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RATur ) Xv7 (BEFHEEEZ) WA OSEERHEET A FI4
v (A uYT I VREEE MSI-High) 27T 5EF
) OERREORBEERHEEY A N7 GEaatE, BHE
BME) O—FWIEIZDWT

REMBOEE & D EA T £ 2016 (FRK 284 6 A 2 HREERE) I8\ T,
EHNEELOFERORBECHEZRKS Z EREVAENZZLEZIT T, &
PHERLAZEICVERER IR T H27-OICREERHEET A N7 A4 21/E
Ry sZ&ELTWVWET,

L%, BERIZHOWT, JIRELO LB EGERR, REITRENERORIX
OETED (B) B CEREHMLELEZOT, HTHWE bz, &S
SE~DORAMIISETEHEELIALIEBBVLET,
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WA 1221855
TRk 304 12 A 21 B

W oaE o R
| RigmREN |(HEXER (B £ B
Nl B =

EABHEER - £EFHERERMFETERE
( & B 4 B )

Anaval) Av7 (HinFA%RZ) RAORGEERHEET A N
FA v (BmEE~ A7t T 7 FREEEMS I-Hi gh)
EAETHEBE) OFRECRGEEREET A FZ A (D
AR, EEREME) O—EiEIZ oW T

BEMEOEE L WEORAFS 2016 (ER 2846 A 2 AEEEE) B
W EHMERLOERAORECHEEZR L Z EPBEVIAFAIZ I LER
T EHNERMEEICVERBEICRET S IR EAES 1 F
FAEERLTHWET,

S, RAa7rY Xv7 (BEFERZ) WH (RES: ¥4 bA—F A
Wi 20mg B UNELETERE 100mg) I22WT, =4 7 a¥d 7 T4 FREE
#H (MSI-High) 2FT2@EEICH L TERATIE0EEFRE
BOLBYRBEERMEEY A RS LTV ELDHELEOT, Z0OME
BicY s Tk, BHA KT viconTREINRS L9, HENOEFRE
BEUVERICHTAIEMEBBVCLET,

Fi, RAT o) XvT7 (BEFHERZ) WA (RTESL : F1 MA—4 2
W 20ng B ORI RFETHE 100mg) % IE/ RS E B4R AMEIC L
THERTAIROBERERIZIOVWTIE, (HAave ) X+v7 (GEEFERL)
A OB EREE T A BT A 2 (RE L) OFERR R OV 5 A HEE
A4 KT 4> GENFIRaRGE, BREE, HRAK ST 3 0E) O—F
WIEIZ2WC) ((FE 29 12 A 25 BT EEATRER 1225 B 9 BEAFH
HEE - £FEHAREELEEFEHEE®RM) ICLVFRLTVWET,

A, NAa7 ) w7 (BEFHEEZ) RANZOWT, I/ B R
CEMHBEGEICHST DR UIHRE AEERCHRO—FEEARKE LT
TV MBEEETESY ThENMOLEVRENWZLELEDT,

BEROEMEBECERCHTEMERBEVCLET, 2k, WEHRORK
BERAEES A K71, BREEEOLEBY T,
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F/NHEAR B D ECEE FHEES 4 K7 - OUETERT GFIAMER)

il 3]
= (FHRERBE) Bl - (R yEARET AR
28— &L 22 DEhRETEN R ¢ 2R—y RE L2 DERE LR
B RE R HETT - B R OE/NERHE PD=L1 PO EARHETT - B R O/ MR
&
32— 2. AFORE, EAEF 3= 2. FENOEK®, EREF
FA b — & SFEEE 20 ng RUEAFEFE 100 X b — & SR 20 mg U8 100 mg (—iR4 :
mg (—i%4% : a7 e ) Xwd (BETFHEER), _Rhvnl) A (HEEFEREZ), LT TR
PLTF T&#Fl] w9 ,) 1%, PD-1 (programmed cell Lvv3,) IX, PD-1 (programmed cell death-1)
death-1) LZ® VA FTH 5B PD-L1 RTFPD-L2 LEDYH Y FTCHB PD-LL RUPD-L2 L RS
FOREEAEFEETS, B MEIgGdES, T — FEFEEET D, & Mb 164 T/ 7 v —F A
FAFETH B, Th b,
(B) (B5)
4= 3. EREEAHE 42— 3. ERERAUHE
GIRE AR 2R AT « B R O3/ MR D AGREEIC PP=L1 [ aE A 1T « BRO I/ NFITH
FHE AT - o E2BRRABRO M E R T WO AR I 21T - 1= E R EERB O R
e
40— [FzhiE] 4= (&3]
QOEB*FSIMARE (KEYNOTE-024 #U5) OEBEEFASMARE: (KEYNOTE-024 #U5R)
{bEERERED 72\, BGFR M FEEREME, ALK {LSHEE D /2, EGFR M FZ RN, ALK @
Sz FetE RO PD-L1 BBtE (PD-L1 2 RE L~ SHEEFREAERU PD-L1 Bt (PD-L1 2#HH L
TERARS 5 58S (BT TPs) LW d,) 2 MRS S 2EE (BUF IS &vd,) 2
50%) 2O EIRRTREAL AT « BROIE/BADIEE R 50%) *OBIREE AR HELT - B3R o0 FE/INHE G Al 2B
F 305 Fl_(BAA 0 FlxEE) R, B FH (305 Fl—H AN 40 FlZETe) EXHIZ, &FH
200mg 3 BEIRIE_(LLT Q3w Lvw35,) #E5E0F 200mg 3 EHIEIRHE S OBFHERREZEMEN, 75
SER AN, 75T FHE & &R Rk FiH 2 & L EERE (BLF soc) &
sgmiE (LLF S0C) &0vWa,) 3R E LTR 5.) BREELTHRE SN, 7B, BRFMT
Ente, B, EEREMTERETIRD ORI REETERD LB, RRETERTE
BEIC, REETETFTERSBD bh2nEoD RHRBDHENRNEORBRENICEELTVWLEFE
BEFRAIZEE LTV A BE TIL, RELEOE#R T, RELEROEEFE TREETHED LN
M TRAETHRD b D E TR OBE & AETHFOREEFH/ET D LBWELEN
BTA T LAWREL Shitt, TEFHEER X8 7o, EEFHEE B ITEEEATFME (LT (PFS)
WEATEHRT (BUF TPFS] &\ 3.). BIKEEMIE L a,), BIREEME B ixeEEmE (CLT Tos)
BideA7FE#RE (BALTF fos) &wvw3a,) L&, & Ly,) EER, FANRT T FHRFE S EE
HiZ 77 FFRFEZESERE SR L T, B L L LT, PFS, RUF 0S (FHIELT) 2F
PFS, RUr0S (FRMHfENT) A EICER LI, BIZER LT,
¥1 3y =B E L TRERTERE S L *: AL UBEEE L L TEERFERTE INT
T\\% PD-L1 THC 22C3 pharmDx [# =] % V5% PD-L1 THC 22C3 pharmDx [# =] & FwWT
WTREEN. BREINT,
*x2 : 24 WAFETHREIhEBEIFFORS 2 #1 FHhERRE (KEYNOTE-024 32E)
hiEL., 20#%, RRETEEDNERE (& B
TREFHTEEILLENE 5l—3F (E )

# 1 FohtERAT (KEYNOTE-024 35k)
(F B

| IC X B PFS D E#&ARATIF @ Kaplan-Meier
Ei#r (PD-L1EBtE (=50%) oBEEEMR)




50— (B BE) (E §8)
1 FHRE KD PFS IR &R R D 0S @ HFBEHTRE D Kaplan-Meier Bhf (PD-L1 4%
Kaplan-Meier fifft (KEYNOTE-024 3XB%) (PD-L1 f% (=50%) DBFLEM)
M (TPS=50%) > BELHEMR)
(E A&
®2 0S & RAZH O Kaplan-Meier oh##
(KEYNOTE-024 3%8%) (PD-L1 BBt (IPS=50%) @
BEHEE)
61— @EPEFS O /ISR (KEYNOTE-010 #%k) 6~ @ERHERS O /MR (KEYNOTE-010 #)
7T F B EE L ERERE 2 FT5 PD-LI 77 FFREEE T EERERE 2 F T 5 PD-LL
Bt (TPSZ1%) ** DEIBRTRE2HET - BR O BAtE (TPSZ1%) ** OYIRF R EST - BROEN
FER R A 1, 033 HI_(B AN 9L & &Ete) ZXf Al AEE B 1, 033 Bl— R AN 91 FlEEte) %
BIT, Al 2mg/ke QW FE KT 10mg/kg Q3W £ RRIT, A 2 mg/ k-3 BEHEIRIX 5 B T 10 mg/ke
BOHEHER RSN, M & kg (L SSEERRR S OFDMRUREMEN, FesF
F fbocy &wv9,) ExEE LTHRMEhE, & KT (BLF TDOC) &£vv9,) &L LT
¥, BRI TREETIRDELEZHE, & M SRk, 2k, BERFHETRABETERDS
BHEIT 2 R ER DR b e WEDRIRA IR niEBwEIT, BERETERTERSRD b awn
ELTWABE T, KELIEOEGIFETRE EOEFRMNICRE LTWHBE T, KELED
HEITARO LN B E TEA OB EMRETREL & Bl CRBETHRD ONL £ THRAIOR S
s, FEFEHEE L 0S RPFS & &h, FA fEREE TR & S, EEFMEEE X 0S R UPFS
IZDOC LHBE LT, 0S #FEICIER L7, LEh, FFNIDOC LHBELT, 0S 2 HEICERE
*1 @ EGFR MG TERBME T ALK ME#ETH Lz,
HEDBETIE, 77 FHE &2 &b FERitE #1 : EGFR M FAERMBME T ALK & REFH
Ik BRI A, FHh#Fh EGFR [ HnBETIE, 7FFFEAEET L ERE
AT ALK FAEERA 267 5B iz & BIRHEICMA, Fh2h EGFR A%
L BEREZFETHEEREAANLR AT ALK FRSEFER 4§ 2 kAl g4
7= X 2EREEHET 2BESERAN LN

%2 : PD-L1 IHC 22C3 pharmDx [# =] ORIEF v e
FERAVWTHESNTZ, %2 : PD-L1 IHC 22C3 pharmDx [# =] O#fEx v

*3 :24 WAFTREShEZHERFAOEREF FERAWTRIESRE,
ik L, 2ok, RRETEROLNEEE #2 HYHERGE (KEYNOTE-010 358)
CEREEETESIL L SN, (& BB

#2 FEEHE (KEYNOTE-010 3AER) (= B

(F& BE) 0S DILAEREATIED Kaplan-Meier Bh## (PD-L1 FE:AE

(B B (Z1%) oBEHEH)

X 3 05 O fFk&ARHT I © Kaplan-Meier B #

(KEYNOTE-010 3X5%) (PD-L1 B (TPS=1%) D&

FHEE)

7TR—Y QEPELFEFEMAEFRE (KEYNOTE-189 ) (@)

{EEERREED 2\, ECFR BB FERBER U ALK
BEEHE TR O TR T T - HEOERE
L E e/ R B R 616 B (B A& A 10 il % S ¢p)
x|z, &K 200mg (Q3W), ~_A b LFE R
P bk LT XA PLEFER) LWV
BROZIFHEE ARTFTF-RITHINVRT T
Fr) oftAERE GRHRIBERATE) oFHit R
ZEUR, TR, NAPLEXERRBITTF




FHEOFRES (RERER) PR AR L
—EERHB TR SAE, @RELL, FIFS
RENIELUEMABRETLITRIEL, #EERK
42—RETL Lk, P, EEFFH CREBET
AED LN EE L, REBETETRIERPRD
BRRVEOEEMIZEEL TV HEEFTIE, &K
LA O Bl CREBETHRED 5N D E TH
LA LR FOFRABREF/MET S Z L35
HEE L i, FEFHEE B 05 RUPFS & &
n, BHl, N2 P FROTFFFRFOH
FRERFSER, AP LXE FRUBTFFF
W OGRS L HE LT, 05 U PFS #FREIC
IEE L7
%1 : &K 200mg, ~2A kL% K 500mg/m’, A
S5 F v g/t I NARTZF L AUCS
(mg * mL/min) ONEIZ Q3 (H=—AD1H
Blz#s) T4a—2FEH, EH| 200 mg
BUNA R L%t F 500 mg/m* A3 Q3W THE
Shiz
%2 : 7FER, Ak LFEF500mg/n’, AT
S F v Tomg/m’ XiFH AR FF L AUCS
(mg * mL/min) DNEIZ QW (B=—AD1H
Bizigs) T4a—R5%, 753 EFRRV

gt

~RA b LFE F 500me/m’ 33 Q3W THRE IH

ek

*3 :24 HAFTHEShAZBEIFAOESES
gl L, 2o, REETHREDONEE
CREERTELIZLE SN,

3 MRS (KEYNOTE-189 FE&)

(& B)

(B B8

B4 0S5 @ FRIARITEE D Kaplan-Meier Hhi#R

(KEYNOTE-189 3X8%)

(E BE)

E5 BERFHRRHEEIZLS PFS O REETED

Kaplan-Meier B3 (KEYNOTE-189 3XE%)

9 —

@EEEREMAEFASR (KEYNOTE-407 3A5k)
{bEFRERO 2, TRTRERET - BRORTF
/N ERa e R 559 Bl (B AR A 50 Bl & &)

Extfic, FH 200mg Q3W), HAKRTZFL R

Uy U ZREARIAZ YV EXEN (FATI

VEEED (LT Tnab-PTX| &\ 5,) OHAEE

(FHIGEAR) " OHMMERTREMEN, 75

B, ANV FFCREANZ IV ZXEALNEF

nab-PTX OHEFRES (LERIER) xR L L

—_EERABR TR SN A#LL, APV X

(@)




F /L0 nab-PTX i3, HMEMSEE L IR
FL, FEFRKAT—AFTL L, 2B, H
Rl CREBETHED b BT, FBET
FRIERDSED RV EORRINIEE L T
VW AHBETIE, RIEILIE OB PR T & BIETTH
BOONDETHEAORERMFET S = & ATTEE
Lahir, FEFHREIL0S RUPES & ah,
FH, AVETZFLREAZ T AT
nab-PTX OHABERXFZEHR, IAVRFFTF
BUUSZ Y Z BT nab-PTX OGARE L
LT, 05 BRUNPFS # HEICIEE L,
*1 : AH| 200mg, 37 Y ¥ FE 200mg/m* i
nab-PTX100 mg/m’, H /AR F 5 F > AUCH
(mg * mL/min) ONEIZ Q3W (&H|, <7V &
FEARCANRTFF o 3Fa—RAD1
HEIZ#HE, nabPIX1ZEHEI—ZAD1, 8,
15 AEICEE) T4 a—2%E% &H 200
mg A3 Q3V TiRE Zhi,
¥x2 : TR, NRFYEREN 200mg/m’ i
nab-PTX 100mg/m*, H/NHRFFF > AUCH
(mg » mL/min) ONEIZ Q3W (FHFl, <7 U &
FEARVANBESSF L ZEaI—2AD1
BEICHES, nabPIXI3Fa—RAD1, 8,

10 2=

15 BRHE) T4a—REEH, 75%
FH Q3N THEREE T,

%3 :24 WAFTHREINEBENFRORE &
kL, To#, REETERD ONEES
ICREHFATESZ L ENhT

#4 HRER (KEINOTE-407 3ER)

(& B8)
(B r&)
6 05 @ HhRIAZIT B D Kaplan-Meier BHfH
(KEYNOTE-407 #XEx)
(= B
7 ERTHAHEICLS PFS O PO
Kaplan-Meier Bi&R (KEYNOTE-407 3ER)

11 =%

GEPEEFEEMAERE (KEYNOTE-042 3E)

{LERER OV, ECFR MEF LRGN, ALK B
SM{EFEME RO PD-L1 BBtE (TPS=1%) *! DIk
FEEA2ELT - BRE O/ MIa IR A 1,274 1 (B
A3 FlEET) 2RHBIT, FHA| 200mg Q3V L
OEBMRESER, F7F A SIS
WEEAEE LTRNENE, 2k, BRIHET
HERETHRD bNBET, RRETETTE
RO LN VEORENICEELTVWAERE
Tik, RECAEOBRIF M TREETIED O

(®miam)




HETCAROES EMEET S Z LAFREL S

*2 FEIMEAIE0S L Eh, AT T FH

HaErat{bERE LB LT, SEHRICERL

piats

k] i 2= B L U TRBERFEAGRE SN
T % PD-L1 THC 22C3 pharmDx (¥ =) %
WTlkRE IR,

2 24 FAETHEEEWEHERFROBRE S
Hik L, 20%., RRETASEDNEEE
R EEEATER L AN,

#5 HHhEa (KEYNOTE-042 3R8%) (PD-L1 BR1E

(TPS=1%) D BEEMH)

(& B8
12 =— (% B&)
E8 05 OFEAENED Kaplan-Meier Hhifi
(KEYNOTE-042 3RE%) (PD-L1 B4% (TPS=1%) DB
E4EM)
13— [Z41] Tt [Z&ik]
OEpE A AR (KEYNOTE-024 F#U5R) DEE£AFFEIARE (KEYNOTE-024 3E)
(B&) (B%)
F6 VTR OB TREEN ML EOBIER #3 WP OR TRAEN 5% LOBIER
(KEYNOTE-024 3R58) (Z2tEAAT A& 4EH) (M AT o R )
(F BE) (£ )
14~2—3 | fpd, AFIBEIZBOTHBEEMESR OF (5.8%). | 83— 7B, AFIETHEEREREOF (5.8%). KB
KB - BEEOTRISH (5.2%), WighEE (¥7 45 EEE O TRIE 8 F] (5. 2%) , BEEE (¥F7 -
Vo N L —EREEE) 2@ (1.3%), FREREE NU—EEHS) 2 f) (1.3% ., FEEREE
22 7 (14.3%) . FREREEEEREE 21 4] (13.6%). 22 7 (14.3%), FRIRSEEREE21 ] (13.6%) .
TREmEREE1H (0.6%). 1EERKE1F FTEEEERERE1LH (0.6%) ., 1EERRELH
(0. 6%), BiEERE (RMEMEAEELE) 16 (0.6%) ., BHAERE (RMEHMEANBTRE) 21
(0.6%) . BEde 1450 (0.6%). #H%% - BRAUARRRARAE il (0.6%), BEIE1H (0.6%), fhze - RHRIATME
1 1 1 (0. 6%) B TF infusion reaction 5 1 (3. 2%) fEFEIE 1] (0.6%) EUFinfusion reactioniE5
BEBbNE, £z, EEOREEE (EMIE fl (2.2%) =RHbhiz, ¥, BEEOREES
IR R, S, ERAES) . BIBRERE, (F RERHEIRE (R, STRAEE, EREES). &l
EEGESE, Mk - BER. 5L OBR. LH TRRERE, EEFEE. BK - MEE, 58
g5, fafeth i/ MREA EEEDR . Bt M R R 5 e, OFRde. HEEtEm/ NMRECEREER, B
FERE IR NPT, ARHERARBTRN MM mEGHFFEERETIRD biehoT,
REEES REREEEN &) »ETHEEH
BREETT,
15— | @ESERE T /MAARE (KEYNOTE-010 3XER) gri—¥ @EREHFES I /MAERE (KEYNOTE-010 3E)
(B&) (5)
#T7 WTNOORETERAEN S EORIER | 92— F4 WO TREREERN S EORER

(KEYNOTE-010 3B (ZZ&tEmirxtHEH)
(& B

7235, 2mg/ke Q3W BR TN 10mg/kg Q3W TR
TENFh, BEEMES 15 fl 4.4%) RO 14

(AT R EM)
(& B

723, 2mg/kg Q3W RS 10mg/kg Q3W HTERN
P, BEMERRSRE1 # (4.4%) KO 14 #




16 ~<—

# (4.1%), KBse - EBEOTHISH (1.5%) BV
247 (0. 6%), HEED KRR (58K MIRAE (FaE,
ZHE, EREFEE) 161 (0.3%) KRU1H

(0.3%), FiElE (X7 SL—EERE) 2
1 (0. 6%) B U* 3 41 (0. 9%) , AFH¥REREE 23 #1 (6. 8%)
Brez fl (6. 4%) . FHRARMAENESEE 32 £ (9. 4%)
B35 61 (10.2%), TEEHERERST 1 (0.3%)
B (0.3%) . BIEHERE 26 (0.6%) AU
16 (0.3%). 1BBERA 1M (0.3%) KU 2H

(0.6%) , BHAERE (RAMEMEMHEE/RE) 44

(1.2%) RUCOf, BEZRLE (0.3%) RCGOH,
155 9% - MU R ARSE 1 45 (0. 3%) & T80 3, infusion
reaction 2 (0.6%) U6 (1.7%) Wb
iz, &7, BEEGEAE, Bt - fg, 58
5, OfEd, SRRtk R EIERDE, 1B
M I B CRARSE BRI IR B o 72, A
{EF SRR I B & (R ER S & &)
PEHUEERE T,

(4.1%), KM%  BEOTHESH (1.5%) RO
21470 (0.6%), BEDKEMEEE (B MHIRRERRE,
ZIATHE, W|ITEHE) 14 (0.3%) RU14H
(0.3%), MWEEE (F7 . AL —JEERSE) &
2 (0.6%) FO3MF (0.9%) ., FFEAEHEERE—23
il (6.8%) RTF22 il (6.4%), FILAREEAERIES
32 i (9. 4%) KU 35 # (10.2%), TFIEMAHEER
FE1H (0.3%) BRULHF (0.3%), BIEHAERE
W26 (0.6%) RUTLE (0.3%). 1AFERBEEL
il (0.3%) FU24] (0.6%) . BHEEREE (RpwE
FIAMER RS 4m (L.2%) RUO0F. Bk
16 (0.3%) RWOH., Mk - BEUBMARER 1
] (0.3%) KO0 ], infusion reaction 4% 2 {7l
(0.6%) RUefl (1.7%) =BHbhi, Fi,

EREFGIEAE, MMZk - BifZe, 52 O B%, L
., BN/ MEIRA SRR, Bt R
REFHBFIIED bR o7z,

15—

BEPEEFE S MAAE (KEYNOTE-189 3REk)

HEFELIIAFIGEARE 404/405 {5 (99. 8%) Ut
BBR¥ 200/202 ] (99.0%) 2B Hh, IBBREL O
HARBAESTETCERVERERZIZ, £hEh
372/405 7] (91.9%) FUF 183/202 5 (90.6%) I

(@mi&hn)

16 ~—%

‘OGN, WFhOFTREBERN 55 EDF
fERIITROLEI THoIZ,
F#8 WTNPOBTHEBEENSHLLEOEIER
(KEYNOTE-189 3XER) (F=&tARAT: )

(& B

7R, ARFIBEIZ BV TRIEMERERR 16 ) (4. 0%) .
KRB - BEO TR 20 F (4.9%), MERSE (X
Ty SL—JERERS) 10 ) (2.5%), FRERERE
% 62 1 (15.3%) , FURIRBEREMEE 32 &1 (7.9%),
TEMAEERTE 2 # (0.5%) . BB 1H
(0.2%), 1AEERE 16 (0.2%) , BHEREE (R
AERE B 2 %E) 25 ] (6. 2%) , BESE 2 7] (0. 5%)
%1} infusion reaction 5 (1.2%) MWH LN
Tro Ffe, BEOEMESE (FEHLBREER

ZATEE, FEESE) . e - BIEUHBAEE, &
TERE A, g - BlRde, 52 5 Rds e,
S et i /AR SR BERR . VA MR I T MR 3E
HERRED bR o, ARIERRE KR
WS EERREEEELZ S 2 E0EHESR
e

16 ~2—

DEELRFEMFERE (KEYNOTE-407 3#58)
HEWSIIAKIRE 273/278 £ (98. 2%) B Ui FREE

(@38
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274/280 {5 (97.9%) IZFBH b, IEBRELOFHE
BEABETE2ZVEERSIT FhEh 265/278
7] (95.3%) R U* 249/280 7] (88.9%) IZR@H LI
o WO TRIREN 5 WL L OBIERIE T
FEDOLBYWTHoT,
£9 WFRRORETEASEN AL EORIER
(KEYNOTE-407 3Eh) (Z2MARiTe S4EMH)
(£ BB

B, AFBEIZEWCTHEENES 14 6] (5.0%),
KRB - BEEOTH 14 ¢ (5.0%), MEEE (¥
Ty - NL—EEES) 5561 (19.8%) . AFHEHERE
=26 ) (9.4%), FRARARARREE 31 6 (11. 2%),
TEEEIEREE 2 F (0.7% . BHEEE (RET
RIE B RE) 641 (2. 2%) BT infusion reaction
6 (2.2%) MNEWONE, Fi, BEOREE
& (IR, WA, EREES).
BB mE, 1 AR, B, B - Mg
BfiziE, BIEREORE, B - BEIEAS, B X HRE
e, Uaffide. SamebEim MRS , FEmE
FMRURFHRBIRD bhizdo7c, REHEA
ERERIEEES (REREEEEZET) %
BhEERE YT,

17—

18—

GEPEHFES IS (KEYNOTE-042 3X5k)
AEESIIASIE 610/636 ] (95, 9% B UMLEERE
EETE 606/615 I (98.5%) IC@bbh, ERELD
HAREBEATECERAVEEESIE, ThEh
399/636 ] (62.7%) R T* 553/615 5l (89.9%) I
Ewbni, WTEhAORE TRERREHN 5% EOF
BRI TED LBV ThHot,
# 10 WTFh O TEREN WL EOBEAR
(KEYNOTE-042 3RER) (et SAEM])
(F& BB

ek, AHIFECRWTREEMERMNER 49 F (7.7%)
KB - EEOTH 10 F (1.6%) ., BEEEOEE
= (REREIREEERE, £, EXBEHES)
148 (0.2%), FEEEE (X7 S L—REEFEE)
147 (0.2%), FFEEAEMSE 76 41 (11.9%), HIRIR
HEREREE 92 4 (14.5%), THEMAMREREE 3 #i
0.5%) . BIEHEAEREE 3 (0.5%) . BHENEE
(RATHEEERS) 34 (0.5%), BRI H
(0.2%) , L% 1 F (0.2%) K TF infusion
reaction 64 (0.9%) A@RH ok, T, 18
BERRA, fhot - tRACBRAARIE, EAERFEROAE, A
J5 - BERSE, B &5 Bk, i SR SR

(®@oEhn)




PSR, YRR 0 B O RFRA IR D bhizdo
Fz, ARIEARBRIRIEENES FERRFEHR
BEED) FEUEHBERETT

19— 4. BERIZHWT 10— 4. HEEIZ2WT
AFOBEMEECR LT, ABEEE L THEMRR ABEMH L LTEARSHEE (2FHE) Bl
HWE (2FAE) ABEELATVWAEZ Enb, ENTWNAZ Enb, YEMA4+EICEEGTE
LHRATZEYICER TEIRBRTHOILEND LHRTHEMNENS D, FOLT, FEloEs
5, #OLT, EER) A7 EFEHE RMP) 12K NIEG e BE BN - FEL, FHIOBREIZLY
S&, FHRIOEESELUERITE~OH H EH EEDBERZRBE LBICHIGT 5 2 L AME
BHAHMERTH- T, FAOEENEN 2 BEE e, UTFToO~Q@Q0F~THELTHRICE
Bl - BEL, FAAORSICEL Y EELEERE WTHERTHRETHD,
HHRELZBIIHETAH I ERBERED, LLTFO
O~@OFT AT EWLTHRICBOTERT A< @ MRz T
ETH3, O-1FR® (1) ~ (5) DWFhhcELT 5
mERTHBHZ L,
D RIS T (1) BEEFBHRESEET DB A LIS
O-1TFied (1) ~ (5) DWPhAhicHET S RlESE (HRE T IRAS A B RE S SR,
WRTHH L, HiisEHS A BB MHEIL SR B, HhIEAS A TR
(1) EAFHAREREET 52 ABREHLS Mbeie &) (ERL 204 4 A 1 HAEA : 434
RS (BRE RS AL Rl L SR B M%)
Hs s AR RO SRR, HUDs AR (W)
FRlbere &) (R 30 4 A 1 HERA 437
TEA%)
(W)
21— 5., BEOMNBLRLBE 12— 5. REOXNBLIZDBE

[F2hE Iz BE+ 2 Bm]
O AHOBEMFEITROBEICBOTHNE

BRENTND,

o (EFREROR V., EGFRBETEREN,
ALK A BT RO PD-L1 Btk (TPS
= 1Y%) OUIRTHERET - BROIENH
Bt B

s TIFIRAEEDILEREREETS
PD-L1 KPE (TPS= 1 %) OYIFEFRRE/ R EFT -
BROK/ N RMERE (R, FoFREE
FIERBM T ALK AR EF B0 BE
T, #FNFh EGFR Fr i v &) —+¥HE
FBHEI T ALK Fo v H—EREHOR
REZHT58E)

ZE, TPS a7 ) X=7 GRIZFHEEEZL)
D2y i=A 2k EE (ARFE4  PD-L1 IHC 22C3
pharmDx [#=)) 2HVWTRESTSZ &,

@ HHOMOREAEEE L OFFEEIXITE
DREFIZBWTHEBENRENTVS,
e AR PLEFERRUVTTFHRHF L 0

[Z2ticBd 253E]
(@ B8
@ EERTOFEMICBW T TRICESTEEIC
DWTiE, FHIOREITHE S 20, Lo
TRRORIREE A R WIBEITIR Y | R I AH % 6
AT 5BETED,
(BE)
+ ECOG Performance Status 3-4 &% m@E
(1) ECOG ® Performance Status (PS)
(£ B

[FamEiz i+ 2 H1E]
O TREOEBHFIZBWTEGMENREN TN,

o {LEFEED 2\, EGFR BinFEREME,
ALK #& MG TFREEMER T PD-L1 BitE (TPS
=50%) OYIRTREREST - B3R OIHE/E
e B

o FIFFTHAEELFREEEETS
PD-L1 Bt (TPS2 1%) DY HETT -
BROFENMRMERSE (723, EGFR #
EFERBEIT ALK BERETHED




B#E  (LEREROL, FCFR BET
FEEEED ALK BERETFEMOTER
TRE/2 AT - BR O IER F b B FE/ N A i
mEE

HNVEFTF BTV E AL
nab-237 U Z & L OFFARE {LER
RO VEIRTREARET - BRORFEL
B P/ kR A R

@ {EFREREO R WEIT - TR O/ NS
FHix, PD-L1#&FETPD-L1 B (TPS= 1% T
bhif, FROHEMBEEZEET 52 TH
%, Fio. B EREICHT 5 WAEMICHEE
BipnlEL bNHBEICH L TE, PD-L1 R
RIS O, FhEnOMERICH L
THEG A ER L ERE - O RR S EEET
LHILEMWTED, B, FAAOEREICHIEST
X, WEZRAA KT A (ARMEESIR)
ZLEEBTHI L BY

(FE1) Blxid, MESRIA P (A& |

JEESR) oW T, BEFEERMELSD
ECOG Performance Status 0~1 "2’ T 75 g%LL
. XIZ@ECOG Performance Status 2 (7£2)

13t

BETIX, FNLFNEGFR Foi i F)—
PREAIT ALK Fus i —VHEE
FOBFELE T HRE)
2B, IS iEa7 e ) X+ (BiEFHERL)
D= A=A o BEEE (BR5e4G - PD-L1 THC 22C3
pharmDx T#' =) ZAVWTRIETAZ &,

@ FTHRICEYTIBEFIIATIFFAORERV
FERAFEICOVTI, FHOFHMERRELS
nNTELT, AFORERFBLZLR,

o MBI
o {HOFEMEEA L O FH—

22—

DEETIE F 3 HARER (Pt Z X1 %)
OEAEERHERINTEY, T0X 5 RBE
Tk, ERE RS IC T A RAEMICHER S
BrEZOND,

(#2) ECOG o Performance Status (PS)

(£ ®)

TRICELYT IRFINT IFA0RERT

ERFEIC VT, FE ORISR S

THELT, FHlOBERHHFEELR,

o fBRHBNRRIE

o QTEBOFEYMELT Zh TR WD
MEMEEA L OFRRES

I®

[Z2ticBT 5 %0EH]
(@ B&)

@ ERAOFMIBVTFRICEE T IRF
DWNTIE, FH OGRS RV, o
TR 2 WREITR Y | EEICARF R E
RA+AZLxEETED,

(B&)
o ECOG Performance Status 3-4 ®2 w3

23—y

6. HEZELTEET ¥R

14 R—

6. BECBRLTHET~&¥H




(D~@ B8

@ AHOPEFRFRBRIZEB VT, KEYNOTE-024 B
T* KEYNOTE-042 #EE T3z &M 6 0BT
Lz, KEYNOTE-189 3Bk Ciif 5Btk 5 6 18
BEUIZHEB, BT ERETIEITL,
FO#% 12 87 Lz, KEYNOTE-407 HER Citi%
SMtE G 6E, 12 ARV ISER, L&
1245 EEETOBIL  FOB 2B LIZE
DT EAT » TV Z & 2B ET, AFHIR
i EMBICEGRE CHROEREITI
i,

@~3® B
C)$ﬂ®ﬁﬁﬁ$lkwT H#ﬁ%#%%ﬁ

@%lf& ﬁ%ﬁ@#ﬁ%ﬁofwt_k
EHEIC, FAREPITEMS I CERRE T
ROMRBEITIZ L

B REMEOREERHEENT A P74 OWETEFT GrIesiEER)

# IA

mYR— (FHRELBT) mYL— (ELVHHRERHIBR)

2= R & A DRESUIE 2= St &2 DBhEEIT IR ¢
EREHE HEEIbR e T A

2= wE L ie D AERURE : 22— MBL2LZAERVAR:
EH. A, SATBY XvT (RETFHER ﬁﬁ&ﬁ&\ i@ ’\WHJW; %g;gﬁ
%) LT, 106 200ng % 3 BRI T 30 55015 - 1 B2 ke HED—% 3 BRIRFE T
B SR ET B, L. G 0B A SOraMA TN
I, BEMMIT 12 A BETET S,

38— 2. FHIDKEH, ERBEEE 3AN— 2. FHRORE, ERBF
FA b —F EEE 20mg R U ELEE#E 100mg FA bA—F EiENEE 20ng BTF 100mg (—HR4 ¢
(—es : o7 ) Aw7 (BiFHEBZ), L Ravnl) Aw7 (HMEFHERZ), ST T4
T T#&Hl) v9,) ik, PD-1 (programmed cell Lvv9,) I, PD-1 (programmed cell death-1)
death-1) &#® Y H > KT 5 PD-L1 R PD-L2 LEDV A FTHD PD-LL RUPD-L2 & DFEE
LOREEETEERETS, B Mulgtd®/ Z 01— FEEMET S, b M 1gtd £/ 7 vn—)HE
FAHBETHD, ThH o,
(&) (B%)

42— 3. ERERAHT 42— 3. FERER A
EiE RGO KRR ST A 1T - 7o 72 B AR B AR Bt B A M O AR IS A 1T -
O E T T, T E R BER RO AT T,
(%) (B%)

42— @S E O #EREE (KEYNOTE-002 3B 4= @/ T ERER (KEYNOTE-002 #Bk)

AV A TIZLHEREEF T HRTEEIRAGE
FpREtE B ENERE A AR, AF) 2 mg/ke Q3V B 5
K 10mg/kg Q3V 25 OFHERVCELMER, 1k
HHRE (FINATy FESu IR, AART
SFw, NPV EREALLITIHIALRT S F o+ 38
7 U &Sk, LT TICCHEE) LW 5,) 2xtEEL
LTS En, ok, BTl THERBETIAR
HENEHEIC, BERETE2RTERSED LR
RVWEOBEMICEE LTWABE T, KkELL
BoEGFMETRBETERD NS E TRAD
BEEMFETSZ LATREE Ehe, FEFEE

A ) LTI L HEFESFT HIRIBEIRREE
RENEAMEEBEZFRIC, A 2mg/ke QAW #
SRV 10mg/kg Q3W B EDFEER I LM,
{L2RE (FANRTy, TEY IR, ALK
TIFy, RV EFEARXBINKRTSSF o+
N7 FxEN, BT TICCHE] &va,) &R
ELTHRHE ENT, ok, ESFE CRBETHS
BobhHels, BERETETRIERNED L
NERVWEDORERMIZEE L TWABETIE, KkE
DI O E{ M CRBETARED b D ¥ T
DOFEZBRT S LR TEEL S, FERE




Bri2A7EHE (BLF 0S) & 9,) RUMERE
AR (BLF TPFS] W 5,) & Sh, FAlIZ

HH IZE4AFHR (08) RUMBHEAGFHRE (PFS)
LEh, AFIMMeEREL B LT, PFS AR

{bEpRE L i LT, PRS 2R RICER LT, WHEEE Lz,
#1 HEERUE (KEYNOTE-002 RER) #1 FHEE (KEYNOTE-002 3ER)
(& W) (& BE)
5t (= Bg) 5ri— (R K&
E1 0S @ Kaplan-Meier #a##_(KEYNOTE-002 EXBk) 0S @ Kaplan-Meier s
(= &) (E B
PFS @ Kaplan-Meier gh## (KEYNOTE-002 3Ek) PFS @ Kaplan-Meier B
6<— @B/ E M EE (KEYNOTE-006 35R) N @iEs S MAERE (KEYNOTE-006 3X5R)
A b=wTIR I AEREQRZNRIEA LY &= A LI L BIRFEEORVIA Y A
TEEERV ] LYAVETOLEREEEET TESERV ] LYRAETO(LERERZET
ABIGTSRAREAEMRAMBE FxRIz, FH LRBUBRAESESRAEEE FRIC, A
10 mg/kg Q3W HE R 10 mg/ke 2 AR (L 10 mg/kg Q3W #HERTF 10 mg/kg 2 @REIREME (LA
T TQaw) v 3,) BEOFHERULE M, T orazwg &v3,) BEOFHERGRESMER,
A A= EBEE LTHRNENE, 2B, | A ) AT EBE LRI ESN, 2B, B
B TRBETREDONEEIT, RBET ST TEBETERD bh/-BEIc. FERET
ERTERSED R EWEOEENIIZRELT ERTIERSRD b WEOBENIZEELT
WA BETIE, KELEOE M TR BETA VB BE TR, RELEOESME TREEITA
AHOLNBETAEOBRERHEET D Z L2 TR ROLNHETEAORLG 2T 2 2 LA AR
LEnt, TESMEE L 0S RUPFS & &, & & Enfo, TEFMER iTesTE-(SoE L0ss
FIA Y A= BT, 0S KU'PFS #FE Lag ) T UMEBEAFRIRE (DL TPRS+n
ICHER L7, Bt &R, FHIZA Y AT LB LT, 0S
#£2 HMERM (KEYNOTE-006 BR) BUPFS ZHEICIER LT,
(F B #F2 AR (KEYNOTE-006 3ABR) 4
7R= (R BE) (& BB)
0S @ Kaplan-Meier #ii#_(KEYNOTE-006 #BR) | 7 ~=— (BB
(| mg) 0S @ Kaplan-Meier ph#R
E 4 PFS ® Kaplan-Meier ti## (KEYNOTE-006 308%) (8 B&)
PFS @ Kaplan-Meier E#R
g~—v | @EBRLFEFEMAEFE (KEYNOTE-054 #AHR) (@B
FELFREO ATV pEHEAEES (B
A 15 FEETe) 2SI, EEREL LT
A 200 mg Q3W G OHFMER U ESHR, 77
TREHBL LT EhE, FEFHEEE IR
ERAEGHM (LLF (RS 2 n3,) L &h, &
EEFS AR LB L T, RFSEZEBICIEE L,
% 3 HEhEE (KEYNOTE-054 BAER)
(F& B
(R Rg)
[ 5 RFS @ Kaplan-Meier i (KEYNOTE-054 3REBR)
(¥ 1) AJCC (American Joint Committee on
Cnancer) A (B 7R [TESEEHE, AT
—VMA TR AR OEBED 1m BORE
DF2,
9=y [Z24E] 82— [Z2tE]




DOEMASE b a8 (KEYNOTE-041 #5)

(%)

F4 FHBMEHP 5%, EOFIER_(KEYNOTE-041
B) (LR SEH)

(& BE)

¥, FIEMEMRA LG (2.4%), KEBE - EED
THI 260 (4.8%), FFbERERER 36l (7.1%) . T=
{ERERERESE 2 (4.8%) ., FINIRISFERE 6
(14.3%), infusion reaction 1l (2.4%) B
SEIEE 16 (2.4%) pBRDHORIZ, e H
REEEE (X7 v AU ERFE)  BEES (R
B REME S . BB, 1 AERR, EE
OEERE (FMERSEIREREE, SMaKE, 88X
RES), Mg, Wik - SSUhMEE, EEMED
fE, Mgt - WSS, DWhge, RBEMEM/MREE
SREEA. MR I & OFRIFERRE IR O Hh e e
o7z, ABMERR IR Y FE S o S (5
EREEAE LA 220EHERLTT,

9=

10—

OEME I b fEEE (KEYNOTE-041 3ER)

(B%)
FK3 RIARP S EORIER (M5
SEF)

(F B

7, MVEMERERAE 1 H) (2.4%), KB - HEED
THRI2H] (4.8%), FFEEEEmEEIF (7.1%), T=
EHAEREE 2 7 (4.8%) . FIRIRIEREREE 6 £
(14.3%). infusion reaction 1 ffl (2.4%) KW
SEIER 1 H (2.4%) =WYoo, £, W
RS (X7 - A L—ERRE), BT (R
MEMEESLS) . BIRES, 1BERRF, BE
DENEEE (FERBRERER, SO, 85X
FEESE) . HEde. ot - MBURRARE., EEMFERD
fiE, Mg - BEREZE, (LhYE. fesEtEm /MR
SRELHS. IR R URSEERE IR b h e

S

@S5 M FE#SR (KEYNOTE-002 3R)
(B&)

F5 WPhhOBETHEEN S EOBER
(KEYNOTE-002 3B) (Z2MEMATHS4EE)

gR—

9=

@EsE IERE (KEYNOTE-002 3Ek)
(%)

F4 WThrORETHEERREN 59 EOBIER
(2 2 HERENT X 4R )

11 ~_—

(#F M)

728, 2mg/kg Q3W BEAL R 10mg/kg Q3W BEIZR W
TERTh, MEERER1H (0.6%) RBT4H
(2.2%), RpEZE - EEOTH 1 (0.6%) K6
Bl (3.4%), PEEEE (F7 2 - SU—EEES)
26 (1.1%) KOO, FFHeaeisE 13 5 (7.3%)
T 15 B (8.4%), WEgREREE (PRAE MIEER
2545) 14 (0.6% KU1 (0.6%), TEMAHAE
MEE 14 (0.6%) BRU3H (1.7%), FPAHREE
= 14 ] (7.9%) BT 15 5] (8.4%). infusion
reaction 2# (1.1%) KRU3# (1.7%), EED
FERSEE (RRRRRAEERE, S, ERE
) 16 (0. 6%) R 15 (0. 6%) | BEESE 1 B (0. 6%)
U0 f|, EEREEOFRULE (0.6%), A
g5 - BB O FIR O LB (0.6%), FHZHE K
KOFRERK2H (1.1% Ao, /=, &l
WhEE, LEEERA., B - MEURRALE, O
46, el MERC R, BoRLE D
REFFRFBIIRD oo, REEAREBERIR
IFHFRAOMEES FERBEEEEEET)
EEURHERETS,

(& B8)

¥, 2mg/kg Q3VW BERETY 10mg/kg Q3W BT
TENRE, FEEMERESR 1H (0.6%) EU4HF
(2.2%), KBEgE - EEOTHLEH (0.6%) K16
il (3.4%), HEEE (X7 - SL—ERHS)
241 (1.1%) RU'0F., FriReRsdE 134 (7. 3%)
BOR 15 B (8. 4%), WiEEREE (RAEHEER
4255) 14 (0.6%) BULHE (0.6%), FEMAHkRE
fEsE 145 (0.6%) RUN3E (1.7%), FEIKIMEAERE
#= 14 Hl (7.9%) RO 15 ] (8.4%). infusion
reaction 2@ (1.1%) REW3 (1.7%), BEED
BMREE (RMEERERRN, S0, ERE
) 141 (0. 6%) TR 1 6 (0. 6%) , BEZE 1 A1 (0. 6%)
BROOF, EEMEEOFRTLE (0.6%), 4
7% - BRRZE O BIRR UM 1 6] (0.6%), WTHTHEE 5
KOBIET2H (1.1%) <@BHbhiz, ¥£7, Bl
WHE, 1RERA. B2t MEHRARE. L5
4%, Rt/ RO M SRBER, YRR R O
REFRBIBD RN,

11—

@SSRS (KEYNOTE-006 35)

10 =—%

@S EMAERE (KEYNOTE-006 &)




12 R—

(B%)

#£6 WTFhO OB THRREN WA LORIER
(KEYNOTE-006 3488) (MM HE)
(& B

7235, 10mg/keg Q3W BERTF 10mg/kg Q2W Bz W
TENER, BESEMEE4F (1.4%) RU14
(0.4%) . FKBBZs - EEDOTH 10 il (3.6%) B
13 ) (4.7%), MEEE (¥7 - AV EERH
) 247 (0. 7%) R UT0 Fil, AFHEEEEEE 14 41 (5. 1%)
Btk 23 4 (8.3%). BHEEEREE (RAEMEMET
Jo) 2 (0.7%) ROVLE (0.4%), TEABEE
B 1 (0.4%) BUELH) (0.4%), FHRAREAERE
o8 il (10.1%) FUF33 4 (11.9%), BIBEE1
5] (0. 4%) ZU2 % (0.7%) . infusion reaction 7
] (2, 5%) BUR5 46 (L. 8%, 1 BUEEERE 1 41 (0. 4%)
B0, EEOCREES (BMHEEIRIEREE,
LI, ERAES) OFRCG LA (0.4%) ., B
g6 1480 (0. 4%) B4 (0.4%) , e - HEAUH R
f2E 17 (0.4%) BTFOF, Mde - BEREZE O il &
TR (0.4%), T HE ISR 3H (1.1%) K
L (0.4%) AFEHbLNh, £z, BEEMESD
SE. DB, fEtEm/MRIBA SRR, Bt

(&)

#5 WTFRLrOBETEREREN S ELOBER
(et REm)
(F )

7285, 10mg/kg Q3W BTN 10mg/kg Q2W #HizkW»
TEREN, BEMEMES 45 (1.4%) RO LH
(0.4%), FRE4s - EEOTA 10 f (3.6%) RO
13 ] (4.7%) ., WEMEE (¥FF 2 - S L—IEREE
&) 24 (0. 7%) R0, FFHEsEEE 14 41 (5. 1%)
Rk 23 ) (8.3%), BEEEET (RATHELET
Jo) 24 (0.7%) RUNLE (0.4%) . TEAHE
BEE 14 (0.4%) RUVLHE (0.4%), FRAREEEERE
=98 A (10.1%) ZU33 4 (11.9%) . AIEEE1
il (0. 4%) FTX24 (0. 7%) . infusion reaction 7
] (2. 6%) ROV5 i (1. 8%) ., 1 BUEERYE 1 4] (0. 4%)
BUOHl, BEOCKEEESE (FREHEEERE.
EWABE, HRAES) OFIRT 1A (0.4%),
45 16 (0.4%) BRU1H (0.4%), frde - AR
#EAE 14 (0.4%) B TR0, AMde - B8RRI O il &%
L (0.4%), WRIZHAE I B IFH (1.1% &
1 (0.4%) T|Wbohi, £i-, EEHES
SE, DEdE, SRt i MERD BRI

H il FRFRBIIRD bR o T, FEER
FEKRFLEFESOMEES ERBFERTE
REL) ELEHERETT,

B FRFRBIRRD bR o T,

12—

13R—32

@EFEIFEMFHME (KEYNOTE-054 3Ek)
HEPFRIIAFIBE TIL 475/509 A (93.3%) 2, 7
S & REE T 453/502 1 (90.2%) (IFHA LKL, 1B
BELOEREENEETCEAVEEESIT, &
FHIBETId 396/509 il (77.8%) 12, 77 EREETIE
332/502 il (66.1%) IZRA L, WIhhOET
HEENSILULOBERARITEOEBY ThHo
gt
7 VWO CREEHN SR ECRIER
(KEYNOTE-054 3RER) (ZEMERRHTXI B M)
(# BE)

72d, AHNFEC BV THEMEREE 15 5 (2.9%) ,
KEB% - BEOTH 23 ] (4.5%), AFHEsEREE 46
A (9.0%), BRERE (RMETMEEEHRSE) 2
] (0.4%) ., FEedABAERE 11 5] (2. 2%), FUIRER
BEEEREE 105 f7) (20.6%) . BIEHEEEIREE 5 )
(Low, 1BERFSH (1.0%), SEIBRK2
il (0.4%), fpde - BEMCTFRAATE 1 f (0. 2%) . [EE
Je 24 (0.4%) ., EREMENE 14 (0.2%), D

(@miEhn)




2514 (0.2%) I IZ infusion reaction 2 ffil

(0.4%) MF@bbIE, Fh, BREER (¥7 2 -
A L—EERS), EEORMEE (B MFEMRIRE
BB, ZWAH, EREES) . MK - fimg, &
Fetk i AR ME SR B i A i e UM TR 3EER
BERHLN ok, REVERARIRIIZNEZ
FHEOMETES BEREEEAEEZST) 28
HEERE T,

14—

[Hi - Aii]

» BEURTRELSEHEAMAE IS L
i 4k B AR BB (KEYNOTE-002 # B &
KEYNOTE-006 3§:) OFEFE. 2mg/kg Q3W, 10
mg/kg Q2W B TF 10mg/kg Q3W DWW h o i -
Az 122} HRUESMICE
BB oniehror,

FHEOEMEEEATOEE, EHEG
REBE Iz 5 200mg Q3W & E-BF D AUC,, o (E
HORMEIZ T 2 6 508 ) o> % FE - e ] i 49 F i
) gl [10%4, 90%48] mgedav/mL) 1%
2.16 [1. 46, 3.04] mg-day/mL. TH Y. 2mg/ke
Q3W 5D AUC,, gu (1.32 [0.722, 2. 06] mg:
day/mL) E¥EMPLL . 10mg/kg Q3W & D
AUC, suc (7.49 [4.32, 11. 3] mg-day/mL) 2F

([R - Aik] »iBm)

El-7z

EMEAHBEZ R L LAAO &
EEATOFER, BN Ehi-HE - AR (2ng/kg
Q3W %5, 10mg/kg Q2W ¥ 5 KX 10mg/kg Q3W
B5) OHFATAUC,, wm & HIMER VT2 L
DA BEER b idio

15—

4., HERRIZ2SWT

BB T iR B a5 &BAREE L
THEABERE (2flfE) ABEch TV
Ehb, HEWELENICERTE MR THD
BERDHL, TOLET, EER) X7 EHAGHE
(RMP) (z#-S% | AH|DER G ELEERFET~
DA A D HHERR THh > T, FHlokE1E
HRBEZSE - BFEL, FHOREICLVES
REERZRBE LB T 5 Z LB
B, UTOO~@D T TEMIHRICBNT
ERATLHIRETH D,

@ HEgRIZ2OWT

@1 TRED (1) ~ (5) OWFhniIEET 5

WRTHDHZE,

(1) BEEFBMARENBET 5B ABIOEHEILA
WS GERERT IR A B ROEHEIL SRR,

11 _—

4. HERIZONT

ABEHF L LTHEARERE (2FRL) SR
LBNTWAZ &hh, HEMHELZEDICERTE
LR THLIVLENSH D, TOLT, FHORE
AR BEELE - HEL, FFHOBEIZLY
EEZREREZRB LBICHETAZ L RMNE
e, UTFOO~@DFT R TEMETHERICE
WTHERT2R&TH2,

D MERIz>WT

O 1TFED (1) ~ (5) OWFhbhlZEYT S

RgTHIZ L,

(1) EAEFERENEET 505 ABREHL L

k% (EhER RS A B ROEEIL SRR,
HiEE B3 A BB R HE LSRR . M S A BB
fAlkEin &) (ERk 2944 H 1 BE A ;434
pid)




Hilgkds A RS FRE B HL R, HUES A BT
Falbele &) (VAL 30 F4 A 1 HEFS : 437

i)
(B&)
17— 5, JEXNBLREDEE 13— 5. BEMB L OBE
[H2hitic B+ 2 HE] [Z&tkizEd 2FE]

O FEREOBFZBVWTAFAOEIHENRTINT (@ ®)
w3, @ WBEMOFEEICBWT FTRICKRETABEI
o AEEREROLZVWECEEREREOSH D SV, AR OFREITHER IRV, ho

RGBT ELAEEEEMEE TEROBRE N2 VRSITIRY  EEIZERIZE
¢ EEYREORT—VN * oEEEA B+t EEBTES,
JEERE C B AT E B RS (H)
. BRAF BETEREZFTHRAFIIBNT + ECOG Performance Status 3-4 &F o
. BRAF HEFIc X5 LERT A &, (1) ECOG ® Performance Status (PS)
(& BB)
@ FTRicgYTsrFokERCERFEIZS
WL, AEOFESHESEL IR TES T, [FohiticB+ 53]
FHRIOBEFR LR B, D FREEo i B T TR SR R 4, 2
o fhoEMEEALFALTEEEND BEICBOWTAHAFIOASERRIN TN S,
BE 7235, BRAF MEFERZFTHEFIIRNT
%, BRAFFHEFIC L ML BET HZ &,
[ZetizE+ 23E]
(@ B5) @ THRIEFYTHRFORERCERFEIZD

@ WEEEIOTMIcB VT FRICHY T 38EIC WL, AEOEDESEI S TR ST, &
DNTIE, AFIOFGIHELR I 220D, LD Flofsi L b,
IERORIREARVIESICRY | EMEICHHEE -~ fRiaiEBhk iR
AtTataEBERTED, o fhDFEMEE BRI LR,

(B5)
« ECOG Performance Status 3-4 ™2 DB
(#£2) ECOG @ Performance Status (PS)
(F& BE)
18 ~=— 6. MEIZBLTHETNEFE 14 ~=— 6. HETELTEET~&®E
(O~@ K& (D~®@ B’

@ BT B EEE R T 50 @ FHOEFRARIZEWT, HEEBES 3+H
i, FFOBRERBRRIZEVT, BEMEND LI, Zh UL, #ERE» L 1FEMIZ68
34 AN, TR, #5EBE1E 1EH LA FMETo Tl L8
EeEE T L ICHEEDEMEIToT WD iz, AFEEFITEMNCHREOREREIT O
L EEEC AFEEFREINICHRORER Tk
AT OE R

B ELEEE OB B 6B E ~ 0N % #HEE (BB
L UTEATSEIIE, AROBERRICE
W, BEREMCERERET 12 AL

19 _—¥ WCHSEOFEE T Tl L EFEEIT K

FoHR 5 HTERNICHEORREZITIZ L,
el iTEEBRE L LCHERTAEAITE,
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1. BUsic

E S ORRM - ZeEORROTZ DT, AU E- SV aEIE R ERA R
LA, E5IC, IHEORERET ORI LY, FUKEIER 2 X o il e R
FEELBFRINDS P T, ZhbOEEMF IO HERBECRILT 2 Z L SRR
MEE o TR BRFMEGEE & et A #2016 (FRk 28 4E 6 A 2 O BEULE)
TRV ThH, EHNERLEOERORBEHEEXRS L L EhTh5,

FORIERFERR I, BREARESE 70 7 7 A VDBEEFOERS L8 ol i
RAHZLENRDD, Z0d, BRNREUEEEICET A EEA -SSR 5 ToR.
YUHERKGOBELZHSZT 2 LAMBIRFICH LCEMTH & & b, BIE
FABRER LB nE R w G e & A 2 L RATRE A —E OB % 5 T4 EFR crE A
THZLREETHS,

Lo T, AAA FFA Tk, IBERESZAETCELN TV AHEFIEFN) -
FHEM RN S % | BT OERS OGS H2HE T3 BA» D BB, X
FERURETEL R,

R, EHA KT A o, MEATE R AR ESHE IR AT, AR ABA
EERENEE 2, — i E R A B AR ARHE S R O HEMEN B A SERES OWHAH
Db EER LT,

WL DERS XA PA—F BRTHE 20mg, T4 FA—F BFRTHE 100mg (—
B4 ~AT ) XeT7 (BETERZ))

AR DIELADE : BACERERICHE U ET - BREOGEE~ A 70751
FARZEEM (MSI-High) %81 5@ FENER 721605 0 H ik
BEIRS)

WakhARERVAR - B, RAER, A7) <=7 BEFEkz) LT, 1
[8 200 mg % 3 AR T 30 5 A  CERMRET 5,

¥ WR 75 % F . MSD BRI

2. FHORE. fEARF

FoA b A—H EREHE 20 mg K ORAMEATE 100mg (—34 - a7 e ) X=7 (it
fF#ffz) . BUF TAR#l) 2v9,) 1, PD-1 (programmed cell death-1) & Z DU A2
FTH 5 PD-L1 LUPD-L2 & DS EERET S, & MhigGd £ / 7 n—Ffilk
Thd,

PD-1 fRBE I T NS BARMEE  © 3k 5 7o Iz B A MR SR 4 5 e GasE il
AA v F T, PD-1 VL, RUEARREBICECCEEE T HBOMIEREICRRL, HER
BRI 2 SRS E X hRRE e RERIGESIHT 5, bbb, PD-1 IV H e FEE
AT HZ LI LV HESERIC LAV FAEERAICKET A2 EETH S, PDLI
DOEFESFCRT 2RBTL T TH LA, £ OPAMB T T Mizofhs iz
AT CEENCER L TWS, BAMIZIH 2 PD-L1 O@FEHIT, Tilass, R,
FFHmRaFE . SRBLER, JE/NHIRRRTRE /e & Ok 2 LR ATTFHRARRETTH Y, EBWEfFE
L OMBESHE ShTWa,

MO R OBENTE & PD-L1 HEEHOEMMES S, PD-1 & PD-L1 ORI
OFFEEC O TEEARRRIZE S 2 L ARR SN TR Y | 28 AR OER L
LTHffshTuna,

AFE, PD-1 & PD-L1 B TRPD-L2 O Y # > FOFBEEMETH I iz kv
P NBE h O ML RAVHIRAS M T U o BR A TR L a8, FIRRE s & PRk
5 Z & TSR AR 5,

AHN OIS BEORERITC L BRITEM%RH b b, Bl XTI
ELHAREER DD, ARORFPLEURS®IOT. BEOBEE H4ICfTv. RESR
W 6 NTE IR, B LAY IE U RS M e 2 gk b Rk 2 f o [ERD & i L Ol
G EERIFEIT A ATV BB O RIERIRIC X S RITEM A EEb 53561013, BRI R
EFAIOFRGFEOBEYRNE LTI MEF DD,



3. ERpRRRAE

DBAACEFRES ST LT - BROMBE -~ 7 0¥ 7 4 MREEM (BT

[MSI-High) &v'9,) G4 25ERE M EResBE55ICRD) ORGEREF
Wl 24T - 7= E e B R BR O a2~ T,

7ed5. IMSI-High #4845 B4 (2B L T, [PCR #&i2 L Y MSI-High & H|E S8
#FH #EET LHHE (38) 121k TMSI-High (PCR k) #F T HH#H) LRI L. DNA
I Ay FEMEBROBESH S BELERTAEE (R, 37bBIPCR BIZLY
MSI-High Xt HEMELERE (LLTF, NHCIEVW,) KICE D I A~ v FEEHHEAE
OxB (BT [dMMR]) 2\ 5,) SHESKZBE) 2ERKT 5846101 [MSI-High
EHTLHMBE] LFERL L, HC H%EIC X5 MMR BT & PCR #Ei2 X A MSILRTFEO—E
Hi196.6~98.7% B ThHAH I LENHESL TS,

[Frzhitk]
OEFEH®RSE TR (KEYNOTE-164 3R5)

7o fb ) T REMMA, AN ST R Y T R KT
12 & BEFEFRERE O B 5 6 DA RE /2T - I3 dMMR XX MSI-High (PCR #)
W) 2T DN - EARERE 61l (AARA 7HEET) Zafic, AH 200mg3 #
MR (BT TQ3wW) LwW35,) #E50EMERUESENRN Sz, 726, EgF
i THRBAETTASRRY & T2 IB AT FRBIETT 2 R B AR &R W O BRI %
7 LT 5 B T, KEILLME OB Il CRBETHAERY b b E TAR O 52k
Fer sz LAl Shi, TEFMMER THHEHSE [RECIST HA FF4 2 L1IR
I3 hREI L A5%LTFEY (CR) XITE4S7E (PR)] oW T, ARBRICBEF
Shicel FIOERZEIR 1O EBY THoTz,

(1) 1 indor Naralane M et al.: J Clin Oncol. 2002; 20: 1043-8, Bertagnoli Monica M. et al.: J Clin Oncol. 2009; 27:
1814-21, Ferguson Sarah E. et al,: Cancer. 2014; 120: 3932-9, Wang Yang et al.: J Mol Diagn. 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1197-203

OB AR BT, THC IS X D S A~ FUEW 4 232 T MLHL, MSH2, MSH6 1T PMS2
OVTRORERIIRY HHREVIESIC AMMR, PCRIEIZEY 208 kD<A 2 047 F A bv—H—T
S SLIEF RO A XOTALA HiH & 7o B4 MSI-High (PCR k) LHES Rz,

4

#1 EERADERUEDR (KEYNOTE-164 B

(RECIST ver.1.1, FZHERRNT R SUERIS, FR0hIE, 20074F2 H W AT —F 4 v bA7)

i HiEk (%)

REREABR 61 {8t 39 {42
se4ZE%h (CR) 0 0
W4y#Esh (PR) 17 (27.9) 9 (23.1)

#ZE (SD) 14 (23.0) 10 (25.6)

4T (PD) 28 (45.9) 18 (46.2)
HEEFRE (NE) 2 (3.3) 2 (5.1)

ZF4h (CR+PR) 17 9
(FTEDE [95%EBERM™] (%) (27.9 [17.1,40.81) (23.1 [11.1.393] )

| FEMEREHT RAEE, *2 - BERMERRIT R Bk 0 5 B MSI-High (PCR %) AT 58HE.
*3 . [EREEE

@EFHER S D38 (KEYNOTE-158 #%h)

—WiEFE L L CEERY AL SRR O B A I TR RE oS T - T30 dMMR XX
MSI-High (PCR k) 2 24+ 5EFMEHEE & 200810, AH) 200mg Q3W #50F
Zhk R Ot R Rt S hs, Al EHEREM CHRBET AR bhioBEe s, KB
TR RTERATRY W EORRENICEE LT 5 BE T, B O BHEEE
THEBETHED GRS T CAFIOERE RS 5 Z L3Fne L Shiz, EEFEE
T HIEHER [RECIST HA FFA > L1 fUcIES < fgflEll L 5548754 (CR) X
57 (PR)] 129\ T, MSl-high & Bl Shiz#ICARBICBE S Iz 83 fil%

(ZN—TK) OFsHEER 2. ZRBICBE S NI 94 PISICB T 5 HIERI DS RIEE 3
DEBY THoT,
#£2 BERESDERCIEDE (KEYNOTE-158 BB, /1 —7K)

(RECIST ver.1.1, AZEMITR SRS, HIkE, 201744 A28 BT —F A v FA7)

o Fl¥ (%)

RrREDE 83 fi"! 28 2
SE2FE%) (CR) 4 (4.8) 3 (10.7)
hs3#E%h (PR) 25 (30.1) 8 (28.6)

#E (SD) 20 (24.1) 3 (10.7)

#17 (PD) 24 (289) 9 (32.1)
HEEARE (NE) 10 (12.0) 5 (17.9)
7=%) (CR+PR) 29 11

(FEh [95%IFIEM"] (%)) (34.9 [24.8,46.2]) (39.3 [21.5,594] )

| MR REE. *2  AREART %4 o 5 £ MSI-High (PCRE) 28T 58%.
*3 : ek

(53 gep = 1 o A~T 12471 7 7/ —7 R (F MSI-High OAEFTEAEME &2 AN 7 —7 K 1 il
FEEh, ZA—7 A TIHILME (RELEE) . F0v—7 B Cihiis (BFEk CIRE OME), =iZL>
7= —REREIER 2B < . Y A—7 C Cikhi, RIE, B, FEIB. TIARR OB e OMER P 5 TR

(B LR S PR SIS . 77 v—7 D CIETEHBE (PR MR 2 BR<), 7
N—7 E CHFESSE RTELRE) ., 7 A—7 F CIIAEE (RFEEEE) . 20— G TR,
ZN—7 HCHP M, 70— | CHEFREE, 70— T CrImei s (53R M R <) |
Zn—7 K Til MSI-High 28+ 5ERE &8 - MEEL <) BESELARLNE, ZV—T A~
2 BER A7 BEO MSLHigh 12 oW T, L b ARy 7 ¢ TARFIC X D HEShiz,

5



#3 MSI-High #4575 EMHOMMER 0ZEEE (KEYNOTE-158 FAB)

(RECIST ver.1.1, AN SRS, FRYE, 200784 H 28 AF—F b » bF7)

SENE ik (%) #=%h (CR+PR) FlE (%) #% (CR+PR)
94 "1 (= (%) 39 {52 (FEHR (%)
F 5 NIESE 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
i 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
/IR 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
[BERE 10 (10.6) 1 (10.0) 1 (2.6) 0
B 38 A 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
Bl BB 3 (3.2) 1 (333) 0 0
o Bz il 3 (3.2) 0 1 (2.6) 0
N B 3 (3.2) 2 (66.7) 0 0
TETHME 2 (2.1 1 (50.0) 2 (5.1) 1 (50.0)
FR P45 s N T 2 (2.1 0 0 0
BTN 2 (2.1) 0 1 (2.6) 0
RS 2 (2.1 1 (50.0) 1 (2.6) 0
et 1 (1.1) 0 0 0
LELE 1 (1.1 0 0 0
kA3 1 (LD 0 1 (2.6) 0
1 R INE 1 (L) 1 (100) 1 (26) 1 (100)
T IR R 1 (LD 1 (100) 1 (2.6) 1 (100)
)0 1 (11) 1 (100) 0 0
HhHE 1 (L1) 0 1 (2.6) 0
R 1 (1.1) 1 (100) 1 (2.6) 1 (100)

1 B MEARAT QAR EL, *2 . A EARATR S MEM o 5 b MSI-High (PCR ) 2HT58%F

[ 4i]
OEPEHERSE O FHERE (KEYNOTE-164 3E#R)
HEPFSIT 60/61 7 (98.4%) 12, BIERE 35/61 il (57.4%) 12380 iz, RBEFE
B 5%LL EORIEAIRTRO LB Tholz,
#3 FBEE 5% LOBER (KEYNOTE-164 3 (Z2&tEMTSurm)

FWEHIKSHE (SOC: System Organ Class) Fide (%)
JAEZE (PT: Preferred Term) 61 4
(McdDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2HIER 5 (574 9 (14.8) 0
] cles
TH# 8 (13.1) 0 0
i 9 (14.8) 0 0
RN 5 (82) 0 0
— - ZHWRER L UR SR ORE
®AE 7 (1L5) 1 (1.6 0
kel 6 (9.8) 2 (33 0
AN 4 (6.6) 1 (1.6) 0
R U RS S e
P 10 (164) 0 0
BN X O T AR
T 9 HEE 7 (LL5) 0 0

7pds, FITCHERGZRE 1 B (1.6%). EEED GRS (FMRSBURAERERE, SISHIEE.

BRI 1) (1.6%) . FEEREREE 3 41 (4.9%) . FRIRBSRERES 2 4] (3.3%). WE
%3 (4.9%), e - HERUARMARIE 1 41 (1.6%). W%e - BIESE 1 4 (1.6%) M3RH G
iz, o, KBS - BEO TR, MEHEE (7 0 - A L—ERRS) . TEAEER
%, BIEEEARREE . | MR, THERERE (RS MR s . WEGELE, O
e, St MR SERER., MR M, FR3FERES . infusion reaction R UE Y S
e 1338 H s o, ABWERRBLRIUIEET SR (BRREEREEZED) &8
TodRFHERE 7T

CEPEHEFS RS (KEYNOTE-158 :A5k)
HEFSIL, 91/94 ] (96.8%) 1=, BIERIL. 58/94 il (61.7%) 58 bhiz, #H
) 5% EORWERIR TROLBY Thotz,



# 4 FHEN 5% EOBER (KEYNOTE-158 3UB) (2R SUKED

BERIKSE (SOC: System Organ Class) ¥ (%)
JLAZE (PT: Preferred Term) 94§
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade §
ZRIER 58 (61.7) 12 (12.8) 0
B
T 9 (9.6) 1 (1.1) 0
B 8 (8.5 0 0
MEnL 5 (5.3) 0 0
—RY - A X O A ORI
| hiE 8 (8.5) 1 (1.1 0
HH 11 (11.7) 0 0
B X ORBE T AR KRR o
% 9 3FAE 11 (1.7 0 0

Teds. MVEMERRS 4 Bl (4.3%). KM% - HEEO THI 3 H (3.2%) . fiRREE (¥7
e S SEREREE) 2 B (2.1%) , FPHERERRES 8 1 (8.5%) . AP REREE 8 7] (8.5%) |
1 BUERRHS 1) (1.1%) . infusion reaction] ] (1.1%) MF@#d bz, Fiz, MEOHMN
FaE (EREHPURERRE., SARE, MMlS) . TEEEERE, BIBHEREE.
WHEAEREE (RMVEIEIYER R %), Tk, Mgt - MURUDMAREE, W|EEMIEE, O
go. MEge - BRRAS . Sosfett i /R HESEBES . FAMMEE M, FRIFRBERTEL 5Bk
R bR o T, FRIEMERRRIAESES REREEREEZET) 280k
HHERETRT,

4. WRIZOWT

FGRAIF L L CHERAEET ISR 558505 - B % 5% < MSI-High %4 7 % B #IC
T AEAEEEESEE LR TWS, AREEZESY, EHERY A7 FHEE (RMP)
(235 < A D BEFE S 2 RIS T~ W A3 B HRk T - T, AAlOR 50
G BE AN - FrE L., AR oS 0 BELRIEREZER L-BRICHc 5 2
LRBERTD, UTOO~@0+ Tl RaRIcBWTHERT 55 Th 5,

@ mRITHONT

@1 Fio (1) ~ (5) oW FhiiES T aER chsH T L,

(1) JEASMRESEET D2 ASREEEIURRSE (B R A BFOEHEBL BT
HUAS A RS RN L U B . HERAS A B FEARE 2R &) (AR 304F 4 A 1 HIFEAT - 437
HER%)

(2) FrEtinembe (ER294 6 A 1 BEREA @ 85 Migk)

(3) FERFWRATIFAEE T D2 ARFEIERRE (23 ARSI EMbT. 25 v inEd
AR, A AssRoiiHEERb e L)

(4) HE(CEREEARE L. AR bSEENE 1 3L e b FE e 2 ohaay 2L
ICRBBEEIT> TV AlERE CER 28457 A 1 AR @ 2540 fiiak)

(5) PFUEHEREITAN S S FER AN ORI AR B BH AT > TV B (ERK 28 48 7
A 1 AR ;1290 Has%)

D2 &G &7 % I C OLEEREE R ORIVE B FE BRRE O e  + 43 e Nl & 2R % FF
SEMM (FEOWThMCEY T HERN 28, YEBERo4AFIZBET 2 EROTE
FELTREEA TSI L,

#

o EATRFIREGHE 2 FOMMPHELIET LI 5 L Eod A TEIR O BERHE %
TFoTwWaZE, 36, 24 X, PARYIRIES £ & LICBREEEFEOHMEL
T2 WhEE,

o EMRIFEISE 2 EOPIMBHERET LiHkic 4 FL LOBREREE L TWD
Z &, 9b, 3ED R, R &S BEREIK T o0 A BREIHE ST ATETED
BREMHEEZ{T-oTVnaH I L,

@ BACEESFFREROERICOWT

[ 3 S AN S BSOS A B R &oh, REERES O OB N, Aotk - &
SRR O IR EMS O A R, AERRsRE LB oms
FEFE, GRERCHITIThR AP E->TWD Z L,




@ BHER~OXIIZOWT
@1 HEAEICEY D EHH

MMM BRSO ER LAEM AR AE LB, 24 RERIRHASIOT, HEkhine X
PR I BV T, BE LIZANER ISR U CARFER U CT EORITER OB L
EeREOKREN Y BPICB o, BEHICSTRERERHSE TSI &,

@-2 EFEEEIC X HFHFWRSICEET 5By

BABHIC D 3 FMM MR R R E T A ERETE PRAERT =S ) Y
 EREOREEMOAS V—= P EITOWEIRE L BEE G T 55— AEFREH BE
fEEh w3z b, ok, BiEHICOWT, BARE L FOFRICHRICEMShT
WwWaHIZk,

@-3 BHERORZB-CRISIZE LT

BIEN (RITTHERR BTN A, K% - EEEO TR, IFHSIEEE, THEREE (RMA
FREMERE) . OWEE (TERAEERES. FRIMEERTE., IBEERE) . 1
BUBERRIR. S8 oM. hak - BUBUHMARAE, BEge, THEE O BEREIRER (R PR IRHRAE 1%
B, BIBHIHE. FRMEHS) | infusionreaction, B¥4 - Blde, BERIEHME, MhitE
(FF 2« NU—EERES) , Ohd. R/ MR HEREER . EmtEH M, R3F
) o LU, YRERRY SRR R B O BT B 9 A R LS L (RIER
ORI L TRERUCEEFZH LA EHICH S 2 &), EbICiME i 0nE
DTXLERPE-TNEIE,
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5. BENBLRABHE
[FatEiz B4 A IvE]
O TFROBHFIZBOWTAAOFMEN TSR THWD
o BAACSEFRIESG IO LT - ﬁ%ﬁﬁﬁﬁ?{?m%??4b$tﬁﬁ
(MSI-High) % &4 5 B8 @0 (B iam )t BRI a8 IR D)

7235, MSI-High # H T+ 5 - Lii~a7u ) A~7 (WeFHiEx) oz =4
Zlrdk (R7ES  MSIHRTEF » b (FALCO)) #HVWTRIETSZ &,

@ TRICHEYT 2 BECHT 5 AR OR 5 RERIFERICOWTHL, &R OFHER
ML EN TR LY, FAOREFRERLAR,
o FlrO TR
o O FUEMEARER & OFF LTS Sh o B

[Z24tkic B+ % grm]
O TRICHESYTIBFC SV THARORERERE SN TWD I 206, BEET
blnz k,
o FHloORGICH LIBEUEDBMEED H D EE

@ EEEIOFTRIC BT TRICEY T 3 BF T 0T, FAAloRGEHE Sy

2, LOIEFERIRES R VIBSICRY | MEICAFEERTAZ L EZEMTE 5,

o RIEHEMZEBOSIHREIBEEDHHBHE

o AIPEIE R TRIER &R B B R UNETIM: o i R 2 S0 R I g%
HOICIIEET LR A LN 5 BE

o HOAEEBROSE X@EALRE L IXEREO B DRERBOBERD
hoHBE

o AR (EMBRHIMBAIRES ST ObDBE

«  ECOG Performance Status 3-4 9 & # ¥

W) MSIHigh #4125 BHEMEEO—RIL) T ERHTHS Z L AHEE SR TWS (Latham Alicia et
al.; J Clin Oncol. 2018; JCO1800283),
) £COG ¢ Performance Status (PS)

Score | E3%

0 | &< MM JEHTE S, BHATER U REERSHIRE TR 5.

BEAICHM LOEBIERR & h 5238, BITAET, BIERCE > TOERIITI 2 LB TE 2D,
B - EVEE, WRER

| =

w

Bohi-BAefoEIoZ  LTEiy, AP 50%E &Ly FalF Tl I,

s

2LWIFARV, BEOHORYOZ LIIEL TERY, RISy FRFTRIT,

11

T ARECH O FOE Y O = & 3 S CAREEAER I TE v, BP0 50%EL B~y FACE I,




6. BEITBEL CHET &R

O IEfFcEssIc g, BEIREEE AMREET 5 RS IS & A O R OB EfE
Ho=dlZ LI iERAE +R B L T LERT A L,

@ HRIEMMGICET S, BE XX OFRICHEMERERMEEZ 3R L., REES
Thb5TaHZ L,

@ FheBHERO<R YA MZoWnT

BRI B2 S Hbhb Z LB HOT, AFIOHESICHT- - Tk, FIHIE
(B, FEMRREE, HEkEE) OREFEE N X SREORES, BE2 1
HIATHI Z &, Fi, BEZELCTEL CT. if~—h—SORELER+
b

infusion reaction 3 d» Hi D Z L A3$H 5, infusion reaction 2338 b HE I
Vi, EEARR AT S & L b, IERAREIET S TREORELY o EE
THEZ L,

AR REREE A3 dh &b 5 Z & 23 h 2 O T, FA O S BHENTR & 5 WM
PR ERIEIC BRI MR AT (TSH., 50 T3, W8 T4 SoRE) 2Ek+5
Bl

JFHSEEREE D d b d 2 & Hid 5 0T, A o S BART R U SR i
EMENCFERER A (AST. ALT. y-GTP. Al-P. ¥ U A E - HOHIE) % FEh
FTBHIE,

S IBE IEARUIEERERZ ) SORBRREERS LI5S
ZENRHHOT, EMMICIROBEFEOGEEHGETHZ L, o, RORFES
RO LNIBEIE, EOPEFRBA*ZR T 5L O BELRETLH L,
FHOBEIC L0 GBEORERINCERT S 2 E2 bh ok 2REBCHE
BHobhbZ ERH5, BREPRDONESICH, BELIEFERIIG U
B2 ik & R R A B O R & L CEY R ERIB T AT B ORI
B X ARERM DN ABEICI, AR ORI, B ORISR
NEVRIOREEZERTH L, B, BIBREALE ORI LD aE
FOBEDZRD bV, BT BT RV L LA S & BRI A 00BN
LEBTHZL,

B 56T #%, ¥R S AR L CHLRERARRERTLZ B H D70,

FROBREHTHICLRERORERICHSICEETS 2 L,

1 BUERA (BE | BERF A 58) Kb bbh, BRFMES VT F—v R
KEALAZEBHLHOT, 0iE, Bl BHSOEROBRRLOE/D ERIZ+
SHEETDH L, | BERFERARDN- SRS EFIEL, AR 8
RoOFSEOWE R MERTH 2 &,

@ AHIOERERABRIZIV T, KEYNOTE-164 3482 Ci% 9 ] Z &, KEYNOTE-158 &
BCIHEEMIAN G 1 ERIZ O AR I L, 1 FELFER 12 8/ 2 & H 2O b
FITHTWz Z & 2 BED, AHERSFIESMNICERRE THROMREEZITI 2

L.

12

BEERHEET A R A
Ra7nY X<v7 (BETHE#EZ)
(74 : 4 F—F SRE 20 mg, ¥4 FA—F SHHTE 100 mg)
~ JE /Nt e it ~

FER2 92 H (FER3 041 2 AKED
AT



B

Iz

AE O, EFRRERF

I A AR AR

FERRIZ DUV T
BEX R L HBRE
BECELCEET&EHE

She A R Y

P2
P3
P4
P19
P21
P23

1. L ®IZ

ERHOEDM - BEMEOTROT- DT, BATCES ISV E R ERRRD
L, S5, FEEOREREITOERIC LY, FAEER L & OB 2R R
FEERGLIKRBERSLPT, Zh b OERLEIICHE R BRI 5 2 LSRR
B L fp o Tl Y R BHEGHEE L eedE o A58 2016 CERE 28 4F 6 A 2 B BEIEIRE)
CHEWTH, EFNERSRSOERORBELHEELXEL Z L L ShTnah,

FHERRTEERELL, ERERCEEM T u 7y A ABBEFOEERL EWA LR
RAEZERDS, 2O, EOMERWESMEICET A IEEAHOERT 5 L ToM.
LHERLOBELH A2 EAMBESh BT M L TERT A E L LIC, BIfE
FAMBEHR L BRIC BB & & D 2 L SRR — B OB % 3l o T B s B T 1
THZEBRERETHD,

Lic#ioT, BHA FTA4 Tk, EEESZAE TCEHBLRTO S ESFEER -
Bfr R K5 % | DT oERSORGEZERZHEET D8 A0 L BB, B2
FROCEBEFEERT,

BB, BAA KT A 0k MSATEE A EREG E SRS, ANEEEARER
EREREESFE S, —ARtEEE A B AR ARE S BEIEERFEDEA A FHBETEER N
— AT A H AR R O 0 b &AERR LTz,

KB LRAEER X4 F—F ATEEE 20mg, FA bA—F SWEIE 100mg (—
Ba e e X (RIGTFHERL))

e ROBETIDE « VIRTRRALETT - T3 O FE M

HEERARERCAE R, RACIE, a7 rY AvT (sl LT 1
[8] 200 mg % 3 HWERFE T 30 24 TEBTFHET 5.

% B 78 ¥ & : MSD #HlEtt




2. AROFER. ERBF
FA F—F R 20 mg B ORLEMEHFE 100mg (—4 : A7 ) w7 (Gl
fGEFifz), BLF [&#Al) &v9,) 1k, PD-1 (programmed cell death-1) & & Y # -

FTd# 5 PD-L1 RUPD-L2 & OF SR EHEAET S, & ME[gG4 £/ 7 n—F bk -

ThbH,

PD-1 RFE 1L T MRS BEARME D> 5 36 5 72 D12 S AR D3RI 3 5 270 o 4
AA »F T, PD-1 1L, AR TENR T ilRofaFmicERL, AR
RS BT AU E LB A RIE G 2 HE T 5, Thbb, PD-1 k) F LS
BETAHZ LI L VRFESEERIC LS X GES AICHET AZEERTHS, PDL]
OEFHBEICBTARRIL TR THLL, ZLOBAMBRTIE T MROEHE iz
HIFECBMENCER LTV, SAHRRIZIIT S PD-L1 OFFEIIL, BHIKE, B,
FFfnfags, GRNLEE, FE/IAREZ: ¥ Ok B ATTEFRREFTHY | IRWAEFR
EOMBEERREI LT A,

BMEOH A OBERT# & PD-L1 BHROMBEAM B, PD-1 & PD-L1 ORI
OHRFEERE - BV TIHERFERZE S Z 2 BREES L TEY , HFiloRBABRIROEN &
LTiah v,

AAiL, PD-1 & PD-L1 BO'PD-L2 Ol ) X FOFEEZHEETHZ Lick b, M
WNERBE D OISR A EE T U A EREEM L &8, PRS- REE BiEiEk
T2 Z & Tl R AT 5,

A OER BRI IES GREEORERIGIC L 3BEASS H 5 bh, B UIETIC
ELARENRD S, FAORGPFRUREGHICE, BFOBRSEL+-SICT0. REIGE
W HITSFE TR, BH UGS U7 TR0/ ik & RR i & O R A & i Lol
Bl RN AT\ SBE O RESUSC X HETERRREDR S HE I, RIBEHFL
EVROREFEOFGLMBEIT I LES DD,

3. EEPERRAR
BB HE 22 AT - P38 00 FE/ N I 00 7K SRR |2 R AMG % 17 - 7o T 7 BR AR BRI o0 AR
=~

[F#hiE]

OEFEIERFS MRS (KEYNOTE-024 3R5k)

{LEFREREO 72\ EGFR B E RSN, ALK F &85 7R R U PD-L1 B4 (PD-
L1 2R3 L Eass & 584 (BUF TTPS) &v5,) 250%) " o WIERTEE A
1T - BR OIS RE 3056 (BARN 40 FlE ST &b, 44 200mg3 M
MM (LT TQ3Wl v, ) BEOFIMRUEEMER, 777 RH 2 STRE
kg (BT Tsoc) &vd, ) &#3WBE L TR EhE, ds. EgEIcRE
HEFTAERD BB AI, KBET 2R TERSEYD b WEOBKMICZEL T
A HBETIL, REILAME OB FEM TR EBIEIT 80 b b F TRAlOR G & iR 5 Z
LAAIRE & Ahure?, EEEREAGIE B A EIM (BUF TPFS) &9, ) | RIKET
M8 B X 2AFERR (UF foS) w9, ) & &h, RANET T 72 E b
HEE LT, PFS, RUPOS (PRIART) A HEMICER L,

*1 o 3 S=F U BHIEE L TRERRIEASE & TS PD-LI IHC 22C3 pharmDx [ 431
FHwTHRES R,

*2:24 HAFETREENEZHEFFAORE L DI L, o, KBETHED LS
FlicEsaMTELZ L EENI,

1 AEESS (KEYNOTE-024 3B
75 FF R &
b e N
(151 451)
thaufii [A] 103 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ A — K2 0.50
(95%CI) (0.37, 0.68) -
P <0.001
thafii [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
os™ A — R 0.60
(95%CI) (0.41, 0.89) -
P " 0.005

CIL: {EHIEM. NE : #ERTA, *1: RECIST X4 FT7 A > 1.1 MUcIE-3 MsrpinffE, *2:
BRI Cox bl F— FEF ML B 77 FFMAZSTebBRE L Ol *3: @hlo s 7
ZHRTE. 4 PR T —F (201645 A9B Ay b A7



100
[=]4] — EMWOmg W
80 TSEFNAESCILNS
£70-
H&} 60
i 7o
=
i 30 “,
20 Wemem s
10 Fms
0 - - - -
0 3 6 9 12 15 18
at risk®y ST [A]
HEI200mg Q3IW 154 104 89 44 22 3 1
TSFFERESOEEE 157 99 70 18 9 1 0

m

B1  hieE & 5 PRSORMAATIRF O Kaplan-Meierfi#i (KEYNOTE-024388)

@EPFLFES O /MARE (KEYNOTE-010 3%k)

75 FF R B E L ERERE 241 5 PD-L1 B (TPS21%) 2 OUIBRAHE
T« BROIINIREERE 1,033 4] (BAN 91 k&) ZRIC, &4 2 mgkg
Q3W 5 TF 10 mg/kg Q3W B 5 OFMMREEMEL, FeF X eakmm (BT

DOC] &W3H,) BB E LTREESNE, kB, BT CREETIRD Ghiz
BAIC, RRETERTERERD b W EOBRMICRE L TWDBE T, kiE
LARE O IR A CHRBEFT SR D D F TAAIOR SR L TR & Shit, FEF
BB 12 08 R UAPFS & &h, AFIIXDOC L HEEL T, OS A FEICER LTz,

*1 : EGFR MR FERBIEIT ALK BaRETBEoBE Tk, 77 7 A% Stk
PRIEIC L A TREREEIZIN X . T hTh EGFR FAE{EA XX ALK FREERA A T B
MEHEAN X B IR T 5 BESRAAR B,

*2 : PD-L1 [HC 22C3 pharmDx [Fa) ORFESy PERNTRIES I,

#3:24 0 A FTERE SNEBESHFRORELDIE L, FOi%, REETHED bLhI2E
Bl EEETEL L L Shi,

%2 AR (KEYNOTE-010 38

(PD-L1EsE (TPS=50%) DREHEH)

A 2 mg/kg A 10 mg/kg DocC
QW Q3w
(344 ) (346 1) (343 #71)
tpoef [A] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0,17.3) (7.5,9.8)
08 | ~IF— K" 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) -
Pl <0.001 <0.001

ClL: fZHERM, *1: EHI Cox thffl~F— FEF AL A DOC & OB, *2: @Rle 77 -7k

E

100
90
B0
70 -
£ 60
B 50
£ 40
30
20 | —— amz0omg Qaw
10 TSFFRAEATEE
s 3 6 ¢ 12 15 18 21
at risk ¥ MM A]
FAI200mg Q3W 154 136 121 82 39 " 2 0
TIFHEAEZOCESE 151 123 106 64 34 7 1 0

2 OSoHARHTROKaplan-Meierfi#i (KEYNOTE-024328k)
(PD-L1B3f% (TPS=50%) DBEHEH)

100 - = N
90 ——— 37 2mg/kg QW
80 - M 10mg/kg QIW
70 — KesFeil
Z60-
E 50 1 s
e K iy et e 1
301
20 LA
10
0 T T T T
0 5 10 15 20 25
at risk# M A]
8 2mg/kg Q3W 344 259 115 49 12 0
FAl10mg/kg Q3W 346 255 124 56 6 0
REF+EIL 343 212 79 33 1 0

3 0S ORHARYTR O Kaplan-Meier Hi#t (KEYNOTE-010 328k
(PD-L1 BBt (TPS=1%) DiBFHMEE)
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GEFEIRFBMAAASE (KEYNOTE-189 3#5)

{EZERERE O 2\ EGFR B TERBMER F ALK BEB{EFEEODIERAGE R E
iT » BROFERT LEIFMMMEERE 616 ] (RAEA 10 FEEtr) xRz, &4
200mg (Q3W) . A ¥ FFRY o akfnf LLTF A PLFEER) L), )
BOTSFFHH (AT FFoRNIHARTTF ) offxs EHRIDERED "o
HMEROREEER, IR, LA bt FRUY S FHEAOHFMBES (b
R 2EHBLE L —EERAR TR SN, ML b, 77 RAIER Y E
MBEETLICRIRL, #ERK4 a—2ETL Uiz, 728, ERTHITREETHR
W HIIIBEIT, BT 2R TER SR bW WEORKRAIZZEE L TWABET
i, REIDFEOB@FHI CREETERD NS T TAA LA b L3t FOUFRES
FHERT S Z ENAREE Shizt, EEFMERIT 0S RUPFS & &h, A, <A b
L¥t REOZZFFRAOHRRESET IR, L4 Lt FROGT 7 FF 1A 0
PRI S L LT, OS RUFPFS 2 EICHER Lz,

*1: FH 200mg, <A FLFEF00mgm?, AT FF 7S mgm XiZAARTFF
AUCS5 (mg - mL/min) ONEIZ Q3W (F=—AD | BRICHRE) T4 a—AEE5H, K
# 200 mg B T2 A b LFE F 500 mgm® 23 QAW TG Shi,

T TR, LA R Xt FS00mgm?, AT T F TS mgim® I H AR T T F 2 AUC
5 (mg - mL/min) OEIE Q3W (F=a—Ad | BEICH#E) T4 a—2EH% 77+
RRETRA b L3k F 500 mg/m? 23 Q3W TG X hiz,

#3:24 A FTRESNBAREROE SR PIE L, Tok, EBHETHRED OIE
BlCREFMATESZZ L L ENT,

#3 HYHHEE (KEYNOTE-189 3B

AFN G loesidis 3
(410 4) (206 fi)
i [A] NE 113
(95%CI) (NE, NE) (8.7,15.1)
08! = R 0.49
(95%CI) (0.38, 0.64) —
P " <0.00001
dfi [A] 8.8 49
(95%CI) (7.6,9.2) (4.7,5.5)
PFS™ ™ N S H 0.52
(95%CI) (0.43, 0.64) —
P " <0.00001

Cl: {E#EM, NE : #EERA, *1: PO F—% (20174 11 B8 AX v hA 7, *2: [§
Bl Cox WFNF— FEF AL AT TR, <A ¥k FROT 7 FHUAIGFRLERED
PrRfE L LB, *3: BRI YT 7 HE. *4 : RECIST 4 F74 2 L1 RICIE-S<ERT
3 ST I E

100

90 -

80 -

70
£ 60 "
i 50 .‘“""s“'*—m--...l,,. -
ﬁ 40

30

20| —— m00mg Q3W. AARLFERRUTSF T ERHALENE

107 ——— F5t#. KX ELERUTSFHEMERLLRE

% 3 6 9 12 15 18 21
HFIRI[A]

at risk#

A#200mg Q3W. A

ANLFERRUTSF 410 377 347 278 163 71 18 0
FERERE RS

F3th. RARLEE

RRUFSF+EEHA 206 183 149 104 59 25 8 0
{l&=:53

E4 0S ORARHFO Kaplan-Meier Hi# (KEYNOTE-189 #B)

100 7=
90 B '] — 00N QIW. AAPLATRRUT 57 RN R
80 4 - ——— FFef, KALUFERRUTSF HEMARLEEEL
£ 70
B 60 7
50 - 1
gg 40 Y
Y 30 ey
&5 b
20 1 p ey,
10 1
0 - - ; - : -
0 3 6 9 12 15 18 21
at riskay SEiEmAFHIR (8]
AF200mg Q3W. R
ANUFERRUFSF 410 322 256 149 60 17 5 0
TERBREEEE
75tk RAFE
REF7 557 H35HE 206 141 80 40 16 3 1 0
{L28E
5 BRTHSREEICLS PFS OHMMHTR O Kaplan-Meier Hifi
(KEYNOTE-189 38
8



@EPEL RS AR (KEYNOTE-407 3X5k)

(LSRR O 2\, GIRTRRER ST - BR ORI LR IR/ B iGEE BE 559 i (BA
A S0 Bl EET) R, AH 200mg (Q3W) . AARTTF L RUAT Y Z X0
Wiz U Z & (P73 SR (BLT Tnab-PTX) bvv5,) offflEks (R
FIOFREE) " OFER OEEMENR, FTER, INVRTTFURUAT Y F XA
i3 nab-PTX OHF IS ((LAEmki) 22 0B e LEZHEERABR CRIT S hiz, mit
L, 232 U F %0 T nab-PTX 1, HYEMBBE ZLIGRBIRL, &5 TkKe 2
—AETE L, 7205, @ TRAEETHARY R IIBEIC, REBETE2RTAER
RS BRI WEGEERICEE LT A BE TR, REILAG O B DT R BET S
FHLNLE TARORSAHGET > 2 LT E S, EEFEMEE I 08 B
PFS & &h, &Hl, AARTFF RO 7 T HZFE2AKiE nab-PTX OPFRES1I7 7
TR, ANVEFZF o RUAZ U F KB4 T nab-PTX O AEE & LT, 08 &
PFS # A EICIER LTz, .

*1 : AH| 200mg, 232 U & X1 200 mg/m? ZiE nab-PTX 100 mg/m?*, AR 7 FF 2 AUC
6 (mg - mL/min) ONEIZ Q3W (KA, SN2V FXEARPALETFF A 3EFa—A
D1 ABCERE, nabPTX 2E&a—20 1, 8, 15 ARCRE) €4 a—25%, &
200 mg 23 Q3W TG Shiz,

¥ FFEE, 237 U % 200 mg/m? XiE nab-PTX 100 mg/m?, H AR T ZF 1 AUC 6

{mg - mL/min) OMEIZ Q3W (FA, 7 V¥ XENRPANVKT T F i 3Ea— 20
1 BEIC#HE, nabPTX & =—AD 1, 8, 15 ARC#HE) T4 a—2fE5% 77
R QAW TG ST,

324 A AETCRESNIZEESIAMOBREERIEL, 0%, REETHRD L

Al EEHETEL I LY Shis,

F£4 HHHESRH (KEYNOTE-407 3B

AHF R L EREERE™
(278 ) (281 #i))
i [A] 15.9 113
(95%CI) (13.2, NE) (9.5, 14.8)
0s'! NP B2 0.64
(95%CI) (0.49, 0.85) -
P fifi" 0.0008
il [H] 6.4 48
(95%CI) (6.2,8.3) (43,57
PES™: ™ A= FH? 0.56
(95%CI) (0.45, 0.70) =
P i <0.0001

Cl: {SHAER. NE : #EERA, *1 : PRRITRHFOF—% 1 20184E4 A3 B bA 7, "2 {
Bl Cox Hffl~"F— FEFAZL D7 TR, LRI ZF R PAZ U HZFE/T nab-PTX
DAL L OB, *3: FRIaZ T ZHRIE. *4  RECIST H A4 F7 42 L1 RRICES < B
AR ST g E

100
90 -
80 |
70

£ 60

# 50

FH0Img Q3W. ANHTSFVRUITY S+ EhRiEnab/ 17U FF N

——— TSR, ARTSFYRUIIUFF AT RN IT VI EN

at risk#y

AF200mg Q3W. ALk
TSFIRVISNGELI 278
Rlgnab-17U 5%t

T3, AR I5Fy
RURZUIFEINGE 281
nab-N7U g%l

3

256

246

6 s 12 15
e 0]

188 124 62 17

175 93 45 16

18 21

2 0
4 0

6 0S OPEAITRD Kaplan-Meier fi#i (KEYNOTE-407 380

100 =

90 |
80 -
£ 70
60 |
i 50 1
B 40 -
gzo-
20
10
[V

— AMN0ME QIW, DARTSFIRINIUFF LR iinab- 17U 5 Rl

e |

—r— TS5k, ALETSFURUNIUIFELREnab-N7Y L

—.——

0

at risk#

AEN0Img Q3W, AR
FSFURUNIUIFEIL 278
Yignab-1t7U9+4)b

75tk ALKTSFY
RUKZUTHEILRIE 281
nab-{7U S+t

223

190

6 9 12

RIEEE IR (R]
142 57 23
90 26 12

15 18

5 0
4 0

M7 BRTRREEIC LS PFS ORHAHTRFO Kaplan-Meier Hi#i
(KEYNOTE-407 #.B)
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G®EPEILRFMIAAE (KEYNOTE-042 35)

{LEFEFERE O I\ EGFR MG T RIEM | ALK &8 FREMER O PD-L1 B (TPS
=1%) " OERREAETT - BRE O BE 1,274 fl (BFA 93 FIZEie)
ZRBUC, AA 200 mg Q3W 5 OH MR PLEMEN, 77 FFHWAIE ST bRk
At S L ORaTahis, 285, W@l TREBEITHED b hi-iEic, RRETE
TIER AR B ARV D ERFRANIC ZE L T 5 I Th, I LI O EfE Tl T
BAET RO BN D E TAAORS 2T 5 2 EATHEE S, EEFMAEE
08 & &, FANLT T FFWAZ ST FRE L B LT, 0S 2AEICER Lz,

#1 A= B L L CEIRTEAE STV D PD-LI IHC 22C3 pharmDx 47 =1
FHWTRTTS R,

¥2:24 H R ETRESNEBEIFROBEERIEL, FO%, KBETFED LB
BlIBREEMTEH L L &N,

100
90 |
80
70

£ 60 -

%50-

& 40
30 -
20 -
10 1

— EF200mg QIW
— = JSFIERERUIEL

18 24

30 36 42

#5 FHPHHRE (KEYNOTE-042 38 (PD-L1 Btk (TPS=1%) DMBEIER)

= e
A 200mg Q3w | 27 g{? gg;f sl
¥k 637 fl 637 7l
. e [A] 16.7 12.1
; gf;é% os*! (95%CI) (13.9,19.7) (11.3,13.3)
(é‘z’gﬁﬂ) S 0.81
(95%C1) (0.71, 0.93) =
P fi" 0.002
% 299 300 f
o thoefE [A] 20.0 122
;ﬁé;g% 0s™ (95%C1) (15.4,24.9) (10.4, 14.2)
o A RIE? 0.69 -
(95%C1) (0.56, 0.85)
il 338 44 337 #
% dfe [A] 13.4 12.1
. ?; é;f;é“ 08" (95%CI) (10.7, 18.2) (11.0, 14.0)
. = R 0.92 1
(95%CI) (0.77, 1.11)

CL: {RHIEM, *1: FRIARITROF —% : 2018452 B 26 A0 v bA 7, *2: B Cox Hfil~H
— FEFMLL DT FF T WHEST (e FRE L O, *3: File 77 7 fiE

11

at risk# MR

FH1200mg Q3W 637 463 365 214 112 35 2 0
TIFFERESGILEmE 637 485 316 166 88 24 1 0

8 0S O PHMITRD Kaplan-Meier fi# (KEYNOTE-042 35
(PD-L1 [tk (TPS=1%) O BEEF)
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[Zz4tt]
OEEEFESIERS (KEYNOTE-024 308%)
HEERITIAFDE 148/154 ] (96.1%) KUK SOC B 145/150 1 (96.7%) IR b, 16
Bk L R REEMR AT ECE RVAFIRIL, TR 113/154 ] (73.4%) BT 135/150 1
(90.0%) IZEH BN, WTINAOBETEHRSES 5% EORBIERIITROLEY Th-
=
# 6 WThhORTRIESR 5% EORIERA (KEYNOTE-024 BB (ZZ2MAATH SR

s, ARIPEC IOV T RIEHER SR 9 B (5.8%) . RIS - EEE D THI 8 B (5.2%) |
MREE (X7 - SL—fERREE) 26 (13%) . TSRS 22 51 (14.3%) . R
BRHEREREE 21 ] (13.6%) | TRERMABEEERIE | 1 (0.6%) . 1 ZOFERF 1 61 (0.6%) |
TEHEREREE (R S 2%) 1 ) (0.6%) . Bege 14 (0.6%) . hde - REBUThm
FRFEE 11 (0.6%) KO infusionreactions ] (3.2%) AEE@ bhvic, Fio, EHEOME
M (ERHBORAEER, SN, FERS) | RITHAERSE, WEMENIE, M
% - BliEde, 585 Bk, DZe, Sk R ESRBER . Mt B ORIEER
IR D B o T, ARBIERARTURREEET S (BRREERYLET) £8
LR AT,

@EBEIERE I/MAARE: (KEYNOTE-010 3X8k)

AEIERIT 2 mgkg Q3W T 331/330 £ (97.6%) | 10 mg/kg Q3W H¥ 3307343 4] (96.2%)
B DOC BE 2977309 F (96.1%) iR i, EREL OERRBEESGTETERVWEE
W, FNER 215339 F (63.4%) | 226/343 # (65.9%) R 251/309 41 (81.2%)
RSB L, WD OB TREERN %LU EORIERIITROLEBY Thot,

#7 WThrOR TRAES 5% EOBIER (KEYNOTE-010 BB (Z2HEMITx S

FENARSE (SOC: System Bl %)
Organ Class) 2 mgrkg Q3W B 10 mg/kg Q3W B¥ DoC ##
JAFE (PT: Preferred Term) 339 fAi] 343 B 309 #il
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade5 £ Grade Grade3-4 Grade5 4 Grade Grade 3-4 Grade 5
£RIER 215 (63.4) 41 (12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3 (0.9) 251 (81.2) 107 (34.6) 5 (L.6)
ik LY > REE

A 10 2.9 3 (09 0 14 (4.1) 1 (03) 0 40(129) 5 (1.6) 0

IF Bk fE 103 0 0 1 (0.3) 0 0 44 (14.2) 38(123) 0
P25y WS

BB AE S T E 25 (74) 0 0 23 (6.7) 0 0 1 (0.3) 0 0
AR

FH 24 (7.1) 2 (0.6) 0 22 (64} 0 0 56 (18.1) 7 (23) 0

Bl 37(109) 1 (03) 0 31 (9.0) 2 (06) 0 45(146) 1 (03) 0

%k 13 (3.%) 0 0 7 (200 1 (03) 0 43(139) 3 (1L.O) 0

Vg 12 (35 0 0 13 (38 1 (03) 0 24 (7.8) 2 (0.6) 0
—f - A L RS ORI

e HE 20 (59) 1 (03) 0 19 (5.5 2 (0.6) 0 35(113) 6 (1.9 0

B 46 (13.6) 4 (1.2) 0 49(143) 6 (1.7 0 76 (24.6) 11 (3.6) 0

AR 5 (1.5) 0 0 4 (1.2) 0 0 21 (6.8) 0 0

B 10 290 1 (©3) 0 4 @D 0 0 17 (5.5) 1 (03) 0
EEPETE

3R ER B 0 0 0 2 (06) 0 0 24 (7.8) 19 (6.1) 0
R 7

SHRRH 3 (0.9) 0 0 309 0 0 17 (5.5) 0 0
FER X ORBE T HLik e

i BAE 3 (09 0 1] 2 (0.6) 0 0 101 (327) 2 (0.6) 0O

% 9 FELE 25 (74) 0 0 32 (93 0 0 5 (L6 1 (03) 0

RiE 29 (86) 1 (0.3) 0 44(12.8) 1 (03) 0 14 45 0 0

FERIKSHE (SOC: System % (%)
Organ Class) AAE SOC B
HAFE (PT: Preferred Term) 154 ] 150 47
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 % Grade  Grade 3-4 Grade 5
2RIER 113 (73.4) 40 (26.0) 1 (0.6) 135 (90.0) 77 (513) 3 (20)
MifEds KUY SRS
i 8 52y 3 (1LY 0 66 (44.0) 29 (193) 0
A i ER T 1 (0.6) 0 0 3 (33) 2 (13 0
HFPERMAE 1 (0.6) 0 0 34 (227) 20 (133) 0
1N AAE 0 0 0 17 (113) 8 (53) 0
[eEas e
FRR R B RE TUESE 1 (7.0 0 0 0 0 0
FAR bR (S T 12 (78 0 0 107N 0 0
B
s 6 (3.9 0 0 17 (11.3) 0 0
THI 22 (143) 6 (3.9) 0 20 (133) 2 (1.3) 0
Bl 15 (9.7) 0 0 65 (43.3) 3 (2.0) 0
npIg 4 (2.6) 0 0 18 (1200 2 (1.3) 0
M 4 (26 1 (0.6 0 30 (2000 1 (0.7 0
—f « RIEEE S 5 USRI
EFIE 5 (32) 1 (06 0 1 (73 2 (1.3) 0
¥ 16 (104) 2 (1.3) 0 43 (287 5 (3.3) 0
e 1 (0.6) [} 0 9 (6.0 0 0
FEH 16 (10.4) 0 0 8 (5.3 0 0
BRER AR AL
ALT #9/m 10 (6.5) 0 0 7 @7 0 0
AST Hin 8§ (52 2 (1Y) 0 5 (33) 0 0
12 V7 g = wm 3 (19 0 0 15 (10.0)y 1 (0.7 0
I BRI A 0 0 0 20 (133) 6 (40 0
JUIRIRE e 2 0 0 0 18 (1200 9 (60 0
A il BRE M 1 (0.6) 0 0 16 (107) 3 (20) 0
(RS L ORse R et
FEARMGR 14 (9.1 0 0 39 (260) 4 (2.7) 0
&~ 7 3 7 AMEE 1 (0.6) 0 0 9 (6.0) 0 0
A Rds L O S aRpEdE
[ iR 13 (8.4) 0 0 4 2N 0 0
PEE R
DR 1 (0.6) 0 0 15 (10.0) 0 0
Tt = o — AT — 2 (13) 0 0 9 (60 1 (0.7) 0
FEREE, KRR L URERPLE
i 23 8 (52) 4 (2.6) 0 oon 1 0
B XU TR R
B EAE 0 0 0 12 (3.0) 0 0
B R R 8 (5.2) 0 0 107 0 0
# 5P 12 (18 0 0 300 0 0
Fs 11 (7.1) 1 (0.6) 0 320 0 0
13

2%, 2 mg/kg Q3W BER TR 10 mgkg Q3W BEIZEBWTENEh, MEIERZESE 15
(4.4%) R4 (40%) . KIBZe - EEOTFH S H (1.5%) B 26 (0.6%) | B
FED P GIET (B2 RS IR R . STEHTHE, SERIRSE) 1 4] (0.3%) B TR 1 81 (0.3%) |
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FARREE (X7 2 - N L—ERETESE) 261 (0.6%) BTR3 6 (0.9%) | ATHERERESE 23 ¢
(6.8%) BeOr22 4 (6.4%) . FRMRBEAERETE 32 61 (9.4%) K Of356) (102%) . T
fRHgREREE 161 (0.3%) & OF 1 4 (0.3%) ., RITHEREREE 2 41 (0.6%) B OF 1 ] (0.3%) .
| FOEERRSE 1 B (0.3%) ROf 2 # (0.6%) . EHEREREE (MRS R9%) 4 #
(1.2%) FOro ), e 14 (03%) Rro i, fhde - BESUmMATE 1 41 (0.3%) BWF
0 {7, infusion reaction 2 5 (0.6%) B Fe6 il (1.7%) MBBH LRz, i, WEMRED
fE, Rade - BB, S & QM. Lofinde. SefE i AR SREER . B e i B O
FEFHFFILRO b o l, ABERREBUAREEETS (BEREHREEZED)
FEUEHERE T T,

@@EPEEF B LA (KEYNOTE-189 %)

B HEISIAEROFARE 404/405 B (99.8%) B OSHIRRE 2007202 1] (99.0%) 2380 6
., BB OEREEESTE T VA ETRIE, Thah 372405 6] (91.9%) R
T 183/202 i (90.6%) 12388 biviz, W FhAORETREEN 5% EORIEMIZ T
DERY Thoiz,

#8 WTFhhORTHRRER 5%LLEORIEA (KEYNOTE-189 BB (SZ&MARITSuE)

FERIK S (SOC: System ¥ (%)
Organ Class) AFIOFARE (LML
JEAFE (PT: Preferred Term) 405 i 202 1
(MedDRA ver.20.1) % Grade  Grade3-4  Grade5 % Grade  Grade3-4  Grade 5
2RIER 372 (91.9) 193 (47.7) 9 (2.2) 183 (90.6) 80 (39.6) 2 (L0)
ks LY SRR E
i 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (134) 0
FEPMEAT PR M RE 25 (62) 24 (59 0 4 (200 4 (20 0
14 i B fE 2 (54) 8 (20 0 12 (59 1 (05 0
S BRI SE 101 (249) 59 (14.6) 0 45 (22.3) 22 (109) 0
/iR SE 69 (17.0) 31 (7.7 0 27 (134) 13 (64) 0
55 s
HARBRAELT T RE 22 (54 2 (0.5 0 3L 0 0
IRpEE
FEEERm 51 (12.6) 0 0 14 (6.9) 0 0
B BRE ;
fiiz A 67 (16.5) 0 0 24 (11.9) 0 0
T 78 (193 15 (3.7 0 22 (10.9) 4 (2.0) 0
Bl 187 (46.2) 12 (3.0) 0 90 (44.6) 4 (2.0) 0
om%k 26 (6.4 2 (0.5 0 15 (74 1 (05 0
T 74 (183 7 (LD 0 39 (193 4 (20 0
—h - 2 EEE S L USRI ORE
#ohiE 53 (131 16 (4.0) 0 31 (153) 3 (L.5) 0
o 134 (33.1) 20 (4.9 0 62 (30.7) 3 (LS 0
FEIBLO SL5E 30 (74 3 (07 0 4 (69 1 (0.5 0
FA R E 27 (6.7) 0 0 12 (59 0 0
M 24 (59 1 (0.2) 0 4 (2.0 0 0
BSE TS X U4 e
o3 3 20 (4.9) 1 (02) 0 10 (5.0 0 0
FRER AR
ALT i 38 (94 2 (0.5 0 16 (79 3 (1% 0
AST ¢hn 28 (6.9) 0 0 10 (5.0 1 (0.5 0
o L7F=Emm 32 (79) 1 (0.2) 0 12 (59 0 0
B 1 BR ¥ 2 (54 7 (1D 0 12 (59 6 (3.0 0
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FERIK S (SOC: System B (%)
Organ Class) i A RE {LEEREERE
3EAFE (PT: Preferred Term) 405 ¥ 202
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 £ Grade Grade 3-4  Grade 5
TR J O
FeRRMERE 84 (20.7) 4 (1L0) 0 42 (208) 1 (0.5) 0
e~ &7 457 AIE 2 (54 5 (1L2) 0 3 (1.5) 0 0
PR A
GERRE 37 (9.1 1 (0.2) 0 14 (6.9) 0 0
FERE 5 X TREE TRk R
Ji:d [ 1 @n 0 0 12 (59 0 0
% 9 FEIE 37 (9.1 0 0 12 (59 0 0
R 51 (126) 5 (1.2) 0 17 (84) 3 (1.5 0

Tods, AFBEIC BV CIVE MR A 16 1 (4.0%) | KB4 - TREE 0> T 20 4 (4.9%) .
MR (T 2 - A L—EERS) 106 (2.5%) | FHRERSE 62 41 (15.3%) . Ak
MRS ReREE 32 4] (7.9%) . FEEMABEREREE 2 41 (0.5%) . BITHEREREE 1 41 (0.2%) |
1 BUEIRFT 1 A (0.2%) . EESAEEEE (RADEMTTHEE %) 2561 (6.2%) . Mg 2 fAl

(0.5%) K UFinfusionreactions ] (1.2%) @ Lhiz, Fi-, EEORMEE (RN
FIRAEFERE, STAIHE, BRAEES) | 5 - BEUMARE, TEMMEE. Mt -
FBLSe, & &5, Oihge, Rt MR ESRBERS . B R ORI
B Loz, ABFEARBRREEETS (RERTEHRF ST L E5THESH
ERETT,

@EFFERAFIAMRE (KEYNOTE-407 3E)

FENSITAFIBE 273/278 i (98.2%) B UFRIIREE 274/280 ] (97.9%) IZR8¥H BHiL,
REE L ORBEESTETE2VWEFTRIT, ThTh 265278 #l (953%) EG
249/280 7] (88.9%) ICR¥» BTz, WTFhORF TRERRER 5% LOREMIZITED
EBWThoT,

#9 WThrOBTRIEN 5% EORYEA (KEYNOTE-407 BB (S HEARNT 4@ RE)

FEHIKSHE (SOC: System Fi (%)
Organ Class) AFIGFFABE AL ERE LR
HEAFE (PT: Preferred Term) 278 230 f
(McdDR_ﬂr.l{].l) % Grade Grade3-4 Grade5 & Grade Grade3-4 Grade 5
£ER 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
MR R RY TR
Hin 123 (44.2) 38 (13.7) 0 117 (41.8) 43 (154) 0
REMELT PERMAE 14 (500 14 (5.0) 0 10 (36) 10 (3.6) 0
B kP fiE 23 (83) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
S EREE 97 (34.9) 59 (212) 0 86 (30.7) 63 (22.5) 0
/N SE 81(29.1) 18 (6.5) 0 58 (20.7) 16 (5.7) 0
PSR
B R A TR SE 17 (6.1) 1 (0.4) 0 2 (0.7 0 0
FLPRARBR GRS THE 16 (5.8) 0 0 3 (LD 0 0
el sl
B 3L(11.2y 1 (04) 0 25 (8.9) 0 0
T 61(21.9) 8 (29) 0 47(168) 4 (1.4) 0
&l 85(30.6) 2 (0.7) 0 71254 3 (LD) 0
E 36 (129) 1 (0.4) 0 25 (89) 3 (LD 0
16



FERFAH (SOC: System B %
Organ Class) AR {LEEgRERRE
HAFE (PT: Preferred Term) 278 280 %1
(MedDRA ver.20.1) 2 Grade Grade3-4 Grade5 % Grade Grade3-4  Grade 5
—T - AR L O AL O
$ENAE 46 (16.5) 3 (1D 0 41 (146) 6 (2.1) 0
g 54 (19.4) 7 (2.5 0 52 (18.6) T (2.5) 0
BRER IR
AST #8/n 14 (5.0) 0 0 5 (1.8) 1 (0.4) 0

T TPERYOR 24 (8.6) 17 (6.1) 0 28 (10.0) 24 (8.6)

i e 2 23 (8.3) 5 (1.8) 0 16 (5.7 6 (2.1 0
M i BREHA 30 (10.8) 11 (4.0 0 28 (10.0) 10 (3.6) 0
U L O ReEE

FrEk bR 47 (16.9) 5 (L8) 0 57204) 4 (1.4) 0
B~ & 3 &0 A S 15 (5.4) 1 (0.4) 0 9 (32) 2 (0.7 0
RS X O A IR

el 5 36 (12.9) 1 (04 0 24 (8.6) 2 0.7 0
55 PO 32(11.5) 2 (0.7 0 26 (9.3) 1 (0.4) 0
TPRE R

BRI S 23 (8.3) 0 0 7 (2.5 0 0
KM= 2 — a3 s3F— 55(19.8) 3 (L.1) 0 37¢132) 2 (0.7 0
SERIE 15 (5.4) 1 (04) 0 13 (46) 1 (0.4) 0
AR = = —aF— 31 (11.2) 0 0 36 (129) 2 (0.7) 0
FBEREF5 X ORBE T AR AR R

B E 126 (453) 1 (0.4) 0 100 357 3 (LD 0
F 9 FEIE 29 (10.4) 0 0 15 (5.4) 0 0
Fis 28 (10.1) 0 0 20 (7.1) 0 0

7pds, AFIEEIC BV T MBI 14 ] (5.0%) | KB4 - THEE O T 14 1 (5.0%) |
REEEE (T 2 - S L—EERES) S50 (19.8%) | JIFHEARRETE 26 @) (9.4%) . HIR
B AeREEE 31 ) (11.2%) | TIEMRHERERSE 2 7] (0.7%) . BAHEEEREE (RADE MBI
%) 6 (2.2%) B infusionreaction6 il (2.2%) B L, Fi-. HEOK
JEREE (RS RRERTE, SIMALEE, MBS | BITERE, | BERA. M
%, B - BB RAE, EIEMREENRE, Mg - BIg, S XSS, LA, el
M ANERE SRR . TS I R ORI ERENIRE D B b0 T2, ARIERARRR R
FEEY S (BEREMEEZESD) 2EDEERE T,

GE PRI FH IHEAE (KEYNOTE-042 35%)

BEFRIIARFITE 610/636 7 (95.9%) B OMLFAEHERE 606/615 #] (98.5%) (27D L
. BEBRE L OREBESATETE 2VEEIRIL, Theh 399636 A (62.7%) X
TR 553/615 4 (89.9%) ITREW BTz, WTNAOTETRIBEY 5% EORIERIRXTE
DOEBVTholz,
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£ 10 WThHORTREEN 5% EOBER (KEYNOTE-042 BB (Z22H:Abrd $45H)

BEMNADE (SOC: System Fl¥ (%)
Organ Class) FAIBE {b5peiEE
JEAEE (PT: Preferred Term) 636 615 {7
(MedDRA ver.20.1) % Grade Grade3-4  Grade 5 4 Grade Grade3-4  Grade3
2HIER 399 (62.7) 104 (164) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
i XY 23 R iEE
i 35 (55 4 (0.6) 0 229 (37.2) 80 (13.0) 0
B EREE 10 (1.6) 0 0 35 (57 10 (L.6) 0
B P ERNE 5 (0.8) 1 (0.2) 0 88 (143) 46 (7.5 0
R RE 3005 1 (0.2 0 56 (9.1) 10 (L.6) 0
P53 s s
B R B TOHEE 37 (58 1 (0.2) 0 1 (0.2) 0 0
AR RB AL TR 69 (10.8) 1 (0.2) 0 2 (0.3) 0
T AR
1B 8 (1.3 0 0 68 (11.1) 0 0
T 34 (53) 5 (0.8) 0 46 (7.5 1 (0.2 0
Bl 31 (4.9) 0 0 184 (299 7 (L1} 0
nlR 7 (LD 0 0 31 (5.0) 0 0
DL 15 (24) 0 0 97 (158) 2 (0.3) 0
—je - EHFFE LR ORER
®AIE 27 (42) 3 (0.5) 0 60 (9.8) 10 (L6 0
HEH 50 (19 3 (0.5) 0 102 (16.6) & (1.3) 0
EEFRHRTE
ALT 81 45 (1) 9 (14) 0 53 (8.6) 50 (0.8) 0
AST #90 41 (64) 4 (0.6) 0 42 (68 2 (0.3) 0
BT R g 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0
iR 2 (0.3) 0 0 64 (104) 20 (3.3) 0
B f BRI 3 (0.5) 0 0 71 (11.5) 32 (5.2) 0
IR X O
b el 40 (63) 5 (0.8) 0 109 (17.7) 9 (1.5) 0
i HE I KU S mpEE
AR 27 (4.2) 0 0 46 (1.5 0 i
155 PR 20 3 1 (02 0 50 (8.1) 0 0
PR TR
T = o —m R F— 1 (0.2) 0 0 500 (81) 5 (0.8 0
FHMEEHE = 2 — i — 3005 0 0 41 (7 6 (1.0) 0
FERAR, IERIS J OMERRREE
i1 P 43 (68 19 (G0 1 (02) i 0 0
id Fpadl ey e
BeEIE 2(0.3) 0 0 136 22.) 7 (1.1 0
T 9 FEE 46 (12) 2 (03 0 15 (24) 0 0
eI 46 (72) 3 (0.5) 0 27 (4.4) 0 0

s, AR IV T RVEME AR 49 1 (7.7%) . KM% - HEEE 00 T3 10 B (1.6%) .
HEOFEFE (R RER, SR, JFEES) 10 (02%) . FERSE
(T - NL—EFERS) 1 4] (02%) . FFEEEEREE 76 #1 (11.9%) . FURARHEGERE
=02 4l (14.5%) . FEMAHAERE 3 (0.5%) . RIS 3 4 (0.5%) . BHERE
Bl (RAVEREMER 25 341 (0.5%) . BESR 14 (0.2%) | WOfig 16l (0.2%) K
TR infusion reaction 6 il (0.9%) MWD HIF=, Fio. | THERIA, 45 - SRR RARAE
TEIEMGAEAE, e - BSB89 Mge. Saeth i MR ESEBER . iR m B
VIR IR b vie - o, ARMERA BRI B SRS (BRI R & &)
FEUEER T,

18



4. HERIZOWT

AH OB 506 LT, AREME L CHERARSRAE (£FWA) Ao hTtn
HZ iDL, BERAEEEDICEE T AR THLINERDLS, TO LT, EEMY
A7 EEFHE (RMP) (30 & | FHIOEEBZTESEERBE ~O W AR 2 5 5 Kk
Th>T, KA OEGHIED 22 BH LB - FFE L. FFORGIC LY ER2RERA
R LB T 5 2 E BUER TS, LTOO~@ O+ < T &l Thicin T
ERT 52 ThB,

@ MEizoWT
@1 T (1) ~ (5) OWFhPiES TR THS L,

(1) FEAEFWRE SR ET 5 03 AR HHER ML Rbe S CRRERT IR A AR P R,

HikAS A S FEl L SRR, HIRAS A IR e &) (B 304E4 B 1 ARFE 1437
%)

(2) HrEHREAPY (ERK 294E 6 A 1 A ;- 85 MEak)

(3) FEFECMTEATEET DS AZROREERIR (0 ARTnliEEmb. 23A R0
Wik, 23 A BRRIYEHEE R /2 &)

(4) A FREELRE L. RSB 1 IS R LEFEMGL 2 O IEE
WWROEHET> T AR (FRk 2847 A 1 BFEE : 2540 Miik)

(5) FLEEMEREREE AT BN O MR IE AR S B AT > TV B HERR (CERR 28 4F 7
A1 BERA ;1290 HEF%)

@2 MO LFERE R ORIFERRBBERF OG5 e nalk L iR A FroEmM (TRo
VPRSI T A ER) 25, YRR ORI ET A EROTES L LTREXh
TWAEE]

*

o [ERMRFFRRE 2 FOMMBHERET Lictkic 5§ FE O ATEROBRRHEZ
ToTWAZ L, 96, 24D i3, BAESINEE T L U BRMBSOHE:
fToTWsZ &,

o EMRIFRGE 2 FOPMPHEERIET Lickic 4 FULOBKEEREFL VD
Tk b 3FLLRIR, MO AEWTEES ST PR EHRF O BRIHE 1T
TWwaZéE,

@ BEANoEEMLFREROESIZOVWT

E# ST RERICHETT 2 EFPERE S h, NERENLONHRED, A - %
%I ROTER REMSE T 5 8t a5 ERRRAe LEHESOBE
¥, SRESHIThhAERPE-STWHZ &,
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@ BUHER~OXEIZ2NT
@-1 RaFfmiz 45 2

FIEMEMR B SO EB 2 RIEMA S TAE LizBRic, 24 FMBHRERIO T, Mz X
HOEHEERR I B\ T, B UTRITER IS U CABREERE T CT %S ORHEH OERIZ &
SEAAREOR R Y B hCE b, B ISR ATRER AR ThD 2 &,

@2 BEWfFECIsAFWESohRIc T 5B

DBABRICEED D H i MR O BRE R A 5 ERUETFESRIERT=2Y 7
BEOIEROA 7 ) —= 0 FEITWERE L 30 T 5 F — AEREH %
flEh TV Z L, 2B, BlEERICOWT, BARE L ZORKRICHAICAMENT
nwazk,

@-3 BHEAORE-CXIRCBE LT

FIPER (MEMEREBITM A, KIS - MEEO THI, FEhEbss. BHaERE (R
WREER ) . NAWEE (FEERMERE, PIRMEERT. RITHRERES) . 1
RUGERRS. 5 &5, Mhge - BiSUmmARaE . BEge. RO RNREE (B RSIRAE i
B, LIGHIBE. MAAES) . infusionreaction, MA%% - fHifBde, HEM MM, MHRREH

(T - NL—EREHRS) . Ui, SefEthm MR PESEEER, EtEfin, JR2F
FESE) ot LT MR U R E R M o P 2 AT A R L L (RITER
OBHLRGICE L TR R USHERZ T ORLAEMFICHD 2 L) | I
BTELERBRE-STWAZ &,
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5. BeEx 2o BE
(B2t BT 5 900E]

@

FAO MRS TROBHE IRV TEIMEN I TWA,

o (LEFEREOR, EGFR B TEREME, ALK @&#= TR T PD-L1 B
 (TPS=1%) OYIFRAREZRHEST - BROIE/ MR RE

o FITFFNREETLFRERE A AT 5 PD-LI B (TPSZ1%) OUIRFEs:
HE1T - BROIENMBIRERE (i, EGFR MG T2 BB ik ALK BhE il
ETFBMEOBETIE, ThEh EGFR F 1 0¥ F—EREFF T ALK 7 r
VR —CIHER OEREL T T 5 BE)

B, TPSiE~a7u ) X+7 (RIGFHEMRR) oo =42l (RES -

PD-L1IHC 22C3 pharmDx [# =) ) #HWTHET S Z &,

AHN OO HUEMEREEA] & O ARG TROBFIZE W TR R ST

Do

o AR Xk FRUT 75 F1H L oS | (LEIRERE O R, EGFR #
EFEREER T ALK REBEF I 0MERTERETT - BROIERFE EE
Fes R R

s AARTTFRONAT Y ZF A nab-s 7 ) F X b Off RS b
PRI O 28 VBB AR AR ET - BR ORI LRI/ B

{LZEFRIEIE 0 72 T - R O FE/ AR B2 1L, PD-L1ME T PD-L1BGME (TPS
Z1%) THIE, FHOHEMBEEEETHLETHS, o, BIELEFERICH
T HEEMECRER 2V LB 2 5D BEIH LT, PD-LIBRRRIZAPD 6
T, R OMEEEIC Y LGRS LERE L otk EEBB TS Z LA
TE D, 2B, AFOREICH I Tk, MR F7 4 2 (A A SR
SERBETHIL B,

TR 5 BB T 5 AR R 5 R OMER IR0 Tk, ARIoF S
Hrsh ThoT, FRlOREHNRLRLA,
o fhrAmaER s

FED g b MR A 1T 1 o (D AR SR (2351 C S T2 RIS DECOG Performance
Status 0~1 @2 T 75 5P, L, XX@ECOG Performance Status 2 2 O BF T, 93 #HRTTEH (FEx
FEA%) OEAREFEREXNTEY, 20X REEFTE, MIMLEREICT L5 28T I RER B
AEEZLND,

D £e0G @ Performance Status (PS)

Score

EH

0

2RI IEBTE D, FHWEFE LR HEESMRE ATLD,

PIPRA I LW BRI LRIR & B 83, BRATRIRC, IBIERCHE - TOERIIATH 2 LiCE 5,
] EVFIR, ARRSIER

| =

FATARE CE S OFOEY O Z LT~ T REEASIERIE CE v, AP o 50%EL E<y FACRIT.

W

RohEZOHOEYOZ L LHTERY, BRO 0% EE<y FpRFCRIT,

-~

LWV, BAROFOEY O LEE{TERY, BRIy FhFFTEIT,
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*  @THFFOFDEIR TV AW O FUBHEIERH] & OGRS

[Z 4tz B4 A TE]

O FTRICEYTHIBRFCOWTIABIOREREZ LI TV Z LD, REEZT
F T A T
o ARFIORESTIC R LiIREGEOBEERO H D BE

@ EERTOFEIC BT FRIEEY T 5 BE ST, FAORSIETHR Sy

2, OEFRIREA R WVEEICIRY . MERAFEZERTHIZLE2ERTES,

o MEMERRBROSHNIMEOH D BE

o JERE R TR & R0 B B R UNS Thk 00 i i A R0 R et i
HOMICRIEEELE LN 5 BE

o ACRERBOS0R TBMENLE L B B CRERBOIEEED
BB

o HBHHEE (EhMiRsiiEEel) obhsBE

e ECOG Performance Status 3-4 #2 o3

22



6. BHICBEL THET &g

@ IRACESICMA ., MIEMRFEEE BRI D ERME LD & A OFF M Ol IE R
RO DI BERFHE+DICBR L ThrERTSZ L,

HRBSIC N L, BE I OFEICH R CfEREE oL, REAH
Thbis+To s,

ELRBHER O~ 3P A P20 T

@

@

@

WA b5 Z L b 50T, ARIORSICHT- - Tk, ¥HE
RS, PRREREE, R ORERER UM X SRE O RS, BEr 1+
SICETH 2 b, Fi, BECE L THE CT. mil~—h—%ofhis EiEd
Hr ik,

infusion reaction 23 d» 55 Z L #3dh 5, infusion reaction 73388 L TZIHEIC
. EEARMEEITO LI, SERARET S F CREORIES I
FEnE,

B IREEREREE A3 5 Bt D Z L 3 B 0 T, A O # SRR R O 5141/
L EMEC FR RS RERR T (TSH. R T3, Wil T4 FoflliE) £#FEk1 5
halp ¥

FgRERERH Hbh b 2 L8 H DO T, FFoikE s & 5 i
TEIRICIFHERERE (AST, ALT, y-GTP, AlP, ¥V LUV %DHIE) %+ 3
THIZ .

SE MK CEREVIMEERELEED) SFORBLREERHLDILD
ZERHEOT, EHNCIRORE OFERHMBETHZ L, £, IRORES
RO ONIFEICE, EOPICERBNMESRT L O BF LRSS L.
AR OFE LA LY REORBERISICER T 5 £F 2 b Hika e RBORIER
BbbbhaZedbsd, REMEDOLNEESICE, BERLUZFRITECE
PR R gk & R A RO [ERT & L GEG) R ERIZET 21TV, IREORE
RIS L ARWERA B EDIL AT, FFORE I, & ORISR ER
NEVRIORSSEFERTH L, B, BIBEHRVEORSIZE Y EHE
FAOUWERRD S RRVIES I, @I ERAE LA O Rkl omBin
LEBETSHZL,

B EETH, BoAM G AFEE L ChLRERBRERT L Z 8B H D120,

FROBEGHTHRICBEWEHORBRICHSICER T2 &,

1 BUEERRAS  (BUfE | BUBERBE 2 51) b bbh, WRFAEEy b7 v F—v R
WELHZERHDOT, NE, BL, BEFEOEROFBHECOEHRD ERICH
SEBTLHZ L, 1 RERENEPRZSESICREEERIEL, A W
Ao 5O 2B A1T5 Z L.

AH| OERF B 235V T, KEYNOTE-024 A8 % (F KEYNOTE-042 38t Cl1i% 53
Ihhr 6 9 T 22, KEYNOTE-189 S Crife 506 6 B KU 12 A, LA
L4 AEETOMIT L, ik 12 M 21T, KEYNOTE-407 R Tl 5 Blis
pH6EA, 2BEBECISEA. IEII4SHEEECIOBEITLE, ToH2AITE
ZHDEOTHEEIT> TV Z L 285, AFRS PIEMNICEERAE TR
DHERBHETTI Z &)

23

REERHEET A FTA
Ra7nl X+v7 (BcFE#RZ)
(BR7e4 : ¥4 bA—& ER#E 20 mg, ¥4 FA—F SR 100 mg)
~EHRAE~

k2 9% 2H (ER3 041 2 AET)
JEA HlE



B

Loz

AR OFEM. fERERF

Jefe PR R AR

a2 2T
WERREILBE
BEICBRLCEE T3 E

o

P2
P3
P4
P15
P17
P18

1. Zt®ic

[ 3 & O F M - BEMOFEROTZ WL, Hf SIS EE-S WIS EIE A i A 3R
bha, &5, EEORFHOESIC LY | PRS2 & 0B PTRERR
FEESHRRINATT, 2hbOERMEEICHERBE RIS 5 2 & RREED
U L o TR0 BB L e o A $E 2016 CERL 28 4F 6 H 2 B BRRRE)
EBWThH, EHMERNSEOHMORECHEERES Z & 2 Eh TV,

PRERRFEEMT. BREASEEN a7 7 A VBBTFOEERLHLNIZR
RAHZENRBD, Zoih, BoRUREEICET A RS +SENT 5 £ oM.
YHEEDOBEEZMRZTITL 2 LAMFIRABECH LTERTS & &b, BHE
FAMRRER LB VEL IS A D 2 AW — E OB RS EREE TR
THEZLBHEETHS,

LFdioT, AHA RIA Tk, MREESINETCILELN TV DEFIEER -
B RIS E | LT OERS Ol & HEET 5880 6 NI EH, X
FRUBEYELE R,

Es, BHA FF A4 0, MIATEEAERS EFRESE A, AEEEARE
ERERIENE S, — it A B AR PIRHE S AR A B ARBRFRES O
Db EERR LT,

KL RHEER XA FA—F HEHE 20mg, ¥ bA—F SHFE 100mg (—
B Radu ) X<y WIETERZL))

LR METITNE B RAE

MR ELRAHERCGAR B, A, 2a7a ) RA~7 (GlEFHERZ) LT, 1
[A] 200 mg % 3 ERREET 30 WD CRBFHET 5. 72720,
W MBEHEOEEE., ST 12 VAETLET D,

W% B 78 ¥ F - MSD #lEit




2. AFIORHE. ERBA

XA b — & EFTE 20 mg R OMRAERETE 100mg (—%4G : <A7r ) Xv7 (#
T z) . BT TA#F] &vv5,) X, PD-1 (programmed cell death-1) & Z @ U Hf 2~
FT# % PD-L1 RO PD-L2 & OFSEFEHEMET S, & MbigGd €/ 7 n—Fdifk
Thd,

PD-1 #&38 I T AR G B A > & ki 5 72 00 1o 8 AR A T 5 S 7 S e )i
AA v FC, PD-1 13, @EEZRIBICHEOVCEER T MlaoMaRmcER] L, Aok
FE RS % & T A B SULRR 2 RER S A HIE T 5, $iebbh, PD-1 XU A FefE
ETB LI LVRBRSEERICLS VY GERAIR#T A EATHS, PDLI
OEFMBICB T ARATIDTHTH LM, £ OBAMBTIE T MO 2Mmz
SIEEBBICHBE LTS, BAMEIC TS PD-LI O@FEIL, Bk, R,
FRANRRE . SRELEE, FE/NHIRAMER S Ok 2 R ATTFHRARBETTH Y . EVAERFEL
OEBMERHE I TS,

HHD A A DERERAY T & PD-L1 M OFEBEMEDN S, PD-1 & PD-L1 OEFE IS
OREEREIC W TEERRRIEE Y 2 AT Eh TR il B ABROEN L
LTS h T3,

A#iL, PD-1 & PD-L1 EO'PD-L2 O Y ¥ FOBEESEAETHZ LIc L0 i
BN R OIS RGN T U o SERE B S8, FINEEEGIE & FiEtEL
452 L THIERERIET 5,

AFN DRI IS GRBEEORIENRIC X HRIER%EY H b bh, E LTI
ELMRMESD D, FHOREPRUREGH I, BEFOBEL STV, REIGE
O HIIRE T, R LT RIS U A sk & 2B A 1o R &l L Ol
E) AR SERIRBIT 24TV, MEEOREFUGIZ L 3RIEM A bR 288101, R R EH L
T AR GEOBRIEZTT I BERH D,

3. BEBRHUSE
T B AR O AKGERHZ Tl & 1T - Fo = BERRB O 2 9.,

[A%hiE]

OEAE 1 b HEE (KEYNOTE-041 38k)
{LEFHEREO ROV EA ) A~ 7 (BfEFERZ) T EY AT L0 9,)

BEERN2 LI A U E TOEREEL A+ MG REREMREEE 42 4]

(FZhERRAT B 37 ) %k ic. AH) 2 my/ke 3 WA (LT TQ3w) &£v95,)
BEORER CLEMSRE SN, b, R CRBETARD bhIEEIT,
R BAEIT AR TR AR R W EOBRKIICEE LT 5 BE Cr, IkEILEO#E
SRl CREBETRBED LA £ CAROKRE AT S Z LT L Shic, TEF
i1 B T 5 IEERECIST KA K7 1 o 1.1 BUCHES < PgfiElc L 552823853 (CR)
XITERS 2SR (PR)] 13, 24% (95%ISHEM : 12~41) Th-oiz, 7eds. HFANTEREL
=B 10%THh -7,

@SB NARE (KEYNOTE-002 #U5%)

A ¥ A~ I D IREERE AT S RIS e e Mt BAREE A g, AR 2
mg/kg Q3W 5 2 TR 10 mgrkg Q3W 2 5 OAZMER N RN (LFEFRIE (XA 3y
. TEVuI R, AANRTTF, A7V EXFEARBANRT ZF o +37 ) 7%
A, LIF NICCEE) 2va,) Bl LTHRM &S, feds, B CRBE TS
T LN IIBAIT, FRHETT 2R TER SRS DA WS OBREMICEE LT\ 5 8E
Tl WELLEE O BRI CEE BT A5 Hh D £ THRAI DR SRR 5 2 L AT
fed s, FEFMEEITSAFNM CUF fos) &v9,) RUEREATEINN (0L
F TPFS) &3,) & &, FAIESEFRE L B LT, PFS # AHICER LT,

#£1 EFPHHR#E (KEYNOTE-002 3B

A7 2 mg/kg AAl 10 mg/kg (e 7373
QW QW
(180 #1) (181 ) (179 f7)
thiufis [A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9,13.8)
0S [ ~F—FH? 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) —
P fi" 0.1173 0.0106
i [A] 2.9 2.9 27
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | mf— K™ 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) -
P ™ <0.0001 <0.0001

CI : {#XM. *1 : RECIST # 1 K7 A > 1.1 BT -3 < HsieE R O P E L & 2 5.

2 : @A Cox el W — FEF M L SLFHRE L OEe, *3: Fhlu 77 - 7 HE




——— H 2mg/kg BBW
——— FI0mg/kg QIW

0 3 6

at risk#y

#FW2mg/kg QAW 180 131
ZFA10mg/kg Q3W 181 138
{E4E86E 179 115

9 12 15 18 21 24 27 30 33 36

s MRS (KEYNOTE-006 #k)

A VY AT I L BERECROIA T AT EEER 1 LT ALETO
BRI & T DHIRE IR AR B BB 2 ST, AH 10 mg/kg Q3W B5-&
10 mgkg 2 AR LT TQ2wW) & 3,) BEOFHHRUEEER, 1) 4
=7 ERE LTRSS, s, EEEE I TRBETSRD bRz aic, KBl
1T R TR SRR VEORBRRMICEZE LT 5 B3 TR, WIEILARE O %A
TERBEITAFRD LA E CTARIORE L2k A Z L aE & &, EERERER
12 0S BURPFS & &h, A#NSIA LY A7 L8 LT, 08 RUFPFS ZAEICHER L
e

2 AHERS (KEYNOTE-006 BB

95
99
80

1 0
12 0
9 0

1 OS @ Kaplan-Meier fh## (KEYNOTE-002 3A8%)

——— A9 2mg/kg QAW
——— AAM10mg/kg Q3W

A 10 mgrkg A< 10 mg/kg A b=
Q3w Q2w
(277 %) (279 #) (278 f)
i [H] NE NE NE
(95%C1) (NE, NE) (NE, NE) (13, NE)
08" | ~PF—FH? 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) —
PE™ 0.00358 0.00052
PofE [A] 4.1 55 2.8
(95%CI) (2.9,6.9) (3.4,6.9) (2.8,2.9)
PFS™ 5 | /HF— FH®2 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) -
P i <0.00001 <0.00001

at risk#%

F# 2mg/kg Q3W 180 153
##10mg/kg Q3W 181 158
{E2RGE 179 128

FRIEETEEm (A]

74 53 26 9 4 2
82 55 39 15 5 1
43 22 15 4 2 1

2 PFS @ Kaplan-Meier Hi#f (KEYNOTE-002 3E)

Cl: [E¥EM, NE: #EETRT, *1 : PO F —F 1 20153 A3 B v b4 7, *2: @5l
Cox Il A Y— FEFUICL S0 ) A7 Lokilie, *3: GHln 277 RE. *4 : RECIST #
A BT A 2 1.1 BT 363 < S U2 B0 B E R OB PAE I & 3%, *5 : PRISITRO T —
# (20149 A38Hw vA7)



100
90 -
80
70

& 60 1

## 50

£ 40
30 ] ——— Fmomg/kg Q2w
20 AM10mg/kg QAW
10 ] —— qrvnwr

0 2 4 6 8 10 12 14
at risk¥y EFEM R

FA10mg/kg QW 279 266 248 233 219 212 177 67
#A10mg/kg QW 277 266 251 238 215 202 158 71
{EULTT 278 242 212 188 169 157 117 51

3 0S @ Kaplan-Meier #i# (KEYNOTE-006 #.8%)

16

19
18
17

18

(==

B 40
§30'.
207
10

0

at risk#

F#10mg/kg Q2QW 279 231 147 98 49 7
FF10mg/kg Q3W 277 235 133 95 53 7
AEVLTT 278 186 88 42 18 2

B4 PFS @ Kaplan-Meier Hi## (KEYNOTE-006 3B

0 2 4 6 8 10

@EFEIRF MRS (KEYNOTE-05438)

SEAEREORT— M ® oM REESRE (AENSHEET) Fxtflc, itk
HBhIETE b L CAM200 mg QAWREOASMMER 2R, IR E LR
TENe, TEFRGE B IEERE AR (BLT TRFS] & 9,) & &h, FANLT S

AR LWL T, RESEAEICER LT,

#3 FHEHERS (KEYNOTE-05438)

A#1200 mg 7R

Q3W
(5144) (505%)
shgefit [A] NE 204

(95%CI) (NE. NE) (16.2, NE)

RFS™ AIF— " 0.57
(98%CD) (0.43,0.74)
P fif" <0.0001

CI: {E#X[E. NE: f#ERT, *1: PHTROT—4 20175104285 » 37, *2: &3
Coxteffin#F— FEF ML B 7 F R O, *3: @ila 77 - Z7HE, Q3W : JHMRER

&5 NE : Not Estimated

100 1
90
{2 80 1 - N
& 70 N_R““"\m
## 60 B ]
ey,
% 50- R W
R 40
g 30
207 v F#i200mg QIW
10 ] TS5t
0- ; : : -
0 3 6 9 12 15 18 21 24
at risk¥y ERREFHE(R]
ZFHI200mg Q3IW 514 438 413 392 313 182 73 15 0
TSR 505 415 363 323 264 157 60 15 0

5 RFSOKaplan-Meierfiift (KEYNOTE-054338)

10 AJCC (American Joint Committee on Cnancer) #4381 (B 7H0 15 (B, =7 —VIA Ti1Y

AR OTEBY | mm OB E O,



[Zz 4]
OEAH 1bHERE (KEYNOTE-041 35
BEFRIL, 41424 (97.6%) IR LN, BREL ORRBARBETECERVWES
Wgix, 3442 0 (81.0%) 15 Bz, REED %L EORWERIZTRO LBV T
Hol-,

4 RBBEHNR 5% EOBHER (KEYNOTE-041 BBY  (Z224EMiratS4i6)

FEHA S (SOC: System Organ Class) = w% (’;’1‘/#
FEAGE (PT: Preferred Term) mgjé;}

(MedDRA ver.20.1) = o e
LRIER 34 (81.0) 7 (16.7) 2 (4.8)
P53 e

kAR (S T I 4 9.5) 0 0
W bR

Bl 3 7.1 0 0
— i - SRR LU B O Rk

e 5 (11.9) 0 0
B ok At

AST Hi4m 3 a0 0 Fy

FFERERYHIN 3 (7.1) 0 0
BEMEES X ORBE T MR R

Zone 6 (14.3) 0 ]

BER ISR B 6 (14.3) 0 0

I E B 3 a1 4 H

i, RIEYERRRS 14 (2.4%) | KB - BEOTH 26 (4.8%) . ITF8HERE 3
i (7.1%) . FEAHEERE 2 41 (4.8%) . FRBWERERE ¢ #1 (14.3%) . infusion
reaction 1 ] (2.4%) BRORE Y HHKE 1§ 2.4%) HBRE2H 6N, £z, #ERE (X5
Vo RL—IERTSE) | EHERET (RMEMEERRS) | RIBEE. | SRR,
MEEO RS (ERTESIRAERRE, SALHE. JRMIES) | Mgk, 4 - MEUmm
fRfE, BAEFGAEDAE. MEAC - BEMRA. DRSS, SRR MERAMESERER .. i E
B UARIERRIF IR0 B /e hao fo, ARMERFEBURIIIBEESRS RAREMEREEE
ir) FEUEFERE T,

@A E N IERE (KEYNOTE-002 3X8)

AEIRIT. 2 mg/kg Q3W B 172/178 51 (96.6%) . 10 mgrkg Q3W & 178/179 1 (99.4%)
BOUICC B 167171 #1 (97.7%) 1238 B, BRI L OREFHESTE TERVEE
WAL, FhEh 1217178 ) (68.0%) . 133/179 # (74.3%) R R 138/171 4] (80.7%)
@ b, WINAORTRERRASRERS s%U LORERRTRO LB Thotz,

#£5 WThrORTREEN 5% EOBYER (KEYNOTE-002 BRBY)  (F2AEART 1 S H)

FE (%)

BB AW (S0C<Sysem 2 mg/ke Q3 WHE 10 mg/kg Q3WEE ICCH
Organ Class) 178 1 179 5 171
HAFH (PT: Preferred Term) - 2 c

(MedDRA ver.18.0) % Grade (J?T Grade 5 2 Grade (Jr;‘:‘: Grade 5 & Grade (_nsrazle Grade 5
RIEM 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (26.3) 0
i LY AR

<y 5 (28 1 (06) 0 7 (3G9 0 0 35 (205) 9 (53) 0
B M BkMA fE 0 ] 0 0 (0.0) 0 0 14 (82) 6 (3.5 0
1T PERMEAE 1 (0.6) 0 0 1 (0.6) 0 0 14 (82) 6 (3.5 0
ifi/ iR E 2 (L1) 0 0 1 (06 1 (06 0 16 (94) 4 (23) 0
P Pty

R AR RIS TE 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
T AR

B4 5 28 0 0 9 (5.0) 0 0 14 (82) 0 0
T 15 (8.4) 0 0 19 (106) 2 (1) 0 14 (82) 3 (18 0
Tl 8 (4.5 0 0 16 (89) 1 (0.6) 0 36 (32.7) 4 (23) 0
Mg 2 (1) 1 (06 0 10 (56) 1 (06) 0 26 (152) 4 (23) 0
—f% - DI X O ST ORI

EIE 6 (34) 1 (0.6) 0 8 (45 1 (0.6) 0 10 (5.8) 1 (06) 0
e 40 (22.5) 2 (L.1) 0 52 29.1) 1 (0.6) 0 62 (363) 8 (47 0
ik 6 (3.4) 0 0 1 (6.1) 0 0 8 (47 1 (06) 0
BEpR bR

BTN e 2 0 0 0 1 (0.6) 0 0 13 (760 5 (29 0
1S RS

FrAkpGR § (45 0 0 17 (95 2 (L1) 0 26 (152) 0 0
TR RE XU S ARRREE

[ 13 (73) 1 (0.6) 0 12 (67) 1 (0.6) 0 9 (53) 1| (0.6) 0
i P 9 (5.1) 2 (L) 0 7 (3.9) 0 0 10 (58 1 (0.6) 0
i A 5

FHitt =z —n AF— 2 (LD 0 0 0 0 0 14 (82) 2 (1.2) 0
SERRIE 1 (0.6) 0 0 2 (LD 0 0 11 (6.4) 0 0
BEMEES S URBE T ALAREE

RESE 5 (2.8) 0 0 1 (0.6) 0 0 35 (205 1 (06 0
4 o 9 (51 0 0 9 (5.0) 0 0 (1.2) 0 0
% 5 FERE 37 (208) 0 0 42 (235 0 0 6 (3.9 0 ]
5 21 (11.8) 0 0 18 (10.1) 0 0 g8 (4.7 0 0
BRI B RS 528 1 (0.6) 0 10 (56) 1 (0.6) 0 0 0 0
HH LB 10 (5.6) 0 0 9 (5.0) 0 0 2 (12) 0 0

7285, 2 mgkg Q3W BER TR 10 mgkg Q3W BRIV TR, MIEEMRE 1 5
(0.6%) BU4 A (22%) . KMgdk - EEOTH 1 H (0.6%) K6 # (3.4%) , FEg
[EH (¥F7> - SU—EERS) 26 (1.1%) BUo fl, RS 13 # (73%) &
W15 (8.4%) | BHEREREE (R EMER &S 16 (0.6%) KO 1l (0.6%) .
TERFHAERE 1 #] (06%) ERU3H (1.7%) , FIRBSERE 14 51 (79%) RIS
A (8.4%) . infusionreaction2 fl (1.1%) BR3 ] (1.7%) . MEEOERFEE (K
HRAEMRRE, ZIALEE., MRMIBEE) 1 ] (0.6%) BOF 1 (0.6%) | BESR 141 (0.6%)
FOto Al HEEEMFAEEARE 0 GO 1 ] (0.6%) . MRS - BERRAS 0 HIR T 1 (0.6%)

10



Wz S E S Bege 0 PO 2 ) (1.1%) A8 ohic, Eio, BITRE. | BEFRA.
fihde - BRACFRMAREE, (LoF4e. AR /MMM RBER ., Bl M OFRFIRE X
B bhiehols, ABHERARIRIMESS: RAREMRY2ET) 230K

mRETT,

@A SRS (KEYNOTE-006 345k)

HEWFRIT 10 mg/kg Q3W B 264/277 #11(95.3%) . 10 mg/kg Q2W Ff 275/278 il (98.9%)
B OV 1P BE 239/256 ] (93.4%) 12580 b, R L 0B RMAERGE CERVWEETR
B, FRER 202277 6 (72.9%) . 221278 ) (79.5%) B 187/256 Bl (73.0%) 2

b, WTFRAOBETREER 5% EORERIZ TEO LB THhoTz,
F#6 WThhORCRIRMN 5% EOBYER (KEYNOTE-006 BUBR)  (FSSHART )

Bk (%)

f‘gﬂgﬁ;ﬁ (50C: System 10mg/kgQ3WEE 10mg/kgQ2 WRE IPIRE
Rpc : 2778 27807 256471
IEATE (PT: PreferredTerm) = - -
(MedDRAver.18.0) 2Grade (’;“:“ Grade s 2Grade ™% Grdes 2Grde O™ Grades
ZRIEM 202 (729) 28 (10.1) 0 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
P4 s

PR ARG RE TOE 7 (25 0 0 17 (6.1) 0 0 6 (23) 1 (04) 0
FRIRBIE(E TIE 21 (7.6) 0 0 25 (9.00 1 (04) 0 2 (0.8) 0 0
R R :

[i't77 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
KB 8 (29 5 (1.8) 0 4 (14) 4 (14 0 19 (74) 16 (63) 0
T 40 (144) 3 (L1) 0 47 (169) 7 (2.5) 0 58 (22.7) & (3.1) 0
0 1140 0 0 20 (7.2) 0 0 1 (04) 0 0
ELTN 30 (112) 1 (04 0 28 (10.1) 0 0 22 (86) 1 (04 0
MEnk 5 (1.8) 0 0 10 36) 1 (0.4 0 14 (55) 0 0
—R - SRR X USRI ORE

HhEE 31 (11.2) 0 0 32 (11.5) 1 (04 0 16 (6.3) 2 (0.8) 0
HEH 53 (19.1) 1 (0.4) 0 58 (20.9) 0 0 39 (15.2) 3 (1.2) 0
423

AST #4m 6 (22) 1 (04) 0 14 (5.0) 0 0 6 (23) 2 (0.8) 0
R LU RE

FERRIGR 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
5P e s L U LR

B 32 (116) 1 (0.4) 0 26 (94) 0 0 13 (5.1) 2 (0.8) 0
i P33 6 (2.2) 0 0 19 (68) 1 (04) 0 5 (200 1 (04) 0
BEREds & OB T AR

T 9 EEIE 39 (14.1) 0 0 40 (144) 0 0 65 (254) 1 (04 0
R 37 (13.4) 0 0 41 (14.7) 0 0 37 (14.5) 2 (0.8) 0
[HAEAE 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0

28, 10 mg/kg Q3W BEAL TR 10 mgkg Q2W BB WTENTh, MEHEMZRE 4 f

(1.4%) BOU 14 (0.4%) , KEGZ - MEEOTHAT 10 ] (3.6%) ROV 13 # (4.7%) | #
BEREE (¥ T2 N—ERERES) 2 #) (0.7%) B0 Fl, FFHEEEREE 14 f] (5.1%)
Bk 23 6 (8.3%) | BRI (RAEMEHETRE) 261 (0.79%) RO # (0.4%) |
TEAEEAERSE 1 ] (0.4%) R 1 H (0.4%) . FRIRBERERE 28 # (10.1%) K133

11

] (11.9%) . BIEED 16 (04%) RO24] (0.7%) . infusion reaction 7 1 (2.5%)
BOS 6] (1.8%) . 1 BUBEERS 1 48] (0.4%) B RO, sEEED RGNS (R RGREMEAREE
ERE . STEELHE, SEFIEREE) 0 PR TN 1 (0.4%) . JBESE 1 4] (0.4%) B T8 1 4] (0.4%) |
4% - BREUHRATEE | ] (0.4%) RUP0 A, MEgE - BEEZE 0 IR0 1 #] (0.4%) | WTH
W e B3 (1.1%) RO (04%) BB bz, Fi-, MEMMEIEE, O
%%, Gt AR SERER . FAMAEE R OFRIFIRIEIIR D b iz o Tz, REIE
FFEBRRIEERS (ERREMREY 25T 250EHRE =T,

@EPEEFF AR (KEYNOTE-054 #5h)
BB RS TAFIRE T 475/509 #] (93.3%) 12, 77 ERBETIL 453/502 ] (90.2%)
IZHM LI, BREE ORBREESTE CERVWAERSRIL, AAIBETIE 396/509
(77.8%) 2. 77 EARBETIE 332/502 A (66.1%) KRB L7z, WIhpoORF TRERE
5% EORHERIXTRO LB ThoTe,
#7 WThrOBRTRIERN 5% EOBEN (KEYNOTE-054 3B (M SIILE)

28 K45 E (soc B (o)

SystemOrganClass) AFEE PlaceboB¥

HAFE (PT:  PreferredTerm) 5094 502

(MedDRAver.20.1) £Grade  Grade3-4 Grade5  ®Gmde  Grade3-4  Grade 5
“RIER 396 (77.8) 74 (14.5) 1 (0.2) 332 (66.1) 17 (3.4) 0
P4y i b

PR AR E TOAESE 49 (9.6) 1 (0.2) 0 4 (0.8) 0 0
PR BB AR T 5E 73 (14.3) 0 0 13 (2.6) 0 0
R

TH 94 (185) 4 (0.8) 0 82 (163) 3 (0.6) 0
Bl 58 (11.4) 0 0 43 (8.6) 0 0
—f - SAEER X OB ORE

= OIE 48 (9.4) 0 0 34 (6.8) 0 0
R 143 (281) 4 (0.8) 0 135 (26.9) 2 (0.4) 0
BEFR IR

ALT 5350 26 (5.1) 3 (0.6) 0 16 (32) 1 (0.2) 0
g B ERR ey ey it 1

BRI 51 (10.0) 3 (0.6) 0 47 (9.4) 0 0
i PI%R 26 (5.1) 0 0 15 (3.0) 0 0
R

B0 37 (7.3) 0 0 33 (66) 1 (0.2) 0
FERER, MRS X UHEmRBGE

TR R RE 27 (53) 1 (02) 0 14 (2.8 0 0
BIREES J: OB T AR SRS

F SFEAE 85 (16.7) 0 0 49 (9.8) 0 0
R 49 (9.6) 0 0 32 (64) 0 0

¥, ARG I T RVE MR 15 ] (2.9%) . KBS - ERE D T3 23 ) (4.5%) |
JFERREREE 46 f (9.0%) . THEREREE (RS L) 24 (04%) | TEERE
REMESE 11 (2.2%) . BUIRERBEREREE 105 41 (20.6%) . BIBBEAEREE 5 41 (1.0%) .
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| TGRS 41 (1.0%) , 52 9048 2l (0.4%) . Fh45 - FEEURARIE 1 41 (0.2%) |
WEge 2 4 (0.4%) . EAEMFESSE 1 61 (02%) . LfF%k | #l (0.2%) U infusion
reaction2 # (0.4%) MW iz, i, WHEREE (72 - S ERES) | =
OGRS (R RRLBIRAE RS, SWATHE, HFROMRSE) | Bge - fBgR, Stk
MR PSRBT . R % OREERRES IR0 i ds o 7o, ARBIMER BIRR VT
HAS (RAREEREEZEE) 2E0EHERERT,

13

[Fik - Al

RIGUIST e e it REMEEE & 5 & U RARAE (KEYNOTE-002 B K
TRKEYNOTE-006 35) OfEH. 2 mg/kg Q3W. 10 mg/kg Q2W B TF 10 mg/kg Q3W
OWFROMEE - AEIEBWTHARFOFERUE S 2RI bhieiro
e

A0 EHER S B EARHT OFE R, B RAIEBREIC BT S 200mg Q3W R 5RO
AUCqewc CEHRIRABIZISIT 2 6 MR O PR dh AR T oo ) o thRAi [10%52, 90%
/5] mg-day/mL) X 2.16 [1.45, 3.04] mg-day/mL T3 Y. 2 mgkg Q3IW 5D
AUC 6wk (1.32 [0.722,2.06] mg-day/mL) &3A{EL L, 10 mgrkg Q3W $5-H50) AUCs g

(7.49 [4.32,11.3] mg-day/mL) % FEI->7z, ;

BEHEAMMBHE L MR E LR ORERIGHRT O/, M Shc B - i 2
mg/kg Q3W %5, 10 mg/kg Q2W 5K T8 10 mg/kg Q3W $5) OfE T AUCxewmc
& B ER Ot & ORIC AR B IERR Y b o Tz,

14



4. HERIZ>WT

RIBURRAFRE A R AT D ARS M & U CERREEE (S0E) A58
BERTWAZ e, YENAEZ BENICER CE MR THLINERDDH, £D LT,
EFEM Y A7 FEHE (RMP) ITE-S%, KA|0EFRSE SAEBRRIEE)~0 W 6l 23
HDHRERR T - T, FHNOJEIHE 2 BEZBM - FEL, AFORSICE ) TR
BIEA 2 58 L - BRicetis§ 5 2 L 3sgiie o b, LT oO~@0 T Ef= T HEak
KWBWTERT 5 ~&Th A,

@ H@RizoOWT
@1 FRO (1) ~ (5) OVThiCHET sk TH I L,

(1) FEAESERESRET S0 ABFOEIILA RIS EhEAT IS AR Rl B S mhE

HitEe A3 ARSI B, HUERAS ALRBHERRE 72 &) (ER304E 4 H | ARFA -
437 Jas%)

(2) MRl (ERk204F 6 A 1| AR - 85 Mif%)

(3) HHERFRATREET D0 AR EERET (D3RRI EMbL. 25 ARt
o b, A AR HEE R e L)

(4) SR LSERREE AR E L, A bR ngL 1| ST bR SE 2 oofin sk 2L 7E
D EHETT> T Dl (CERL 28 457 A 1 ARFAA : 2540 fitak)

(5) PLEEtERESAIAL G E RN O IEEICE S B IHEIT-» TV HhEa% (ER 28 4F 7
B 1 HMA - 1290 KER%)

O-2 EMRANEOLFREER @M BEREFO R+ 2 ik & SRR E R E A
(FROWTRMNICEYS T D ER) 25, YR RPoRFICET 2 EIROEESE L LT

EEXhTwnwsI &,

*

o EMRIFRAE 2 FOYPMMFHERET Loz 5 EM LoD AEROBRTHE %
FoTWaIE, 56, 2EM T, BATMFES T L Lz BRRIEEE s %
FToTWnaI Lk,

o ERMGRIFIRGHE 2 EOVIMMFHEEET Li2#®IC 5 £2 o RSB IR O
REBRAEFLTNSZ &,

@ BHNOEELBREROERIZOVWT

[EFEMERE RIS T 5 BEESRE S, RECENOOFHED, Bt - &
SRR O W E R OEMFE IS 5 I EHEE, AETRRRA LIS OME
. FHRERN TR D ERSE-TWDH D L,
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P R RS o R R RIEA A3 3648 L7-BSIT, 24 BRHRRHl 0T, M3k
PR RT3V T BB URER IS U TAREEE D CT S ORWER OERIC &4
FEARITOARSY APICH LN, BHBICASATRE 2R > TWD Z &,

@-2 ERHETHEIC LA FEWSshRic T8

A AR S PR iR R AR A T T A ERR IR S REE =2 U 7
EEWIEEROR S )V —=r VT EITOERE L A1 T 5 F— AEFEKH S E
WEhTwad o b, B, BiiERicoOWT, BABE L FOFRICHFICAMIhT
WhHhIk,

@-3 BHERAOBEReHRMICELT

SEM (MEMEMSBICIN R, KB - TEEO T, FFHERIE . FiEmtE (R
RN RS) . NOWESE (FEGHEEET. FIRRERERTE. BIBRERT) |
| BUBERRRG, & & 5 Wige, Whde - BREOTmEARiE. BEde. HAEORIEIRE (RIS REBIRE
{ERE, £IEHEE. FFRMIES) . infusionreaction, Mgt - Bilge, MAEMNMEATAE, #h#E
[EE (¥7 2 - AL—EREBES) | DK, REthim MRS . BRI,
FRIFEREESE) (oh LT, MM ST BEEE et B O M PAE A AT 3 5 A &l L (R
fEM OB L TR REZZT O &FIchs 2 k) | BEHIGE:
BB CEHERBE->TLH L,
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5. wERSB LD ME
[fr3ntiz B3 % 9rE]

o)

@

TROBECBWTAAOFDENRINTWS,

o AREFFRERE O A R ORI O & A RGBT e e B AR

o ERYUBEORT—Im B GENREAMBE ST A HTER B E

i3, BRAF B FERZATIHEFICEWVTIL, BRAF IEANIZ X AERHEE
THZ L,

FTRIZES T HARAORE R ERFECOW T, FROFMERRKL S Tl
5F, FROREGHBRLLR LRV,
o flheo IR & BEE L TR Eh DR

[Z22xtkic Ba+ 2 derm]

(6))

TRICHEYTABHEC OV THFAAOREPERE ENTHDHZ &b, BER{T
Prane b
o FFORS IR LBBEOBERO H HRE

TERERTOFMAIZ W T FRRICHE Y T2 BE 020 THL, ARloR SR S ARy

2, OTEFERIRE A 2 WHEICRY  IEICRARERT S I L 2B/ TE 5,

o MEHREROSH VBT OS5 BE

o [AEREIGARE CRIE R 2 D B T UE T o R R 2 <0 % Yt i ¢
HOMICRENILD A b 5 EE

HOAERBOSE, BENLE L IEREEO B SRR BOERRED
bHAHBE

o EAFEAIE (GEhiMRBAES S 0HLBE

«  ECOG Performance Status 3-4 @2 o835

ECOG @ Performance Status (PS)

ETE

BB TERTE D, FHEN LR LR HEAEESHRZ AT 5.

PIHRIZ I L OEEENERIR S h B 28, RATRMR T, IRFRECHE - TOERIITY Z L iTE s,
Bl - gV, RSN

HATARECHSOH OB D O & TR REAERRTE RN, Ao 50%EL B~y B4
T,

BRohizBSo8oEY o 2 LhtEiy, Ao 50%U EE~2y FOlT-TaIT,

2<LEIT ARV, BAOFORY O LEELTERV, BEESy FOTFTRIT,
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@

RSOSSN E , MEIRFEIEE A ROCT 5 W RIS 053 & FA O ReE R UNE IERE

RO Do bE R e+ S ER L ThLERTAZ L,

RREBGIC dESr h, BE YR OFECHE IR OERES oM L, MEEE

Thbf5+5zZ k.

FhREWEH O~ 3T A PiZ2ONT

o BEMERRBA S LIS T LB EOT, FFROERSICHT- o TIX, MIHE
P (B, PEEEREE, L) OREEETIT X SR o ESE, gL+
SATH 2, Filo, BEZECTHER CT. 0if~—h —SoREEELT
BiEb,

o infusion reaction 233 Bt DH = L A3$H %, infusionreaction D3FEY B ZEEIZ
L, EEAMLER E1T 5 & L bic, ERAEET 5 £ CREORIES IR
PRI,

o FURIBRMERERIEN B LD 2 L3 5 0T, AAI OB 5 BAEETR U 5 1R
T ERIIT BRI (TSH, ERE T3, 5l T4 HFoRE) 2Ei+5
Zky

s FEEREEEES B Db D Z L D0 T, AR O S BREATR U SR T
EMMICIFHEREMTE (AST, ALT, y-GTP, AlP, BV AV S0RIE) %%l

TAHIL,

s B IMgE MCEARICEEREREET) SOBEBRREERDH DD

ZENHHOT, THMOCIROBEOFEENRESS &, iz, RORENR
- BN, EOLREREESERTA LI BEREN TS L,

o FHloESCLY . BEOCRERIGCERT D LB LR AMs REBORE
BhbbhdZ b5, BESEDLNBEICE. BRLEFRIIT L
BEFRY 2 ek & R A FEOBERT & s L ORI GRERIRT RAT B O RE
B L ARWER BB RS, AFOREZTIE, EORIEEER
NEVEIORESERERT S L, B, BIBRES AT OBRSICEVEIE
FOUEATR D bAVRVIEEIT, BT AT PO REMTIA OB M
LEFTEI L,

o FEETH, FARM G AR L THOEVERRRRILIZEBL DY,
AR O ER TRICHBEMORRICHFICERET S Z &,

o 1TMER ORIE | BERFBE &) BAbbbh, ERAES T v A
EAZLBEHEOT, 0B, B, EHZEOERORERCMFEHETO EFI2+
SEETLHZ L, | BERBAEDNHAEBREERFIEL, AR A8
Rl EEDMY AL NBEITH Z L,

HIBEIBRTE  EE R AN RE IR T 2 BRIk, AR OBRERBRICBWT, &5

BEED 0 3 BB, FR IR, B MG5 1 RN 6 Bl 2 L A0

MiZ4T-> Tz Z & &BEIC, AARSHIEMICHROMREITI Z L,

SERUIRE OB R AR ~ OB EE & L TERT BRI, AR OBRK

BBV, RERELEBERE C 12 B I & B EOFnE 1T - T
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