_ AT Y AT AT T AY Y AT AT Y AT Y AT AT Y AT Y AT AT Y AT Y AT AT Y AT Y AT LAY Y ATV Y AT AT Y AY Y AY LAY Y LAY Y AT LAY Y AYY
A Y Y Y Y Y ALY Y A Y Y Y ALY Y A Y Y Y Y ALY Y A Y Y Y LAY Y A Y Y Y ALY Y A Y Y Y AY Y AT Y Y Y A Y Y ALY Y Y Y LAY Y LAY Y Y Y ALY Y.L

d) N OVART I S J 13V T 4R I7—HREn

[REREIERR

T105-6333
RRMEXE/M1ITE2B3F1LS
E/MELIHZE T—
https://www.novartis.co.jp

MEDIA RELEASE

202245 H 25 H

OB BIFRAAL
VT 4 AT 7 — v RS

JNILVT4R IT7—7, EHEHEERNKRELE L TERA. FiF
FA#F STAMP BEERZHT % M2LTVUYH RO EHFE

VT 4 AT 7=~ R Ett ((RETHiEER  vA - U— LUF T 237 ¢
A TZy—=] ) 1%, KA, [EEEERICEPUE X IIARME OSSN A E ) 12
LT, BAT U v 7 AOFE20 mg, [F40 mg (—fi%4 : 7 I =7 HgE) (U
T, BTV R) ) BRELEZEEZBMOELET,

BHgHEa iR (LT, CML) 1L, 5 FERETH LT r v —BHEH

(LLF. TKI) OBSGIZE D | EBFETORBENAIRE2 B MERIC s T2 & b E b T
WETL

L)L, TKHEE A =T T 5 BE I AOKPEE T, BITEOTKURFEIZHEGUME: & 70

5. ETIFRWERIC X v Rk < R A RINA 72 EOBRHIZ LY | I
BR SNTIBEEN S, BIOREIRICAT SN TR, 29 LEBREIAILBNT
I, BIRTEX DIRIFICRYNH D LWV FENH VY F 97310,

(v A7V w27 Z) 1%, ABLI U A MAIVIRT v b &R BAICEER) &35 STAMPIH.
EEREW D JEROTKIE X B AERBF 267 58 LW CMLIBRIE T2t

(LT v 7 A OIFITONT, 2T 4 A T 7 —<HRREH DR
TbdhborL A« U—TRD L I ITBERTWET,


https://www.novartis.co.jp/
https://www.novartis.co.jp/

Page 2 of 4

[CMLIEH#IZZ O204EH TOH I F LR ZZT TV E TR, ZhE TOTKIERE
TR BHZIEL TR, FREAICX Y BEERICKEEL KT X5 72
BEIABNLSLLWET, SEO AT Y v 7 A] FiElcky, 29 LA
B ETHH LWIRFRRINE 22425 2 ENATREIC e~ Z 2 R L < B
T, VT 4 RTEE S ADOIRE, EEOEom EICERRT L ABEL
T, 5% b, CMLIBEIZEANZEY A TEND £9, |

LTV OR] (—f% : TOSZJIERIE) (TOUVT

e L7V w27 2] 12, ABLI U X M ARY v FEFERGICENE LTERT 5
CML G T 1, Z OFBEAEF L, e C I STAMP BLEER & LT
oA, 2180 Eo TKITBERRO H 5 CML BE ORGSR L, A fsE e o
FFEAE L HEE T 5 BCR-ABL1 B FOLERZ LR TE A A[etEndH v £9- 1121
LTV v 7 R E, A7X =7y MHIRIFREN TH -7 2 & b iR
OARIILTUVWET 21

(L A7V w7 21 13, KET2021 411 A, 2KILL B0 TKIIZ X 218D H 5
T4 TTINT 4 T GREIEEME RS S (LLF, Phe CML-CP) O EE
(40mg 1 H 2[E, 80mgl H 1[A]) | BIUTIISIEEZH T 25 Phe CML-CP DJ
ANEBE (200mg 1 H 2[8]) OIFEE#EIE & L CRRBZIG LT\ ET,
AFUZIBNTSH 202243 A 28 H,  TRHAESKICHGIHE SUIRMZ D&M fitE H
My | ok U<, BERGERGRZIS LE LT,

FOERGEARIGY V=213 2656
https://www.novartis.co.jp/news/media-releases/prkk20220328

* 2 AILL B TKIC & BIEFEED & 5 Ph+CML-CP IZ%4 5 80 mg 1 H 1 [E# 5, BL TSI ER %
A9 % Ph+ CML-CP |25 5 200 mg 1 H 2 E#FGIC>WTiE, HAR TIEARKER,

J N T 4 RADOCMLIZHT HEY HAITDOLT

I VT 4 A0, BYEEREME AR (CML) ORERGEm A2 B L. 20500 BT
ZEBIFICH D fA TWET, CMLIZ, 2 ODRESAICE > TEMOATFERHEH LW
HIMFE S EBIERBIZED Y £ LR, 20T 4 A0SR E £9, CMLOIA
BIEZBR L, < OBFE S AMNER L 9 DIREEKPIESC RN 2 & ORI
L ET, £70. /T 4 REEHB L, BEIAICE > TRk ATREREFEA~T
JHATELLIRIIL, Z7ua— ULCMLa R 2 =7 ¢ LEEEL 2N 5, CMLIA
BEORKAHINTENY 4,

JNNVT 4R IT7—IH%RAERICONT

JNIVT 4 A T 7 —< R EIE, A A A N—B IR E B < EIEGLO 7 0
— NNV —=F T H == NV T 4 ADEARENTT, 20T 4 AR,

FOFRELETZRONREADOZDIZ, 2B OEIY, & ERO AR ZHIN T
FI, /T 4 AFHRA TR ADHEZHEL TEBY ., $EALLEOBEEZE I A
BENET LN THWET, /2T 4 AT IR — A=V TELEE

VY, https://www.novartis.co.jp

Uk


http://www.novartis.co.jp/
https://www.novartis.co.jp/news/media-releases/prkk20220328

Page 3 of 4

&
1.

10.
11.

12.
13.

14.
15.
16.

17.
18.
19.
20.

21.

% XXk

CML A7 — g M HEYE B 5 OZR B #Y A b heeps://www.gan-
kisho.novartis.co.jp/cmlstation/cml/movie-basic/cml01

12021 47 @A REE P R B A RS ) B AR A M (CML) B3 - FiEOR TWThos) 2021
HRFT 7 — 1 https://www.izumi-cmljp/pdf/2021_CMLsurvey_izumi.pdf
Flis S, et al. Chronic myelogenous leukemia, a still unsolved problem: pitfalls and new therapeutic possibilities.
Drug Des Devel Ther. 2019;13:825-843.
Akard LP, et al. The “Hit Hard and Hit Early” Approach to the Treatment of Chronic Myeloid Leukemia:
Implications of the Updated National Comprehensive Cancer Network Clinical Practice Guidelines for
RoutinePractice. Clin Adv Hematol Oncol. 2013;11(7):421-432.
Cortes JE, et al. Long-term bosutinib for chronic phase chronic myeloid leukemia after failure of imatinib plus
dasatinib and/or nilotinib. Am ] Hematol. 2016;91(12):1206-1214.
Cortes JE, et al. Ponatinib efficacy and safety in Philadelphia chromosome—positive leukemia: Final 5-yearresults
of the phase 2 PACE trial. Blood. 2018;132(4):393-404.
Garg R]J, et al. The use of nilotinib or dasatinib after failure to 2 prior tyrosine kinase inhibitors: long-term
follow-up. Blood. 2009;114(20):4361-4368
Hochhaus A, et al. European LeukemiaNet 2020 recommendations for treating chronic myeloid leukemia.
Leukemia. 2020;34:966-984
Cortes JE., et al. Final 5-Year Study Results of DASISION: The Dasatinib Versus Imatinib Study in Treatment-
Naive Chronic Myeloid Leukemia Patients Trial. J Clin Oncol. 2016;34:2333-2340.
Steegmann JL., et al. European LeukemiaNet recommendations for the management and avoidance of adverse
events of treatment in chronic myeloid leukaemia. Leukemia. 2016;30:1648-1671.
Rea D, et al. A Phase 3, Open-Label, Randomized Study of Asciminib, a STAMP Inhibitor, vs Bosutinib in CML
After> 2 Prior TKIs. Blood. 2021. DOI: 10.1182/blood.2020009984. PMID: 34407542.
Novartis Data on File, 2021.
Cortes JE, et al. Asciminib, a First-in-Class STAMP Inhibitor, Provides Durable Molecular Response in Patients
(pts) with Chronic Myeloid Leukemia (CML) Harboring the T3151 Mutation: Primary Efficacy and Safety Results
from a Phase 1 Trial. Oral presentation at: ASH Annual Meeting; Dec. 7, 2020
Wylie AA, et al. The allosteric inhibitor ABLO01 enables dual targeting of BCR-ABL1. Nature.
2017;543(7647):733-737.
Schoepfer J, et al. Discovery of Asciminib (ABL001), an Allosteric Inhibitor of the Tyrosine Kinase Activity of
BCR-ABL1. J Med Chem. 2018;61(18):8120-81335.
Hughes TP, et al. Asciminib in Chronic Myeloid Leukemia after ABL Kinase Inhibitor Failure. N Engl ] Med.
2019; 381(24):2315-2326.
Hughes TP, et al. Expanded Phase 1 Study of ABL0O1, a Potent, Allosteric Inhibitor of BCR-ABL, Reveals
Significant and Durable Responses in Patients with CML-Chronic Phase with Failure of Prior TKI Therapy. Poster
presented at: ASH Annual Meeting & Exposition; Dec. 5, 2016.
Ottmann OG, et al. ABL001, a Potent, Allosteric Inhibitor of BCR-ABL, Exhibits Safety and Promising Single-
Agent Activity in a Phase I Study of Patients with CML with Failure of Prior TKI Therapy. Blood.
2015;126(23):138.
Mauro MJ, et al. Combination of Asciminib Plus Nilotinib (NIL) or Dasatinib (DAS) in Patients (PTS) with
Chronic Myeloid Leukemia (CML): Results from a Phase 1 Study. Poster presented at: EHA Annual Meeting;
June 15, 2019.
Cortes JE, et al. Combination Therapy Using Asciminib Plus Imatinib (IMA) in Patients (PTS) with Chronic
Myeloid Leukemia (CML): Results from a Phase 1 Study. Poster presented at: EHA Annual Meeting; June 15,
2019.
Manley P., et al. The specificity of asciminib, a potential treatment for chronic myeloid leukemia, as a myristate-
pocket binding ABL inhibitor and analysis of its interactions with mutant forms of BCR-ABL1 kinase. Leukemia
Research. 2020;98


https://www.gan-kisho.novartis.co.jp/cmlstation/cml/movie-basic/cml01
https://www.gan-kisho.novartis.co.jp/cmlstation/cml/movie-basic/cml01
https://www.izumi-cml.jp/pdf/2021_CMLsurvey_izumi.pdf

Page 4 of 4

<BEER>
e AT Y v 7 28EC] ORLGAEE

Hama -
LT Y w7 AFE® (20 mg, [Fl 40 mg)

— 4 :
TV =T HEERE

SEEN TSR
AITVE IR SR T SR O M B Bl i

RZERUAE
WL, RAICIET VI =7 L TC1H40mg 2 1 B 2 [0, ZZERKICRAKST5,
B, BEOREICEVEERET D,

ABEmEA

202243 A 28 H

5% H :

202245 A 25 H

ZE{dh :

T LT Y 7 A% 20 mg (20 mg 168) 5,564.50 1
Y AT Y v 7 A% 40 mg (40 mg 168 10,618.30 [

SLERE -
VT 4 AT 7 —< BRREe

*NRESUTR RN 5 R NS HER O EICEET 2ERIE, R EFEE IR FSw



