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figgy| | Fruralio FEE IR N AR TGC TR A BB

iy " (nevidartinib]
zuog“"’!’h'] L, Qs BRTHETGCT UFEAMTGCT
Iy | |

" TGCTICHSHBEIE TGCTICHSHBEIE
m% sssssssss } ~80-90% ~10-20%

o | =T et
\ .. B o ‘ KEFTHHREBEEE (20194) KEFFHREBES (20194F)

i ~15,000A ~1,500A

> National Comprehensive Cancer Network® 1 RIE T DBEBEH 1 RS51 2 (C
BT —120a%0E & UTUNE

> BEREEU X232 bO—)LUTHNFEIT 3128, REMS3ZEHE
v EXK110DZBEMNREEMER (CH UV TREMSI(CHREVVLS
(55, 2019F10H F TICT0%HERTER)

*1 National Comprehensive Cancer Network® (NCCN®) : B&EI 7. 5. ZLUTHB(ICERTD. 28DKEDFEERNALZS F—(CKDIFEFIEUR.
2 7AF7TU—1: BVINILOIET >R (KFEEEACHEESER AT 7T U R) ([CEDE, JIRILADN—(CRBD O HRO—ENSD.
NCCN ®DFsE7Z 3217 C. NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines®) for Soft Tissue Sarcoma V.4.2019(CE D &85,
*3 REMS (Risk Evaluation and Mitigation Strategy) : FDAE DiREZEREX . BENEZEFERDURIZTHIL. TDYURIZRIMET DI2bDEIRSEE R 17
EDFESHRE AT - FEFOEES
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2020 _F3-HA

O 2mia

HA9H9IH
EHFE52H
BEETHAR
BA12MEAEE

D ELAR
HA
20204 E
SE1MHA

¢ BERPREBRBAIS DS54 THERZIZR

Q FEBK(FE 7= (FBreakthrough Therapy Designation
FRF TR : FY2019 QINSDHRREZ(E 7Y TF—
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palm MERZ O gowsasob g ek VAN 154> M54 354>

P2 DESTINY-Breast01

HER2 5% P3 DESTINY-Breast03 __

P3 DESTINY-Breast02

3‘5"“ HER2{ESEHR + 75UAR

(HR+)
P3 DESTINY-Breast04
U HER(ESH
(TNBC)
hATE "1';5%2 PHIRE 151> 451> 354>
=hiA HER2 &% P2 (CRER) .
B = P2 DESTINY-GastricOl
+ 251 5% (HE)
HER2{EFEIR
HER2 R
b A B
- + 3iER

” HER2 F&1%

KEDA  Lero it + 2:BR
)

HER2 Z8

Zott + 251 BR
HER2 BE1%

P1 ZRILY T #H
FLHA/EEBEDA))

P1A° L7 YR Y7 $HHE

Z0ftt HER2 B31%

(FLH*A/NSCLC)

¢ HEERE¥H(IR&D Day CHERFIE
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¢ MR : SOCICTHREEIZIISOCKIRD., tIRAREEETE
JE/NRER DA B (TROP2REIRIC KD EEEIRIITH)

| HEREH >
A
Q3W

J/R— ~1-8

Q
Q3W

¢ MBSO ¢ ER/(— kT

BIITTCEEZEIR 4084 DNSCLC
¢ R-Z51>0 BEEES
TROP2L-N)L %= ER

0.27mg/k _
e

>

ECOG PS, Eastern Cooperative Oncology Group performance status; Q3W, every 3 weeks; SOC, standard of care;
TROP2, trophoblast cell-surface antigen 2.

Source: Heist-R et al.,, Abstract #MA25.10, WCLC 2019&K D&z

=[=1==]
® %\%%E

B4 (57.7%)
AT—=>IV(88.5%)
ARIE DFHFEEL(73.1%)
ECOG PS 1(80.8%)
RIEF TV IR S
PHEFEDERRE(86.5%)

Data cut-off: July 3, 2019
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|
TEAE, HRBFORRDDST AOAELE). n (6) (N=52
e ek s
SEEH 14 (26.9) S TOTEAE 48 (92.3) 22 (42.3)
A (VT NEARBREEEDRER L) 3(5.8) TR 19 (36.5) 2(3.8)
TEAE(C & DSRERSSRE 5 (9.6) I 19 (36.5) 0
TEAE(C K DJREREEAT 5 (9.6) B ERE 15 (28.8) 0
TEAE(C & D SBERZR1E 2(3.8) BAURE 14 (26.9) 0
=T 12 23.1) 0
IR /AR D RAE . )
¢ IREHRIROUE : 106BEE 30~431) oy T
\ FEALCHEDRIG 11 (21.2) 0
¢ 10.0mg/kg C2fFDDLTHFIR %L 8 (154) 0
> REREODNEE s 7 (13.5) 0
S [ DY e s ;
=> 8.0mg/kgb‘EE§j(ﬂﬂ‘1m§ (MTD) ALT S 6 (11.5) 0
HER 6 (11.5) 0
o FEERY(— MEEMBE 80mgkg P go o
= . N0 PRI 2 5 (9.6) 1(1.9)
> 6.0mg/kgDiENNF —FHUSDIZED. T By 0
FA=EnE) \— N CESIZ BN i 5 (9.6) 1(1.9)

Data cut-off: July 3, 2019

ALT, alanine aminotransferase; DLT, dose-limiting toxicity; MTD, maximum tolerated dose; TEAE, treatment-emergent adverse event.

29
Source: Heist-R et al., Abstract #MA25.10, WCLC 2019% 8%
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¢ DS-82010D#FEREKL D, %, BN, FEE, MRIREDILDHRENDN DIKE -
TEIRZF(CDWLWTIE. MFITEEIRSEEER] & UTREMT.
A I —(THERZ= 55T
¢ E5TUIEETOREAIL. ILDHEZER(ICULTOHIEZ/MKFE
> ILDAEM
> AERREEDORREREFR
¢ ARFEEETDOIERMTADCORREIRNGR(CHE

BIEXDIRES ﬁﬁz

R ° ILD(:tEm ([FIREBDRCICHEDIFIRAE)

PR SABRSER & DRSIERL L

LATF (dwWCLC 2019@?‘—973u NA D (2019 7838)&(ICFHIR
2 PlfEa G2 6.0
3 IRAE G5 8.0
\III-'-I =% \III-'-II

4 B|E(LHA 2 | g0 | TEERSOHESS
5  AbfE G2 8.0

ILD : FEIEEMAm#
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0o 027 05 1.0 20 40 60 8.0 10.0 (mg/kg)
80
°\°. 1
~ 40 -
Y —
R 20 -y Y S Tt ERRRERR
g —
I T A i Sy s . S o SR et
] -
.lT\ e IS NN N
|I< 40 -
< 60 -
-80 - 1PR 2PR 3PR 5PR 1PR
~100 -

IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII
-5 0510152025303 -5 0 5101520253035 -5 0 5 101520253035 -5 0 5101520253035 -5 0 5101520253035 -5 0 5101520253035 -5 0 5101520253035 -5 0 5 10 152025 30 35

1E Data cut-off: July 3, 2019

¢ 12 flDOPR (10HIEETER. 2HIHEER) ZREEHT/\— MO THSR
> 8.0mg/kgMH= : 768 PR5HI - SD26I, 7HI-heHIhiikizH

PR: partial response, SD: stable disease

31
Source: Heist-R et al., Abstract #MA25.10, WCLC 2019
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EigEAE U3-1402RE#IE(N = 30)

. EBM/IRREEREGFRERNSCLC U3-1402 IV Q3W 1B &5 EEDMR:

HBLY:

- DILOF=T., BIO«F=T. T . G, n = 17

77 7 F T (LK BIEBEDT790M . ik n=13

- AT LF I CLBIEE e - RIEHE2
. REUEREBTHNSTLE Amfen==) it
- HER3FHIDHEABIAMDRRT A IC5E 3.2 mg/kg (n = 4)

RIDIEBEM (TKIDIEEE) HUE

_ FENMIER : &R EMmIE R : FERENIEH :
ERE /Y U3-1402D0ZEZ R JUEES U3-14020D¥ L iEEZNER U3-14020D¥ i85 E 4
HREHSOEE N AT — S —

aData cutoff of May 3, 2019.

EGFR, epidermal growth factor receptor; HER3, human epidermal growth factor receptor 3; 1V, intravenously; NSCLC, non-small cell lung cancer; Q3W, every 3 weeks;
TKI, tyrosine kinase receptor.

32
Source: Yu-H et al., Abstract #MA21.06, WCLC 2019
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|
TEAEZS LTFAESL n (%) m 20%3l EDEBETHE UJ=TEAE PRGBS (N = 30)
EREFROBEZ B DR 29 (97) - 0 0 0 0
TEAE 28 (93) i 3.2mg/kg () {) (] |
%ﬁUCODFQE@D ﬁ%@;{ Q O 0O 0O O 0O O 0 9
EREFROBEZ RO, 4.8mg/k
B CRB UIESAE 9 (30) gt mg/kg Y YYYYYY
X & DBAED D 4 (13) PR, © 0000000000 O
Withdrawal/H1E(CBHEL 1= 5.6mg/kg Q Q ‘ Q Q Q Q Q Q Q Q Q
103) BE
TEAE 64 /k ® O @€ 0O o
AR .4mg/kg
PR B L2 TEAE 7 23 BRRE L ATR AT |
1B FERL
IS5 dpr(CRE U J=TEAE 7 (23) mJL—R<3 = ZLIT/Oi F30;%¥?b‘f$il¥¢ﬂiiﬁi’}‘
TR BJL—R>=3 B L — RaDIMREGRH
AESI
e AR E 0

2 TEMOFERIC(E, U3-14025RK1EER UEEENSEND
2 20% K5 CHIR UTETEAE & U TG3M1SAEHINYFIR
> {RESSRAE. BORZASND ; 201

> ALTER. B, FHEEIARR. MFIREEE, S|P, FEVEFHIKEAME. K0 U D AMAE.
ERRIE. B, MK BHES ; 10

¢ RXMAE (MTD) ([ClHEET
¢ EENEgELESMDO 0T 71V &R

AES], adverse event of special interest; DLT, dose-limiting toxicity; SAE, serious adverse event; TEAE, treatment-emergent adverse event.
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Median follow-up: 4.5 months
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§2 patients had > 30% reduction in SoD, which were not considered confirmed PRs; 1 experienced transient tumor size reduction and 1 had not yet been confirmed at data cutoff.
EGFR, epidermal growth factor receptor; PR, partial response; SoD, sum of diameters; TKI, tyrosine kinase receptor.
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AE Adverse event BEER
BTD Breakthrough therapy designation EEARARREEIETE
CR Complete response TR DNANTRISHRD I L)
CRL Complete response letter BH T IREEA, ARHFOEENMET UIERAT, RECHBAETT
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DLT Dose limiting toxicity FAEFIREE (BENTSRVNERERDISMN)
DOR Duration of response ZRNHAME (GhERN ML 9 D HAR)
EGFR Epidermal growth factor receptor R ERRFZEA
MTD Maximum tolerated dose FECERVEIERAZSISR I T LR <IHETETDIEDOEARAZ
ORR Overall response rate E2EWNEK (BENRDOH O ERBEBSADEIS. CREPROEETTERT)
Objective response rate
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PFS Progression-free survival EIEERAFAE (DPANEITIT DT ERL<EF U TLDHEAM)
PR Partial response BN (DNADKEEH30%L LHEINL. ZENA LB/ VIR
SD Stable disease SAEDBIE THADRKETETHEEZEND D TULVRLVARE
TEAE Treatment emergent adverse event BRICEELUZBESER
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