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DS-8201aHHAITDFli (Abstract No: 108)
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£HE= (Part 1+Part 2, 5.4 + 6.4 mg/kg, N=134)

HER?2 status HER?2 status
HER2 514 83% HER2 % 98%
HER2 {K3IR 17% HER2 {KFIR 2%

# of prior regimen

Median: 3.0
[EEY M4 X (Median: 7.2 cm)
# of prior regimen # of prior regimen < 5cm 35%
Median: 5.0 Median: 3.0 5-10cm 30%
[EEY4 X (Median: 5.1 cm) [EEY 4 X (Median: 4.7 cm) > 10 cm 35%
< 5cm 49% < 5cm 54%
5-10cm 32% 5-10cm 17%
> 10 cm 19% > 10 cm 29%

Analysis set: Enrolled patients at 5.4 and 6.4 mg/kg
Data were analyzed based on the data cutoff on 11-May-2017

rresevieos:. ASCO ANNUAL MEETING ‘17 | #ASCO17

Slides are the property of the author. Permission required for reuse. Presented by + Toshihiko Doi




0.8 mgfkg
DS-8201a  — lémake
=== 3.2 mag/kg
—+— 5.4 ma/kg
—— 5.4 ma/kg
—+— 3.0 ma/kg

LE+06

LE+04

1E+03

Concentration (ngfmL)

1E+02

1E+01

=

21 42 63

Time (day)
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—=— 5.4 mg/kg: DS-8201a
=22+ 5.4 mg/kg: DXd
5'4 and 6'4 mg/kg 5.4 mg/kg: Total antibody
\Ee06 —# 6.4 mg/kg: DS-8201a
—+— 6.4 mg/kg: DXd

& 6.4 mg/kg: Total antibody

1E+05

1E+04

1E+03

1E+02

Concentration (nagfmL)

1E+01

0.1

(=]

21 42 63
Time (day)

Analysis set: PK evaluable patients in Partl
Data were analyzed based on the data cutoff on 11-May-2017
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20%BREL-AESR(DLTREEL)
| prefered Term (N=133) - Grode 1 08 Grace 2 (o) race 3 () rade 4 (50 A1)

111 Vi 0 ] =
Eﬂ’]‘*ﬁ?ﬂﬁ’) 13.5 9.0 8.3 3.8 34.6
=11 3.0 12.0 14.3 1.5 30.8
SRRSO 0.8 9.8 12.0 3.0 25.6
B M EREGREA 0.8 12.8 9.0 1.5 24.1
BiEESE
B 51.9 13.5 1.5 0.0 66.9
RAHIR 33.8 20.3 3.8 0.0 57.9
Nzt 31.6 3.8 1.5 0.0 36.8
TH 19.5 5.3 0.8 0.0 25.6
{8 18.8 3.0 0.0 0.0 21.8
Tt
BHE 21.1 6.0 0.0 0.0 27.1

B 18.0 4.5 0.8 0.0 24.1

Analysis set: Safety evaluable patients who received at least one dose of DS-8201a
— (o)
Any Grade 3/4 43.6% Data were analyzed based on the data cutoff on 11-May-2017
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SR iEHAEGI D23 E(5.44+6.4 mg/kg)
| ORRN(%) | DCRn(%) _

Total 39/97 (40.2) 89/97 (91.8)
A 19/45 (42.2) 44/45 (97.8)

BC T-DM1giamE 16/35 (45.7)  35/35 (100.0)

BC T-DM1-+~JVWA YT Bl 14/30 (46.7)  30/30 (100.0)
=y 16/36 (44.4) 32/36 (88.9)
GC CPT-11Fiia% 8/18 (44.4) 17/18 (94.4)

Analysis set: Efficacy evaluable patients for confirmed overall response
Data were analyzed based on the data cutoff on 11-May-2017
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R—RFSL b DEXEHMRE/INE (%) DEL(5.4+6.4 mg/kg)

80

N=108
60
40
20
° 0 _
S '““llllllllllllllllllllllll
20 -
40 - "
[ Breast cancer HER2 Positive
60 - M Breast cancer HER2 Low
B Gastric cancer HER2 Positive
-80 - I Gastric cancer HER2 Low
-100 - B others Analysis set: Efficacy evaluable patients with at least one scan

Data were analyzed based on the data cutoff on 11-May-2017
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N=AF1 D5 DIEBHR/INE(%)D Z{t (5.4 + 6.4 mg/kqg)
LA BhA

40 - a0
20 - 20
°\° 0] , :\_\\__ . OQ 0]
-20 - | -20
-40 - -40
-60 - -60
-80 - -80 -
-100 - Weeks 100 - Weeks
0 10 20 30 40 50 10 20 30 40 50
BC HER2 Positive——BC HER2 Low —————— GC HER2 Positive—— GC HER2 Low

Analysis set: Efficacy evaluable patients with at least one scan
Data were analyzed based on the data cutoff on 11-May-2017

rresevieos:. ASCO ANNUAL MEETING ‘17 | #ASCO17

Slides are the property of the author, Permission required for reuse. Presented by: Toshihiko Doi



LARY A (ZhER)EaER—IRE (DA, 5.4 + 6.4 mg/kg)

edian PFS: 45.4 weeks
(Kaplan-Meier estimate 95%Cl: 32.1, NA)
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O 0ngoing(39p_ts)-I —= — e | | —
Discontinued (11pts) — - — — 1| = = ‘ HER2 positive
-100 — . pD(epts) B A | | HER2 low

* AE (3pts)

+ Other reasons (2pts e . . .
(2pts) Analysis set: Efficacy evaluable patients with at least one scan

Data were analyzed based on the data cutoff on 11-May-2017
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LARA(GhR)EaEB(Bh A, 5.4 + 6.4 mg/kg)

Median PFS: 27.3 weeks
aplan-Meie estirTate 95%Cl: 13.4, NA)

\Mee\‘c"\

Tumor shrinkage (%)

ngoing (22pts) — - HER2 positive
Discontinued (17pts) — HER2 low

* PD (11pts) L

* AE (6pts) <ol Analysis set: Efficacy evaluable patients with at least one scan
Data were analyzed based on the data cutoff on 11-May-2017
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