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So LbUNLE 7,388 8,110 +9.8%
55 kB * 2,564 2,632 68
ARSSE - —IREmEE 2,293 2,557 264
FATCBAFRE * 1,637 1,691 53
A7 EFEFR* 894 1,230 +37.6% 336
—iBMDIRS * 1 21 20
—iBEDER * 0 13 13
=R 895 1,238 +38.3% 343
Bl auFl i 996 1,259 263
LHFIx (AettlEE) 758 943 +24.4% 185
A8 UsSD/H 106.11 111.10 +4.99
L—b EUR/H 122.37 130.62 +8.25
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ARTIFFC LRM, RFEE - —AREEE. ARKEEICDOVT, —BMDOINE - BRZREFEZRLTVET,
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KE 316 136 439 9 -
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ST AILZ N> 17 10 22" - 337
3E HER2BBME ALhtA 3L 7 - 9 - 137
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¢ EhETOHRERSECKDERTLEHEGRICHE

o BEEL : 20214EEEIMEIR =G 235050 CHRIERM +228/5M) »
20214EEE F48 612/5M GIBulA +311/EM) trastuzumab deruxtecar
KE (ENS : HER2+ DA 3L, HER2+ BH'A 2L) B GERS : HER2+ ELHYA 3L)

¢ Hmsck FY2021Q3%R5 R4 49/5M (44Mn USD)
FY2021¥%38 7115F (65Mn USD)
¢ LtHETIERICHRE
> FIREBES T 7HMERD (DS X EREICTES T 71z H#E)

¢ HMmM5EE FY2021Q3RR5T ==4H 31615H (285Mn USD)
FY2021 F#8 439(5M (400Mn USD)

¢ WRHIBTIARICHKE _ ‘ ‘
) ¢ 2021%10H: ESMOZEH A RS54 > (CHER2+ FLHYA 2LiaH 2D
> FRRBES T 7 MEKRH eSS L LTINS

HER2+ FLH A 3LODS T 77 1= 4HdE ¢ 20214E118: HER2+ BH A 2L DEKRHEZH
HER2+ BA'A 2L T 7 TIIRGH (CHAS ¢ 20214F12/: HER2+ TbYA, 2L DREBHIFHSHE
& 2021%E11H: DESTINY-Breast03:iEe > — 4% H & (C BA (GEE : HER2+ EH'A 3L, HER2+ BH'A 3L)
NCCN' A RS > ICHER2+ ELD'A 2LIERD — T
HFTU—1DEEL A > & LTINS ¢ ®EmsL FY2021Q3 Rt =& 6915 H

FY2021%#8 100{EM
¢ WRHIBTIARICKE
> FHRBES T I7MMERP (HER2+ EUH'A - BHVAL LS T 77 M7z )
¢ 2021%E12H: HER2+ ZH'A 2L DEEREE

*1 NCCN: National Comprehensive Cancer Network *2 HERFEHYERL. RBAFZ(FETE U TLVBHER2BZIEELN A DIREE 12

¢ 2022%E1H: HER2+ #LbhA 2L DEZERESZHE
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—EPZEAGRH : 2021€E12H24H

FERZ : 3.75mgZz 1B 10 OS5

LA R—°

(SR=ZZH>O)\TEEE)

2021E8H(ICAXRAM—51UU—tt &
U)X—X 3 - J0F—>3>a8femEuz
FEjsiaEal L 1 R—DORERTE A& B HHNS

BAA—SAUY—H5FE. RE
Bt & DHFEEREDE & HHhVE, ARes2iEs

XEEXNER | FrERdE
7AGRH : 2022¢F1H20H

FiERE : 101100mgZRIERF (CRORS
(1[8150mg X (£200mg%5])

¢ FERBERERKRZIRHR YT D ETEREASANDRIRZILX

¢ EASEFROFHEHRRICHTIZEm

IN— I A UAZEIE
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£Benicar «BenicarHCT® FILATILET > 20024
(olmesartan medoxomil) s iari L .

, o ARFYSIL SlleRnany ] ~

TATOR D 1risenzor RUBASH 20104
— 5L X0—)LIMAEEER -
@e;lcllmcf@ OLEARS AlSEstE A s 20004F
E Effient TS24 L)LiERsE LI/ R 20094F
(prasugre]) tablets

“YEvoxae CEAUSSRMEAAY  CORSREAES 20006

> EET

> S1EDFE

Cosette Pharmaceuticals, Inc.

2022 7A 1B F TICEESD RSERE
20245F6 AT SREXNRMZ MG L HREA300 HR)
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HFEEFF 21t Plexxikon Inc. DEtE%Z I RTE

Plexxikon Inc. DI £

FR AT TR
A FHFESALE

LthmB
B IR EMARIESER Turalio® (pexidartinib)
KE EmE. BA - ASCAHBigEFEE

B4 EEEEER] Zelboraf® (vemurafenib)
Oz 1 - J)IL—ThERsETR

FRRAKEFERE
BETPHZ#!I PLX2853

*BRAFEGFERZH I RBUIRTELREILEEERE
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100 A

40 4

20 4

Progression-Free Survival Probability, %

. DESTINY-Breast03 B31t5—4 “

MIBBEFHE (SRTHUIPREE)

mPFS, mo (95% CI) NR (18.5-NE) 6.8 (5.6-8.2)
12-mo PFS rate, % 75.8 341
(95% Cl) (69.8-80.7) (27.7-40.5)

0.28 (0.22-0.37
HR (95% CI) oo 7‘_8 9 10722)

»  Consor At data cutoff, 84 (32.2%) patients treated with T-DXd

—+— TDXd (n =261) versus 155 (58.9%) with T- DM1 had progressive disease
—+— T-DM1 (n = 263)

0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32
Time, months

BICR, blinded independent central review; HR, hazard ratio; mPFS, median progression-free survival; NE, not estimable; NR, not reached; PFS, progression-free survival; T-DM1, trastuzumab emtansine; T-DXd, trastuzumab deruxtecan.
Median PFS follow-up for T-DXd was 15.5 months (range, 15.1-16.6) and was 13.9 months (range, 11.8-15.1) for T-DM1.
Cortés et al. Ann Oncol. 2021; 32(suppl_5):S1283-S1346. 10.1016/annonc/annonc741

HER2IZHEIANABE(CHSULT,. IT2/\—VYIET-DM1EEBUTarIflDZLWPFSOiEERUIE
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DESTINY-Breast03 IE;E &N AkEnte Y I —4~

RIS RS FHIR

mPFS, 15.0 3.0
mo (95% CI) (12.5-22.2) (2.8-5.8)
= 1.0 - 12-mo PFS rate, 72.0 20.9
Z 09 2%.(99Y - =
E 08 - HR (95% CI) 0.25 (0.13-0.45)
Qe_ 0.7
S 06 -
E 0.5 -
w
3 0.4 — \—l
C
pr 0.3 -
i)
a8 0.2 +
< —t
ga 0.1 4 —+— T-DXd (n=43) T
a 00 4 —+ T-DM1(n=39)

rTrrrTrrrrrrrrrTrorrrrrrTrrrror T TrTrTrrrTrororord
01234567 891011121314151617 18 19 202122 232425 26 2728 29 303132

Time (Month)

HR: hazard ratio, mPFS, median progression-free survival

v

Daiichi-Sankyo

BREASHE
(SRR THIIRRYIE, RECIST 1.1)

BestOverall Response, n (%)?2

CR 10 (27.8) 1(2.8)

PR 13(36.1) 11 (30.6)
Non-CR/Non-PD 6 (16.7) 7 (19.4)
SD 4 (11.1) 7(19.4)
PD 1(2.8) 8 (22.2)
Not Evaluable 0 1(2.8)

Missing 2 (5.6) 1(2.8)

Subjects with Objective 3 12

Response of CR or PR, n

CR: complete response, PD: progressive disease, PR: partial response, SD: stable disease
aDenominator for percentages is the number of subjects in the full analysis set with brain metastases tumor assessment

¢ IEEENE MRS =B I DHERIZMEZEN AFBERECHU T, T2/ \—WYe(IT-DM1 LR U TENTEEMIEZRUTT
& HMERBEPIDMIERIIRICDOWVNT, T2/ \—VYe(ET-DM1 LR U TENZERENSEDNRZRUIC
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& BN 2R6E
DESTINY-Breast03 (Ph3)>—45%HE &(C
> 20215128 : BAKUBRN (C CEHRFERIE
> 2022%F1A : KE(CCTHBERELRWMELER
MDIEE (PDUFA date: 5H17H)
> Project OrbisdDH & EBEDNEREICH T
EliSizsE
& A7) (GFan) &
> 20214F118 : BHIRLAABREZXNRE U
DESTINY-Breast11 (Ph3) si& % fata

HER2[ZTE BHA
& B 2R0E
> 2021%E118 : DESTINY-Gastric01 (3L, Ph2,
H&§). DESTINY-Gastric02 (2L, Ph2, 2KRFX)

5 — %6 & (TN (C THRESE

HER2:E(EZFZER IE/IVliRgith A
& BT 1RSE
> 2021%E12H : DESTINY-Lung04 (Ph3) X5
%z g

EZDDAFEICBVWTHEEREHER S X UF U L \ERRR Rz R e
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SABCS 2021: TROPION-PanTumor01 kU )L H 5« THAMNA (TNBC) J/Rk— b 5+ —4

v

Daiichi-Sankyo

All Patients
Patients, n (%)? (n=44)

ORR 15 (34)

100

CR/PR (confirmed) 14 (32)

80 CR/PR (pending confirmation)® 1(2)
2 Non-CR/non-PD 3m
E 60 Stable disease 17 (39)
.4
o Not evaluable 2 (5)
5 40 Disease control rate 34 (77)
w®
Qz 2 PD 8(18)
2 E 0 Median follow-up: 7.6 months (range, 4-13 months)
LN
g9

m -2
5z
t
g 40 Dose level
@
9_- 60 m 8 mg/kg
M 6 mg/kg
.80 -
-100-  BICR, blinded independent central review; SoD, sum of diameters.

I\ CDTNBCES

|
(™) 2O
B o o (=] o

by BICR (n=26), %

ercent Change in SoD From Baseline
A
o

o -60
o -80
-100 —

MIESEZNR (=t TrrhseE)

Topo | BAEZFEN—A®D ADC KiaZED TNBC £&

SG/DXd Naive Patients with
Measurable Disease at BL

Patients, n (%)? (n=27)

ORR 14 (52)
CR/PR (confirmed) 13 (48)
CR/PR (pending confirmation)® 1(4)

Non-CR/non-PD 0

Stable disease 9 (33)

Not evaluable 1(4)

Disease control rate 22(81)

PD 4 (15)

- Dose level

M 8 mg/kg

-1 M 6 mgkg

Median follow-up: 8.8 months (range, 4-13 months)

Ph1(CHWT. ZLDaNEEFEZE T STNBCES 440023 U TEIER 34%. €DA Topo | BHEFENR—X
DADCKRIBEDTNBCEE 27HI(C3F U TEZIER 52% & BIFREHEFZRUE

WA OS5 2ZDIRT 2w IV EIFIDTROP2 ADCEUT. ADATUTORFEZESDHTLND

©® TNBCZEXSHRE UTzPh3iil sz EtE A

& 20215118 : HR+/HER2- ILH A Z X5 E UTZTROPION-Breast01 (2/3L, Ph3) =Rt
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HER3-DXd : DA 7ZYI5F— b
ASCO 2021: Ph1 B34 —%

20214128 : |

oaknEmmemzosE|| = @ . @

¢ FE3MHREGFR TKIRUO T >FFRHE|
1#ﬁﬁf$,£0>; EIED 3 DEGFR
BInTFEEZB I DEBMHENSCLC
BENDBEBENIISR

€® ASCO 2021 CRERINIZPh1iER
FHERICEDL

€ HER3-DXdIC &> THISHTD
[EHARYBEE | 187

= ‘ Confirmed BOR2 + Ongoing |
o 20 |HMCREPR SDMPD  NE treatment
= L[] ]
O¢ O —
<] |
3 L
o g + +
@© + +
52 O
gg -40
S + + + 4+
b -60 + 4+
é +
-80
-100
EGFRAdivang % 2 2 X & £ X £ X B B 2 I Z 5 B I % Z gmee 5 & £ g %2 5 252 % 5 % g 5 2 1 % E £ 28 %2
Mutations>. & & & & F & g 5 % g § ¢ % % g & g 5 R 3 ¥ 3 g 3 g § g ¥ ¥ g§ F g 2 5 g g § g & E
T7S0M TT90M o -

- = T i - B T a
er FOIR = oo £ E 2 g - g g H B g g2 )¢ < [
o (BB 2 siim? m g d B B OEE GRS e

f=3 m
Amplfications” g =i g H =
p £ EH ;8 : E
Mutations = i éi 3 & § o
and Fusions®. % g é =} § E § é o ==
Fumons- I = g 3 %2 3 # 28
> g E ¢ H 38

BICR, blinded independent central review; BOR, best overall response; CR, complete response; NE, not evaluable; PD, progressive disease; PR, partial response; SD stable disease; SoD, sum of
diameters. Data cutoff: September 24, 2020. 2 Six patients had BORs of NE due to no adequate post-baseline tumor assessment and are not shown; 1 had BOR of NE due to SD too early (< 5

weeks) and is shown with hatched markings ® Genomic alterations known to be associated with EGFR TKi resistance identified in assays of tumor tissue/ctDNA in blood, collected prior to treatment with
HER3-DXd. ¢ CDKN2A A143V; PIK3CA E542K, E545K, E726K; ERBB2 K200N; ERBB3 Q847*, Q849*.

EGFR TKIC U CEFERMIEAD A LZB I BIEBECHVWTHEEMREZRUE

NSCLC : /g AL TKI : FOS > FF—CHEH

HERTHENA-LungO1 (ER55RPh2) sti#%Z20215F2A K DRIR L. FDALEE(CERE U SEREREHEIZ IR TFTE

2
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Daiichi-Sankyo

Bl (O—X45—) E50RREERES
& REEDER%EEH. BRICHITDIEMSEDOHEZREEL. BEFE2022FERDEAELZHIET
> Ph1/2/3:52%& 2022518 (CEMa

¢ FA—DJHBREBEENRE UEPh3FEERZE 20224 = FHAIICHIEIAL, MEREEICDOWVWTHE LG9S
> FERTEPh2iERZ2021FE11H (CHIn

> 2021FEEANTHES (7T UHE) TPh3sBRZRIBFEL o Th. tHFRNAAZ IO ARDREGHLKINIZRZTT
sIVER 0 & ZERA

» Ph3sHERDT Y+ > EME. EERHEIEFCDOVLWTHR EREZITD

FY2021 FY2022

TH 2H TH 2H

Ph1/2/3 bS5k (HA)

Ph1/25%% ==fi Ph3&HBR5T1E DR e

E— =3\ ATYIICT, LRI tﬂ
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¢ 5% : BIAGESARS-CoV-2D0F > DAloliEiE (1E18 - 2eB#EE) T TEZMNRE UK. BIRERzE
1REI I BPh1/2/3. BAEARIL., EFEMR, FHMEERNER (FHEWE. IFSMERIEER)
O WHRE : KANRVEEE. BE(CBEASISARS-CoV-2D0F > D¥liEiE (1018 - 2e81EE) &5 7 U,
hDO2EB#EEN S ARE LIS
¢ FEFMER : BRSNS AARMBOMPIISARS-CoV-2HFIEEDR(RIEY FHEER (GMFR)

Part 2

Part 1
FASESRRER SEEZNTIE JEL 1 KER
528 £ 4500 £
P asrrenmEEs  \| ¢ 7 DS-56708 )
IS (— rations (1EE -2 B$78) 5 N SRS
3
i ——> B )
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INUABRRAY B : EATHIR@ADRE/Y >/ \BE (ATL/L) 7V IF— b »

KEMKRFS 2021: ATL/L BREEAPh27T—4

Population [\ ORR, n (%) CR, n (%) PR,n (%) SD,n (%) RD/PD,n (%)
All patients 25 12 (48.0) 5(20.0) 0 7 (28.0) 10 (40.0) 3 (12.0)
ATL subtype
Acute 16 10 (62.5) 5(31.3) 0 5 (31.3) 4 (25.0) 2 (12.5)
Lymphoma 6 1(16.7) 0 0 1(16.7) 5 (83.3) 0
Unfavorable chronic 3 1 (33.3) 0 0 1(33.3) 1(33.3) 1(33.3)
Disease site
Nodal or extranodal lesions 20 10 (50.0) 6 (30.0) 2 (10.0) 2 (10.0) 7 (35.0) 3 (15.0)
Skin lesions? 7 3 (42.9) 1(14.3) NE 2 (28.6) 3 (42.9) 1(14.3)
Peripheral blood 9 8 (88.9) 2(22.2) NE 6 (66.7) 1(11.1) 0
Disease status
Relapsed 8 3 (37.5) 1(12.5) 0 2 (25.0) 4 (50.0) 1(12.59)
Recurrent 6 4 (66.7) 1(16.7) 0 3 (50.0) 2 (33.3) 0
Refractory® 11 5 (45.5) 3 (27.3) 0 2(18.2) 4 (36.4) 2(18.2)

aQOne patient was not evaluated for skin lesions after baseline assessment. P Refractory: received 21 prior chemotherapy, achieved SD and required a treatment switch, or received 21 prior chemotherapy and experienced PD.
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