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EREE MEHRATEHE (MAC) 1T,
@  BEREFEEH 20-49 7%
Q@ BERESEERNS 50-55 . MV DL LIFOLT A DL -3
> BLERART 7 BUAORFHDILEIL 7F = EH 20 mg/dL LT
> BIALERAIART 14 BLARIZREREI L THARL, oM ILAFIDOWLT D
BELTHhATLVEN
2) BREEREENEEE mEtRtasE: RIST
BIERERI DR DBEETUTOOQDO W WA E k-3 5EIZ (L EREIEMRIE
HIRIFEE M HIREFEHE (RIST) 2475
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BA PR EOREMNAZTIREENZE A% day 1 £LT day 14 H\5 day 56 DEIZRHLE
#RIRT %, F1=L. EEERHE <50%D BE (X FBHEF1TH7EL Y, AST>100 IU/L, ALT>100
U/L, MEILTF=2>20 mg/dL, PSZ3 DWLZ\TFhhEETSEEL. BEZFH>THD
ML EMT S, 1=1=L 50-55 mDEE T, ALERMART 7 BLADORHDMEIL 7 F=
UH 20 mg/dL FHBZ B 30 mg/dL LT DIFEIE RIST &R 5, FILEEL GERR
}ETIE BU/CY. JFMGETEFREHETIL TBI/CY ZENET D,
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EMmEHaEHE day O

2) FLU/BU/TBIGGEM#ZRF—) (BHEERDFEIZHES)
TRNT7Y HBERIE UTOOEIEQET B,
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Primary endpoint: 3 FEATFE|S
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HEHIRID 3 EEFEE . £IEEEES/ LBIEEEFID 3 EAFES. ZOMDYTTIL—T
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HEAmEETH 2023412228
Completion date December 22, 2023
SEREAEBIEL 110A

Result actual enrolment 110 patients

FRRIRDRMREDE =
LE:

FAhRAEIL 55 7% (BB 33-65 %) . PS 0 AY56 A PS 1AY49 A PS 2 A3 A,
PS3AY2 A, BitE54 AL &iE56 A, 2R 72 AU/ \[ER 27 AL BRI 10 AL
BE3%. BRI SR ) U \BICEBIN-TEEBIN 1| ATHot=. 7R
BOWERIL. (ZFFEEY TH 1=,

Baseline Characteristics

n=110
Age (years)
median 55
p25—p75 49-60
range 33-65
Sex
male 54
female 56
PS
0 56
1 49
2
3
Clinical subtype
acute 72
lymphoma 27
chronic 10
smoldering
carrier
other
Hodgkin lymphoma 1

ERERFARD T H A2
Cr-#TIKRICET 51F
#H

20104F9 A DERERFAIARE X . MREHE20-55m% L . BREIEMRIEE MEM MRS
HE(MAC) DHZETORa—ILAREL TV =2 HY . BEBHER—ANTEEK
ECTE Tz FILWBEEEN K IN . SROATLEE T IR ELI- BEEIFRIE
FIEFEE MERHIRATEHE (RIST) DB L ABRBIENIESN -2 b, 201449A
| RTREHNE20-65m% “HERL . TORa—)LAREIZRISTEIBING ATIE (ver. 20)%
1Tot=. TDEIL. LLERIEERIZ BB B FRA EA202056 B 198111 TEEFTETL
fzo LOWLZ DK, I ATRIEXENHEETEY . T—2FIARAIELY., RIS
ZERBIE110AE T2,
1MOADSETOra—ILTRESNIZRF—EBB{LIBETOAT, Z05570
FO— L CIRESN-BHED —EE X2 MRS 1= BE GBS HERNER -
study transplantation) 41 A CT&H o1z, —A. TAa— /L THRESINI-FF—IEES
TH-o1-BEHIZ61 A THo=H, TOa— L TRESN-FF—EBHIDSLHER
BHEERMEICESIE M 218 AENMZ 1269 AD EHERFSHEIEEIEBI TH o1z, SHERTEHE
JEESEBID 5551 ATTARI—LIRENSHEL TH . £IEEEEBI2A. £75
HEIEEHIBATH 1=,
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Participant flow

All registered patients n=110
- eligible n=105
- ineligible n=5

| Induction chemotherapy n=110

| |

Acquisition of donor according to No acquisition of donor according to
study regulation n=49 study regulation n=61
T
I n=8
Study transplantation n=41 [ No study transplantation n=69 |
+ MAST n=19/RIST n=22
- related n=12/unrelated n=29 |

Transplantation as post-study treatment n=51 No transplantation
- MAST n=11/RIST n=40 n=18
- related n=11/unrelated n=15/cord blood n=25

RRFDHERERRDEL
9]

TOba—)VARTE IURKRTOR—/LAEANS0BUNDIELILIA., &I
JOora—)LAEBNS31 BUBO O —/LAREDRRERMSFHN AT
[FONTHREL. JABBEHESL (TRD) B EEHNf=EH2 ADSEIAD TRDEFETS N
=, MiGEEFEHERE TI0%., IFMFEFBHEERE TI5%., L EERIMEITEET
10%% A STRONFELELHE(E. BixE bbbl HBROMBEDAIFIZ DT
BEHT B/ETH oA, TAr—)LBEIZLSTROREES (L MMFERIBED
16.7%(2/12) | JEIMIFETTFREHED20.7°%(6/29) . BALFEEHIRD0% TIH 7=, TRD
DIREIE, B8 A (FFIRFRREAES A . BUIAEIN) | {€4GVHD 1 ATH oz &
FELI0ONDRERDRERIE. FHRIEAAN, TORI—)LAREIZESTRD A, HIABHEIC
&ATRD 21 A, #HRFE6 A TH 7=,

Adverse events

TRD
Related study transplantation 16.7%
Unrelated study transplantation 20.7%
Study chemotherapy alone 0%

Causes of TRD n=9
Infection 8
Chronic GVHD 1

Causes of death n=70
Disease progression 34
TRD due to study treatment 9
TRD due to post—study treatment 21
Other disease 6

T EFEEE RUEIRET
BEE 07— SR RY
s

AAERTIE., AxEDprimary endpoint&L T, £EEZHINDIEAFEIS (0S) M. ERX
rJAIILaLbO—)LTHAHIC0GIS01 DmLSGISFEEEMN L ENNSRHEIEEF
B&25%E A EICLE-f-HE. EMBEHERBED R F—IMRoN R THIEN
BATT HEVWIAEAE  TBEREHIBTL . COBRBEAMHEFI-TIZELBRTHLE
R DL, LAL, BHEIZDWT D TR LMERERIIREE THHEM D,
AREARERI S ABEHEBEIVEVET —LOFHERTHY  :ER/ 7 R0, IFErHHE A
7 A (immortal time bias) |2k UFEHBD R EBEREFHEL TLES ATREMEA BT o
LYo —AMERTEEME . B & UBHEABROLEEERMAREI T SEEMEORETET
L\, Z0#ERZL-> CRIFEEMFHHIRSEE - R ERBRE L TEIRT A0 E5M
ERHBIELELTUL =,

TR DFER. 350SI%44.0% (0% EFEXE : 36.0-51.6%) THY . I0%(EREX D
TBR (36.0%) A ERMETH 525%% LRI f=Z &M LiEtEMICEE Tho=. — 5. B
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HEABOLEEEE T3 2EHIEDRETEL T, SHERTSHERMERI414] vs. 5
ERFSHEIEENEH| (T O ba— ) LIRESNBHEE N+ L 2R EEIRA) 6951 DULVT. 78
HEEED A REIRIKFHEREELL TR, F#5 (60K vs. 60mELILE) EPS(0
vs. IULE)ER—RSAUHEELL TEHT-SE SR TIL., HERBIEREH DR
E&FSHBIESRMEHI =335/ \F —R EL(HR) [£0915 T 1=, Fi=. &FEHERHMEHI92
il vs. 2FEHEIEEREAI186BIIZ DN T, BAERED B BLFEIKFIERTELL TR
S-S EEMITTEH. LIEHEEEFID £FEHEIEEEFI 2319 HHRIF0.896 TH 1=,
SELLT HEELL or EEATSER GRERBERMEHI415+ IO a—)LIRES
FENEEAEBISBINETT6M) vs. £FEHEIEERESRI(18651) (CDULVT | BIEEED FES
FEREEREELL TR S EEMATIE. EEL Lot S BRSSO £ 1548
JEEHESI =3t BHRIZ0.654 THoT=,

L EDFERM B ATLIZXT HupfrontFBHEI S ABEREED 1 DEL THER TEHAEE
HIEBHdH. ATLICx T S RIFEE M ED KRB AL R T [CESGE N>
1=

Outcome measures OS of all registered pts

3y-0S: 44.0%
(95% CI: 34.5-53.0%)

Overall survival

1.04 + Censored
TLL Logrank |\\(u sided p=0.3986
!
0.84 Y
1
E 0.64 \ Ll
§ 1, Study transplant (3y-0S: 48.8%)
35 T
s 0.4 ‘_‘—H—'I*‘LHWT .
0.2 No study transplant (3y-0S: 41.1%)
0.04
6 L 27 20 12 8 7 5 5 5 1
R T

0 1 2 3 1 5 6 7 !Ix LIl I‘O 11 ll‘l ]’.!
Years after registration
Multivariable analysis with a time-dependent covariate
for the presence or absence of transplant

HR (95% CI)
No study transplant (n=69) 1
Study transplant (n=41) 0.915 (0.554-1.512)
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0S (no transplant vs all transplant)

+ Censored
Logrank two-sided p=0.0071

v, All transplant (3y-0S: 47.8%)
™

W

e

No transplant (3y-0S: 23.7%)

Overall survival

1 18 6 1 3 3 2 1 1 0
2|92 68 49 a4 32 22 16 12 1 9 7 1 3 0
T T T T T T T f T T T T
0 1 2 3 4 5 6 7 8 9 10 11 12 13
Years after registration

Multivariable analysis with a time-dependent covariate
for the presence or absence of transplant

HR (95% CI)
No transplant (n=18) 1
All transplant (n=92) | 0.896 (0.446-1.800)

0S (no transplant vs transplant in 1st remission vs
transplant after relapse)

L0+

+ Censored
Logrank two-sided p=0.0190

08+

*7 "ﬁ_'ul'_r_ansplant in 1st remission (3y-0S: 50.0%)
1 M Transplant after relapse (3y-0S: 37.5%)
l 1 —_—

Overall survival

No transplant (3y-0S: 23.7%) —

Years after registration

Multivariate analysis with a time-dependent covariate
for the presence or absence of transplant

HR (85% CI)
No transplant (n=18) 1

Transplant in 1st remission (n=76) 0.654 (0.362-1.311)

R ER T aggressive ATLIZXIL T, FE1BRYICEFEE MEFHIRITEAEE Kl 3 5 /A RTERS
IZBE9 %IES 3 LMEAREERIEAERE SEMEL 1=, primary endpointD3FEAFEISEXE
AEREL-FEEERICEE>T-, LHL ., BiEEEDEBELHEIRGFHERETELL
1-Z L EEMHORIEEN F=immortal time biasEZE T B&. upfront settingDFEHE
(SHERTEDAREEN B DTN D, ATLICH T D ERERSHED FabRAAE %L BARET
TEh otz

Brief summary We conducted single arm, phase 3 trial evaluated upfront allogeneic hematopoietic stem
cell transplantation (allo-HSCT) for aggressive ATL. The trial met the primary endpoint.
Upfront allo-HSCT can be recommended for chemotherapy—sensitive patients with
aggressive ATL, but its survival benefit is not clear considering immortal time bias

suggested by multivariable analysis with a time—dependent covariate.

NEFEHR 20244E6 A58
FERICBEHT HRAD HAR
YITHOHEKXH

Date of the first journal

publication of results
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(&%)

URL hyperlink(s) related to

results and publications

31IPD (individual clinical trial participant-level data) <z 71) >4 (BR{tEhI-EEHRMEDOXNREBEEANDT—

2DHESR)
PDT—4%=HETH5E | OHY W5l OXE
Plan to share IPD No

FTEID A

Plan description
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