
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