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2 2T AATAH B4 2 FF 299 WEs} o

3 24 A% A4 A7%5S 7H FAHEI o E Y F2_(CrCL) 90 mL/E o
- 6749 35 A/15ANE 74 BRI H&ECrCL) 3059 mL/

- 49) 7bol o] ofe] WF Hage of 2ol Aoy mth T B 7

WE Aol BAFU OR8] ARCV%) A 984%), U715 ol Aol F

o HAZ Y AV 7 BAAM B2E M9 WAT FF A5 Bl
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o] oFe 247t (FREA) = 48/\17J (—%i—ﬁ—zﬂ)
Z

@ =Ast= A2 Fd 243 Al Aol AHEA FdE o oF
B .

5 AR BB 8RS ZZofof ).

24X = BAZE UL g A 2D FgEF FH)

Ql Wi/HZ FIME L FA EH A
(ethyl vinyl acetate) A& 7}%.

- o] o &Y TES FUY F A dA FAHY M54 wiiEel DEHP
(diethylhexylphthalate)7} Z3H F< W/HZ FHAE E&= FH MEY A2 A
shA] et

® ol o WA A7e e TP

- Zg]L2¢ ¥, DEHP-free PVC =+ EVA

o
‘\

@3] Fol§ nrole 1.
- A% %o 2AF 98 o] o U7} Wi wolgo] e 4 Utk
- BE, FREA, FA UA G FH BT §9L TFHE IV §9 A

10 mL @3 £ f2 whold 171,
SV 89 QHHAIE o] oke] AFA ] AgEA et
IV g9 SAE AT o] ke WAEZ] A o] ool IV W B IV FHO| §
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L 8% % 79 7kl Bad of oke] vlolet 5% AR A}
@ I 10 (M= 45 kg Ol&tQl & Xt) = = 11 (M= 45 kg 0l2tel &xHE &1
®  FREA BT FAESF 3 mLE o] of upole WS wl T2 dhe] of o v
TS, BAAE Bl A% A RES ok ol AT o oF oY

12.5 pg/mLe]t}.
@ |V S OHEM(IVSS)Z 0 2 oIS M4 6HK E=Ct.

SWFI T - ﬁ

— \\ =
-k_ﬂ
F1ExA| TAAxH AT E
Wit FAHES 3 mL o] o o] o
O o v g9 aga qvss)z of oF wojate AT et
@ TEd V¥t A RS NSRS Pegd By EFAc
@ ==X =0
® ATHNE ok, 2w IV 8 24 A ATHE S99 vYA @ oW oRE fetow
AAd Aol SRE e FHakAL kgt fuidoln], FAdA ok wBNE g
ojo} ghr}
@ I X0 Y= BU2 ARSI L=C
o] oFo] ZA|: 24A|7F WX 48A|7F IV W
2. Fo 24 27 Stoll FREA 0.9% A A ATFAY 270 mLE IV Wof] F¢] st}
A VoW A e F st AR
H ZwuzA 0.9% NaCl@ Z2/23 3
A
del FAFN 270 ml. @ DEHP-free PVC £ =
Al @ EVA IV
3. o =& =74 &t IV 8 A AIVSS) 5.5 mLE 0.9% A2 dFAdoe]l G v ¥
o FAgeh.
@ DT MIIK UTE O HB2S 2SN SEEHL

_28_




@ 24A]
Ct.

o) = M or =)
ol N — . .
I ° B4 )
w2 = ™ =
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0= Al _H—“ﬁ ; M_. N - ma_%
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AT ol oF

2.6 mL
1.7 mL
5.2 mL

0.83 mL

of o gow A
2°C~8°C (36°F~46°F)ol A 4§
—_ 29 —_

9 ng/4d
28 ng/¥
9 ng/4d
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¥ 11, 2443 9 482413 29 A5 A AF 45 kg vt
. ] o] ok
FYAIZH g AEDA (md) e L
15 159 0.7 mL 1
1.4 — 1.49 0.66 mL 1
1.3~ 1.39 0.61 mL 1
1.2~ 1.29 0.56 mL 1
1.1~ 1.19 0.52 mL 1
1 - 1.09 0.47 mL 1
0.9 — 0.99 0.43 mL 1
. 0.8 — 0.89 0.38 mL 1
24713k 5 ug/m’/<l 0.7 — 0.79 0.33 mL 1
0.6 — 0.69 0.29 mL 1
0.5 — 0.59 0.24 mL 1
0.4 — 0.49 0.2 mL 1
0.35 — 0.39 0.17 mL 1
0.3 — 0.34 0.156 mL 1
0.25 — 0.29 0.12 mL 1
02 —0.24 0.1 mL 1
15 — 1.59 91 mL 1
1.4 — 1.49 2 mL 1
1.3~ 1.39 1.8 mL 1
1.2~ 1.29 1.7 mL 1
1.1 - 1.19 1.6 mL 1
1 - 1.09 1.4 mL 1
0.9 — 0.99 1.3 mL 1
2o 0.8 — 0.89 1.1 mL 1
24X 7k 15 pg/m*/<¥ 07079 Tl 1
0.6 — 0.69 0.86 mL 1
0.5 — 0.59 0.72 mL 1
0.4 — 0.49 0.59 mL 1
0.35 — 0.39 051 mL 1
0.3 — 0.34 0.44 mL 1
0.25 — 0.29 0.37 mL 1
0.2 — 0.4 0.3 mL 1
15 — 1.59 1.4 mL 1
1.4 — 1.49 1.3 mL 1
1.3~ 1.39 1.2 mL 1
1.2~ 1.29 1.1 mL 1
1.1 - 1.19 1 mL 1
1 - 1.09 0.04 mL 1
0.9 - 0.99 0.85 mL 1
2o 0.8 — 0.89 0.76 mL 1
48A13T 5 ug/m’/<l 0.7 — 0.79 0.67 mL 1
0.6 — 0.69 0.57 mL 1
0.5 — 0.59 0.48 mL 1
0.4 — 0.49 0.39 mL 1
0.35 — 0.39 0.34 mL 1
0.3 — 0.34 0.29 mL 1
0.25 — 0.29 0.25 mL 1
0.2 — 0.24 0.2 mL 1
15— 1.59 1.2 mL 2
1.4 — 1.49 3.9 mL 2
1.3~ 1.39 3.7 mlL 2
481 7F 15 pg/m*/<¥ 1.2 — 1.29 3.4 mL 2
1.1~ 1.19 3.1 mL 2
1 - 1.09 2.8 mL 1
0.9 — 0.99 2.6 mL 1
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2.3 mL

2 mL
1.7 mL
1.4 mL
1.2 mL

1 mL
0.88 mL

0.75 mL

0.61 mL

0.8 — 0.89
0.7 - 0.79
0.6 — 0.69
0.5 - 0.59
0.4 - 0.49
0.35 - 0.39
0.3 - 0.34

0.25 — 0.29
0.2 - 0.24
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(23~27° Ol A A A Z7HA AT 5 Q).
@ FUFEC EdUe =AE IV #HE 2-8° CollA 2

X0,
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rfe
=
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i
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>
oo
=
N
N

@ o] o [V &Y AAA wpo]dE A S8l 2o oF =

FE A= YE&ES &2 2-8° CoA A==
FEoloF sty FAA= ¢F Hoh
Q@ 3 =5 [V 93 [V A Yo A= AFESHA & B EFH A
k2t # 7] 8 oF 3o}
1.3 37 x4

14 FGFANN AU AE A3}

16 HE]H
S WA s 7t MIRY-FEA #
A LA '24. 9. 2.

SRS bt '25. 2. 14. 25. 1. 7.

[£9] HAR-HER AA BT B,
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O #HAFA : AEFHAA T F537) - AAF F8(2FA TA)) Aoz B A2F M. B35 37hH7A
1. M2 8% 83

AEA 5 AN
2 3 4 5 6 )
1 7t L 78 |4
o e e o A A S S I =
A= 9 O X | X | X[ X|X|X|X|X|X[X|X|X[|O|X|AIX|O|x]|O|O
A Z o] B O X | X | X[ X[ X|IX|X|X|X| X[ X|X|X|X|X|X|OxXx|O|O
AR ¢ 5. o] Egel AR A= - 7] S7F A AlEE AR A Tks
O AEAs 55
1 719 e A 9 PR B3 AR
6. YA Bl BH A=
7} QA EARA
7. =W 2ol A ] AR B SV F8 Sl 8% AR
8. 71e} B3l ojekEe] B4 Fo A A=
[&I AR S&telA]
o §F 470 ehFA
- Zob tig 27, A9l Ui 179 QAAE ABA AAT 2oke] FAR PK daol HAHY o
AL o AA&T ABVAVL flovw 34 JAANEL 2R A TR 2AE gge
Eha g
- BHEF Folsk BSA /W RolE e 45 kg oY BAY A%, §F T PN VT oFE
5 B5egen o #ATdA 144 v} B Fel YFHUS
o A WY IIANIENINL: T FAdssted tiHl EYUFFEY FAsctey wuFoll
AEZIZE SHOA LS HItets 3 YAAFEeR 13 HrEHS] MRD 54 Al ol /d Aol A
AFHE 56% HaAReH ol Al Aod JHHe w=s= FAY, MRD A
AN A= 60% AdH a7 dFEA o™ dA fHdo] g AFEAAME AFn a7t

- SeE EACIA AW, AFe] mE Aozt gow 654 ol AWl hE dhul EA %o

An7t dehon] S 457 B Aol ARy FEAY el FRVAL} Yvhn B ol

o 2o} U4 YAAF 1201202150 A4 HR ALL Zof &2 tja aretsiste ] oy Beusrg
gmaye PAA AE SUeA SUAL WIS 34 ARABOR Lol o ATFE ARAR
Aggol gol oY frEA BEAZ AAHA Wgkodt 14 BhAEA TAA RS 65% 9@
Za7t Vehgom OSE 67% AEw @izt dehd g @aEld BeUEry 95 Fuayol
FEFl FAAYS

Q)
- AR A TR mE FEA Fol7t S
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[eFo] & A 9]

Abbreviation or Term

Definition/Explanation

ACRIN
ADR
ALL
AMO
BITE®
BSA
CD
elv
CNS
COG
CR
CR1
CRS
CER
Cae
C\%
DFS
DMC
ECOG
EFS
FDA
HC3
HR
HECT
IBFM 55
ICANS
ICH
IR
KM
LR
MRD
NCCN
NC
NHL

American College of Radiology Imaging Metwork
adverse drug reaction(s)

acute lymphobiastic leukemia

Amgen-defined Medical Dictionary for Regulatory Activities Query
bispecific T-cell engager

body surface area

cluster of differentiation

continuous intravenous

central nervous system

Children s Oncology Group

complete remnission (or complete response)

firet complete hematologic remission

cytokine release syndrome

clinical study report

ateady-state concentration

cosflicient of vadation

diseasa-free survival

Diata Monitoring Commities

Eastem Cncology Group

event-free survival

Food and Drug Administration

third block of high-risk consolidation chemotherapy
high-risk

hematopaietic stem cell franspiantation
International Bedin-Frankfurt-Munster study group
immiune effector cell-associated neurotoxicity
International Council for Hamonisation
intermediate-risk

HKaplan-Meier

fow-rigk,

minimal residual diseage

Mational Comprehensive Cancer Network

National Cancer Institute
non-Hodgkin's lymphoma
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L 719 == 24 3 QLA B3 A=
11 AERE
e International Nonproprietary Name:
o ARt A&F  depdylol GAA AU AT BAXE §4 HZRTAH HEY] Fu8W
- A g aotdA Hepdyol GAA FA4HQ) M B AlZ g4 dEZRTAE uNEy
(ALL)®] & 89 A=m
o AL - A AA T AEE ol &3t ot B AlZE HIEF CDIY YA B AIZE #F o=
3te] Fole o]FEAH T AE JAAABITED EAZ THE v/l AX5AHS 23

12. 719 & A2
e S UFEEY
- BYUFEEYE A A T AlZ2E &8st o4 B AxE 2% ExA AT (CD1I
¥4 B AlxE FHOE Ao} AMEAIZ|E olF HolAd T Az #AAFABITEY) E4olth. T
MEe= F-CD3 FE(moiety)ol <3l ZA¥sH= HdH, 94 2L A4 B AHAxEzs I-CD19
E(moiety)oll 93] ZARET EUFEERTLS CD19 A8 AHEeG T HMEE YAHo=
At s AAEJAoH, o] Z8o dftow T MEef T AE Atolo] AEE&HAE AH=E
‘éﬁilﬂr(Offner et al, 2006). E2UFER wi/l T Ax S4st= A58 AelE7HQlIe dAA

FH rxl

b

[e]

1} FRbsoH(Klinger et al, 2012). @Y EUErRy 43 T A=z s
o] 2] °“é /‘1]27} O]—ﬁr"ﬂ AEHo 2 gIEE FFe AA™A AxzEH T A= 93 v¢
]

o

o

=
HALLS =9 2 T2 AqoA mldsstar v GAQ0 F=A
ARl dfQtolty. oA olHg HAdSIHHIAYA] H=
434 =7 A9 @HEE} FASHA =Hol A= AT, A
FHNCI Clinical Practice Guidelines, 2023). M2 I F 40%7} %
E.?—Aé mllglﬂg% 5\_0].01]/\1 7‘<_]1:/_]—Q 7].7<L 53} ol—o]tq o7 H]—/Kgg
o] th(International-Berlin-Frankfurt-Muenster study groupll-BFM SGI, 2010). B M= ALL
ALL ¢f of3olm Zoloxe] F ALL Fd F ¢F 85%F AAsta AlldAe oF 75%E
A $ttk(Inaba and Pui, 2021 2 Terwilliger and Abdul-Hay, 2017). #2l A5+ A HMH ALL A2
oF 50%2] 5 d HA AYE09E&S EoFrHHunger and Raetz, 2020). =g 2o kA=
S4% AdEo] Yok aokstA™ M B A2 ALL & Fuista WS ¥ }“ Agtoltt.
ALL & W7oz 3 A5 A= Bt AT olFo A7) A& 93] ¥o. ¥4
=45 HAARE 3o BE ALL $AE SXgdes EXE GASE W SOC Fetsistarys &
ZAL7NAE 7MW MRS & F1 o X 8A7F East
e ALL o] A 5ol Yutd oz b3 A @A, & +=84, 318 ¥ AW 35
FTTFAAACNS) dite ol Al @A Hxre ZA FolXth A 59 HxEE XE AAHY =%
MRD 7} £4¢ CR & &3t 51 % FALHOE AdS odistes Zlolth A ie IdWE o=
A3 SA8E 9%, I Ao HIFA[WBC] 7, A3 o), =8 F9 MRD el wzt
F3hE o], o] e FAA B8 54 HAFH FA ALY o]l wL A
2A-e A= 287 AAHEE FFHMoricke,2008 2 Schrappe and Stanulla, 2003). thA| &2
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zolol Mol AWE AL tdon & Wut 4Est o Eo

o F1 FYHGaPolE RE FELW ALHUY AT UV B F 0L 5 A,
1 o) °

HEEGACIE, MAAH, dIokAnBTHA, T2 HAEES sk AT Ity
oA F7I7F Egsol rh. dEtdyol Al A ALL o disiAe BE4A FuotA
AAA(TKD me wH8Me] ¥9d 5 Arh. s LAAER) A 545 Ued 8o
FTE ZERAXE OJHHSCD we Faayel AeHAWG AR FF HSCT o fFol wet
AxE4 Faststan e 2Pats 31 A58 FH SOC 7F froldt A #d 54 3 A%
AR g AwHe] Atk fFEaY, gaay, 23 fFAayed AgEs o THAe oA
Fostetay Zhed waEstA 4 2w fioh gepdyor A 54 AT B Ax F4
ATy wEne] Faayd 5483 59 T A8 gith
14 ARFES #4499 38T AL BH
* ICANS & =3¢t AA A AR, Ae|BIRl WE SFT
L5 ARFES 7R A Dol A7 AR
o ST FE AA ¢ o ofF g A -328(2024.07.12) 5.
b AERAD) Rk Fl
1.~2. (A%
192 BAYREEHFAA) |3 Beddol €44 249 AT BAZ Fa44
4 3Z=74 HE4s Ty
6. FFAHZH A #7F A= (CID 5.3)
6.1. AZANFAT] AHPGCP E4)
o AZGI7FS W)
6.2. AZANAAER 748 (CID 5.2)
o A 140, 24 24, 348 31 AE
o Y HEFE dTse A4 JAAFE E1910, 20120215, AALLI33IY
6.4. 9kl (CTD 5.3.3 R 53.4)
6.44. R kAN
D o} - 42 7 opEsha frAA
et setulHE A7E A Yoo dubel AA A4 8 Lob A@UdA shEE FEstth Ed
Eeur R Css @2 BSA 7Iibe] 84 - §F& 2712 T8 &% FFAA Ad ¥ 29

AR ke AT
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ol Fole= Al B Zof A AlFelAe] wlejzEl Al AT FAA AV 31 Fel yEd
PAAIE 14 o] dof B AR] AR ddEd B8 BYolA A EYUFERS i CL
ol A= FFS FUI Zo] 2dH Aok AT FAA dAVE EYUFERTE PK o mA=
Y& BFsst7] A FUHER] WY A Ae PK 2dE H2Hoes st

Al B ool AFUAdA 1,092 Woll thal SE Am AFolA AT M= 7.50kgHE 163kg 7HA
o2y 3 BSA 9 WSl 0.367m2H-E 2.88m271A] ol2F om AHe W= 0 AFE 85 AH7HA
ol2xla HAd2 618 Wolom g2 474 oA olHd Az HolA WMl AFohdA= 788

H

H(72.2%)°1 A3 ofAlol]l AR 181 W(16.6%)elUeH  FQl mE o= gtA =<l
A EFA7E 26 H@2A% I 71 /1F AT AFdidAE 97 HB.9%eIUT EF 323 q A
T GEA AR E9 150 HA3.7%) 0103 =Y A EE gGEAVE obd Al@ oAk A5
762 H(69.8%)01 o RZFo] Bl AP A -9 180 H(16.5%)°] ATt

AAs T3l AdoA ARG A F ool AY AfoxE EYUFEERWS CL o "z el
frojugt FaFo] WA gyt el Ao Ao zAtsrE £FETW FE CL # #HF 2
BSA) el Rzt o F#AAVE Atk AAFT SHATE Aol Al@UdAel A ofkE CL W+
A= Ao He oAtk

2) A" 7% % W7

A ALLGG A= zgd ALL, A& Ad®E ALL, I8 AEsEAY EB$A4<d ALL) ¥ NHL
NP EAANA  EEuFRRe] CL #< Hlusdd. =3 Al 8 &oF ALL  ojuk NHL
ANl B UF

gro] CL #e wastgch olgdt HmE s A¥ MT103-202 2
HA B dElen Az gd de 3 AHE A"

Age Amsy] 9 A BYUEERY FoE word AQudAst 47 A= AgE ALL # 9
Ag AE ALL Fol WA BeluRmge CL ge 49, 23 5FE A R Lol

£
ANddAe] g FAdelA @3 53(S NHL, ALL) 2 ALL 3 ##83 23 3r)(& 42 Add
ALL, Ag AddE ALL, ALEAY 2849 ALL) Auke] A4 FAIG o83 Azl dAHA
ALL o] A2 g A9l 2 zof AFtidal, ALL o] A& AddE A L ol AFhaA, ALL 2
ANA Ao A HFE BHogRE e Vz 2 t1/2z &S
Hlw g A3 23k §3 9 ALL 3 33 A8 Wr] ke 44 ojwdt ztol= AJAEA] Ut

z
o
B
1=
in
Al
i)
e
oo
ox
o\
ox
o
o
B o
o

3) A%l
CrCL %2 Cockcroft-Gault F2lez AT 7183 CL ARE AR 674 Ho] AHA
271%5(90mL/min - o] CrCL& RSP AZdida 154 Heol AF AlVls el (60mL/mink-
89mL/min 7}A ¢ Wlol] o]2+ CrCLE B om AJdhda 49 Hol 55 4l7]s A ol(30mL/min
2E 59mL/min 7kA9] WMo ol2& CrCLE HJut. =35 Al7l% Aoj(30mL/min =]¥+e] CrCL)
A= e BUFEES Algdd $55A &3t

olfgt BAE Bl B 7IeTH F5F AT BT 1t

X

Aol7k Aol AAHAT AR wE

S| S
WAk 655%HE 98.4%AA ol23L), AF U FFF A% o) AGUIANA FHE CL 9
WAL 7150 B4 AFHIANA F8 W olhgth Aol AdA FEAY L AR
ARHATE FAE QA B AF 2 F5F A% o) B O §F 28 AFAA
0_1—};5}
1o 1o .
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HEOFES FoiT wel @ 744 SeARE oldd e G i WA} W AZshol
g AEoltEe wEe WE slsdol gt FobE FAMDAE WSO W & Utks Zlojth Al
o9 o AW ZAHALL, NHL 2 ml9hy Ad) B A% 9= SDLBCLD A 538

Auko] AA 1% vkl ve Wy B #AAU A 9EE AFAE 1
A4 BYUERT dV FdE wgtn R NEE ARBOW AAYD 4 ABER 961

ofy
o

B3l &b APWAA 310 B F 9 Peld F-BURmG A wyel PEHUL, =T
gelolglth. olgdd 4 AWWAA 9 W F 7 We AP® veld F5H AL vEud
F-BeURRY FAZ WM AAE 2oh AFWAA 310 ¥ F ol FPE F-BeURmg

FA ol FAel oty ATt

aob M B Al ALL AEUEAE A=sH7] 93 EguFERTe] AR
-T2 dV FUAoR Tt A Fo] 45kg vIREQl AP HdARe] A-olA BSA Z1ubel &<l
15 1 g/m2/day(28 nglday & B4 &< ZDolw AlFo] 45kg o] AFhdAe] A-golA 188
28 nglday o ol#d YFE&F AHY o]&F A= AP E1910, MT103-202, MT103-203, 20120215,
T2]al AALLI33L oM v Al 3 Lo AdtidAtelAe EluFRy PK o I3 F84 o

FA Aol tF AA ARE wRow wnh

el AGgAcIA Y BUERE PK & 0@ 3719 ALL 2 NHL B WRE AZ te 4@

F3e Aue] ZA QBIALG. 1 A3 AP $W - §IFY BUURRYY FF FPYY FEe
SHE YTk 2ok AP G A 7

PR FEE A B2 APUAA T UEAS 1AL W (FEF 8T W) 4
A R 9 olWGom, olE Bl Aoksh 4 AWTAA AW Tl FA PK 7}
S E ot

45kg o142 NFUAANA DYFAE AgatE A 45kg vIWe ALL ABTHFA A BSA 7]ukel

[e)
g3t= A8 uglday & HEA &S A 28uglday B AAFAES WS AHUAAS
15 ng/m2/day(28 ng/day & A &S ZDE BSA 7]Hbe] EBHE wre AldudAtolA o]FH FAFS
=22 S Eh
28 nglday T 15 g/m2/day FoE W& 45kg o)) Aldohdate] 4%
7y 154 g/m2/day FHE W& 45kg vl Al FoidAtel vluddS w g4

m
i
>

o FEolAel Tol
#FHA otk o W= 4skg ol ¥l AWThuAelM BeuFmge] CL s AF el wA

fleol BEHALH, o] T8 45kg o AT TER A= o} &Fe Tl FUH=E
ST H A

ARl e PK o] o4k 29 1o d¥Eo] lom tso dA

A ol §AHE PK = e,
® AL o A2 A A4 ARUAACIE 20190360 o AFchaAsh AF MT103-202 2
MT103-203 o4 CR1 4BI2l A@thgAhst ALL of g A%s 4 AR MT103-202 %

1
MT103-203 ol A F WA <dAsH[CR2] JEi A AlFehd#ket AlE AALL1331 oA Hd)
@ ALL o] A Add A Al g2 A @ MT103-202 2 MT103-203 ol A1 CR2 el Al oh d=k<k

iy
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ANE AALLI33L olAe] Ayd)el ALL o] XS Aat® zof AFUAzHAE 20120215, 183 AF
AALL1331 &) Ao} A|dthAAh)

% 1 ALLel 1Ll 49l A@Thxk 2 ALLe] A& AME 49l APtYAsH AlLel Mg AdE ol
AFIEALA The) PROF fAERe2 s ALLe] 108l 2o} ARuaiEE Febel tha sl

First Relapsed ALL 1LALL

Blinatumomab PK parameters for blin in

consolidation for adult first relapsed ALL are
within the range of those for adult 1L ALL
Adult First Relapsed R e g Adult 1L ALL
u IriLLe apse i Study £1910 (no PK data)
Adult CR2 subjects in Studies MT103-202 '
& MT103-203 and young adults in Adult TLALL

Studies AALL1331 CR1 subjects in Studies MT103-202
/\ and MT103-203 and Study 20190360

Blinatumomab PK

parameters were Similarity of disease and response
similar in adult and o treatment between adult and
pediatric patients pediatric patients

Pediatric First Relapsed
Pediatric R e s s

Study 20120215, pediatnc subjects
in Study AALL1331

Target
population

L = 1stline or newly diagnosed; ALL = acute lymphoblastic leukemia; blin = blinatumomab; CR = complete remission; CR1 = first complete remission; CR2 = second
complete remission; MRD = minimal residual disease; PK = pharmacokinetic(s)

ALL o] Az Add Lo AddidAdAM e EgufFEy PK = ALL o] As A" Zof
AP At FArskE R CdldEn A Adid Al el SRR R CL g2 ALL o =& 2$
Wl 2A, 28 FAHeR ALL o] A5 AddE A o ALL o] A2 JdE AdS Hude o
FAFEAT. Al MT103-202 92 MT103-203 oA ALL o] A& A A Addida, 22 A3
AALLI331 oA ALL ©] A& Add Ad AR N=39)¢} #d3 TIUCHS) EdFryt
CL & 1.83(0.481 WA 18.4)L/hr Att. <4tz o= FT¢#CHS) CL kel 1.46(0.730 WAl 3.6DL/hr
S AlFE MT103-202, MT103-203, 2] 20190360 of S5¥ ALL o A= gddE A<l
A F O FACIA N=49) #d E2iyF 5 CL kel 9l ol sit

AR sof AR bell Akl SRR PK o fAMdol FYEHUY. EluyFEye] CL
< ALL o] AF Add AAF Lob AR ol ARSI 53] ALL ©] A& A" Ad
of= Aof AlFTidAl diel @ EHE= CL ghel He7E ALL o] A= gd 40 Ao datol A
7R ARst SHEM, olE Tl olFA ol AddAT Y] Hute]l 2A ddd EeUFRH
PK 7} #7t=2 ZAxdn. o3t datet JdaAHA Hd PK 24922 0.62 Al =] 80 Alef Wl 2X
AR EYUFRY CL 9o @x 7 HsAdd ZddA7E el dFsHNeH, ol& T3 A"
K ol &< mAIA 5ol sV U

TR BSA 7|Hbe]l R E AMESlr] wiEol 45kg mIRERI AFTiAl A AA EYURFET &7l
22bd o oy, aof 3 ARl ALL Al iAol A AlbE = 81 - 8 (45kg PRkl Al AT Akl
s 15ug/m2/day S 45kg o] AUl ARl whal 28 uglday)o® FEI FAHGH =E0

o)
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o] ojFl e},

F835 olH @ ARE o) ALL o] A= Avkd Lo} APl Aol BelUERY PK £ ALL o]
Ag ALE ol AFUWFAL FAE AYel AR TAA ALL o A= AwdE o
NG ALAE §W - S B ALL o A A Aok APHFAS ofel ALL ol
A AgE 4 APUAA B2 ALL o AR AvE 4 APtz o BEEE A% 55
3 gE FEE ARG o Bk

>

6.5. +EA & A (CTD 5.3.5)
6.5.1. FEAZJFAAAANE Nsa
[ 1] Frad<ddasd e
A
il PgAE AR ol g .
s AFAE A= L Bl =ai7) 7} Bt s
)
F=a9 2 4%y ¥, SLaPOE 59
Berdsol GAA $4 A7 Blaws BeluFRg dv wn Fel wi s
E1910 AE ALL & AHLoZ G| g dE o, 12} A A A =(0S)
(20129152) |[A<A AUl AANA AgE Az Fr]9 EUEEg 83 28 4 g/day 22k FAEAY Z(RFS)
374, &9 aA, dxE AY SHUFERY 1 F7] = 4 3 EYUYFEERY
2o & 2 F3 F-EA(treatment free) 713k
a3 o] ol3dlo R=N E
o e e BAT AR # 12 9 geluERg av
= T = T, a2 == 738 Lo
9% wslYE A7 B Az ALL|L#8Mm2day@8uglday & o7 13 $A A EEFS)
20120215 _ L S22 EE(Dlocke] FFa §1r@“"?.aﬂ(HCl 2| }
Aol AR A AldH THe2) 22} A A AY=(0S)
Zo o A = A}
oo R A= A S R 200 ) geEng av
HR/R: 218y ogx EgUyEry clV
Aol B Al AxnyA WEY|ILR FaHoR 33t eaHy Eguray
AALL1331 (oA Fa8He] d3ozA E(cV nd Fo. 12k F-A A =(DFS)
(20139021D) |BYEEYS H7FAYH, FERY (D F719 EYUERT &3 15 xg/m2/day |23} A A A =(0S)
W, A 34 AE SYUFERY 1 F7] = 4 3 EYUYFEERY
Fo 31 0 F5H 713
ALL = acute lymphoblastic leukemia; blin = blinatumomab; c¢IV = continuous intravenous infusion; chemo
= chemotherapy; HC1/2/3 = first/second/third block of high—risk consolidation chemotherapy; HR =

high—risk; IR = intermediate—risk; LR = low—risk
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EFS 20120215 | EFS is calculated from the time of randomization until the date of
relapse or M2 marrow (> 5% and < 25% blasts) after having achieved
a CR, failure to achieve a CR at the end of treatment. second
malignancy, or death due to any cause, whichever occurs first.

Relapse definition:
Isolated BM relapse: M3 marrow (= 25% blasts)

Combined EM and extramedullary relapse: M2 or M3 marrow with at
least 1 extramedullary manifestation of ALL; or isolated
extramedullary relapse only

RFS 20120215 | RFS is calculated from the time of CR until the date of relapse

(ad hoc) (isolated BM relapse, combined BM relapse, CNS extramedullary
relapse, testicular extramedullary relapse, extramedullary relapse at
other sites) or M2 marrow after having achieved a CR or failure to
achieve a CR following treatment with investigational product or death
due to any cause, whichever occurs first.

DFS AALLT33T | DFS is defined as time from randomization to late treatment failure
(disease status fails to meet pre-defined response criteria at end-
Block 1 or end-Block 2), relapse, second malignancy, or death.

Relapse definition:
Isolated BM relapse: M2 marrow (= 25% blasts)

Combined EM and extramedullary relapse: M2 (> 5% and < 25%
blasts) or M3 marrow with concomitant CNS and/or testicular relapse;
or isolated extramedullary relapse only

RFS AALLT331 | RFS is defined as time from randomization to event (late treatment
(ad hoc) failure, relapse, or death).
RFS E1910 RFS is defined as time from Step 3 randomization to relapse (defined

as reappearance of peripheral blasts, BM blasts = 5% and/or
extramedullary relapse) or to death without documentation of relapse.

BM = bone marrow; CNS = central nervous system; CR = complete remission; DFS = disease-free survival;
EFS = event-free survival, RFS = relapse-free survival

6.5.2. A U F(Pivotal studies)

<E1910>

D 3N FAEA

(1) Qubre

Ald E1910 (20129152) Hetdaol dAA 4 AT+ B ME ALL & A5 gk A4l

AP E 304 o] 704 ol3held FTa 3staWa wy F43te B

FHAE T Fe 95 vl Agss, A4 WA A A 3 A, FHH v

Al EI910 & A2 FddE AJAB0 A WAl 70 A) AF B AX ALL AE
&

gersista ] = dibl Fa ggsieta sy} wol FoJdk= blinatumomab o F&EA # QFHA
ATets I FA A 3 A, FRANA, g Algelt.
AAQ NAWAAE 270 25 ML HE F5 ﬂow}ﬂﬁtﬂ gttt A 1, Al A ). #3 =

%, CR/CRi AHI Al@thdas AEE&

HHOkTHEAl 2, Al B ). 71 % 3] % MRD AEiE #H7)s
disease) &4 Al@h’A7} blinatumomab 2 F7]&

o] = & F7|(blinatumomab ¢ 3 F7DE FAWEE FLsstaHol FrhzE< ?71, 18 o
blinatumomab ¢ 4 F7|(A C Y Fi Fgststaiel F7EAQ 4 F7](H D HE 27 98l
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R EELEIGRIE)
7 o NPUAAE LS 79 5 U G Tl gk
BYURRG S AEAAL A F3 F SAFLEE

AR AHRE 25 W E¢ POMP

SU&E FugTeA 4 E ). B1 3
Aol weh HEold HSCT 2 AWT & A, F5ol 3 =
2 %709 RAUFRY Fo ¥ EE gzTdA: 43 F5ay F AAEA 4

g

a9 2. A E1910 Al =4

Step 0
P
R
Step 1- Induction —Arm A
E
R Am A, Cycle 1 (28 days) Am A Cycle 2 (42 days)
R Cytarabine 70 mg IT d1 Cyclophosphamide 1000 mg/m” IV d1,
BT 20, 29 (Patients > 60 years give 830 mg/m*
Dauncrubicin 25 mgfm™ IV Push d1, 8,
E E 15,22 o pertigee) . —>| 1o [——»| Offtreatment
& G Vincrstine 1.4 mgim® IV d1, 8, 15, 22 f}"“zr;_*g':"sféa'gg’"" WorSCd 145
Centralized (cap sach dose at 2 mg tatal) : b -
| immunophenatyping | Dexamethasons 10 maim’ PO di-7, 15- 5 Mereaptopyrine: kol HG A3,
> performedto ol 21 (cap at 20 mg per day; days 1-7 only
5 determine patient | it age = 55} P 2000 1Uim™ 1V or IM d 15
t if = 55 dose at1 vial Intensificati
E“grgl\;‘béitfm— g Methotrexate 12.5 mg IT d14 +/- 1 only t3°-,'"5'4'} I;uuggc Ao Al dERRE » %’? — c}ée e
T L 7 CRi Schema ii
Pegaspargase 2000 1U/m" IV oriM d 18 Msthotrecate® 12.5 mg IT d1, 3, 15, 22 =
T (OMIT if age = 55) (cap dose at 1 vial or b i el el e
R 3750 1U) )
E MRD - Assess at the time of count
% MRD" d 28 recovery.
R Rituwemal 375 mafm” 1V d8, 15 if CD20 Rituximab 375 maim® IV d8, 15 if CD20
T positive (opfonal) positive (aptional)
— *time of Minimal Residual Disease (MRD) assessment
I
[¢]
M
Consdlidation Cycie 3 (42 days)
= ‘35 WH N‘pum °",:' taa2 s Consoligaton Cycse S (28 aaye)
Conscidaton Cycle 2 (28 days) mu“’f“ TP 181, 15 22 foap emct dove:at 3. Congolidation Cycke 4 (28 cays) Cytarabine 7S mgama IV or SC 418
Cytaranine 75 mgim2 IV or 5C a1-8 [for those mitally andomized 1o Etopotioe 100 mgm* 1V 018

AmC —m

AmMD ——

10 mgim® PO a1-7, 15-21 (cap at 20 mg/

= Cexametnasone
Eloposioe 100 maim’ IV a1-5 GRY. days 1-7 Only I 3ge = 55|

Y

Slinatumomab 25

Metnomezate” 12.8 mg IT a1 - 1

Ritzimab 378 l;g;rﬂ' Vas fcon
positve (option

Matmctrexate” 125 mg IT 42 +- 1 ﬁoﬂ;ﬁw
Cyclophosphamios £50 mgm?® IV a29

Cmblh! TEmMMZ IV or SC 930-22. 3740

continuous WLEEN

Metnolrexate’ 125 mg [T 01 +- 1
Rituximab 375 moan’ IV 08 # CO20
Positve ioptional]

Consoliaation Cycle 2 (28 aays)
Cymwanne 7S mgim2 I o SC a1-5
Eroposice 100 mom’ iV 81-8
Methotrexate® 12.6 mg ITat =41
MRD - Assess 3t the e of count
{ne banatumomat rm only)

Ripemab 375 moinr W 65 It CO20
postive (ophonal

ap 0 mgimz orally 20-42
Fituximab 375 mgeTT® 1V 2 ¥ CO20 posiiv (optona)

Conmsolication Cycle 3 (42 Days)

Daunorubicin 25 mg/m’ IV Push d1, 8, 1522

wancrigone 1.4 mgan’ IV a1, 8, 15, 22 (cap $ach cose 3t 2
mg folal)

ﬁmmﬁgéﬁ at-7, 15-21 (cap 3t 20 myg/
Memotrexate” 125 mg T d2 - 1

Cyctopnosphamioe £50 mgim I a29

Cytarabine 78 mam2 IV or SC 630-33 3740
E-Mercaptopurine 50 mgém2 orally 2043

Ritudmab 378 mgem® IV 08 f CD20 posifive (opbonal)

Coneotastion Cycie 4! (28 days)
Cytarabine 7§ mg'm2 IV or SC a1-8
= 100 mginT 1V d1-5
Msmotrexate’ 125 mg T ol - 1

Fiximat 375 mamy IV oS 1 Coo0
[POSTIvE (oplionait
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Step 2 — Intensification — Arm B

Step 3 — Randomization

Intensdficaton

1 Cyele Only (28 days)

Methorrexate 3 gim” IV 41, B

Pegaspargase 2000 IWm® IV or IM &0, 1000
IUim* for patients > 55 years (cap dose at 1
wial or 3750 W)

Leucovorin rescus 10 mgim? IV g & hours 1 4
doses beginning 22-24 hours after completion
of MTX; fhen 10 mgfm” PO q & hows x 72
hours

MRD - Assess 2t the time of count recovery.

i MRD |

positive

i MRD

negative

goczy:uH:um—ew—om:u|

mmM =

Arm C = Blinatumomab):

Am D

continuous infusion for

Consolidation Cycle 6 (28 days)
(for those initially randomized to

Blinatumomab 28 mcg ggrdday by
ays

Allngensic BMT

Arm C Blinatumomaky

Cycle 1 (28 days on. 14 days off)

Blnatumomab 28 meg/day by
continuous infusion for 28 days

2 weeks rest
Cycle 2 (28 cays)

Bimatumormab 28 megiday by
continuous infusion for 28 days

Assess for MRD 2 wesks after

compietion of cycle 2

For those with 3 suitable donor who ehect
1o proceed to BM

Consoidation Cydle 1 {28 days)
Cytarabine 75 mg/m2 IV or 5C d1-5
Etoposade 100 mgim® 'V d1-5
Methotrexate® 125 mg Mdl #~-1

/ N

EE’U mwgw IV or M, d5,
1 i > s [cap dose at
1weal or 3?‘015‘ 5

Rituimab 375 mgim™ W &5 if CO20

postve munonal

Consolidation Cycle 1 (28 days)
Cytarabne 75 mg/m2 IV or 5C d1-5
Etopeside 100 mgim® IV 61-5
Mathotraxate 125 mg IT di -1

Am D No Binatumomab

FPabents randomized 1o not receive
proceed drectly to

allogeneic BMT or 1o consobdaton

binatumomab may

chemalherapy

Pegaspan 2000 Pm® IV or IM_d5,
1000 fUfm’” if age = 55 years (cap dose at
1 wiak or 3750 1)

Rituximab 375 mg/m® IV d5 f CD20
positve (optonal)

Alfiogeneic BMT?

RN

For those with a suitable donor who elect
to proceed to BMT

Step 4 — Maintenance — Arm E

@) TAA B

0S ¢ A, 0.025 o+
el MRD

o
=4

M g =1
AN aket 94 A9

st e Tol A SOC 34st a3} ]

Aol

ot 3 W

OS Hl&o]

Y

Maintenance Therapy
To continue for 2 ¥ years from start of Intensification (Arm B)
Vincristine

Prednisone
Methotrexate®
B-mercaptopurine
Methotrexate

1.4 mg/m® IV d1 (one dose) every 3 months
(maximum 2mg/dose) with Prednisone

60 mg/m® PO d1-5 every 3 months

20 mg/m* PO or IV once per week

75 mg/m® PO/day continuous

12.5 mg IT d1 (+/- 3 days} every 3 months

A2

29 AEL olg
S
w3 Agnlel 45% A
5% A 64%=2]

=Tl A 35% &7 AFE&H AFHA &F2 A DA

2 5%

488

3 83T AR
D dFEAA=R

n}) + 2023.06.23)
Heol Agagart 9A 1 4= 29l

T A
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of FA9) MARNAY SEHYL AE D 4% 9 F 9 3 BT ZREARE YRR
Hzbol Tt SOC gstatol 152 1, SOC 38t a e

Molzakel ITEA B EAHL F RAF 3 g #FL F ol AA AduaAe] o
A AETE JHGLARCIT, HEEe AWUAATE WAoo HEHaIYA mi
AFDAGTORG. A9 FIRADE 510 (0 - VA, 5% AYAAL 55 A
413%9) ARUAATL 554 ool gtk A B4 oA wMBge] T L0%elUTh tRE
AR} FF B et Y IEECOC) A A 067.1% EE 1 G8.7% SLshah

z M

3 #&y A
() 24 A=
O MRD 4 A

05 FARE /108 FYe GRRGH WA Rejshe SOC ARAWT 2 S0C Hay
W5 mFlA 45 ol Yt

SRR} Mok Felshs SOC a4 SOC sstaw @swel v 05 7 A=
Fol8A AR BAEW.00L, BF F3 21 29 4F) wo Ux HhM5E G4 Cox 37

2499 OS 3 gvl= 044 (95% CL 0.25, 0.76)981, olv EVFERTI WHZol Fost= SOC
slst @ oA OS o g AP EC] 56% HAaAS<S /]U]s]":]' (24 3). F FATA OS FLdgtel=
SgetAl ZFUth 5 d Al OS o Wi KM FAA = EUFERH HAol Fost= SOC
s}t QAN A 82.4% (95% CI: 73.7, 88.4)R 3L, SOC &3t Toll A 62.5% (95% CI: 52.0, 71.3)%3 T}

a3 3. 7249 #iA gA(EA 3) MRD 2430l thek Kplan-Meier 24 A& - A& E1910 ¥} B4 47

R Strafified Log Rank: p = 0.001
0.8 4 14 | Hazard ratio (85% Cl} from straffied Coxregression: 0.44 (0.25,0.78)

- PO U0 - R ——— B ———H

0.7 e i3 3
i i )
aiid Hikg -+ k.

Survhal Probability
=
m
1

7 Mumber of Su bjects at Risk:

ol B 107 100 Bg 60 32 18 4 0

Z 112 o7 28 71 45 20 10 4 0
T T T T T T T T T T T
] 1 2 3 4 5 ] T B g 10

Years

Treatment (M = wd: Median (05% Cly
—— 1: 30C Chemotherapy + Blinatumomab (N = 112 NE (ME, NE)

2: 50C Chemotherapy (N = 112k NE (5.5, NE)

MRD = minimal residual disease

0S Fxad 7|7 T2 EYUFETH Hdol Fofst= SOC st arwolA 4.6 dojar SOC

.0 .
= AdAEAE ddez & OS #4 Aot dAsHA, Cox ®l# #9d =de 0S +3}
A@vl= 040 (95% CL 014, 1122, EUFEHIH Hol Fost= SOC Feamdto #3



Aotk (1Y 4. 05 FUghe LelUFE@s wgel Fesht SOC sstaMie] A% of
9abA gky SOC shstawl wETolAE 19 Woldirh 5 @ AWl 05 of td KM #43
YUFE R Hzdol FosteE SOC 3Hea oA 70.1% (95% Cl: 52.0, 82.5%1, SOC 318 ey
oA 37.8% (95% CI: 17.8, 57.7) o}

o ()

ode bR

a9 4 549 wiA == 55 dAEA 3) MRD A3l thet Kplan-Meier %4 A& - A1&@ E1910(4] 3 MRD
P B
1.0 = Hazard ratio (5% CI) from statfied Cox regrassion: 0.40 (0,14, 1.12)
0.9 |
z?j | | LR L P i IR
2 O t f I
g D8
g 05
T 04 i
g 0.3
0.2+
0.1
oy Mumber of Subjects 3t Risk:
1: | 40 a5 a0 28 18 11 10 8 o
2 [ 22 12 10 9 g 5 3 0
0 ] 2 3 4 5 6 7 8 ° 10
Years
| Treatrnent (M = xd: Median (85% CI)
—— 1:50C Chemotherapy + Blinatumomab (N = 4€IkN£tN" NE) 2: 30C Chemotherapy (N =22} 1.8 (0.8, NE}
® WA RADATEA)
05 #A#F 77te] T LUFuEs WMol Fejsht SOC HehawFE 2 SOC sty
SET BFolA 45 dolth
Az HrASeE AXEHA, Cox Hl#E A8 mdel 0SS 53 Agnl= 047 (95% CL 0.30, 0.7H)=,
SYUERTY HZol Eost= SOC 3teafae] felst AZAodg (I8 5). o= FAAA= 0OS
TYHols =gk Fskth 5 d AFY OS o Wk Kaplan-Meier +8%&= EgjuFRytat Wzo}
Fost= SOC st eyl Al 79.1% (95% Cl: 71.4%, 85.0%)% 1L, SOC 338t e dEFolAl 58.3% (95%
Cl: 48.8%, 66.7%)%3t}.

a9 5. @A 304 MRD 443 2 MRD 435 533 Kplan-Meier 4| A& Alg E1910 @A 3 B4+

104 Pk
02+ P
(T e B L T ™
0.7+ 1
06 Wiy (T R S

05 X - +—iH
044
024
02
0.1+
00+

- Hazard rafio (85% Cl} from stratiffied Coxregression: 047 (0.30, 0.74)
i

Sunival Probability

Mumber of Subjects at Risk:
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Treatment (M = ) Median (85% CI)
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2: 30C Chemotherapy (M = 134) NE (4.3, NE)

_46_



(2 FALAY=
@ MRD &4 Algdid=t
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[ 3] ulAd & Z3 v-S(MRD H77bsT) -Alg 20120215 #HF5 B4

HC3 =T ERET
MRD % (N = 56) (N =254) 7 8 3o
Number of subjects assessed 49 49
MRD response - n (%) 26 (53.1) 46 (93.9) 408
(95% Cl) (38.3, 67.5) (83.1, 98.7) (25.3, 56.3)
p-value? < 0.001
MRD response by flow cytometry
Subject status
Number of subjects assessed 55 54
MRD response - n (%) 33 (60.0) 50 (92.6) 326
{95% CI) (459, 73.0) (82.1,97.9) (17.9, 47.3)
p-value? < 0.001

HC3 = high-nisk consclidation 3 chemotherapy; N = number of subjects in MRD Evaluable Set;

MRD = minimal residual disease; PCR = polymerase chain reaction; Cl = exact binomial confidence
interval.

MRD Evaluable Set included subjects for which evaluable baseline MRD marker could be found with either
of the MRD assessment methods of PCR or flow cytometry.

Number of subjects assessed included subjects in the MRD Evaluable Set who had a baseline MRD marker
for the respective assessment methods.

MRD response was analyzed at end of treatment (cycle 1 day 29) of investigational product.

Subjects who were part of MRD Evaluable Set and were missing at the end of treatment (cycle 1 day 29)
assessment for respective MRD assessment methods were considered not to have had achieved a
response.

Polymerase chain reaction was used as the main method to determine MRD response, but the flow
cytometry information was also analyzed.

Percentages were based on number of subjects assessed with respective methods PCR and flow cytometry.

3 Cochran-Mantel-Haenszel test adjusting for the stratification factors: age (1 to 9 years vs other [<1 year
and > 9 years]), and marrow/MRD status (M1 with MRD level < 10 -* vs M1 with MRD level = 10 - vs M2).
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a9 8. AALL1331 A @ 54

| 1" Relapse B-ALL (On Study) |

1 Pre-treatment Evaluation |

|

Block 1

]

Evaluation 1 '

'

¥ '
- HR/TR LR
= HR/IR Randomization . LR Randomization
o S i
—
=]
L]
“*E Arm ¢ Arm D
2 ¥ v
& Arm A Arm B | Block 2 |
] 1
T T
Block 2 Blinatumomakh e .
(1* eyelc) Q—I Evaluation 2 [ I
"
l l = Blinatumamab
L ] ! 3 J
i ; : Continuation |
[
I‘nnrgt;;_nsali::::h, or Block 3 e — o Continuation |
(2™ eyvele) I I
Blinat ab
Yoy ¥ ¥ Contimuation 2 E,‘L:’:ﬁ:‘
I Evaluation pre-HSCT ]—b 3 -
bt DZ\ I 3 Continuation 2
Pratocol Elisible Mainicnanse®
Therapy igible J
Lneligib]
sl P HS:"I" e l Blinatumomzakh
vage Therpy ‘ [ 3 e,
(Blinatumomab-S) l {37 cycle)
Up 1o 2 Cycles ™ ‘ OIf protocol therapy |

Maintenance”

B-ALL = B-cell acute lymphoblastic leukemia; CNS = central nervous system; HR = high risk;
HSCT = hematopoietic stem cell transplant; IR = intermediate risk; LR = low risk; TF = treatment failure
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T A$ 43.2%095% ClL: 33.7%, 52.2%) T
0.67(95% CI: 0.46, 0.97) .
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6.5.5. I/l o]’ A@oA d& A5EA HIlA

SEAD

4= Ag E1910, 20120215 2 AALL1331 9] 8 #3824 Z34E Yeld Aol ol A5+ 423
& Am ool uath:

@ Al E1910 A 4 (2023 9 6 € 23 &)

@ Alg 20120215 HF £4(2022 @ 11 € 21 &)

@ AlE AALLI331 53 B4, 44 B4 A5 342022 d 12 € 31 €)

3 A9 AW mRolA, Eaaw

RFS/EFS/DFS o] ¢]o] 3324l

A A5eh TSt R0l

ol
NP EA & = O E3UuTh

/N

mlE

[ 4] A7 Age) FEY AF - AA AR, TAT AR, TAA AR, FAY A=

A E1910 A2 20120215 A2 AALL1331
MRD+ MRD- A A HR/IR LR
Blin + SOC S0C Blin + SOC soc Blin s0C Blin soc Blin + SOC soc
N=40 N=22 N=112 N=112 N=54 N=57 N=105 N=103 N=127 N=128
0s
Median, NE 224 NE NE NE 256 NE 55.2 NE NE
months (NE,NE)  (74,NE}  (NE,NE)  (66.4, NE) (NE, NE) (17.5,NE)  (64.8,NE) (24.0,NE) (NE.NE)  (NE,NE)
(95% CI)
KM 5-year 70.1 37.8 82.4 625 78.4 414 60.6 49.0 90.6 779
(esgf_‘ﬂgf)% (52.0,82.5) (17.8,57.7) (737,884) (52.0,713)  (64.2,874)  (263,559) (50.2,69.5) (36.5,58.7) (83.5,948) (69.2,84.4)
Yo
RFS/EFS/IDFS RFS EFS DFS
Median, NE 72 NE NE NE 78 408 12.0 NE 432
:‘;‘;ﬂm&} (NE,NE)  (2.2,NE)  (NE,NE) (615 NE) (24.8, NE) (5.8,134)  (144,NE) (96,228) (60.0,NE) (36.0,NE)
0
KM 5-year 718 394 77.0 60.5 578 27.6 49.4 285 597 432
estimate % (54.8,833) (19.3,59.0) (67.8,838) (50.1,694)  (425,704)  (162,403) (395 585) (29.0,48.0) (4956, 684) (33.7,52.2)
(95% Cl)

Blin = blinatumomab; EFS = event-free survival, DFS = disease-free survival, HR = high-risk; IR = intermediate-risk; KM = Kaplan-Meier; MRD = minimal residual
disease; LR = low-risk; NE = not estimable; OS = overall survival, RFS = relapse-free survival, SOC = standard of care
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[ 5] Al'g E1910, 20120215, AALL1331 ¥ EUDRACT 2016-004674-17 tigt wWE} &4 23}

A & RFS/DFS $13 4]
A3 A2 4 aASE i 24 (95% CI) (95% CI) 72 gy
E1910 First line MRD negative Blin/chemo vs chemo 0.44 (0.25, 0.76) 0.53 (0.32, 0.88) 23 June 2023
E1910 First line MRD positive Blin/chemo vs chemo 0.40 (0.14, 1.12) 0.37 (0.13, 1.03) 23 June 2023
20120215 Relapse 1 N/A Blin vs chemo 0.33 (0.186, 0.66) 0.37 (0.21, 0.63) |21 November 2022

(long-term follow-up
completion date)

AALL1331 Relapse 1 LR Blinfchemo vs chemo 0.48 (0.25, 0.94) 0.67 (0.46, 0.97) |31 December 2022
AALL1T33T Relapse 1 HR/IR Blin vs chemo 0.66 (0.43, 1.00) 0.73 (0.51, 1.07) |31 December 2022
EUDRACT First line N/A Blin/chemo vs chemo 0.15 (0.04, 0.62) 0.22 (0.09, 0.34) | 31 August 2022

2016-004674-17=

Blin = blinatumomab, chemo = chemotherapy,; DFS = disease-free survival, HR/IR = high-risk/intermediate risk; LR = low-risk; MRD = minimal residual disease;
NiA = not applicable; RFS = relapse-free survival
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