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Ken Keller

Global Head, Oncology Business
President & CEO, Daiichi Sankyo, Inc.
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fam-trastuzumab deruxtecan-nxki
20 mg/mL INJECTION FOR INTRAVENOUS USE
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https://www.enhertu.com/en
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Mary Pinder-
Schenck, MD

Vice President,
Head of Global Oncology
Medical Affairs

s

Dan Switzer

Head of US Oncology
Business Division

Ken Keller

President and CEO,
Daiichi Sankyo, Inc.

Global Head of
Oncology Business

5

Nagatomo
Hamahata
Vice President,
Global Head of

Oncology Alliance
Management

Rich Jones

Vice President,
Global Oncology
Business Strategy
& Analysis

Kenji Shigeta

Markus
Kosch

Head of EU Oncology
Business Division

Nadine
Sprangers

Vice President, Head
of Global Oncology
Market Access & Pricing

Vice President,
Head of Global
Oncology Marketing

* EU INERESLUHREOEE : FR, DE, ES, IT, UK, Nordics (FI, NO, DK, SE), MSC (AT, CH, NL, BE, LUX, PT, TR, IE), CAN (2023
FAR1BESR) ; Q-OvNICEIFPAZEEDE - #his: GR, IS, PL, BU, CR, CZ, HU, RO, SI, Baltics, SK, RS).
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EXTEND HER2+ EXPECTATIONS
IN MULTIPLE TUMOR TYPES
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mPFS was ~4X longer for T-DXd compared with T-DM1 H E R2 + iigll‘igllb\“luz L(:B‘#%*ﬁ*ﬂ%g :/IT% 1‘ﬁ

o 100 edian 28.8 6.8
e (95% Cl),  (22.4-37.9)  (5.6-8.2)
E‘ T-DXd: 75.2% (95% Cl, 69.3-80.2) months
S 80 "'i T-DM1: 33.9% (95% CI, 27.7-40.2) HR 0.33 (95% Cl, 0.26-0.43)
o
<} - H T-DXd: 53.7% (95% Cl, 46.8-60.1) Lis < 0.0000012*
o ¥ 1 T-DM1: 26.4% (95% Cl, 20.5-32.6)
g 60 1—* : R
s - 1 ]
a3 | i ; !
g 0 g‘*’;_\ﬁ_: i
I :""""‘-h-___*,__. H
£ 1 et _
2 204 H ! 't._H.-»-I
2 +  Censor 1 | L +
s 1 —— T-DXd (n=261) , !
S o T TOMIMn-263 ! i Dara cutoff:
0123450678 9101112131415 1517 18 10 20 21 22 23 24 25 26 27 2620 30 31 32 33 34 35 36 37 36 30 40 41 42 43 44 45 July 25, 2022 . .
Time, months m Herceptin £ Perjeta
Regimens
= Kadcyla
YN=YORFECURIZKIEICRHD ( A )
IN=Ye DA & [ ik 36 %k
= Tykerb / Nerlynx
T-DXd T-DM1
T-DXd: 94.1% (95% Cl, 80.4-96.4) Median NR NR
1004 T-DM: 86.0% (95% Cl, 81.1-89.8) (95% Cl), (40.5-NE)  (34.0-NE) = Tu kysa

T-DXd: 77.4% (95% Cl, 71.7-82.1) months
T-DM1: 69 QI% (95% Cl, 63.7-75.2) HR 0.64 (95% Cl, 0.47-0.87)
P 0.00372P

= ENHERTU®

80

il

60 -

Q4'20 Q1'21 Q221 Q321 Q4'21 Q1'22 Q2122 Q322

Anti-cancer therapies in post trial setting:
+ T-DXd arm: 64/182 (35.2%) received T-DM1
+ T-DM1 arm: 42/243 (17.3%) received T-DXd

204
+  Censor

Overall Survival Probability ,%

—— T-DXd (n = 261)
o —— TDM1 (n=263)

1
1
1
1
1
1
1
1
1
40+ !
1
1
1
1
1
1
1
1
1

012345678 9101112131415 1617 1819 202122232425 2627 2829 30 31 3233 34 35 36 37 38 39 40 41 4243 44 45 46 47

DESTINY-Breast03 data presented at SABCS 2022

BC: EL.hA, HR:I\Y—REt, mPFS: 8B A FHARRR{E, NE: not estimable, NR:KE&E,
SABCS: YT RZARNDAT RSN, T-DM1: NSAYAITILAYSY, T-DXd: NSRYZAIITTIVIZATHY Market share data is based on internal research with limited sample size 12
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8 T-DXd

ION-YORFECTURIZKIEICHSL (40%:iH4N)

100 _ Number of Deaths/ Median Duration
Number of Patients (95% ClI), months
80_ T-DXd2 84/125 12.5(10.3-15.2)
PCbe 49/62 8.9(6.4-10.4)
60 HR (95% Cly 0.60 (0.42-0.86)
9
* 40_|
o]
204 | — TDxd
—PC
O T T T T T T 1
0 3 6 9 12 15 18 21 24 27 30
Subjects Time, Months
at risk, n
T-DXd 125 115 100 79 62 36 19 11 5 2 0
PC 62 54 39 30 17 8 6 1 1 0 0

DESTINY-Gastric01 data presented at ASCO Gl 2022
HR:)\Y—Rtt, T-DXd: NSRYZXITFIVIRTH>Y
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32%

m Herceptin + chemo

m Herceptin mono

m Keytruda + H + chemo
m Keytruda mono

= ENHERTU®

Market share data is based on internal research with limited sample size 13
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100 —

P < 0.0001

Progression-Free Survival Probability (%)

Hazard ratio: 0.50
95% CI, 0.40-0.63

T-DXd
mPFS: 9.9 mo

—_———— — — — — —

T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T
o 1 2 3 4 5 6 7 8 2 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29

Months

SETCURIN36%IET

Hazard ratio: 0.64

100 -

95% CI, 0.49-0.84

80 -

QOverall Survival Probability (%)

20

rrrrrrrrrrrrrrrrrrrrrrrr

|||||||||||

0 1 2 3 4 5 6 7 8 9 1011 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 33 34

. at Risk

Months

DESTINY-Breast04 data presented at ASCO 2022
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HR+ HER2{EFRREGZIEADI A ({LFFEBLAR) LB
FMBESTITH 1AL

Other

= ET regimen
Unspecified Chemo
Oral chemo

m IV chemo

m Trodelvy

= ENHERTU®

Q1'22

Q222

Q322

Market share data is based on internal research with limited sample size 14
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2022F8H . KET2XaBELBFOHER2ZEENSCLCEERIREL TEER

£RFE(E57.7%., E3HAEIEGS. 758

Il Both prior platinum therapy and PD-(L)1 therapy (n = 37)
Prior platinum therapy but no PD-(L)1 therapy (n = 15)

2K Patient with best percent change of zero

Best % Change in Sum of Diameters from Baseline

100

80

60

40

20

T-DXd
Best (minimum) change 5.4 mglkg

n 49

Mean, % -38.6

SD (range), % 26.9 (-100, 6.0)
Patients

DESTINY-Lung02 data presented at ESMO 2022

o

Daiichi-Sankyo

HER2ZENSCLC 2LICHIT3FMEBEES T 7HE 14U

m Cyramza (ramucirumab) + chemotherapy
m Kadcyla / TDM1 (ado-trastuzumab emtansine)

® Immunotherapy + Immunotherapy (e.g., Opdivo
(nivolumab) * Yervoy (ipilimumab))

m Single agent chemotherapy

® Immunotherapy monotherapy (e.g., Keytruda
(pembrolizumab))

® Immunotherapy + chemotherapy (e.g. Keytruda
(pembrolizumab) + chemotherapy)

u ENHERTU®

Market share data is based on internal research with limited sample size

15
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HER2+ERISIEZL DA 2LICHITES TV DI

EU4 J22K R
1o, | Others
7% = TUKYSA
31%
()
45% 38% = ENHERTU®

Hormone Therapy alone
Chemo +/- Hormone Therapy
TYVERSB (lapatinib) +/- HERCEPTIN +/-
Chemo +/- Hormone therapy
KADCYLA / T-DM1 (trastuzumab

[ ] ;
emtansine) +/- Hormone therapy
HERCEPTIN (NO PERJETA)

[ ]
chemotherapy + hormonal therapy

= HERCEPTIN + PERJETA + chemotherapy
+ hormonal therapy

Q122 Q222 Q322 Q122 Q222 Q322 Q122 Q222 Q322

Daiichi Sankyo Fiscal Quarters

EU4 includes France, Spain, Germany, and the UK (no launch in Italy at the time). Market share data is based on internal research with limited sample size 16
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J0-N)&Em5sLE (FY2022 Q3) : Dfp'g‘r‘:vgls
RKEICHITHHERICKD, AIU3EAILE25%18D602{EH =
- o Approval
FY2022 Q3 : 445{&M; rthigoRtR ML : 2,386(5H -
BIPQEHALE+26%; HIERMALE+326/EM 48.3
(+274%) |
) Do RRIL

31.3

FY2022 Q3 : 86{5H;
BIPNHALE+23%; RISEEAALE+6315H
(+274%)

%Q0QG 63% 37% 18% 12% 38% 6% 22% 30% 43% 54% 25%
%YOY Growth 258%

* DB-03: 2L HER2+ Metastatic Breast Cancer, ** DB-04: HER2-low (post chemo) Metastatic Breast Cancer
QOQG - quarter over quarter growth; YOY - year over year growth 17
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FY2022 Q3MDB-03:{5k%. DB-045tEX & DHER2{KFEIR
B ERLNATIBICHIT DR
HR+ HER2MEFIR EnB4ZL0A RITUHHALE +89.7%
HR- HER2{EFIR EEMFNA BITUHHALE +78.9%

FY2022Q325TOHER2{EFIR E-tSHFNATIBICHEITD
7o LUXER: $149.7 Mn

HER2+#r4ZLIAPHER2ZENSCLCICB W TE.

HIPUHALE T20% A EDSEE LR

/

o

Daiichi-Sankyo

HIBIKESE £
DB-04** US
Approval
») ENHERTU
trastuzumab deruxtecan
HER2+ mGC DB-03* US l
Approval
® HER2 mut NSCLC
m Other
m HER2-low mBC
mHER2+ mBC I
\ \q \(LQ \(LQ \(LQ \(LQ \(L\ \(L\ \(L\ \(L\ \rib \(iL \(L(L
X N 9 Qo) X N 9 Qo) O3 N 9 $o)
& C& L& E&EELECEECEEEEE

*DB-03: 2L HER2+ Metastatic Breast Cancer, ** DB-04: HER2-low (post chemo) Metastatic Breast Cancer
18
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DEC 2019

ENGLAND JOURNAL of MEDICINE

ORIGINAL ARTICLE

Trastuzumab Deruxtecan in Previously
Treated HER2-Positive Breast Cancer

ta, Y.H. Park, 5.-B. Kim, K. Tamur
N

JUNE 2020

AND JOURNAL of MEDICINE

|| ORIGINAL ARTICLE

Trastuzumab Deruxtecan in Previously
Treated HER2-Positive Gastric Cancer

K. Shitara, Y o). Bang, . Iwasa, N. Sugimoto, M.-H. Ryu, D. Sakai, H.-C. Chu
H. Kawalar, H. Yabusal, J Lee, K. Saito, Y. Kawagu i, T Karo, A Ko\m
M. Sugihara, and K. Yamaguchi, for the DESTINY-GastricO1 Investigator:

JAN 2022

I[ ORIGINAL ARTICLE ]|

Trastuzumab Deruxtecan in HER2-Mutant
Non-Small-Cell Lung Cancer

NCCN CLINICAL GUIDELINE RECOMMENDATIONS:

BREAST

* NCCN CATEGORY 1 - NCCN Clinical Practice Guidelines in Oncology
(NCCN Guidelines) recommends fam-trastuzumab deruxtecan-nxki
(ENHERTU) as the preferred Category 1 treatment for patients with

LUNG

HER2 IHC 1+ or 2+/ISH negative breast cancer

» NCCN CATEGORY 1, Preferred 2L Option — NCCN Clinical Practice
Guidelines in Oncology (NCCN Guidelines) recommends fam-
trastuzumab deruxtecan-nxki (ENHERTU) as the Category 1 preferred
regimen over T-DM1 as second-line therapy for recurrent unresectable
(local or regional) or stage IV HER2+ breast cancer

» NCCN CATEGORY 2A - NCCN Clinical Practice Guidelines in Oncology
(NCCN Guidelines) recommends fam-trastuzumab deruxtecan-nxki
(ENHERTU) as a Category 2A regimen as a treatment option for patients
with brain metastasis with HER2+ breast cancer

NCCN CATEGORY 2A,
Emerging Therapy Option
—NCCN Clinical Practice
Guidelines in Oncology
(NCCN Guidelines)
recommends fam-
trastuzumab deruxtecan-
nxki (ENHERTU) as a
Category 2A targeted
therapy option for
metastatic NSCLC with
ERBB2 (HER2) mutations

GASTRIC

» NCCN CATEGORY 2A,

MAR 2022

The NEW ENGLAND JOURNAL of MEDICINE

H ORIGINAL ARTICLE ||

Trastuzumab Deruxtecan versus
Trastuzumab Emtansine for Breast Cancer

J. Cortés 5BKnWPChur\gSA\mYHPakRHegMHKn
L-M. Tseng, V. Petry, C.-F. Chung, H. Iwata, E. Hamilt Xu
C.-S. Huang, J.H. Kim, JW.Y. Chiu, }.L. Pedrini, C. Lee, Y. Liu, . Cathca EBk
S.Verma, and S.A. Hunvitz, for the DESTINY-Breast03 Trial Inv estgt sk

JUNE 2022

AND JOURNAL of MEDICINE

|| ORIGINAL ARTICLE ”

Trastuzumab Deruxtecan in Previously
Treated HER2-Low Advanced Breast Cancer

S. Modi, W. Jacot, T. Yamashita, . Sohn, M. Vidal, E. Tokunaga, ). Tsurutani, N.T. Uen
A.Prat, Y.S. Chae, K. Lee, N. Niikurs VHPkEX X. Wany gMGIG\WL
c.

Emerging Therapy Option
— NCCN Clinical Practice
Guidelines in Oncology
(NCCN Guidelines)
recommends fam-
trastuzumab deruxtecan-
nxki (ENHERTU) as a
Category 2A targeted
therapy option for
metastatic NSCLC with
ERBB2 (HER2) mutations

ADDITIONAL REC’S

* NCCN CATEGORY 2A, 2L+ Option — NCCN Clinical
Practice Guidelines in Oncology (NCCN Guidelines)
recommends fam-trastuzumab deruxtecan-nxki
(ENHERTU) as a Category 2A regimen for 2L+ HER2+
advanced gastric/GEJ/EC cancer

» NCCN CATEGORY 2B, Useful in Certain
Circumstances — NCCN Clinical Practice Guidelines
in Oncology (NCCN Guidelines) recommends fam-
trastuzumab deruxtecan-nxki (ENHERTU) as a
Category 2B regimen useful in patients with HER2+
recurrent or metastatic salivary gland tumors with no
surgery of radiotherapy options

HER2{EFRREBIEAN A
(EFRFEBLER) (CHIT3
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% of MDs
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IVN—=YOILLBBEZEZITTVWAEBRECHIFTBILD/ MbliE DIFEIC
EVWBEZFHOTVWSEMDEIES =EVBEEIFHOTVWSEMDEIS
- 45% sa,  A9% A% oo, 48% s8% 53% 51% 51% 51% 53%
64% 63% 61% 68% 67% 2% oy 4% 8% 63%
a
>
e
B
- 47% [ 49% [l 49% [l 49% %
42%
Q319 Q4'19 Q120 Q220 Q320 Q420 Q121 Q221 Q321 Q421 Q122 Q222 Q322 Q319 Q419 Q120 Q220 Q320 Q420 Q121 Q221 Q321 Q421 Q122 Q222 Q322

B % of MDs rating 6,7 | | % of MDs rating below 6

L&, ILDZWE - EEIZHENSFOTETNS
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ERPAREARICH T BILD

WATE, I — RBIDOZEYIBEHEMEZFIESNIZILD / B

HER2+ Breast cancer

All patients 5.4 mglkg Gastri_c cancer Lung_ cancer Colorec_tal cancer Other_cancer

(N =1150) (n = 245)p (n =294) (n =203)¢ (n =107) (n = 34)
GRADE 1 48 (4.2) 9 (3.7) 5(1.7) 7 (3.4) 0 4 (11.8)
GRADE 2 89 (7.7) 22 (9.0) 15 (5.1) 16 (7.9) 5 (4.7) 2 (5.9)
GRADE 3 14 (1.2) 2 (0.8) 3(1.0) 2 (1.0) 1(0.9) 1 (2.9)
GRADE 4 1(0.1) 0 1(0.3) 0 0 0
GRADE 5 25 (2.2) 7 (2.9) 1(0.3) 6 (3.0) 3(2.8) 0
Total 177 (15.4) 40 (16.3) 25 (8.5) 31 (15.3) 9 (8.4) 7 (20.6)

ILD /Bl ZRAELE177HDS55, 1376 (77%) FIL—R1Fk(E2
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7v)'5—RUktoxicity managementhi4€ RS/ DEA (2019512A8)

B RI#2B(C &K HILD / Bl 5 D FEE FI 212

2016 2017 2018 2019 2020
(n=74) (n=168) (n=569) (n=179) (n = 160)
Any Grade ILD/pneumonitis, n (%) 18 (24.3) 33 (19.6) 87 (15.3) 28 (15.6) 11 (6.9)
Grade 2 3 ILD/pneumonitis, n (%) 2 (2.7) 6 (3.6) 21 (3.7) 8 (4.5) 3(1.9)
Grade 5 ILD/pneumonitis, n (%) 1(1.4) 5 (3.0) 12 (2.1) 5 (2.8) 2 (1.3)

20204 (toxicity managementi{ RS1>EALR) (CI>O-)LUEBDILD/ AR OFEAEZR(EETO
JU—RT (6.9%) . JL—R3BLE (1.9%) .JL—R5 (1.3%) & 2NLENICI>O-)IUREBEELEARTERL,

Data cutoff: December 2020

aPatients grouped by year of enrollment, based on a data snapshot from December 2020.
Powell CA, et al. Poster presented at the AACR Virtual Annual Meeting; April 10-14, 2021. Poster CT167. 23
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Approval

HER2{EFIR DI E HER2FEHANRY NS AICHT B85

® | have heard of

the term HER2 41%
66% IfoW '?nd vith th 549%
amiliar with the ° m Strongly Agree
76% definition 63% 63% 6-7)

m | have heard of ® Somewhat
the term HER2 Agree (5)
low, but am not
familiar with the 33% Neutral (4)
definition

28% m Disagree (1-3)

| have never
heard of HER2 0
low 28% e Don't Know

17% 9%
39, 10%
0 9% 8% -i%-
Q22 Q222 7% ° 6% ¥ 4
Q321 Q4'21 Q1'22 Q2'22 Q3122
DB-04*
us

* DB-04: HER2-low (post chemo) Metastatic Breast Cancer
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Optimize adoption in recent new indications to change the standard of care across the globe
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