EBEEHEETA RT A v
RATuY ReT (RETHEEZ)
(ARFE4 : ¥ PA—F HAFHIE 100 mg)
~FEM R AR~

VR 2 942 A (BF1 24 8 AGT)
JE A= s




H&K

I 2oz P2
2. ARIOISE, EREF P3
KT 717 N P4
4, HEERIZDWT P16
5. ARG ERDBE P18
6. WHIZELTHEET X FHH P19



1. EL®iC

BILd, BT, IHEORPRIFO®FIC LY ., PURESRR 2 EOEHMN R ERe RS
FEIHEAVRARINDIPT, 2NoDEENT BIONERBEICRIET S 2 L PR
MR E o TEY BFHBIES & SO RARS 2016 CEak 28 4 6 B 2 H HEERE)
KBWThH, EFNERLE0FENOBRBHELMA L L& TIN5,

SR Ve M ER L, SRR T 0 7 7 A ABEEFEO RIS L LR
RHZERHD, ZOd, HHMRCEREEICETABEA+OERT 2 TOR,
WHERMOEELBZITAZ EAMUFINABEFCH L TEHTS L &L, BIE
HRRELU-RICSRE R R E & D2 E R EO B ¢ EEEE CHER
THZELREETH D,

LT, BbA F74 Tk, BBREESZAE T/ LTV B ETE? -
BEf RS & | UF OEERSORE L ERZ g T 2800 6 NEREH:, 2
HREROHBEFRE RT,

Rk, BHA BT A ik, INATHE AR ERERESSA SR, AREEEARER
B IE S, — AR A B AR EAR ES R OARANIEAN D AEERZFSOWHH
Db E{ERE LTz,

WHRE L HEER A FL—F BT 100mg (A AT U AT (B

FH#R %))
AEERAWENIDE  BERANE
REFRAMERCES @A, AL, Ravn ) Xv7 EBEFEREL) LT, 1

200 mg % 3 MMHIFFE SO | B 400 mg % 6 38 [ TR B8 € 30 21
T CRTAERNET 5, 1072 L, IREERIEOE ST, F5HEH
T R2ARAETET S,

: MSD #ialiasft

i
(o
H
St
e
o




2. AFOFR, 1ERIHET

FA B F ETHEE 100 mg (—A%4 AT e ) Xw S (AT, BT IR
Hl| Evv3,) i, PD-1 (programmed cell death-1) & @D U H 2 FCH D PD-LT KTFPD-
L2 & OEEREERETS, b MEIgGs €/ 7 a—TAHETHD,

PD-1 SBE& 1 T #IRE S B RS 2 B AL B 7o b I AS A MR 3 1 A 5 B e s i i
Z A wF T, PD-1 R, BERIRERIC BV TR T MiReoMinRkmicBHE L, Aok
B RGF S e AN TR E e A RS AT 5, bbb, PD- BV e
ATHI LIV RESERIC LS ST mER BICHET 2% A/ ETHD, PD-LI
OIEFHZICBIT 2RI THTHLIN, L<OBAMIBTIE T e 2
AT EEEICRE LTV, BAFERIZET S PD-L1 OFRSEIL, Bk, B,
IF#RREER, OR3LE, JE IR SO 2 RPA TTFEARETTH Y BV ATRE
OAFEENRE S TWD,

BHONALORBEEATH S PD-LL BROMBEESND, PD-1 & PD-L1 ORKITEES
OFPEEREC B W T EEAREZH S 2 LAURIBENTEY  Hil B AIBROERN &
LTS Tn g,

FHNE, PD-1 & PD-L1 B OPD-L2 DY A ROFEEGREET A2 21080 HE
BB O BRGIIAEE M T V) o SER AR L S8, FURBSEE & HIEEL
15 L CHEESE S BT 2,

AFN O VeI H-S < BEORERIIZ L 2BHWERSRE S &bh, HEXITETIE
ELWHEMNR S D, ARIOREFRORSHZIT, BEOHLEE 50Ty, AR
B BENTHE I BB L FRICE U FPag ke kil & Bk & S 0BT &3 L TR
E7ERIRBET 21TV, IR OSENIRC L A BHER REDh 2B, BIBRERY
ERIORGEORORME 21T O BERD D,



3. ERERRRAE
VR B IS ORISR 21T o n R RERRIB O G £ T,

[H4hit]
OEMSE b MR (KEYNOTE-041 #ER)

CEEFRRIED I A ¥ A7 (BRI (BUF (4 ©Y AwT ) L)
REIIRN2 LU A ETOEEEREY A 2 RIGYIRR R B R AERE 42 7

(H bR a8 37 ) & xgic, AH 2 mg/ke 3 WARME (LT TQ3w] &wn 5 )
B 5 OAE R OZRERBN Sz, ds, EEFHME CREETIRY b BE
I BB T A R IR R SR B 72 S D BRERAIC ﬁuvwa%@rg:&@M%@
BRI CRRET IR HRD E CARIORE L #RT 5 - &ﬁﬂ&kéhﬁm%gﬂ
WA T BIBHRBCIST 1 174 2 LUBIZIES < PAHIEIC L 5 52285 (CR)
MEERSZEED (PR) ] XL 24% (95%IEIRIXH] : 12~41) ThoT, f;a:ca\ HEIC R E L
BT 10% Th T,

OMst S TR (KEYNOTE-002 554
A B Y Ae L AREEER T AREDRTELEEEAESE LRIz, T4 2
mg/kg Q3W 5 & U8 10 mg/kg QAW # G OFEMER RSN, (WERE (X iy
VTRV RAVRTTF, NIV EXEARBAINRTTF 0 ) ¥
T, LT TICCEE) 2vha,) Zxtldl LCRF SN, A, MBS TR BT
O BRERES I RKEETE T TERSRED LR WEOHIRIICEZE L TV D EAH
T REILAEO BHE S CRBEITNRD OND ETHERAOBRE Lkt 5 2 L5
fiE L S, TEFGHEA AT (BUF 10S) & 9,) ROMEREA FHIR (L
? FPES| & 9,) s &, FANMERIE LB LT, PRS 2 ARICHEER Lz,

#£1 HEMRE (KEYNOTE-002 35%)

AH 2 mg/kg A 10 mgikg bR
Q3W Q3W
(180 31) (181 f51) {179 #)
dgfE (A 3.4 14.7 11.0
(95%CI) (11.0, 16.4) {11.3, 19.5) (8.9, 13.8)
0S | »~HF- R 0.86 0.74
(95%CT) (0.67,1.10) (0.57, 0.96) —
P " 0.1173 0.0106
HifiE [A] 2.9 2.9 2.7
(95%CT) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | P— R 0.57 0.50
(95%CD (0.45, 0.73) 0.39, 0.64) -
P @™ <0,0001 <0.0001

CL: {FHUZM, *1 : RECIST H/{ F'5 4> L1 RICES < AR ROMBRIEC L 5 .
FEF 0 K B LSRR L DR,

*2 BRI Cox Moy —

3 @hin T L 7 fEE




100
90 B ——— # 2mglkg QIW
80 ] e ZEAA0ME kg QIW
70
¥ 60
i 50
4 407
30 -
20 -
10
O JLSLUUEL] UAAILLEGEL LUAAULLELL ALUALULULLL GRLBLLELLY MALUGULLL Y | ALULLULUEL LA L UL LU UL ALY S
0 3 6 9 12 15 18 21 24 27 30 33 36
at riskad 17 (R
#8 2mg/kg QAW 180 131 a5 70 61 11 0
FH10mg/kg QAW 181 138 99 79 67 12 0
(L% EnE 179 115 80 60 48 9 0

R 1 O0S ® Kaplan-Meier i (KEYNOTE-002 3E)

-3
132_’ o — & 2mgrkg QIW
80: —— A 0mgrkg Q3W
g 70 1 o (R
B 60 |
50 1
40 1
: 30 1 g
20 I P E— T
10'_
0 { 1 I i H i 1
0 2 4 6 8 10 12 14

at risk#y R (R)

AR 2mgrkg QAW 180 153 74 53 26 9 4 2
#F10mg/kg Q3W 181 158 82 55 39 15 5 1
{bsEinL 179 128 43 22 15 4 2 1

¥ 2 PFS @ Kaplan-Meier fi#2 (KEYNOTE-002 35



@SB IRAE (KEYNOTE-006 7ER)

AEY AT TICLAERBEORNETA ) AT E2E TN 1 VIR ETOAL
SRR A A D AR IR AN RE A T B B A RIS, ARA 10 melke Q3W R 5K
O 10mg/kg 2 BREIEIGE (BLT TQ2wW] L 9,) BEOEZERTERMEN, 7Y 4
v 7R E LTREEhE, 2B, WgEFE CERETHAED LAESEAI, Kl
T2 ER AR HIA W EORIRAICZIE LT 2 B3 T, kB2 0 FHE R
TREBAETHARD N2 E TAROEEZME T 2 Z £ R L v, EEFHITEH
i3 OS BTUVPES & &L, AFEA VY A7 iR LT, 08 LOPFS 2 ARIIER L

o
#2 BYHMRE (KEYNOTE-006 3ER)
AH 10 mg/kg AF 10 mg/lkg AU AT
Q3IW Q2W
(277 #1) (279 451} (278 i)
HodefiE LH ] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE}
os™! ANA— FERT 0.69 0.63
(95%CT) (0.52, 0.90) (0.47, 0.83) —
p {H" 0.00358 0.00052
Hfi [H] 4.1 5.5 2.8
(95%CT) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PES™ ° | At N 0.58 0.58
(95%CT) (0.47,0.72) (0.46, 0.72) —
p " <0,00001 <0.00001

Cl: B X, NE: #EERA], *1 RREEFIFOT—F (015 E3IHA3IEHy FA7, *2: &3l
Cox tfl P — REFLICL DAY Av T Lo, %3 Bila 77 v 7#iE, *4 : RECIST #
A BS54 v LS ES M U R ER CIEEEME L A, *5  FHERROT —
# (0144 9H3AHw bA7)



100 ==
90
80 1
70 7
& 601
i 50
40
307 e FOmg/kg QIW
20 1 o Fdmglkg QIW
10] —— srun=z
0 —rrereerm I RLLELARAL [RALALRRLA [Ty TIPTEIr T SELALELEL I Ty REALERLEL
0 2 4 6 8 16 12 14 16 18

at risk¥ SR 3]
FHNOmg/kg Q2W 279 266 248 233 219 212 177 67 19 0

ZFENomg/kg Q3W 277 266 251 238 215 202 158 71 18 0
AEULRTT 278 242 212 188 169 157 117 b1 17 0
B3 0S ® Kaplan-Meier Hi#g (KEYNOTE-006 385k)

100 ™ ?
30 ] T o s e 0 10 g CIIW
80 ] - Al 10mp/kg Q3W
g 70 .: s 1) 1=
B 60 1 .
m 40 t t ru.‘_{._‘_ﬂ‘;‘rxk:gg—!”;“%
10 =y
0 I'll'l!‘ll!'lll||lill||||l|3l|l]||il|||5l|lllIIIIII‘I!IIIIIII'!!I’IIIIII
0 2 4 6 8 10 12 14
at risk# HRIE BT (A
FH10mg/skg Q2W 279 231 147 o8 49 7 2 0
FH)10mg/skg Q3W 277 235 133 95 53 7 1 1
AEVULYT 278 186 88 42 18 2 0 0

4 PFS @ Kaplan-Meier Hi#2 (KEYNOTE-006 70ER)



@EEEHERF IR (KEYNOTE-054545%)

S=AERE o R T — I B oEERAEEY (AARASHEET) s, i
HEEhETE b L TAEN200 mg QAWIR LD EER R e, T eAR e E LTHR
Hahe, FEIMERIEERAFRE (CUT RFS) & H.) & Eh, &FETT
A& HE LT, RESERRICERE LA,

#3 HMERE (KEYNOTE-05438)

AFN200 mg SR

Q3W
(51441) (5051
podfE [H] NE 20.4

(95%C1) (NE, NE) (16.2, NE)

RFS™ SNH— R ERT 0.57
{(98%CT) (0.43, 0.74) _
P " <0.0001

Cl: {2HEXR, NE: #iERa, *1 . REEREOT— 2  2017T4E10A20 0w 47, *2 . g5
Coxtbfl Y — FEF AL AT IR E OHEE, 3 Billn /7w WE, QW : JiEHHR
5. NE : Not Estimated

100
90
80 -
€70 ]
ﬁ 60 -
4 507
% 40 -
#E 30

20 | = FR00mg QW

0 3 6 9 12 15 18 21 24

At risk¥ SRS L]

AFHI200mg Q3W 514 438 413 392 313 182 73 15 0
ISR 505 415 363 323 284 157 60 15 0

5 RFSOKaplan-Meierffiit (KEYNOTE-0548858)

WD ATCC {American Joint Committee on Cnancer) JEHISHE (8 7H0 ICE-SSFRE, AF— Y MA T2V
LoSEIN O EN | mm BOBE DA,



[ 22 4:4:]
DEAE [ bHRE (KEYNOTE-041 35R)

FEELIL, 41/42 ] (97.6%) WD O, BRI E REBREDPTE TS RWEE
BRI, 3442 ] (81.0%) IFRM T, BIREN %L EORHERIE TRO L BY T
Hoir,

4 FFWEMP 5%LL EORIFER (KEYNOTE-041 38R (VAR fEm)

WERAAEE (SOC: System: Organ Class) ) EIJ;!};: E)?zf\ﬁ?ﬁ

FAFE (PT; Preferred Term) 8 43%

(MedDRA VCI.20.1) ﬁGrade Grade 3-4 Grade 5
ZEHER 34 (81.0} 7 (16.7) 2 (4.8)
FARIBEEER T E 4 o3 0 0

FHl 3 (7.0 0 0
—f% - 2HEEB OB SSAOIRE I e R
BRI o 5 (e 6 0
BRps . _ R AN R

AST HEHn 3 (7.1} 0 0
TR _ 300 0 0 ..
EER LU THRESEE ' IR PR AR
D 6 (14.3) 0 0

B BRI 6 (14.3) 0 0

2| EVESHE 3 (7.1) 0 0

ks, BVEMESEER LE Q4% . KBk EEOTH 241 (4.8%) . THREERE 3
i (7.1%) . TEEHEEREE 2 41 (4.8%) . FRIREEERE 6 £ (14.3%) . infusion
teaction I ] (2.4%) FUREF AL 14 2.4%) NRH o, T, #EEE (7
Vo R ERERE) | BSEEE (RMEMEMEBRS) | BIBEE. | BERE,
HEORIGEE (UEHEIREGER., SBH, \RERES) | BR, K - o
fEE . BEEFHEDRE. MY - BRI, OfRZS. sl NG ESE TR, # kA I
R OFRIENEITED b h ot REVERRRIUIEESES BAREEEE LS
te) BEDEREREETT,

O/ B (KEYNOTE-002 35k

FEESIT 2me/kg Q3W BE 172/178 7 (96.6%) . 10 mg/kg Q3W AF 178/179 {5 (99.4%)
ROVICC BE 167/171 1 (97.7%) 12ERD GiL, BB L OREMEBEE TERVAEE
T, BN 120178 8 (68.0%) | 133/179 Al (74.3%) B UF 138/171 fi (80.7%)
WES LR, WTRAOB TEREN YU LECRBERETEOLEBY Tholz,



5 WERLDORTREEN s%ELLORIER (KEYNOTE-002 B8 (RalEiS4Em0)

ST HIA A% (SOC: System UL MY

Organ Class) : 2 mgfkg QIWHE 10 mgrkg QIWEE ICCHE

HoAREE (PT: Preferred Term) L78 01 - 179 %1 17 6

(MedDRA ver.18.0) 4 Grade Girade Grade 5 % Grade Girade Grade 5 % Grade Grade Grade 5

3-4 3-4 3-4

2RHER 121 (68.0) 20 (11.2) 1 (06) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (263) ©

MiEE 3O oA REE

i 5 @8 1L @8 0 7 (3.9 0 0 3525 9 (33 0

H i AE 0 0 0 (X 0)! 0 0 14 (82) 6 (3.5 0

1 P R A 1 {0.6) 0 0 1 {0.6) 0 0 14 832 6 (35 0

it AR IR 2 (LD 0 0 1 (06) I (0.6) 0O 16 (94) 4 (23) 0

P

FUR R BRI T E 9 (5.1 0 0 13 (7.3) 0 0 0 0 0

B RBEE

{#5% 328 0 0 9 (5.0) G 0 14 (8.2) 0 0

T 15 (8.4) 0 0 19 (106) 2 (1.1 0 14 (82) 3 (1.8) 0O

B 8 (4.5) 0 0 16 (89) 1 (0.6) 0 56 327y 4 (23) 0

- 2 (L) t (06 0 10 (56) 1 (0.6 0 26 {152) 4 (23) 0

—% - REEER L UL A0 E

EEatng 6 (34) 1 (0.6 0 8 (45 1 (08 0 10 (58) 1 (06 0

i1 40 (225) 2 1.}y 0 52 (201) 1 (0.8) 0 62 {363 8 (47 9

R § (3.4) 0 0 1 (6.1 0 0 8 @7 1 {06 0

A7 R

RS 0 0 0 1 (0.6) 0 0 13 (76) 5 (2% ©

et L D aE

FEkEGER 8 (4.5) 0 0 17 95 2 (L) 0 26 (152 0 0

FEERR L& REREE

RERiA 13 (73) L (06 0 12 67 1 (06 0 9 (53) 1 (0.6 0

B 9 (5.1) 2 (LD 0 7 (3.9 0 0 058 I (08 0

MEERME

WY = a— T A F— 2 (LD 0 0 0 0 0 14 (82) 2 (1.2y 0

$ERET 1 {0.6) 0 0 2 (LD 0 0 11 (64) 0 0

R & O T A

IRERE 5 (2.8 0 0 [ ©.6) 0 0 35 (205) 1 (0.6) O

KT 9 (5.1) 0 0 9 (5.00 0 0 2 (1.2) 0 0

+ D EE 37 (208) 0 0 47 (235 0 0 6 (3.5 0 0

T 21 (11.8) 0 0 18 (10,1) 0 0 8 (4.7 0 0

BER BRI 5 (2.8 1 (0.6) 0 10 {560 [ (06 0 0 0 0

2B 10 (5.6) 0 0 9 (5.0) g 0 2 (12) 0 0

2k, 2 mglke QAW BER N 10 mgkg Q3W BB W CEhEh, MEMMEE 1 5
(0.6%) ROV4 61 (2.2%) . KiB#K - BEOTHILF (0.6%) RU6H (34%) | ik
B (5 2 SN L-SEETEEE) 2 ] (11%) ROVO0 I, BFREREE 13 61 (73%) XK
Q1S il (8.4%) . EHEEEREE (RMETEMELS) 14 (0.6%) RU1H (0.6%) |
FHeFHERRIE | 4 (0.6%) B3 E {1.7%) . HRBREREREE 14 41 (7.9%) RUNLS
#l (8.4%) . infusionreaction2 5] (1.1%) RU3 @ (1.7%) . BEOREEE (BAFH
NERRERRE, STEALE, BREES) 16 (0.6%) ROV H (0.6%) | M 141 (0.6%)
OO, ERESNESRE O IR H (0.6%) . MMss - BERLZ 0 BIR TN ) (0.6%)

10



WO 85 % 0 PRS2 ) (11%) HTD BRI, Hfe. RIBEE, 1| WERIA,
e - BRMCRRNBIE, D576, SoEbEi /MR ESEHERS, W6 LI I 2 U SFRR 1
b b ote, ARHEIEERBEBIESS GERREERE 2 ET) 2 STkst
RETT

@ AR (KEYNOTE-006 #t5k)

HEESIT. 10 mg/ke Q3W B 264/277 1 (95.3%) . 10 mg/kg Q2W #% 275/278 4] (98.9%)
U IPL B 239/256 1] (93.4%) 1R B, TR L ORBBERNTETE RVWHESE
Bk, RN 202277 8] (72.9%) . 2217278 4} {79.5%) RN 187/256 I (73.0%) I
b bhin, WIENAOBECRHEER 5%U LORERBTROLRBY Thol,

6 VWITRPORCRERN 5% EORWER (KEYNOTE-006 Rk  (ELMMEIrS4EH)

o . g (%)
i%;fgjz)ﬁ (SOC: System [OmgkeQ3WEE 10mgkeQIWTE IPIEE

HUAER (PT: PreferredTerm) 27761 27801 2361

(MedDR Aver.18.0) £Grade G;aie Grade 5 4:Grade G;afe Grade 5 %Grade G;a:le Grade 5
SREHEA 202 (72.9) 28 (10.1) 0 221 {79.5) 36 (12.9) 1 (0.4 187 (73.0) 50 (19.5) 1 (0.4)
RN e 7 (2.3) 0 0 17 (6.0 0 0 6 (23 1 (04 0
RO BB R I T 21 (7.6) 0 0 25 (9.0) 1 (04 0 2 {0.8) 0 0
5= 5 (LB 0 0 10 (3.6) 0 0 15 (5.9 0 0
PN g (29 5 (L8 0 4 (14 4 (14 ¢ 19 (7.4) 16 (63) 0
THI 40 (144 3 (0.) 0 47 (169 7 (25 0 58 (227 8 (3.1) 0
O PR 11 (4.0 0 0 20 (D 0 o 1 04 0 0
CEN 3l (112 & (4 0 28 (10 0 0 22 (86) 1 (04 0
A 5 (1.8) 0 0 10 (36 1 (04 0 14 (55) 0 0
—f% - RHEER X UR GBI Ok o B R B
HESE 3l (11.2) 0 0 32 (145 L 4 0 16 (6.3 2 (0.8) 0
ik _ 53 (19.) 1 (04 0 58 (209) 0O 0 39 (152) 3 (12) O
AST 38/ 6 (22) 1 (©4) 0 14 (50 0 0 6 (23 2 (08 0
s ToesEg - Sl T : ISP R ERBOR
AR I8 (6.5) 0 0 17 (6 0 0 20 (78 0 0

B M 32 (116 | 04 0 26 94 0 0 13 (5.1) 2 (0.8) 0
ik 6 (22) 0 0 19 68 1 4 0 520 1 04 0
RIS KO T RS SRR L R
DR 39 {14.1) 0 0 40 (144 0 0 65 (254 1 (04 O
B 37 {13.4) 0 0 41 (47 0 0 37 (145 2 (08 ©
SREE LI 31 {11.2) 0 o0 25 (9.0 0 0 4 {L6) 0 0

7¥. 10 mghkg Q3W BER TN 10 mg/kg QW BB W TEILEN., MEMSMRE 4 F
(1.4%) ROV (04%) . KB - BEEOTHI104] 3.6%) KU 13 ] (4.7%) .
BIEE (X5 « N —EERE) 260 (07%) RO H, TEERESE 14 41 (5.1%)
FOt23 6] (8.3%) | HirEEE (RMEREETRE) 26 (0.7%) RO 1H] (0.4%) |
TERAEARIEE 1§ (0.4%) ROV (0.4%) . HOREREAEREE 28 41 (10.1%) R UF33

11



F (11.9%) . BIBEE (4] (04%) K24 (0.7%) . infusion reaction 7 41 (2.5%)
FONs ) (1.8%) | 1 BEEEIRAS 1 A (0.4%) ROVO @, EEORERE (BEHEIRE
R, SR, SERATESE) 0 IR 1 41 (0.4%) | BES | 1 (0.4%) R 1 1) {0.4%) .
s - WERURERE 1 F1 (0.4%) ROTOHI, Mk - BEIESE 0 I RTN L B (04%) | WTF
WA EIES 3B (1.1%) ROV (04%) AR b, 7o, BEMEDL, O
2% R R/ RIEA SRR, TR AR I B USRIFERSIRR® b v o f, ARRIME
FARIERPUIEEE S (BRRREERTEET) 20 ERRERT,

@FEFAFEFE AR (KEYNOTE-054 FUR)
HEHRIIAKIEETIE 475509 § (93.3%) 1, 77 AR T 453/502 6 (90.2%)
WHSTR UTn, TRBRIE L ORBEESTE TERWAEFSRIL, AFEETIT 396/509 £
(77.8%) o, 75 wREETRE 332/502 B (66.1%) WZHEIR L, WO CHREER
N 5% EORIWEHIITED I BY Tho7,
#7 WTIrORCHESEN 5% LoBER (KEYNOTE-054 HIR) (RS dSumi)

MmE k458 (soc BIg (%)
SystemOrganClass) AHE PlaceboZf
A (PT: PreferredTerm) 509 5025
{MedDRAver.20.1} %#Grade  Grade3-4 Grade5  ©Grade  Grade3-4 Grade s
2FIFEH 396 (778) 74 (145 1 (02) 332 (66.1) 17 (34 0
AR — : e o — : e
R IR AR T 49 @6 1 (02) 0 4 (0.8 0 0
FOR AR B T A 73 (14.3) 0 0 13 (2.8 0 0
T od (185} 4 (0.8) 0 82 (163) 3  (0.6) 0
G 58 (Ll 0 0 43 (8.6) 0
—i - AR E B IO EE I ORE S R
ETE 48 (9.4 0 0 34 (6.8) 0
A 143 (28.1) 4 (0.8) 0 135 (269) 2 (04)
BepRlas B A T I PR .
ALT 0 26 (5.1) 3 (0.8) 0 16 (323 1 (0.2) 0
BERTRE L O SRS e - '
RE s1(10.0) 3 (C.6) 0 47 (9.4) 0 )
[iyesh 260 (5.1) 0 0 15 (3.0) 0 0
B 37 (1.3) 0 0 3B 1 (0 0
ke DR Bt 27 (3 1 (02) 0 M8 0 0
IS L O AR - ' o
9 PR 85 (167 0 0 49 (9.8) 0 0
5 49 (9.6) 0 0 32 (6D 0 0

ks, AFIBE T BV CRIVE MRS 15 81 (2.9%) . RS- EIEOTH 23§l {(4.5%) |
BRHSREREE 46 (5] (9.0%) . BHEAEMEE (RMEHIEME S 2680 (04%) . TERER
BemE 11 R (2.2%) . HOREREEERIEEE 105 5] (20.6%) . FHESEEREREE S ) (1.0%) .

12



TR S (1.0%) |, S & S IEL 2 ] (0.4%) | #h4k - BROmRAATE 1 41 (0.2%) |

e 2 Bl (0.4%) . EAEFGEEE 1A (0.2%) , DK 1A (02%) SN infusion
reaction 2 {8l (0.4%) MRD LI, T, BEREE (F7 2 N JEERSE) | BEE
OFEES (REHEIREGRTE, £, EXREES) | B - s, &b
IR/ MRS, MRS i B ORZEER B B Lo T REIHERSETURGUEES
EHES (MRBEEEEEE0) 2EDEFFRRERT,

13



©

[Fis - E]

RGBT 2R b LM AR AR (KEYNOTE-002 385 &
TR KEYNOTE-006 38) OfER. 2mgkg Q3W, 10 mghkg Q2W KU} 10 mg/kg Q3W
DNTIO - BRIV THO AR O/ IER VR 2RI ERIERRD b i o
7,
AEN O HEMN BB OF5 R, B RaEEE IR 2D 200 mg Q3W 5RO
AUCu s (FERRIEIZIIT D 6 WM o> R B -F5R B T AT O [10%5, 90%
A1 mgeday/mL) 13 2.16 [1.45, 3.04] mg:day/ml. TH 9. 2 mglkg Q3W HRFD
AUCss s (1.32[0.722,2.06] mg-day/mL} & 38 L, 10 mp/kg Q3W H5HFD AUC 6w
(749 [4.32, 11.3] mg-day/mL) % FlElo7,
N EEMEEE SR L Lo ARORBRIGRT O R, BEtshiz k- fE Q
mo/kg Q3W 5. 10 mgrkg QAW % 5 K U8 10 mg/kg Q3W #45) DOHLH T AUCwsu
SR OEENE E oICHHEEEIRD b hviaho T,
FHOGEMEAERETTAZRBELE I 2 b—a 2D, A5 200 mg %
Q3W, 400mg % 6 HRERIE (LT Q6w LW 3,) Xik 10mgke (fRE) % 2
R (LT TQawl &vvdH,) TG UEBROAFIO i S e iz,
FORER, AH 400 mg & Q6W THEE L BOFRB O ERREICR T 228 M
B (DLT [Cugesl &VV3,) 13, A% 200 mg & Q3W THEE LTZFRD Cape &
AT A EFRESRE (THR). i, AK 400 mg & Q6W TR E LIZROAFD
EERRBICRT AEHNETRE BAT MCusd &V 2.0 L FH 200mg 2 Q3W
TG LT BED Cos E B U CEER R T ETHISh - bOD, BAANEEIZER
WTRFERHER SN TS HE - IR THAAEHF 10 mgke (FE) 2 Q2w T
ELUEEBD Conss & Wl L CEMTERT & FRISNRE (TR), bk, EHEARE
BT RICAH 400 mg & Q6W TRE L7 Wi B IR (KEYNOTE-555 #ER)
L oELRERHAEIE S HBPERR ST A—F 3, VIab—a il LD Tl
L EENEE T A — 2 SR L (TR, MA T, EROERCBT 5 ERAR
BRI IC S & . AR OREE & AR & oA RET DIREGE
FONEEE SR, FH 200 mg & Q3IW 3L 400 mg % Q6W TG L EROREE
L HEMES IR AN L OBEICOWTRT Sh R R, LRORE - BEOMTH
ZhE R I R ERIT W E RIS,
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#8 FHOEDERE T A —F

| gy | e | Gum | Geeb | Gaed | g
200 mg Q3W! (582?;93) (79, 95.1) (17;?f83) (917, 941 (49@??&&) (05,314
400 mg QEW! (12;,2?24} (32.3)?;12.7) (1@.2;(,)?0.8) {14{1;?49) (50.51(,)'57 1.3) (19.28(,).23(}.9)
40{?%!%%“] (1351.2‘,5'3 ;6.4) NA ( 14_1: i 4 NA NA NA
10 melg Q2w (212,2223} { 145?45) a 1;,1 ?21) {42:,2333) (27?7382) <§9;,gzoo)

T n=2993, 100 @DY I 2 b—3a il LV EM S BT TFEOTRE (25%, 97.5%8) . Cm: HIH
5 S OB B TR, Cow : DIEHREH OV TEPRE, Con : MEERSE (a2 02 EE5D DR

[P?%g\ Cma:(‘ss:

BRI D REMiEFIRAE
I 56 FOBEITEEE (95%IEHER)
§ 1 41 FHOBFEEE (95%EHKHD

NA : sESA L
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4, Mgz T

RIGOISRRRE At B AR IR AHGER M & L CHEHEERE (affid) 28
BNTWAHZ &b, BEUHELEICER T ARBTHINENH D, TDOLT,
EEES U A 7 WHEEH RMP) 12E-3E&, AFIOEER LRGSR~ O D HI
HAMRE T T, AFOESNMY2BELZZE - FHEL, AFOREICIVERR
BHER & 3R LB T A 2 &R E T, LT OO~@0 3~ T & § i

WRBWTHEAT 2 R&Th b,

O Rz T

D1 FRD () ~ (5 OWTHHINCEET IR THDLZ &,

(1) BEARE AR INRET DM ABEIEIL RS EhEFRS A DRCHBHL LR,
HOH S A RS POE I RREE . HUBS AR B A &)

(2) SRR

(3) EEFFRMELSHET 2 M ARFEERIE (03 A RFCHEE EEhE. S ABREEE
Wb, S ABFCEBEHEERIT R L)

(4) Fhleib iR ikl U, AL i 1 SO IR 2 DR BRI
AR D R EAT - TV DR

(5) PUBMEEERATEENE OB R 2 BN ETT o TV Dk

@2 FEEBEEOCSERRER ORIV RSB O IR T4y 7R & e B
(TROWThMCEEY T 2 IEM) 25, UEBEROAARET SIHORIE & LT

EEINTNDIZ L,

ﬁ

o [EEIGFFEESR 2 E0WHIHERIE T L-HBIC 5 £ OB ARROERIRTHEY
ToTWbHZE, 9b, 2ED R, PAEDEES X LERRBEZEOGESL
THTWHBT &,

o [ERfGITEEE 2 E0MEHERE T LRI 5 £ E0 FEREEEZ RO
PRREREH L TWA I L,

@ BEHNOERMMESREBEOEHIZOWT
E¥ SO A FEERRE S, REIECERLOFREN., AR - %
S R OB TR R RIS IS AR EL, A EFENBE LB e 0w
B, ERNEONThRAETPRETHWLZ b,
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@ BIER~DORIBITDNT
@-1 B FERIRE ORI Al i B 5 B

MR RSO BB AR EANRA LI, 24 GEZREH O T, Mk L
FOEEERIT I T S LIRSS U AR 3 O CT S ORI BRI 4
FRBEORRAN N AT LR, B BICHE TR ERAE > Thp Z b,

@-2 EFREEHCIIAEFERHCHETIER

RAZRICED DML HHE CRET A 2EREER BRER =7 ) 7
EEOTEERORY V== P ETOERE L IFREHE TE 5 F - AR 2
HEh WD L, Bk, BEEGIZOWT, BRABE L EOFIRIC A ST
WaI ok,

@-3 EBMERORWRRIZELT

RIVER (REMREEI L, K& - /NBZE - EEOTH, FEERE - Bl
s, EHEREREE (RAVEREMRAS) | ASWEE (PEEEEREE, FREE
EE . FIBMEAEREE) | | BUERRE, SOk, Bk - BARLRE, BER. BEEO
R IENEE (PR U ENRAE . KR L AR . 2THLEE, MBS | infusion
reaction, S « BRI, BIERIEIIE, #EES (¥ v - N L—JERRSE) | LK.
HE 2 AR (et i MR PSRBT, BRI d, FR2EERES . MYRRIEIESE) |
o BRE AR, RS 1O LU, MR T B ERGHB O MM A AT A D
L L (RIEROBECHIRICE L CRERVIEEZHONORMGITHDIZ &) |
B HIDET BN TE A ERAE-TNE T &,
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5. xS oBE
[Aahitic B9 5 %K)
O FROBHICBNCRAOHHERR STV,
AR O R R LSRR D b % G T R B R B
o EAERBORT— DN Y oEEEREERE BT AR RERE
7295, BRAF BUATEREHTHMEIEVTHL, BRAF EEANC L H165 L %18
THIE,

@ TRICHY T DAFOERE RO FEI-SW T, AR OFEN ST S TS
53, FEIO|REHG LR,
o fOFEMEEEE P L CRE Sh S B

[ Lt B4 5 $TH]
@ Tm_ ST ABREFILOVWTRAROREREE L ST b, E521T
iz bk,
o EHIORESH LIBEECEFIEO L 2 BH

@ HEETOFMICE VT TRICEY T2 RF I Wik, FEHoREHE Sy

P, O VEFRBEREA R WNEAIZRY , BRI ER T EEERTE D,

o EEEHREROAHUIBEDH DB

o ARG BRI TS E AR 5 BE K OYREME O BUR BRI RE G 2%
LD SEPEE DA B D B

s HOGRERBOSHE, UTEENLE L EEREO B DEFERORER O
A BE

o SR GERBMESEES ST ObLEE

o HEEROBIIMTEET O8E

s ECOG Performance Status 3-4 ¥ O

@Y BCOG ¢ Performance Status {PS)

Score E

0 |&< L IETITE S, FEAAHE R LB EEFEMRE T2 D,

AERIC B LV EBIZEIR S5 A, FITRET, BEEPE> TOERIT I 2L Tx b,

Ul ez, sEs

STARTASOZOMY O L F T ~THEEMERLCERY, AR S0%LL LBy FATEIT,

MR EAOEOED O L LATEEY, BHo s0%El EELy KR,

4 1£<ETAY, BSOROEYD O e TR, Rty P CB Y.
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6. BEZEBLUTHETNEHE

O WACEEI A, BUE IR RN 5 ERE I S E AH SR ONHIERE
AOEDICHERRFERF HoCER L ThOERTA T &,

@ WHEEMEICES D, BAEIETFOFECESERCEBREYS AR L, RS
ThbkET oL,

@ EREHERA®DvRY AL MI2WT

REHIERRSH HhILA 2 EMH DT, AHlOREZH Tz T, YIHHE
W (B, R R, ) oREER O X RE o RS, SlEi -
SWATS Db, Ein, MBS UCHEE CT, My — b S 0ME % R
HIZ &,

infusion reaction 234 H i D = & B3bH D, infusionreaction R BN I-EEI
i, BB ERIT S L L b ERPEET A E TREOREE oI B
THIE,

BRHRREREE . TERBERELVRIBRERERH LN I ERHLD
T, AFOBRERAHE OSBRI EMNIC RIS (TSH, #RE
T3, W T4, ACTH. M AF/—ABollE) 22T 52 &,
JFHbRERE S BB LR L LA Z 8RB AD T, RAOEREMMBITL
O SIARG T I E R e (AST. ALT, v-GTP, Al-P, B UL 4
OEE) EERTAZ L,

A& (kL CIIEERELEST) EOREREEENRH 5D
TERBBEOT, EHMICECREOFERERT L L, Fin, ROZFER
A BB, EOHCEREEEZ2 T L IBRFEERETLZ &,
AFNOEEIC LY BEOSERIGIERT 2 LB 2 LD Re RREESE
RhbbAZeRhs, BENRLLNASEIZE, BB LEFRITS R
B AR A etk & BB A O ES & B U CEYERIRE A T RO RE
R & B BIER AR B IBACIE, ARIORE L, RUEEEE R
NEUFIOBESRZET L L, B, BIBERE R ofRGIZ L0 EIE
HowENRD b WEEICE, BB R ERAE 2SO GBIl &) o8 i
LHEBTHI L,

BEERTS®, SERLLE S BRBLTCHERERNRRERTLZERH ALY,
FROF SR THRIZDHBEVEROBRI+S5I0ERET 22 &,

PR (BE | B RR A ) Bdhbbd, BERBMES FT R A
WEHZERHHOT, OB, B, EHEOEROREBRLWFED LR+
SEWETAD P, | BERERRDLIESCIESERLEL, 122 ) B
o FHEOBE R MBERITI 2 L,

@ ARIGGIBRRAR A RN BAERE A T 5 BT, AROBREBRICBWT, #5
BiE2 5 3 0 A LI, FR DR, BGHE D VERIL 6 RM I & ICHEEOR
BEIT-> NI 2 ESBI, AR STIEMRNIZROBREIT S 2 L.

G seAilbRE OB R ERE ~ O GMERIE L L TERNT DB, AR O
BT, BERASDEREREC 12 WA I L CEHOEET > T
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L ERBB, AROBRSMIESNCHROEREITI O &, ks, R
FHEE LTHEAT 288, AAloRSRIMT 12 BETETDH T L,
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