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AJCC American Joint Committee on Cancer KENASREES
ALK Anaplastic lymphoma kinase Kok o Ex S —F
Al-P Alkaline phosphatase TNHYRAT 7 4 —F
ALT (GPT) Alanine aminotransferase (Glutamic TI7=rT R /‘ N ‘//j 77—t (7 v
pyruvic transaminase) ZIVBENLVEVRE NI AT I )—E)
APaT All Participants as Treated R A 1 [BIDL B ST X ToBHE
ASaT All Subjects as Treated 1BEBREEZ 1 BNl RG-S X TOAH
: . TANRTGXET I ) VT AT =T —E
AST (GOT) Aspartate'amlnotran.sferase (Glutamic (FNH 2 ERA X Ol RS RT3
oxaloacetic transaminase) N
J—F)
AUC Area under the concentration-time curve | 28 — FRrf] R T i fE
BICR Blinded Independent Central Review SR TSP ER RS
BIPR Blinded independent pathological review | H 9555 B2
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cHL Classical Hodgkin lymphoma WHH R U ) LR
CI Confidence interval 15 X
CK Creatine phosphokinase I VT FURARF—E
CL Clearance gVT T A
Cmax Maximum observed serum concentration | B IfLIE TR
PD-L1 233 Lo fifatk (g, <2
CPS Combined positive score 1077 =Y RO URER) AR
ThHRL., 100 &% U7 fH
CR Complete response TERRER
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CT Computed tomography o o — A WifERee ik
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%CV g;it;iiient of variation, expressed as a B RTR LI R
CYP Cytochrome P450 F ~ 7 v L P450
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EU European Union R A
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FDA Food and Drug Administration KE R AL ER AR
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GEP Gene expression profile B TR T 7 7 AL
GVHD Graft-versus-host-disease B A e 9w
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MedDRA Meqigql Dictionary for Regulatory ICH [EI [ 5 fiy 35
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RFS Recurrence-free survival P8 A A
RH Relative humidity FEXHE L
ROC Receiver operating characteristic —




W& EF
Relapsed or refractory primary PRI ST EE A 00 S FE MR IR IS Y. B
rtPMBCL pse o
mediastinal large B-cell lymphoma fa ) o E
RT Radiotherapy R AR
SD Stable disease HIE
SD Standard deviation PR R 7
t12 Elimination half-life TH 2% -
Trnax Time to maximum serum concentration v ML Y35 TP I B B R R
TMB-High High tumor mutation burden G FAERES AT
TNM Tumor node metastasis —
TPS Tumor proportion score JEEEMINELD 5 B PD-L1 ZEEG AR O E 5
TSH Thyroid stimulating hormone AR IR A L€
TTR Time to response Z23h & T DI
UICC Union for International Cancer Control [EI RS 3 AL S
VEGF Vascular endothelial cell growth factor L5 PN 7 B4 IR+
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SE, A BV A= TIEHEE KO BRAF V600 B AR %2H 3 555413 BRAF [HEANC L 2 16# %
(R BT TR BT UIBR AR RE USSR O M RAE | 2RS0T R & U GREAGR S vz,
AFUZF DT, MSD BRAESFEIT &0 ARFN O EERFER 2 s <4v, 2014 429 H 17 B2 FEMER
] 2 TEINDNEEUINF L LT HIESE R ICHRE Sz RER S« (2635 2350
5] . ENE 1R (KEYNOTE-041 i) 128\ T, HARNEERAIEES T A8 0% 42
PR OEMERRET S22 &, 041 3ABR, VAL EE ITAHRER (KEYNOTE-002 3A5R) M OISR 5
MAEFER (KEYNOTE-006 #tfiR) % =2 7alBRpliiE & U CORBHGE 21TV, 2016 9 A, [IRIAUIER
ARe7e BN R AN ZRE IR & U CREEREAR A2 TS L7,
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BRI AIIFIEICB T D AREFNOF MR NEEESRET S22 L h, BEEREARFED
—HEFEHRFE LTV, 2018 4F 12 Az TEMEENE ] OZhEE ST RITK LT 118 200mg % 3 i [
k7 T 30 32T CRIEEET 5. 7272 L, INEMBIRIEDLGA T, 5HIMIT 12 » AMETET
%o | OREROHENAR S L2,
Mz T, 522UIERE%E DO A7 — U MB UE I C OB B ANE RS 25 2 A5 Ot i B ik o A 2tk
R O 2 ieatd 4 [E RS LR S MTAERAER (KEYNOTE-716 3BR) 78 Fhi Sv7-, 202249 A&
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FE/INHB RIS | 2 k3~ 2 A 00 BRI 0D il PR BR S 1K NS CRRAAA S 417z, 2014 4= 10 AIZ FDA X9
[Breakthrough therapy| DFREZ 31T, 2015 4F 10 H1ZiE, #ESME 1 AHRBR (KEYNOTE-001 7-5R%)

DFERICHS X [FDA KGR SNT-HAE T PD-L1 ORENHR S, 77 FFH A (K EGFR &

1



I. BMEICEYISHEE

{EFZE BT ALK A B E DB A2 N BT 2 1RRER) 12 X D IGH% IR BT
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RAEZRHELT « PR DI/ NI | ONEEST B E A BIIARE S iz,

FTo, AFIEMPEIEICIIT D PD-L1 Bk Db FFRIEIRE O 70 ELT U THEER I/ Nl ifiges JR 1 okt
I DA ME A R L 72 E R R TAEEABR (KEYNOTE-042 3B8%) (CAH S b &L, AFoFE
BRI RBT 2 HIME R LN T ST,

A EALFFE OO FIEIZ DWW TIE, ALFRIERE O 72 AT XTI EIE R 7R RN e i
BEERRE LSS 1/ THEER (KEYNOTE-021G B TEOLNAA], <A ML ¥k R
FU D LAKFI (LLTFRA R Lt R) ROBART T F o OB RIEDINREDFERICTES X |
2017 - 5 AVZK[ET PD-L1 OFBURIIZ 2300 & FIER T LR I3t 9 2 #IEREE & L CRIEAGR
S LT,

(LFRIERE O 70 R IR R - R IR Nl B 2t g b L, RAIE XA FLd & KEOT T
T RHN O OF L DO E 2 fat U2 [EERILF S MAEEER (KEYNOTE-189 #liR) # %k L7-, =
ORERAE RIS & | KER O EU Tl PD-L1 ORBLARILIZ 030 BT IE R B R e/ N
i 2% L CHIENRIE OWEISTER & L CORFEEZITV, 2018 4 8 A L TN 9 HITKFR A B L7z,
FTo, ALFRIERE O 70 WSS R - BRI NS BE At gl L, KA DNVR T T F R
N7V EZXRALIRT Y ZXB (TUT I ER)  (LUF nab-2X27 U X L) OGFHBRIED
FWE 2 Et Uz E RS LRSS M AERER (KEYNOTE-407 #&BR) Z 34 L7=, Z OB RICE X,
KIE KON EU Tl PD-L1 OFBURBLZ D300 & TEEME R - B R IR/ INRa e 126k L CHRIENRE O
WSIER E L CTORGEEZITV, KETIE 20184 10 H, EU TiX 2019 4F 3 A IZAGRZHUS L7,
AFTIE, ENE T HHRER (KEYNOTE-011 3Bk S— F B X UVS— k C) OFERIZIEB N THRIGED
HETT SRR VEIE /N B il B8 L2 k30 2 AR HN O OF FETE O IE R OV RPEDS RET S iv7,
KEYNOTE-189 ## & () KEYNOTE-407 SRBRIC AN D LB LT,

AFRTIX, KEYNOTE-189 ik, KEYNOTE-407 7% & U KEYNOTE-042 7k & = E 723l Brpkig & L
THEEIR T AR FEO A EHFEEZITV, 2018 45 12 A 12 THIBRRREZ2 AT « FFFRE O FE/ N A i |
DARBEEE LT,

< B/ N L T D IRTAT + 764 e Bh s >
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{EZEIEIE DO OF FRTE B O A B 15 & L C D AHI B L DA 2h itk B OV A % BTl 3 2 [E RS 4
[ 25 MAHRER (KEYNOTE-671 akR) 23MThodv7z, KEK O EU Tl ARERO#E RIS & I/
Fal fifides OTHT « IR AHBEIE I D AR HFE 21TV, KETIE 2023 4 10 A2, EU Tif 2024 4 3
AICRREBUS LT,
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AFRTIX HARNEM Z E 1o KEYNOTE-671 3R 4 &R & U CRBHGEAITV, 2024 4 8 H1IZ,
IR/ N RE (33 1 AT - ATAe A B TR ) OANRE TR B & O THIT AT B TE CIE, oo bk
JEIEAI & OPEFRICBW T, @F, AT, a7l X~7 (B #z) & LT, 18 200mg
Z 3 ERRE XX 1 [E] 400mg % 6 E AR T 30 3l CRIEFET 2, 0%, iTEaBhET
iE, NXAaTr ) X~ GBrHE#z) & LT, 1[E 200mg 2 38 MMRXIE 1 [E 400mg % 6 #H
HI0E C 30 23 fE) 2T CHuidsfEd 2, #& 5 EUL, 3 EBRERE G O5E ., ek 40 F <,
i BIEIEIL 13 [BIE T, 6 HMEIFMRI G- 056, INATHBIREIL 2 BIE T, e miBRiEL 7 [
FTLT5, | ORHEROCHEOEKRZIUG LT,

<FFFE UTEREPED AR X U o>

RYF Y oIS D EERBRSE L, 2013 4F 12 A KENC TR S h, M gniE s 2 x5 &
L 7= HEs e 0 1 FIERBR (KEYNOTE-013 358) (2 L 0 . B3 T EaME O sEEmL/ JR A e
FUF ) UERE ISR D ARFNOBERMER OFIEZRE Lz, T0%, AOMERONZE2MEE
MR 5 BT, BRXUTEIEMEO KR DX U U BRE AR E L BARANZ & e ER
% D AHERBR (KEYNOTE-087 aklR) 728 3Hi S u7-,

WA WSS T FE5A5R (KEYNOTE-013 #lR) | [EFRHL[E S MHEE (KEYNOTE-087 #6R) D ALAEIC
FOX | 2016 4F 4 A1Z FDA LV [Breakthrough therapy ] OfRE %5 F72, KETIL 2017 4 3 AIZ
TEREME L 3 LU A UL EOIRRZICHER Lo AR OVNE i AR 2% o U Lo lEDIRE ] O
PEE IR L U GREVEE Sz,

AFUZIFBDNTIE 2017 4 11 A THFRESUTEHEYED L AR O F U U oRE] ORhEE IThFE
DERRBE TG LTz,

MzT, T VYA L EOLFRIEREEZ AT 2 FR XITEHEEO FIA R % U VoSBT 12
K95 ARKN O MM OV % Fat 3 2 [E B 3E R 55 AR (KEYNOTE-204 #5%) 23 920 S Av7z,
20234 6 HICETIRSC 117, BEKRAGRE ] 128\ T KEYNOTE-204 Bk 2185 L 7=,

<IRIEYIBRASEE 72 R b R >

PR ERJEClE, PD-L1 BBUGMEOIREE LR 2 55 & U721 1R (KEYNOTE-012 #5#)
DaB— bk CITBWT, AFIDEFTETYE TEBIE D RIS FREIC L C R ett7rn 7 7
ANERLIZZ LD EEOBERRBRDGHE - eIz, 77 FF8-AGFR L FRIEZ TR X
VAT U7 RPTEITE XU E O R IE bR B 2kt 4 & U7 [HER LR RS (KEYNOTE-
045 R AEE FERRBPRE L T HH5ET —F Xy Fr—UIcHES& KETIE FDA XV
[Breakthrough therapy | D57 %5217 T 2017 4 5 A2, EU TIX 2017 4+ 8 H IZi@ B IKGR S i,
AFUNZFB W TIE. KEYNOTE-012 #5R } O8 KEYNOTE-045 55k Z A& B & U CRBH B EIT -T2,
AFNTIE L8 L 0 B FEDIRE 22T, 2017 4F 12 1T IR AALFERER (T L 7RI Y%
REEZR R BRFE ] OIREUT N RIB IO HAGR & S L7z,

Fo, —WIBRICONT, VAT T F U EE T EEIEIC ARG 72 BT T I T O R E
BB 2t B & U= vgsh s TAERRER (KEYNOTE-052 30BR) | tEATHE U TEsBME R % - s R %
*fg L U= EB RS MAEER (KEYNOTE-361 5B%) 23 Eifi S 7=,

—WIEHE & L TORFIHEMFIEIZ OV T, KETIL KEYNOTE-052 iBR O RAEIZHS X, 2017 4 5
ANGREAFE S 4L, 2021 4F 8 AT 77T F 841 2 & To b P RIE ISRk 7 R P TP S TR
DRI bR HE | 2 e SUTh R & L CIERUKGE S 172, EU TIX KEYNOTE-052 B O il oS & |
2017 4E 8 HIZHAGE &AL, 2018 4E 7 12 KEYNOTE-361 sBR DO AAEIC FES & . #hEE XIS T2
7T F AW T PD-L1 3B M [Combined Positive Score : CPS=10] O BFTEFTIE I TEEBIED
JRE& BRI ) ~EE I,



I. BMEICEYISHEE

5T, —RIBRE LTOERFE Ry ~T NRFo (BaHEBZ) PHIREEICONT,
VAT T F B TALFRIEI SRS O R TE T SO TR R B ERE R xR & LA
[ b/ M#H55R (KEYNOTE-869, EV-103 #ER) | RFTHEITVESUIEBIE RS LR EE 255 s L
7~ E B E S AR (KEYNOTE-A39, EV-302 35R) 330 Sz,

H[EClx KEYNOTE-869,EV-103 il (2 ££-5 & FDA X ¥ [Breakthrough therapy | D5 7E % 5% 1), 2023
4 AIGREAGE Sz, £ D% KEYNOTE-A39 /EV-302 iR IC IS X | 2023 4 12 H IC ERAGR
&7z, EU TlX, KEYNOTE-A39, EV-302 ikBR(Z IS & 2024 4F 8 HITARZ TS LT,
AFBTIE KEYNOTE-869,”EV-103 5%, KEYNOTE-A39, EV-302 ikBk. KEYNOTE-052 Bz K& O
KEYNOTE-361 3t & & A & L CHRUEIRFEARFHO AR HFE LT o 1o, EATEE L0 E
FEREDOREEZIT, 2024 9 1T [ AALFERIEZ I U ARTEYIBR R EE /e IR IE RO ) 24
U2 3NRE TN R TRV YIBRAEE e RIS B R | DA A TS L7z,

<P IACFPRER TG LT - BROSHEE~ A 7 0T 74 MAZEM. (MSI-High) 67
LEERE (EENRIRENRERIG IR D) >

MSI-High Z A9 5 BEHICK L TiX, 7 v b ) IO RGUERIESAI, A% ) 77 F KOS
U )T 5 A X BALFRIERE O & 2 BB R 72 RATEIT T D I A~ v FEHR (MMR) K48
XX MSI-High 43 2 5515 « BLAGHE 2 %4 & U 7= [ERS LR TSR (KEYNOTE-164 75k =tk —
b A) BRI & L CERER 2L HRIEIE O & 2 YIBRAREE 72 R ATES T USSR ED MMR KB
X% MSI-High 23 2 [E 2 5t 5 & U7z [ERRILE S TR (KEYNOTE-158 #5R) 723FHHE - 92
i S i,

KETIE, 26 &2 B eEHMORBRORHRIC IS E KGEHFE 217V ) . FDA X ¥ [Breakthrough therapy |
DIFE & 52T, 2017 4= 5 A S HIEH D M) TS @ ) 22 TR U 23 72V MSI-High B3 LT
AR I Nz,

AFRIZBNTIE, HARANEMZ G T KEYNOTE-164 7B = 4-— kb A & TN KEYNOTE-158 #&5k % §FAilh
EEHE U CRGRRGE 21TV, 2018 4F 12 B [ AALFIRIEL I U - HE1T - R OEHEE~ A1 7
aH7 7 A hARZENE (MSI-High) #4815 EEE (EAENRIGRNREE RS AICRD) ) o)
RESUT N B O AR A B L=,

) SR & FHIAGEHIE O xR (k3045 6 A 22 H AT IRAEZSEH 0622 52 5)

<ARIRUIBRAEE TR 0D Bl o >

MR TIBRANBE XTI ME O B A 1ok LTl A& 7 % o F =7 OO FEIZ OV T, Plizer th
2 &0 S ST RIBE O AT B IS B E 2 xt gt & Lol E 2 1 FRBR (A4061079,
KEYNOTE-035 #&5r) T, Za&MECOVWTHE Lz, ZOMEEEE 2 T, (LBRIERO W RTAY)
BRAHE TR O Bl A QRBTMIARAY) % x5 & U7 [EFSSEFZE AR (KEYNOTE-426
BB IZBWT, RAIE T XV F =T ONFREIEE A=T =T OFMER DL RO THKR L
77

KEYNOTE-426 ikl % R /R MIRAMAE & T O WFET —# v — V2 W T, KEKRWREUIZEIT S
B | Sk D BB FE 3T 47z, 7238, KETIL FDA XY [Breakthrough therapy] O#5
TE &5 TC, 2019 4 4 HIZRE ST RIB MO A&GR Z Bfs L, EU Tid 2019 4F 9 A IZAGR A BfS L
77

AFRIZF T H, KEYNOTE-426 3R O A& 12 ZE DWW THRARRFE ATV, 2019 4F 12 AIZ TRIBUIBRA
RESTHARB M DB M | DO RNRE XX SR B M O AR 2 B L7z,

Flo. BAlL Vo A"F =T OPFHFRIEICOWT, WML 1T,/ T (E7080-111, KEYNOTE-
146 3BR) OBWIE 1 HH/S— b C, BRBEE LA T 2EENARE GE/NlaitE, BaiE,



I. BMEICEYISHEE

g, PRI R SESHER R T bR T B ) & ko ST I KT M OVHESE F B 2 st L 72,
Z ORERERE 2 ALTFRIERE O 70 WIRTEYIBR AR RE X ESB M O B e R (RPTHERRTY) 2 ki 5
12, AFIE Lo NRF =T OO L & A =F =7 OFNER VM4 4 2 [E S 3L [E 8 T AE
B (E7080-307, KEYNOTE-581 i&5%) %:%ﬁﬁ u‘:

KIE KO BU TiE, 2 ORERAE RIS EE D TR 125 5 — IR OIS IR RS 2170,
KETIX 2021 4E 8 AT, EU TiX 2021 4F 11 AIZ&AREZ TS LT,

AFRTIX, FREDE AEE GE/INRaftE, B, = dm,. R% R, ﬁﬁ%?¥i&
FESUTEMERARE) 2t s L-ENGEIE 1B (E7080-115, KEYNOTE-523 #B%) |
HKA%%T@K%&vyﬂ%:f@ﬁ%%&@féﬁ&@%@ﬁ%@%Lto%@%\E%ﬁﬁ
FIAHER (E7080-307, KEYNOTE-581 #klR) ~AFNO ST, T b0OREBERNS . K
FTIL E7080-111, KEYNOTE-146 iRk D% % 1 fH/3— K, E7080-115KEYNOTE-523 78t K& )0
E7080-307, KEYNOTE-581 3B % A& EF, 1 SO & B EFLERNC X 2 15E% ICHE L= RG]
BRARBE T E OB R F AR RIc L o R_RF =T b o_a U AR EELE L RN F =
BB IE O =R U WA BMPRIEIC KT 2 F 200 & OV 2 2 Mt U7 iigsh 36 TARRRER  (E7080-205
HER) RORIET = v 7 R A > FLERNERE ISR EELT U 7o ARTE IR AR RE SRS oD B i e
BEEZXRICRE L Vo RXNF =T OO HRIEORNNER V2% M L7z E7080-111
KEYNOTE-146 FER DS EF M/ N— R 2 SZEEE LT, TRIAUIBRASHE SU TR o Bl s )
T O HELROCHEIZ L U TF =7 L OO L Z BN 5 8GR AGEFHO —MAE T HiE %
1TV, 2022 4F 2 AIZARE RS LT,

IR (S BV DA B R IE >

ﬁmﬁ B DIFEARBFRIE IS LT, BRI TR IBRIT 4 O B s & kP52,
AR IE & U ORI 2 B G L= o H %) r%&vﬁéré%nﬂﬁﬁ@“é ] % e (7] 25 IO AH 3R
(KEYNOTE-564 :4BR) 23T 7-, KEK O EU T, AREROME RIS & B O 4 ih
PRI R D AGRRGE 21TV, KETIZ 2021 45 11 A2, EU TIEL 2022 4 1 HIZARRZ TS Lz,
A TITHARNEMZETe KEYNOTE-564 7k 2 RHIE R & U C RS IR T AR S50 IH D — 28 T KGR
REEZATV, 20224F 8 A2, BB S 31T DI miBh L) OZhiE XTI R OEREZ TS Lz,

< FHE LR R 2 A T D SHSEE >

PR TR R 2 A 9 2 BESAEE (Ooxh LT, [EERIEREEE T4E5UR (KEYNOTE-012 #5R) (28
C. PD-LI BHEESHIN R - ER R E %4 & L2748 — F BIEONC PD-L1 ORI Z b2
SESHER R - R EBE 255 & Uiz adk— b B2 2% T, AFIOBMREZ R Lz, MESME TR
B (KEYNOTE-055 i) Tix, 77 F T AR O Y F o~ 7 G5B EHETT LI 85O IR IR
AT % R XTI S R V- BRI R & XU ARA O R L & /it L 72, KEYNOTE-012
R K OV KEYNOTE-055 sER O AT E-S & | KET 2016 42 8 HIZ 1777 FF#AI 2 & o bRk
(2 X DIBIRIE % AT 2 PR USRS R EROE ) 2 hRE T sh it & L CGREAGR STz,
F7-. I FFEAI G TRTRERES 1 [E XX 2 [\]d D 5 TR EESE R b R B &kt
Grl U, ARFIEMPFREDO BN L L2 2 U2 s S SR (KEYNOTE-040 5X5%) % 5
L7-, KEYNOTE-012 ##%, KEYNOTE-055 8 O KEYNOTE-040 iRER D5 F IS X EU TiE
[7"Z FF 8K % & T b FIRIEIC L AIRRIE 2 A 7 % B3 USRS R - B2 (PD-L1
Tumor Proportion Score ; TPS 50%LL ) | OHFEZITVY, 2018 4F 9 H TG 4 BufG L7,

F 7o B OUTEBRBEIHSER R - RIS T 56 —IRIBIRBEE xR L L, TARA] - 77 FF8H (v
AT TFUXIIANRT T F ) « S-FUPFHBRE) XA TARAIBIERE ) O WEE et Lz [EERdE
[FZE M AHFRER (KEYNOTE-048 3ER) % % L7=, Z OGRS RICHES & | AREIOFHRIE K OAH| H



I. BMEICEYISHEE

ML DN T, EU R UCKE TR TSI R BRI )3 2 —WIG# & L ClIsiEK
DOHFEEITV., KETIZ 20194 6 HIZ, EU Tl 20194 11 A IT&KR A BT LT,

AH 51X, KEYNOTE-012 55% = /8- — b B2 X TUNKEYNOTE-048 i BR (C 2N L=, Z 15 OB
Wnn . AFIZHBWTIL, KEYNOTE-048 ik &% O KEYNOTE-012 #85% % 3l & £, KEYNOTE-055
R} Y KEYNOTE-040 ikl 2 25 &kt & L CRIENGEARFHEO — AT HGEZITV, 2019 4 12
AT THEI LR ES 2 A9 S]] ORGEE IS LT,

<JRPTHEA TSRS (2 T D ATR - fiTiR i Bh A >

BRI SUEXIVA O R TS R S RO B 2t B, IRTAHBIIRIE & L C AR Bl
B RO BEE & L CORA & EHIFRE RT) 2V AT IF3F 0 L OfFEE, Z0%OKR
F B VE DA 2 K V22V 2 a3 2 B89 CEBSLFE S MRS (KEYNOTE-689 k) 73 JHE
-,

KE KON EU Tl ARFERORE R EE S & T 1TSS (S 31T DR AT - TR ali Bkl s k4 2 7K
PHFE 2TV, KETIL 2025 4 6 HIZ, EU TIE 2025 4 10 A IT&KE &2 i L7z,

AFRTIE HARNEM % E e KEYNOTE-689 3R 4 LM E R & L CRARAFEAITV. 2026 422 HIZ TR
FTHEA THRSEER L2 35T 2 TR - IR A BNIRIE ] ORhRE UIN R OARZ S L=,

<IRIEYIBRAGE A HEST - FRE O RIENE >

BT 6 2 AR O HMBREICOW T, PD-L1 BiPEOMEFTIEETE S A BRE 264 & L= [E s
[ T AR (KEYNOTE-028 #lit) ORIEF 2 — b (A —h A4) IZBWT, KA|D PD-
L1 Bt ORIGEIBR AR 72T -« RO BIEEICKT 2 ARMER LR T 1 7 7 A VB S,
ZNH RO BT Z e D BEHERE L 2 T4 U T REEITHR O LN ARIBYIBR ARG AT -
B ORIE RV LR TR E N (Siewert 735 type 1 BB B EGTEE ) OBEEZNL L L
7= EBE LRSS T AHRRER (KEYNOTE-180 #tlR) K OV—IRIEH & L CHEHER) 7oL P IE IR O & 5 AR IR Y]
BRAREZRHEAT - TR O RIER A LR U BN (Siewert 7358 type | BB HEAHMEE L) O
B RS L L EBEILFEFEMAEER (KEYNOTE-181 #5k) 7330E S v/,

KETIE, 25 ORBROBGHEIZ IS < BIGBIRFEEZITV, 20194 7 A, 1 [BILL o2 g8 iE%
W BT NER® B 4L, FDA 2S&EE L7-2Z W82 & v PD-L1 F&ELESM: [Combined Positive Score : CPS
=10] 23HERE ST RPTES T IR XIS M B E R RO OGRS LT,

AFH251%, KEYNOTE-181 545k, KEYNOTE-180 i&%B& & O KEYNOTE-028 RERICE M L7z, Zh b
DOFRBAER NS | ATV TIE KEYNOTE-180 #BRilF ONZ KEYNOTE-181 ik 7/ v — /3L a7k —
kB OHE 2 A — b &2 FAMHE R KEYNOTE-028 it 2 2 & &k & L CRIERTEARFHO AT
REE 21TV, 2020 4 8 AT 3 AALSEREIELIZH I L7z PD-L1 B OIRIA UIBRANRE /R HETT « FRE D
BER LR ORREREG L,

F o BAEALFRIEOPEHBEIZOWTE, ALFRIERE O 7 WIRTEUIBR AR GE 7T - RO RIER
b B g K OV T8 BT DN 18 B 82503 (Siewert 2038 typel) O BE T4 5 —RIRIFE L LT,
BZFHE (5-FU KON AT T F ) ICARFZ O LT BE OB 90ME & OV a0 & 51l U 7= E B 3E R 25
IAHFBR (KEYNOTE-590 ikBR) H330i < 47z,

KEKRONEU Tk, ZORBROAEIZHKDS X RIER IS 5 —RIGEOMEICIE K HFE ATV, KET
1% 2021 4E 3 A2, EU TIE 2021 4F 6 H &R A TS Lz,

AFRNZ BN TIE B ANEM 2 ETe KEYNOTE-590 5RBR 2 Rl k& L CRIERFE AR FIHD — A
BTV, 2021 42 11 AIZ, DAL ICHE L7z PD-L1 B ORIGEUIBR AN RE 72 AT - 75
FHORERF LR 288 LB IR TG UIBRA e /e 1T - RO RIERE ] OR&GR%Z IS
L7,



I. BMEICEYISHEE

<IRIBUIBRARE/RHEST « R OEME~ A 7 a7 74 MRZEN (MSIHHigh) 243 25585 - B >
MSI-High Z A7 5 #&Ms « BRI LT, RIGHE O MMR K8 X% MSI-High 2 A3 258 - B
o RE kg b U EBR AR AR (KEYNOTE-177 #86R) K OV7 v b e U 2 ¥ L R PummE g
B OFFH ) FI7F B LLITT7 b ) 2 DU RPUEMEEAI L A U T 5 DWW,
XIFZ DWW HLnE N IEFER 7 (VEGF) #5 L <13 B ER %K (EGFR) €./ 7
2=t AFURE MR T2 LY A N K DR MEDIREIED &S 5 MMR K XX MSI-High #H 7 51k
5 - BB At G & LT [ERR RIS M AHER (KEYNOTE-164 38k =45 — K B) 233 47z,
KEYNOTE-177 B DG IC HES % | SKE KO EU Tid. MMR K38 X% MSI-High 2 A9 5 f515 « &
IoE (IVED) 12332 — IR & U CARKIBMEE OIS B I EE 2170 KIETIE 2020 4F 6 H 12,
EU TiX 2021 4 1 AIZAGRZHUS L7,

AFRD> 1%, KEYNOTE-177 585k 2 ()N KEYNOTE-164 &5 =t — h BICB ML=, Zh 5 OB
Bnb . AKFITEWTIL KEYNOTE-177 iR N KEYNOTE-164 388k 27— k B #Hl&E kR L L
THREERFEARFIHDO — A FHGEEZITV, 2021 4F 8 HI1C NAWYIRAGEREIT - R OEMEE~
A7 a%T T4 NLEM (MSI-High) A3 54885 « BEEE) ORBEZIUT Lz,

<PD-L1 B D 7R )V E 52 2K FEVE DD HER2 fat o FA AN RE UL BT L >

RIVE SRR EE O N ERRER 2R 28 (HER2) FEMEOFLEICx LTik, 201345 A
X0 AFEME 5 O EEILFEZ S T HERBR2S 7O e (KEYNOTE-012 35) , ERRILFEEE TR
B (KEYNOTE-086 iklfi) LAR:, HARNBH OXREEZBME L, F L &7 L CTRAVE S RFIRENE
73> HER2 BEMEDFLIE O “WRIRIFE XUT = IRIGE A x5 & U 7= [EER I [F 25 MAHFRER (KEYNOTE-119 7%
BR) M7z, KEYNOTE-119 #kBR Claser A O b2k & el U, AA o B % G0 3 3 B4l
HELUCHRE LZ2AEFR (0S) OEEEE2 R Z LIxTE o, —5, (LFEEE OO
(BT 2 AR R A B, B - R UIRITE T O RV U BN D HER2 FEMEO L
FEBE BRI AR (P LAV A R OANVRT TF o N7 ) ZXE /L L nab-37 U Z %
T) ICARKIZ O LIZBEOFINER O Z 22 et 5 B i CEBELFR S MRS (KEYNOTE-
355 :BR) NI ST,

KEYNOTE-355 #Br O plifgIC S & | KETIX FDA 2N/&R L7-2Wi3RkIZ L v PD-L1 RHLGE
[Combined Positive Score : CPS=10] 23RS S N7 VIR ARE R RT3 UMD N U 2 7
# THIEITKR U THESERERE & OO CESBINRGE 21TV, 2020 4 11 A SRR A S L7z,
AFTIXHARNEF % ETe KEYNOTE-355 iR A SR & U CRBHGEZITV, 2021 4 8 HIC
[PD-L1 Bt ARV 5K E2 MDD HER2 [ D FINARRESUIFRHILIE ] DORIRE IR R D&
BENE LT,

IRV AR DD HER2 M CTHRFE & U 2 7 OFLRIZ IS 1T DINAT - itk SEmiis >
RV RRENED D HER2 FEMETHIEE U A7 (aiskmiis 2 Bia+ 20, B2 T
FERZWIZ L0 TNM 2088 C Tle 7> N1~2, T T2~4 7D NO~2 [Zi% 4 T 2 ElRisE a2 a L7
V) OJEFTEIO LI B & RS, RIERIEE & U CARBI A LFRIE 02 ) XX+ R
SFUE4aA—R FORRIFIAEL L UIZEALELY L+ 78R A7 7 RE 4 a—2R) &
OFRE G-, RO Z IR & U CARAZ Bl 5 U720 FIINE R O Z 22 st 5 B CH
Bt E S MARRER (KEYNOTE-522 3BR) 23Tz,

KEYNOTE-522 i8R O plif 12 -3 & | K[E M O EU TIITRT M O EIRIE S 0> 2 )BT H 55
24TV, KETIE 2021 45 7 A2, EU TIX 2022 4 5 AIZ&GREZ S LT,

AFRTIE HARNEM %5 Te KEYNOTE-522 3B 2 sl & Bk & U CHRUE IR T AR FIH O — 248 50 55
ZATVN, 20224E 9 HIZ, T8 2 BIREMED > HER2 fath: THIEE U 2 7 OFLEEICI T D47 -«
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Witk S IE ] ONRE ST R Y T1 (8] 200mg % 3 3 [ M 6E XX 1 (8] 400mg % 6 3@ [ FE T 30 43
2T CREERET 5, &EEEIL, 3 EMBRE G O%G, TR EIEIL 8 B E T, itk K%
X 9B FE <, 6 MRERMMRE 5 O%E TRIEMEAIL 4 [ £ C, IWRIEMIEEIL S ETET 5, |
D RER O EORRZ S Lz,

<HETT « FERE O A >

DS AACFERRIER A U 7= UIBRARREZR YT - RO TEMEICK L CTix, BREEZ2A6 T 5 EEN
ABFE GENIE, B, TR, JRE LRoE, SESER T R OB R ANE) 2ot
Gl LMo 5s 1/ A BR (KEYNOTE-146,E7080-111 #ER) 2B\ T, FHINEEHE T
T 5 A 200mg 3 B G & Lo "F =7 20mg 1 H 1 [BI#5-OFFFRE DA RE R OV %
Fiif L7=, KEYNOTE-146,E7080-111 FRBROFE RIS & KE, W F LR PA—ZA ST VT D3 9%
[ET 2019 4 9 A2 [RLRIERICETE U 7o ARTA ) TN S H BRETE IS AT IS 72 MSI-High X% <
A~y FAEEHEMKIE  (mismatch repair deficient : IMMR) %A S22 WHEIT - E ] &2 Z0EE X3
R LTHERR SN, 20%, 77 F T A2 E T L FEIERED & 5 YRR ARGE /ST - I O1-
ERHEBRE G, RKAE Lo ARTF =T OO AEEOHINER OV ERET 5 B TITbh
7~ E B FE S MARFRER (KEYNOTE-775,E7080-309 iABR) D%z ¢ L1, 2021 47 Al [TRHET
AN b BT, REFRIERICHE U - ARIEH TN ST BRI IS A G 72 MSI-High 3%
dMMR % H S R WETFE ] 28 IhR & LT, KETERAR SN, 72, EU TiL,
KEYNOTE-775,/E7080-309 :XBRICH-S & | 2021 4F 11 HIC TRIRT A b b3, 77 F 5K
%G T LR R UL REE R IR U ARTE A TN USSR BRI R G 72 AT - RO
EREERE ] ZREIRR L LR SN,

AFRTIE, FREDBIIN AR GE/INMRaNE, BMRE, 708, R RO, SESE R B
JE MR AE) Zxtg b LI2ENZHIE 1HRE (KEYNOTE-523,E7080-115 #ER) (2X D
HARNBE TORF L Lo NF =T OOFRHEIEOL 2K QBRI Z M LTz, D%, KEYNOTE-
775,/ E7080-309 FER~AF D S LT, T b ORERAER) S, KEYNOTE-146,”E7080-111 5%
B, KEYNOTE-523,E7080-115 552 & ' KEYNOTE-775,”E7080-309 55k % ST & £ & U CHAGRHGE
ZATVN, 2021 4F 12 AT TS AALSRIER I CHEE U 7= UIBR RREZR YT - RO T E I8 OZEEX 1T
TR DOAERE TS Lz,

Fo ALFRIEREO I WETT - BROFEREEE 25 & L EELREIHRE (NRG-GY018
/KEYNOTE-868 #lfit) 73%f dv, KA LLFHE N7V ZXBLVROINVRTTTF ) Loff
L, O O% OARFBEMPFE DO INE L O EEDRRET S,

NRG-GY018, KEYNOTE-868 #l D FlZFD /KGR FE 21TV, KIETIX 2024 4 6 AIZ, EU T
%2024 4 10 AIZ THEAT - BROFEMHE) 22me XIIghR & U TOREA IS LT,

AFTIE NRG-GY018, KEYNOTE-868 7tk & (N KEYNOTE-011 3B (/X— k C) ZFHli&Rt L LT
ALERTEAGRFIRO — AL HRGE 21TV, 20244 12 1T THAT - RO EIE] ORHRESUINR
DARBETE LTz,

7R, AANL 202143 A 11 BIC THEERE) 2 TE SN A e UIR & L CabBs A EEK I
fBESNT HREES : (R3ZHEK) Fs5125] .

<D AACFFRES T L@ W E SR 1A R & (TMB-High) #6357 - R OEME (1%
PR RPN EE R A IR D) >

TMB-High %7 5 BRI 3T L CiE, ALHIRER O H 51T - BR OB ES 255 b Lz EE
LA 5 MAHEER (KEYNOTE-158 35R) OFANIHUE L 72 Mgt itimi2 -5 < TMB-High f#tr, &K OV



I. BMEICEYISHEE

FIEARFEEO 12 3B (KEYNOTE-001, 002, 012, 028, 055, 059, 086, 100, 199, 010, 045 K& Ur
061 ER) Z#OFA L7V hr A2 T 1772 Whole exome sequencing (WES) {f&#EAT 2 It L 7=,
KEYNOTE-158 75 o T [ifitfr % O WES DF &It Ol BT EE-S & . KEIZH VT TMB-High 2 A3
HHEITIEIC I B (P9 D IR EE & U CH i BINHFE 21TV, 2020 4 6 A ICHERARE S ivrz,

AFRTIrX KEYNOTE-158 35k 2 sHM & B, WES OF ST 2 20 S E G R & L CTREEIRFEKGRH
HO AT HGE ATV, 20222 AIC IR AALFRIERITHE L m W ERES AR E (TMB-
High) %A 3 2HE4T - HROERE (GEENRIGESEEERSAICRD) | OEREAZ TS L,

<HET T O 18 Sl >

HEAT XU R O 75 SISk LTk, bRIEZ O U7 sl R B O f5 R 2 RIS, ARBIAHITER
DS 72 < ALFERIERE O 7oy (LR RRIE & U Co®RGREIEMR ) #IT3UIHRO 1= S
BE BRI, AH EMOPUEMIEER (X7 ) XX vV R OT T FF WA (AT TF o T hv
NI TTF ) 2N T] L OO RRIEDOA R V2Pt Z MG 2 B 89 CEERILE 2 T
Bk (KEYNOTE-826 itB#) 73 Efifi <7-,

KEYNOTE-826 FRBR DEAEIC D& . KE KON EU Tik, PD-L1 ZEH M [Combined Positive Score :
CPS=1] 23RBS =T U R O F = SHFE~D —RIGH & L COARA & FrBEMEREEA & o0
FREOBISBINAFEZTTV, KETIX 2021 45 10 A2, EU Tk 2022 4F 4 A &R EZTE LT,
AFRTrE HARNERM % 5 70 KEYNOTE-826 st & FEAE kL & L CRGRHFEAITV, 2022 42 9 H 1T [
ITXIXHEFHEO B O IR OARE TS LT,

< JRPT LT 1 SEE >

T HEAT T~ = SR Lo ek LTI, RIBIE D FIGO 2014 AT ED 1 B2~ 1B # (U > s k)
SATM~IVA H] (U > BB X)) O RpTEl T2 S B 2 xR0 ARH & RIRHMEF AL
F#RELE (VAT T F UEIREGEH T COIMIRGT, RO O% O/MRRIRE) & OOFH O 0 E K Y
TEMERTTT 5 B CEESIEFEZF AR (KEYNOTE-A18 #ll#R) 233G S 7z,
KEYNOTE-A18 #BR D RREICHED & | KETIZ 2024 4£ 1 2, EU Tid 2024 4 10 H 12 [FIGO 2014
T TN ~IVA B85S I xh 3 2 [FIRME PG SRS & OO ) OISBINA AR S
77

AFRTIT HARNEMZ E e KEYNOTE-A18 SR A A& kL & L CRRBHFEZITV. 2024 4F 11 A
[RFTHEAT 7 S | OZhRE XTI D AGE 2 B L7z,

7o, AFNL 2023412 H 22 HIZ T& Y A7 O Tt O 75 SR 36 1T B [RIRH L A # ek )
TESNABEE IR L L THDEFAERMIEES N HBEES : RSI) 5592 5],

< FRFESUTEREME O R R VERERR ISR B Hifa U o /< >

B3 ST EE R O RS MERERE SRR B AR U > < (rPMBCL) (2 L Cld, B3OSR D
T I g P TS FRGE 2 ek SRS AR B 1 D 22 Ak By OV 2P % RT3 % 72 & OS2 A 5 T FERK
B (KEYNOTE-013 k) 2330E S, Z O P 7efE R 5. rPMBCL K OVE4E T EHAMED Y &
A —JEEREBRE 2t G s LT ARE O F Mk Kk OV 20 % E M3 2 72 O g4 T AR B
(KEYNOTE-170 #B#%) 233hE S 7z,

KEYNOTE-170 8% rrPMBCL =748 — F OfERICES X | KE T, #EAMEUT 2 FELL EORTER
BICTHREDFED HITZRA KL OVNEO rPMBCL B AT 5 1R & LT 2018 4E 6 A IZ U A&GE
AL, 2020 4F 10 Al ERAR SNz,

AFRTIX, HARN rPMBCL B # %5 & LT, RFIDOF R V222 a3 2 BRI CTENE 1
FEFER (KEYNOTE-A33 #fR) 23 FEhE S 4v7c, Bl EORERFE R )6 KEYNOTE-170 &k & O



I. BMEICEYISHEE

KEYNOTE-A33 it & 7l £, KEYNOTE-013 Bk (24— k 4A) 22EE&EE L CORREHGE %
1TV, 2023 4 6 AT TH3E SUTEREME O R PERERR ISR B AERR U @) D ZhRE S Ih F D7
RERS LT,

7ok, ARFNE 20224 12 H 9 BT TERSMEMERISHIIRA B fifa Y Rl % T7E S5 3R X3 %h
B L THRVEHAERMCEESNT: FBEES : R4I) F549 5]

<IBEYIBRRREZR LT - PR O H I >

HER2 [&1E DI YIFRAEE 2 AT - RO HRICR LTk, —RIBEE L CORA EL2EE (7
bV UV RPUTEMEER A K A4 R PUEMEIESAD & OPFRABEIEIC OV T, EFEIEFRS TR
B (KEYNOTE-059 ik = — bk 2) WONZ, PD-L1 BPERE & x5 & U 7= ERS 3L [ 5 ARG BR
(KEYNOTE-062 #%) & ONENZ I TAHRER (KEYNOTE-659 3R) 2350 v, e 50FH L
VA UPKEIENTZ, 2095 PD-L1 BEERFICIR S 720y KEYNOTE-059 3tk = AR — ~ 2 R %
B E 2 ALFRIERE O 720 HER2 FEMEO TR UIBR R RE 2R HETT - THR O B BE T3t L, ARA & (LF%
DR LB O A 0 R OV 22 et 2 B 09 CEBS LR S MRS (KEYNOTE-859 #6k) 73
Fht X iz,

KEYNOTE-859 &5 Ok B2 Hi3 & | SKRETIE 2023 4F 11 AT HER2 [atE DB YIBR RRE 2 AT «
FOFFIT D —IFHE & L TR A B L 72, BU TiX 2023 4= 12 H 12 PD-L1 #8514 [Combined
Positive Score : CPS=1] 238 S 4172 HER2 [ DI UIBRARE /2 1T « B8 O BRI 5 —kIA
e LKA RS LT,

AFETliE. KEYNOTE-859 #&BR 22 T, KEYNOTE-062 75k & ) KEYNOTE-659 ikBi % 2 AL & Kk &
U CHARRHGEZITV, 2024 4F 5 1T NVRWYIBRAREE/ETT - B OB ORIRESUIH RO AR

BfE L7,

HER2 RGO IR ISR ASEE 72 AT « TR O B ISR L CTid, A{LFHIERE O 72\ HER2 (M EO TR YIER
REEZRHEEAT « TR DO BB 2812, AH EMOPUEMIEER] (b7 2y X< 7 H{b22iE) & 0F
M L2 IIE R OV Ve 2 et 5 EER LR AR (KEYNOTE-811 #ER) 23 %hE S iz,
KEYNOTE-811 iRBR DOf I I & | KETIE 2021 4F 5 A 1Z HER2 (M DGR YIBRANRE 2T « F
FEOBREIST D —wIAR E L CHGEAR S, 2023 48 11 HIZ PD-L1 IS (CPS=1) 23HER
&h 7= HER2 BPED IR UIBRRREZR LT « IO BRI 5 —WIBK & L CTRRE ST A UET
STz, EU TIE 2023 4 8 HIZ PD-L1 ELG M (CPS=1) 23l S Av7= HER2 B O U bR A HE
7RHEAT - RO BERICKT H IR E U ORRE T Lz,

AHBTIE, 20254 5 A1 PD-L1 B (CPS=1) 7> HER2 [t DIGH YR AR/ AT « TR D B
WZxFT D EERAGE & LT, B 117, BRIRBGRE ) 1 KEYNOTE-811 sl 2850 L 72,

<IBHEYIBRASGE 72 HIE HE >

TR UIBR A RE 2 IHE FE % Uik, dEATIEIRE R B 2 5t G & L EE L E S HH 1R
(KEYNOTE-028 #B#) ®=dk— kb AS WONZH#EITIEALE R BE 2 xf 5 & U 7- [E BRI RS AR ER
(KEYNOTE-158 i) ® =Ax— k BIZEBW T, KAIOF MR L RMERRET S iz, £ DT
IRRERN D AT (B SUIYIBRAREE (R T) ZeliiEs (M /MBS E &K OegEsE) &
F G, ARH AP RE OO i 52 a3 2 ERR LR S MAERER (KEYNOTE-966 #klR) 735
it S i,

KEYNOTE-966 A5 Ok Felz -3 & | KE KO EU TIE, 1BRUIBRARRE 2R AERE (Z 52 —RiGH &
L CORH EALFEIEO O AL OB IR GE 21TV, KETIX 2023 4 10 A2, EU TiX 2023 4°
12 AIZ&RGR A S LTz,
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I. BMEICEYISHEE

A Tld KEYNOTE-158 36k &2 0" KEYNOTE-966 X5k % FEA &Rt & U CHRERHGE 2170, 2024 4 5
AT TTEBYIMRAREZ B | OIEE XTI RO AR TE LT,

<UIBRAREZRAEST « P& D T Mg s v e il >

UIBRARREZRHEDT « PR D FEME s rp R B L F U T, ALSAIRIERE O 22 W EIBRASBE 72 1 T - B3 O M
R R i R A kS & L7z HEsh S T THARFRER (KEYNOTE-483 5Bk) 233t = v, AA| &b
B (RANUXE RPN T AROTZFF8AD & OO AEEOH MR ONREWEPRE S,
KEYNOTE-483 &R D RARIZEED & | KETIX, UIBRANREZR AT T HAR M 0D FEM: g i B i st
HAEFESNA R LFE RS M) 7 LAROT T F AL OO HEEOBEIGBIREEZITV, 2024 4
9 HITA&RZ IS LTz, EU TIXUIBRAREZeIE ERCRRAEME R B I ISt D ARH & XA FLd& R
TR T AKROT T F AL OO L L LT 2025 4F 4 HIZERE TS L7,

IR TIE, ALFIRIERE D 72 W YIRAREE 2R T « TR O M M b fz RS 2 5t 5 & L7 ENE 1b Al
AR (KEYNOTE-A17 #R) 239hE Siv, AF EALFHE (A ML XE RF R D ARRT AT T
F ) EOPFRBREDOBRYE, BEMER ORI RH S-, UL EORERESR 25, KEYNOTE-
483 Bk ) N KEYNOTE-A17 iBR 2 sl & B & U CRGBHIFE 21TV, 2025 4F 5 A2 TUIBRARE/nitE
1T+ T OEMERIE T RS ] ONEEX TR O AR Z G Lz,

<400mg 6  [#] [ R 5>

A5 400mg O 6 3 RIERRE G- O FE R QA E OB OWT, EAERARE JE IR iiE, S
- EREE, A AR T U Lol R B, MSI-High ¥, B K OVEERE . £ O
HARAROESEE 2R E LKA OGN — 2 W TCEYBIES I 2L — g v
B OAFN OBRFE B & ARME TR EMEDORBIRIC S EMat L, T ORE. 200mg @ 3 T [HEE#
5. & 400mg @ 6 B IR 5 & O THIMELR L EMEICB W T MR 2R I3 0 & PRIz,
ZOFEEN S EU T 2019 4F 3 A ICEMEIEIC BT 2KREZEIG L7-, KETIZ 20204 4 A,
BN DI BT DGR E S Lz, AFICB O TiE, AH 400mg @ 6 i B RIFE# 50 F ik R O
FHEDIBINI AR 2 A5 D FE AR e AR FH O — A2 HAGRHFE 21TV, 2020 4 8 I 1 [H 200mg
% 3 ARG S 18] 400mg % 6 3 FFFE T 30 /3R CAEET 5, | OAREEEG LT,

2. EROAREFENEY
(D) AFNF, ET = v 7R A > b (PD-1#RE) 2 E LIEEIR 2 ~T B2 605, Linvitro]
(p.226 ZHR)

(2) etk

BERZREIER -

FIEMEM R, KGR, Mk, BEO TR, PR M AFAE (Toxic Epidermal
Necrolysis : TEN) | FZJEREBIRAEWERE (Stevens-Johnson EMERE) | ZIEALBE, FARHIE,
PR BUEATAR. IPA4, ITHSREREE . TR, A LMEAE 2, AR REIE S, T I
REFE T, FIFEFRERERETE . | RUBEIRIN . BETE, BER. ANV WMEREAN A, ROk, RERUT AR
KE, BUEFREEGE, O, MK, MRS, Bk, mEERMEEE, HEOHR, 59
fBge, M2, MEREAIEMERE, f5E%. Infusionreaction XH HOND Z ENRH D, (p250%
)

F2EIEM -

A BRI B, i GED . B ERIED . B, RRL IERE, ST, EEE ., RAREOR,
TOPEIE, B, MBESERHLOLDONLZENH D, (p2525H)
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I. BMEICEYISHEE

(3)

<L HL A i >

OvgEsETAERER (KEYNOTE-006 #6#R) Tix, RIGUIBRAREZ2 M BAMBHE 2 X212, fiu
CTLA-4 HURA BV A~ 7Zxt L CRAFRIM (0S) W ONC B A F I (PFS) OB B
HERZR LT,  (p.74 2HR)

Q@EWE 1 fH3E (KEYNOTE-041 3%) Tik, AARANOIRIGYIFRAAE s B Mt R aff o s
W, AEIOFE R L EERARR SN, (p.69 BR)

@E B FH MR (EORTC-1325-MG,/KEYNOTE-054 i&5R) Tik, 522G o 27—
I O FEM: BAAE B E 12361 T DIRAENIRIE & LT, AAIREHLI T 7 B ARECR L CIERREATR
HM (RFS) OFERIEEZ R L, (p.77 /)

@EPBILF B MR (KEYNOTE-716 #Bk) TiL, ERUBRBEO AT —VIB XTI C OFE
PEERANEEE BT DR MIRIEE LT, ARAIRHLY 7 B ABEIIx LT RFS OFERIE
ExrLE, (p.80 &)

<YIBRAHEZRMEST « P D IE/ Nl fitias >

OEBEIEFZFMAHRER (KEYNOTE-189 i) Tld, (LFHIEED 72\ EGFR #in 1A Rzt
KON ALK i 8 A - Bt O UIBRANBE 70 EA T - FE 8 O FE R V- B R IR/ N it ;R 12 3 T
AH NA B xRt REROT 7 F A EFREOOFRRIERT, 77 B AREE, XA b
Lt REOT 7 FF AN LRIEO O AR LT, 24 (0S) KOV
AL (PFS) OfFERILEZ7R LT, (p.82 M)

OEFELE MRS (KEYNOTE-407 i85R) Tid, (LB O R W YIBRARRE 71T « %
D@ bR I/ MRS B 1B W T, ARH AAVRT T F ROV Y & /0 T nab-
X7 A2 NVOGFRBEIEREL, 7T B AR, AR T T T RO Y X X&)V XX nab-
X7 ) 2B VOGERBRIERECH LT, OS XONPFS DA BERIEEEZ R LTZ, (p.86 2R)

OEpRIL H%Iﬂfrﬁmﬁ (KEYNOTE-042 #l%) Tl {LFHEIEED 72y EGFR AR T2 FFaE,
ALK A s FFart K O PD-L1 Bt (TPS*=1%) OYIRAREZRHELT « T3 D I/ N e
BEICBNT, RABHL T 7 T T 8-F 2 S50 PRIERIZX LT, OS OFERIER 27 L
2o (p.90 ZHR)

@EPBILFE MR (KEYNOTE-024 #lR) TiX. {b 7 REE D2 PD-L1 &3 8L (TPS=
50%) OUIFRAREZRMEAT « FEFEOIE/INRafE B 2BV T, RFRET Y 7 7K Z2 &
{EFRIERICXT LT, PFSOAERIEE AR LTz,  (p.94 /)

GOEEEIEFRS T MFEER (KEYNOTE-010 #BR) Tik, {b#REREAZA 425 PD-L1 @38

(TPS=50%) P CNZ PD-L1 JEEEM: (TPS=1%) OUIBRARERMETT « F38 0 I/ NI fifiJea
BEICBWTC, AFBET R 2B LT, OSOFERIEE 2 /R LTZ, 728, PFSIC
BL IR BERIEENRENR -T2, (p.97 5 M)

*: TPS (tumor proportion score) = PD-L1 % F&81 L 7= fEIE a2 M S HEIa 2Tl L, 100 2 3% U7=fE (%)

<FE/INRRaftE 3T DR - ik # B EEE >

E RS [F 5B M AEFAER (KEYNOTE-671 546%) Tid. FRAEBSITH, A # SOX B "o E i #

DI/ IR IS FBE I T L INRTABIEE & L COARA L ALk & ODFHRE K O 1/

ByiE & U CORFIEMBIERET, WRTHBIEIE L LT 7 'R LALFRIE & OO HEEK

O AR E & L Co 7 7 2R BGRE & bl U CRAFHIM (0S) L OMEA X hAEFHH
(EFS) A EIIERE L7z, (p.101 &)

12



I. BMEICEYISHEE

(6)

* o R American Joint Committee on Cancer (AJCC) /Union for International Cancer Control (UICC)
JEEIYE (O 8 i) 1235 <, B Hik T3N2MO, T4N2MO (Z5%24 3 5 BRE DS x5 & SNni=, EGFR &
128 B XX ALK Bl &85 T O BE 2 5T,

<FFFEATEHEYED AR % ) oS fE >

OE I TFHERER (KEYNOTE-087 #Bk) Tl BRXITEEMEDO FHMAFE XU oo
fE R 12 BT A 200mg 3 T MR G- O 01 K O et s iat S vz, (p.105 2 08)

Q@EBILFEF MR (KEYNOTE-204 55%) TiX, 1 LY A UL (LR EREH T 5 H
FESUTHRMEO H AR X U O ERE T BV T, AR LY F v ~T XK
T URETR UCIEE BRI (PFS) 2 OFEMRIER 2R L2, (p.107 2 )
*1 . AFE MR TZ IS, XIEH S MRS O®IS & /e bW BE DR R & Sz,
*2 1 A FIE M AR SR FE S M AR RS D REIR T — # R O\EiR T — & %5 0 TRl 247

yrLrani,

<MRIGYIBRAEE 72 RIS b R g >

OE B FEH MR (KEYNOTE-A39,/EV-302 i&5R) Tix. WRIGUIRAGE2 RIS R R
KT A —WIGHEE LT, ARl ALy ~T7 RRFo BETFERL) & OPEE
B 7T FF A 2 & DAL AR L CRAFESIN (0S) R OMER A7 (PFS)
DHBREREZ7R LTz, (p.109 &)

QS M AHRER (KEYNOTE-052 #R) Tix, v A7 7 F v &5 T/bBRIEICREE ORI
UIBRARE 7R RIS L R BB 12kt~ —kIGH#E & L C, ASHI 200mg 3 38 MR bE % 5- O A 301 &
O eEERmar sz,  (p.113 B8)

OEBE LR H AR (KEYNOTE-045 #5%) Tix, (LFBRIEMITH ™ (SR USHEI TN A 5
NI RPTHEIT M X TERRE M D JR I B Ry BB B W T AL SFEFRERE 2 12k L CAFIRECTIL 0S
DHBIRIEREZ/7R LTz, 728, PFSICE L XA ERERS RIS N oTz, (p.116 )
*1 0 —IRIGRD T T FF AR RRER H D\ WVIE T T F - RFIGRAL 2RI L DR L <X

IR AB L PR DIBIERE T 12 % A LA
#)  TRERFR Y E AT AN IR LB 2RRE - %2 U Z )L (EREIGSN) © Fe & 2w (EREGS |
vinflunine (FEPNRHKZTE

<IN AL ARG (BT U 7= 69T « FE% O MSI-High 243 2 B (BEUERY 2760 A3 IR e
eI iRs) >

OEBEEFZE TAERER (KEYNOTE-164 3 =R — bk A) Tik, 7 vkt U I 2 RPuEMiE
BAHl AXVV T ITFUROA Y TN X BAHRIERE O B D YIBRARE 72 Rl T U
HEBE O MMR KA X% MSI-High %3 2 /515 « B EE 1TV T AH 200mg 3 18 fH
bR G- DA RNE R V2R S, (p.120 B3 H)

O@IEBE LR DA (KEYNOTE-158 3B%) Tlik, —WRIAE & L CTHEHER ML ZIRIERO &
% YIBRARE 72 R TS T U T O MMR K48 d MSI-High % A7 5 E B 128\ T
AH 200mg 3 H IR B G- OB MR LR RET Sz, (p.123 )

ARTAUIBRANRE ST HER 1 O B M e >

OEBSERF IARRER (KEYNOTE-426 #UBR) Tid, (LERIEMRE O 22 W RIBUIFR AN GE S TSR
PED BB BN B E BN T, AAN L T HR o F =T BT A =F =T EL i L
TRAFWIE (0S) KOMEHEAFLIM (PFS) OFERERZRLTZ,  (p.128 M)
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I. BMEICEYISHEE

@ EB LR FEMAERER (E7080-307,/KEYNOTE-581 #5%) Tlix. {LFEIERED 72 WMRIGUIRAR
BE TR M O B IAR B I E B F I B W T, AFl & Lo ANTF =T B I A =F =
HELHE LT PFSOARRIERZ R LT,  (p.131 &)

(10) <BFAlpadE (2 31T DItk fili B s >
[EFRIL R B MARER (KEYNOTE-564 #kBh) Tid. BHBRIN LB EH 0 LI O H 5 U A
7 703 1 N B R R R R e BB L d T A IR AHBIERIE & LT, ARAIBRIL T T B AREE L b
i L CHEE A (DFS) 2 A EICIER Lz,  (p134 )
* LR (1) X (i) OBESHEAEAN LN,
(1) W OFEMBFRIRZENC LD TRRoWnTnnIZii Y4585 (Grade 1% Fuhrman 4358)
- pT2., Grade 4 UFAMEHZ (LA S . NO 2> MO
- pT3/4. Grade [H]7>3°, NO 2>> MO
- pT 9 Grade i, N1 2>> MO
(i) MI no evidence of disease (M1 NED) Tk ¥ | JFUREHE K CE[REBE & 612, BRERIRE R
SOLBHBRITE 1 FEUNOWT O S CTREVIBRAIRETH - - BE

(11) <F¥ X TxMRERS 2 A3 2 S8 >
[EIRS I RS AR RER (KEYNOTE-048 55#%) Tl FR TS MEEESET R ERE O —Ik
TRIRIGRFIZB T, ARA, 77 F A KO 5-FU OFRBETEY o ~T7, 7758
AR OVS-FU FFRE L e LT, 4G (0S) OFBERIEREEZ/R L, 72, KRAIHM
BT, BYXo~7, 77 F AN KO 5-FU OHAREE B L T, 0S OIELMEE R LIZ,
(p.138 ZHR)
* o GESAEDER OJFURELIT O, hUEEE, FUEEE K OWEE

(12) < JRATHEATHESHERFRZF5 T DANTRT - itk Bhis >

FEI B L[] 26 I AHERER (KEYNOTE-689 5kBk) T, ERARFHI X IXIVA™ O JRp 1 TEE S

SRR A AT I B TE & U COARKIEIREETE . KON SAEIREE L ToR

F &AL (RT) 2 A7 T F 0 L OPFRRE, £ 0% OARFIEMBIETEX, &)

FIEE LTORTE VR T T F o b OO HIFRIER & bl U CliEA o NMEFHIR (BFS) &8

EIER L7z, (p.148 1)

* HARREERICYIBR AT RE R R O W TN DO IR O RO LR & i C2W Sz BERRR L S
7= (MO A {pl6 5k, T4 (NO~N2) . MO} . THHIE L <IZIVA B H s (ple Ba¢k) |
SOFIMEAE L < IXIVA #iooMEss,/ FIHEE, Ol (ple BRI A b 72wvy) 1 . 7Zods, ERARIHHIE
AJCC/UICC ¥l orsH (55 8 hi) 12-5<

(13) <IRIBUIBRARREZHEST « FEFE DO AIERE >

OEBE LR FH MRS (KEYNOTE-590 35%) TiX, UIBRREE R R FTHES T SUT BRI 0O £ i
P ST AE R EREAT L < 1% Siewert 207%A type [ A58 B #5749 61 (H AR 141
Bl &te) 25U, AK 200mg 3 HFEFRRE G-, 5-FU KOV 272 F U Of L OG0
ROV EMEN, 7T 8RR, 5-FU KON AT T F B EZRR E L TRR STz, KAl
5-FU KONV AT T F UOFRRIEREE Y 78R, 5-FU KOV AT T F U HEEIERE & bl L
T, 2AFHE (0S) EOMEMEALFHIR (PFS) Z2ABICIER L, (p.152 M)

O@EBE LR FH AR (KEYNOTE-181 36%) Tik, —WKRIAFE & L TEMERN ZMLZIRIERD b
HIRTEYIBRARGE A HET « TR O RIE R - RO K OV E s B 628 Bl (H AN 152 il % &

14



I. BMEICEYISHEE

te) ZXIRIT, AH 200mg 3 HEEIF R G5 O ME R O 2D, LFFE (X7 ) 2%k
by REZXEAXIIAY /702" ZxtieE L THRF Sz, FEFHMIEEIL 0OS & &
v, FMTR & LTREIN (1) PD-L1 G (CPS*2=10) M. (i) R EEEER
KO (i) ITT E£MIZEBIT 5 0S OfERITFANCHIE SN B EE - S 2o Tm, — ., F
ATELE STt R TlE 2 b oD, PD-LI Btk (CPS=10) o LD RE 167
Bl (HARN 77 Bl 5 1) (28T, ALFEIEREC KT 2 AFIFED OS D/~ — KL 0.64 T
bole, (p.156 M)

10 AU T H AT EEE Ik LENEIGS

*2 : CPS (Combined Positive Score) =PD-L1 Z%$H L7-#ifla%k (MR, ~27 27 7 —Y kRO o8

BR) A MM cRL., 100 23 U-E

(14) <IHMUIBRAREZRHEST - B3 D MSI-High %49 5 il « B >

[E| B3 R 25 A ERBR (KEYNOTE-177 #%) Tl LB O 720 (i ik 2 br<)
IR YRR AR RE 72 T « R D MMR K48 X% MSI-High % A4 % #55 « B A 307 61 (H
RN 22 P& ETe) 2RI, KAl 200mg 3 A EIFIER 5 OGWE R OL2MEDS, 2 EAf
OB DAL [5-FU- KR Y F— b - A x4 U 77 F 975 (mFOLFOX6) . mFOLFOX6
RNV AT HE LT ®Y XU~ T E OO RIE, S-FU ARV F— bk A4V 2T T Rk
(FOLFIRI) . I% FOLFIRI &~ X7 L 3BV X ~7 L OOFHEE] xR L
L TR S 7o, AFIBEI LSRR ERE & bl U CEEEA(F M (PFS) 2 A BITIER LTz,
(p.161 &HR)

(15) <PD-LI1 BEED VT 52 FRAREENE 73> HER2 [t D FAf A HE IS 58 FLE >
[EI R4 [R5 MAAEAER (KEYNOTE-355 #46R) <Tix. 5% « R UIRE TR VT %
FARRZME) > HER2 F2PEDFLE BT 847 5l (HARN 87 iz Eie) 2BV TAAI L QL7
B (TFLAVHEROPINRTZF o R ) 2% dnab--37 U X X5+ /0) O
ERET 7 7 B AR R OME R E O OB ERE & el L <, PD-L1 Bt (CPS™=10) O HAFHE 323
B (HARN 28 B2 & Te) 2B\ TR AFHIH (PFS) 2 A BIZIER L7z, (p.166 /)
* : CPS (Combined Positive Score) =PD-L1 #3&8l L7-fifusk (EEMia, ~7 v 77— KO X
BR) ARSI TR L. 100 % % U7-fE

(16) <ARNE S FRFENED D HER2 F2ME CRIE & U A 7 OFLIEIZIS T DH7R - irts it >
EFR I FES MRS (KEYNOTE-522 i8BR) T, Tw%/xﬁmbé#onuﬁﬁfﬁ
e ) A7 OAREE 1,174 61 (HARN 76 il ET) ([TBW T, TRTEEWIEE & L CRAl
BOMbsglE (X7 VA X BNV AINRTTFoE4a—R FO% KX LE T
EAEY U+ 7R AT 7 I RE4a—R) EOOFRRIERE (ORHHEiER) 1
Z YR R ObEREE & OGFRRIERE (77 v R HERRER) & ik U TR I O H
FHEEER (pCR) FEAEICWE LZ, £, WaTOARH K O EEIEREE NSk O
ARFN AR G8E ORAHEARIE ARFIRE) 13, WTRT0O 7 F & R K OMb S RIERAE NS4
DT T v RBMEGHE (77 2R HEFERE/ 77 v AR L g LTl A X N A
(EFS) A EIZIER Lz, (p.170 &)

* o RIS IRIE 2 BT D RIS, BIEBMOUIERRZ NI L W TNM 238 T Tle 2> N1~2, XL T2
~A DO NO~2 ICEY T HEBIEBE A LRWEEN GG L Iz, 2B, TNMASFIZOW T, iR
BRIEHFEEL | R TIL AJCC 55 7 hRAS . TRBRFEMERT TG4 2 IRLARRIEL AJCC 28 8 RSV 6
nic,
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I. BMEICEYISHEE

(17) <HEAT - HRO 1= >

OEFRILFEFE AR (NRG-GY018, KEYNOTE-868 #ER) TlE. (L 2FRIERRD 72N 1T -
BROFEREAEE 28106 (HARAN7HZETe) 2BV T, pMMR LTV dMMR DWW 3310
HEHTHAA LALFHEE (X7 ) EZXR A KRDAVRTTF) LOJRE, KOEDOH%
DOARFHEIMFIERL, 77 'R SALFRIE L OJFREE, ROZ0®RO T 72 &G L T
e U CHE AT (PFS) Z2 A EIIER L7z,  (p.174 2FR)

@ FEB L FEF M RER (KEYNOTE-775,/E7080-309 #B&) Tld., 77 FF K| 2 & T bk
JED & 2 UIRARE 72T RO IRFEEE 82761 (HAN 104 G142 ETe) IZBWT, K
#1 200mg 3 WK G & Lo "F =7 20mg 1 B 1 [BEGO0FRABRERSIEREE (K%
INET IR ) X XL) BEE LT, 24T (0S) KUVPFS 2 A EICIER L
2o (p.178 ZfR)

1 AR & USRI & 5 BE DBE . YL PRIER TR 2 » A 2B THERELE
B ITHASNTRE & Shuz,

¥ ULFOWFNNCHYS T BENIG L ShT-,
* RECIST A KT 4 > 1.1 MUZHS S PIE RTREIRZA 235 FIGO 433E (2009 4FAR) M IXIVA
o1 = K EERE
* RECIST A FZ 4 > 1.1 RRIZES < BIEATREIR A O &% #1720y FIGO 4358 (2009 i) IVB
WSO R O+ = (o B

(18) <M AALZFHRIEL ICHATE L 7= TMB-High %2 473 2147 « R OB (BEYERN) 72 1R AN IR #7252

BEICRD) >

[E BRI [F 5 T AERRBR (KEYNOTE-158 iR 7 /L — 7 A~1) Tlix. {LHRIERE T O H 5 H#1T -

B O BT B 568 AR 200mg 3 JE FI R G- Of 2htk K OV Z P et S iz,

TMB-High™ ZH 9% 102 5 (HAN 6 % Eie) (2315 5 AHA] 200mg 3 3 [EH kR 5 O %h

PER OB RE Sz, (p.183 &)

*1 o —WIRE & U CTEERICFEE S TW AT N H B2 THW G0 TV 2 Bl R OHUHE
FRIEE % & IR I IR TR A D BE A A AN D Z & & S,

¥ BT N—=TITBNT, ENENLUTFTORESHEAAN BN,
AP (R LA | B: IEE (HFERONBE OBYE, 7272 L7 7 — % —IREMES 4 b
<)\ C:ifi, mE, /B, RS, EEK OWENE e DR N 3 Il (/& b 33 A e e
RN WAESS) . D RS (AESOIMERESG A< | B: FE%E (R¥ L) |
F: 4 (R L) © G /N, H: PRzAE, 1: BURARE. T MR (PR LR
BRI A R <)

*3:TMB A7 [5%LL EDOT LAV TR SN -RIBEREOIERBERN G, BRI OZE
B OB IIHENERR DD EEBEXONIER LRV THEELT-VOERDOK
(mutations/megabase) ] 2% 10 LA LA & FENCER LTz,

(19) <HELTUTFIE O 15 SHFE >
FEIRS RIS MAHFER (KEYNOTE-826 i) Ti. RIBHIREDEIL A 72 < . ALFRIERED
720y (EEERU R & L C o GIEIEER <) AT UIFHRO T E S EE 61761 (HAAN
57 Bl & B Te) 2BV T, AAIE hoPtEMEEL A (X7 U 2 X2 AR 7 FFHHRH (A
FIFURIIANRTTF ) £_RU X< T7] L OFRERL, 7T B R & oHiHEM
NEIEEA & OO HIERE & bl U TR HIR (0S) M OMEMEEA(FHIM (PFS) A BEITIE
EL7, (p.186 &)
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I. BMEICEYISHEE

(20) < JRPTHEST 1 SHIE >

[E PR IE A 28 AHERER (KEYNOTE-A18 3Bk) Tix, RIGHED FIGO 2014 HEATHIMED 1 B2~

OB #I™ (U o _HE) AT ~IVA #8172 (U 2SS S XaME) o/l T+

B SERE B 1,060 51 (HAA 90 Bl &2 &de) (2R T, AAI & FRHMEFHERE (AT T

F RO T COINTIRST, K OZE D% O/NERIGHR)  (CCRT) & OPFHELZT 7 &4

& CCRT & OOFHEE & bl U CaAFM (0S) R OMEREAFHIR (PFS) A EICIER

L7, (p.192 2HR)

1 EEAS dom AHBZ D B O, UTERREIITE D A 725 BN T 5 S & 48 2 TIRS » T D AV Ak i
SUTHBBET 13 12 L TR0 H o

*) : JEBEIEEAEEE T2 5 2 VAR E TIREL TWARVS O, BRRMEBECE TEL TS HO
2L IBKBECERER 23D 5 b0, UIBEET 2 BBRNIESRICIEMAH 5 b0

(21) <FFFEUTHEEEMED TR MR AR B Aia Y o i >

OENE 1 fHiER (KEYNOTE-A33 3Bk) TiX, HA NI ULHEER MO RIS MR IS
B MR Y SRR T B A6t BI, AH 200mg 3 I [ NS G- O M K V2 VA R
FtEhz,  (p.196 ZHR)

@S N AHER (KEYNOTE-170 #R5#%) Tli, B3 SUTERAM: O JFUR MR )M in T B fiia
U JEEBFET 5351 A X GT  AA 200mg 3 8 I RR 5 D A 2 e OV BPE D R E S ATz,
(p.197 Z:18)

* o [ FE MR R A R B R ANERD b, U3 A FE SR 60 HELNIC CR L <X
PR O o T B, XTI H F&E M MIaBH I Rk Ch 256, 2 EU EORTER %%
. B L ITEEOIBRBICER LEEBRE AR BN,

(22) <IRHMUIBRAREZRMEST - 38D B >

OEBE LR FH MRS (KEYNOTE-859 i) Tid, (LFIRIEM D 72\ HER2 &1 D IEHEIFR
ARHEZ2HEAT « B3O XTI B SIS R 1,579 61 (HAAN 101 flZ2&T) 12380\ T,
AH EALFEE (FP XX CAPOX™) & OOFRRIEREIL. 77 &R LA FBE & OPF L
BE & bl U CaAFHIM (0S) A EICIER Lz,  (p.199 &)

O@EBE LR FH AR (KEYNOTE-811 #5%) Tid, (LFIRIEME D 72\ HER2 Bk O TEHEIbR
AREZRMEAT « IO E T EIE TG TR RS 698 il (HAN 84 flz&te) 2BV T,
ARH &M OHFEEVERESA] [~ T A X~ 7 +H{b3EE (FP XX CAPOX) 1 & Off IR IER
X, 77 AR S OPUEEEERE A & OOF FFRERE & bl L C OS K OVEIA A7 IR (PFS)
A BICER Uz, £7- RRANC I S 7z CPS™ B O M5 5Tl PD-L1 Bt (CPS = 1)
DBEIZBNT, 7T BR EMOFUEMIES I & OO FIFRIERI T 5 A4 & o fii i
B & OPFRFRERED 0S LY PFS OV — REiE, £hEh 0.79 O} 0.70 TH 7=,
(p.208 ZHR)

*¥1: 5-FU+ T RTTF

¥ PN H AR T TF

*3 : CPS (Combined Positive Score) =PD-L1 &3¢ L7z fifatk (FEEME, ~7 077 —Y RO R
BR) ZREEMANE TR L. 100 23 U7 fE

17



I. BMEICEYISHEE

(23) <IRMEBIBRASRE 72 IHiE e >
FEI B AL [A) 25 ITAHERER  (KEYNOTE-966 55#%) T, {L2RIERE D 72\ B UIBRANHE 72 AHE
B 1,009 1] (HAN 102 Fl 2 ETe) I2BWT, RAIELFEE (FLAV XU RV AT
FF ) OGHRIEZ. 7T R LAEREO O IRE & i L TR (0S) 245

WIER L2, (p.214 )

(24) <YIBRAREZRMETT « P8 0D HEME i 5 Fiz ek >

OEWNH 1bFHEER (KEYNOTE-A17 #5%) Tik., HARANDALEFRIERE O 72 O UIBRARE 22 T -
B OBV B R 19 Bl A2 s, AF AL FRE (A LR R R T AR
VAT T F ) L OPFHFEDORRME, BREMROEIERRF SN, (p.217 2H)

@i 0/ TARRER (KEYNOTE-483 3Bt) Tlid, (LRIERE D 72\ W UIBRARE /R HETT - FR
O IENER s Bz R (BB IAH S — N A D IERRAT )5 440 1], 25 11,/ MIAH S — b 22 = PEARAT
KR AT B 1T T, AR EAEEE (XA FLdt R M) v AROT T FFH8H) &
DOOF AL DA DR OVZRMER IR STz, ARF &AL & OO RIRIEREIL, (bRE
BE & Ml U CRAFHIRM (0S) #AEIIER Lz,  (p.219 &0

3. HROHFIFMRHE

AANZ, 18] 200mg % 3 @ F RIS S IE 18] 400mg % 6 B FNE T, 30 22T TRifEiEd 5 5Al|

Thsb, (p33%H)

4. BIEFERICEALTRAMIREREHE

T8 (A RS B9 5 &4, H e
BRI < TA L | m 54 Mv. BRES
RMP H 1. 6. RMP DHEE | OIS
c EREPEEE T EM M EFEAT AR
BMOY A7 f/MEiEE E LT . BB BNV T v 7 TX A ML—FNC L BRRE%
ERE STV B JHNDBE S A
(TI. 6. RMPOME] DIEEIR)
R RHET A RT A4y Ra7nl X~v7 (EEFHERERL)
FE/INHE R B
AR
HHEAR T XU ol
PR bR g
FHE~A 7 YT T4 SARLEN (MSI-High) %63 2 EEiE
K OKER - B
A
SRS
RIESE
B AHEED A KT A " L
TE A

A VVESHE R A R R (TMB-High) %7 % &

TS

JEURS MR R MR B Al U o /N

P

B

FEME Mg b fz
PMDA  fidiftf FHIHEE D A FF 1 >
https://www.pmda.go.jp/review-services/drug-reviews/review-
information/p-drugs/0028.html
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I. BMEICEYISHEE

+ 51 PD-1 HFUAPTEEMERIE AN AR 5 e (E HERE T A KT A v D3
FEWCHE D BEHBICOWT) (CFER2942 A 14 B {RIE3 0214
% 45)

« 51 PD-1 HFUABTRENEREIE AN AR 2 e fE HHERE T A KT A v D3
FIPE ) BEFEO—HREIZHONT]  CEAL 29 4E 11 A 30 H
PREESS 1130 45 4 &)

« 51 PD-1 HFUABTRENEREIE AN AR 2 e fE HHERE T A KT A v D3
FIPE ) BEFEO—HREIZHSONT] CERL 294 12 A 25 H
REEFE 122545 2 &)

(5L PD-1 iR PLEEME LAl & O PD-L1 HUABUEMEIEE SR
B AHEE T A KT A v OWETHICHE S BEFHEO L
WZOWT) CERR304 12 A 21 H  fRIEF 12215 3 %)

[t PD-1 PUiRPuiErEIEE Al & Ot PD-L1 SuiAHuiEr: g AN 4R
% e il HERE S A4 R T A OREICH: S BEFEHO —H L E
IZOWT) (B 12 H 20 B fREFE 122025 5 %)

51 PD-1 HUEHLENENEE A & O PD-L1 HUiEHUEME RS A £
L HEE T A KT A v OFEICHE ) EEFEO W IEIS
SOWT) (HM24ESH 21 B {REZ 0821 5 4 7)

« 51 PD-1 HFUABTEEMEREIE AN AR 5 S fE AHEE T A KT A4 v D3
TIPS FEEEO—HREICSNT] (BfM3E8A25H %
3 0825 %5 3 5)

« 51 PD-1 FUAPTEEMEREIE AN AR 5 S fE AHEE T A KT A4 v D3
FENAE S BEFHEO R EICSWT) (B34 11 H 2508 %
3 1125553 5)

« [T PD-1 HFUABTEEMEREIE AN AR 5 S fE AHEE T A KT A4 v D3
LS HEHEO —HGIEIZSWT) (B34 12 A 24 H %
E3E 1224 %5 9 =)

« 51 PD-1 HFUAPTEEMERIE AN AR 5 Fed (E HERE T A KT A v D3
LS HEHEO - HGIEIZOWT) (Bf4E2A25H #
E3E 0225 %5 4 =)

« 51 PD-1 AP RIS AN AR 5 Fed (E HERE T A KT A v D3
FILE ) BEFEO—HREIZHONT] (A48 H24H %
%% 0824 55 2 &)

« 151 PD-1 HFUABTRENEREE AN AR 2 S fE HERE T A KT A v D3
FILE ) BEFEO—HREIZHONT] (Bf44E9H26H #
% 0926 55 3 &)

« 51 PD-1 HFUAPLRENEREIE AN AR 2 e fE HHERE T A KT A v D3
FNWEY BEFHEO K EICSONT] (BS54 6A260H
£ 0626 55 2 =)

« 51 PD-1 HFUABLEENEREIE AN AR 2 S fE HHERE T A KT A v D3
ENE) BEFHEO—HLEIZONT) (Bf6e45A17H #
3 0517 %5 1 75)

« 191 PD-1 FUEPUEMENEE AN R 2 i HEE T A4 K7 4 DR
ENE) BEFHEO—HLEIZONT] (Sf64-8 A28 H &
% 0828 55 5 =)

(2238 0 R SR AR S 75 L OZBE - VRS OEEIHE ) HEFED
—HHIEZIZOWNWT) (Bf6449 A 24 B {REF 092451 5)
« 51 PD-1 HFUABTRENEREIE AN AR 2 e fE HERE T A KT A L D3
FENCPEY HEFEEO L EIC>NT) (Ff64E 11 H 220 £
3112255 5)

« 191 PD-1 FUEPUEMENEE AN MR 2 i HEE T A4 K7 4 DR
ENE ) BEFHEO R EICSWT) (Ff64 12 4 27 H %
E3E 1227 %5 5 75)

« 191 PD-1 FUEPUEMENEE AN MR 2 i HEE T A K7 4 DR
ENE) BEFHEO L EIZONT) (SM745A 198 %
B 0519 %5 8 &)

(R oo RY 7 S @ A H
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I. BMEICEYISHEE

« 51 PD-1 AP RIS AN AR 5 S (E HERE T A KT A v D3
FIE ) BEFEO—HREIZHONT] (BfM84E2H 19H &
3 0219 45 5 =)

( TX. 14. BB LOBEE] OEBR)

R, MEERAHET A R4 U BNFICRITENHE. BEAEY
BAERRR L0 REAGAT EoEEIZE U ClEn TSt 5 Araetk
DT, BHHREMERT D L,
https://www.mhlw.go.jp/hourei/new/tsuchi/new.html  (fR[& 52 [R)

(FVEBAEFERIZOVT

KFNITE SN DB TR THEMEREANE] 12OV T, 201449 A 17 B 5% I E 3K 55
ExEZT TS HREES + (2638) 5350 51,

AFNITE SN DB TR [T E | 12OV T, 2021 4E 3 A 11 HICA/DEE05 B E 3K 48 &
BT TS FREES : R3FEK) Fs512+5],

AHNITE SN DR ITI R TR MR /HaS! BAia U > /S (22T, 20224F 12 A 9
HICH DR ERGEEEZZ T 0D HBEES : (R43K) 549 51,
AENTTE SN DIHEUTF TRV A7 O JRFTHEIT O S IC 1T 2 [RIRHMEAE R s 12
DUNT, 2023 4F 12 A 22 HICHDERAERMIEEZ =T T b HEEES : (RSI) 5592 51,

5. RBEHRURE - EFRLOKIBEE

1) EZBEH
<EMEGE.ET-BROFERE.DALERZIRICEELE-SVESETFEES (TMB-High)
EHT 5ET - BREOBERE (ZENABELI’E#BGIEEICRS) . BAETFESRE. BEXIE
HAMORFMEMIERMAE B M) o/ E>
EIEA U A7 G WA R EO B, EMUNZHERET DL L,
7ok, LA T ORHe XTI 0BG iR 5 ARG EUS REZ ERROKGREMENFT SN T203, B ARS R0 8
ST Z LT, ZNEIURGREE D ERR & e o7,

- AR SEAEHA H 202443 A 21 H
- AR R IR LT - BROREHEE~A 7 a7 74 MAR%%EM (MSI-High) %4
T HEEHE GEEN RGN R 5 5 1CR5)
- FRARESLEAEA B - 202445 A 17 H
- UIBRAHEZRHEST - TR O IE/ N TigE
- PR SUTEEMEO TR AR % ) N
- D AACFERIER (I U 7 ARV UIRR R RE 72 IR IS B RO
- ARIBEIBRASHE AT ISR O B s
- B (238 DR BRI
- PR XX BRER RS & A 5 2 SHSEEE
- IRIBYIBRAEE 7 AT - RO RER
- IREYIRAEE T - BROEHEE~A 7 aYT T4 bREEN (MSI-High) /3 256 -
B
- PD-L1 [ D 7R )V F 52 5 KFaVE s> HERR & o FAl AR RE UL F s I
- IRVE U RRREME DD HER2 [2ME TR E Y R 7 OIS T DRI - 152Ky s
- AT UL FFR O 1= S
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I. BMEICEYISHEE

PD-L1 Bt DO UIBRAHE 72 HELT « BRI/ NMAEME (2016 4F 12 H & IR EARBIUFRE) | ARIGY)
BrARe 7o B R AlE (2016 4F 9 A RUEARFERBEUSRE) | B3 XITEHAMEO F AR XU oo
fE (2017 4= 11 H BUERGEARRIIGRE) K O AALFERIER (THE LU - RIGUIR A e 7o R BRI
(2017 4F 12 A SLEIRGEAGRIEUSH) (2% U PR OGRS M S22, G E (2615
) 2L, FNEH 20224 11 A, 202345 10 A, 2024 4F 5 A KON 2024 4F 5 A 2GRS ) i
ML 7roi-,
[EINCTORBIEFI O TR TS Z Enh, REERGER., —EROEFIIRD T — X
I s E oML, BEHZXIRIHEHBREREL ST 5 Z &I2E 0, AFEHEBEEOE R
HREET 5 L L bic, BKAOLREMER NS 27 — & 2 RHNCIEE L, A5 0 E
ERICKLEREEZ B LD L, )

2018 4 12 H DGR FEAGE UGN, TReOARBEMENM ST, DAALTFHEIERITHEE Lz
IT- BREOGHE~A 7 Y7 74 NARLEWN (MSI-High) 63 % B EE 2 SR T L7z
2ODHEMFHRBROME ((TV. 5. @) 1) EEEHLFEZE DR (KEYNOTE-164 Bk 24— K A)
IR > R OY [EI B SE[R S T AHGBR (KEYNOTE-158 iBk) <7 v 75— MR R > ) 2
WBUGICIE IR T 2 & & i, EHAUEHA Z 550 L, 2024 4F 3 ACAEGEBSME D bR & 2r o7z,
M. DAACERIER TSI U 728617 - 58 MSI-High % ¥ 2 [E ¥ B8 2 Xt Rt o 2
DF MAHRBRIZ DN T, B THRIESCHICE ORERZ ERBUIG RS 5 Z &, 2. MSI-High #f
T DEHED 5 BRENG - B & bR < BEREOANEICET 2 FHRAR LN TND Z &b,
EARTE% . EAAERAE A 92 Z LIk v, AFEHEEOE ZIERE +oIcilEg o L &
BT, BAIOAER VRIS 27 — & & BHNCIEE U, &K 05 E 6 IS0 8 e i &
HLDHZ L,

Q) fE - FALOHRBSEIE
(RBEBEEBZFIZOLT)
MR T EM GREEMATA R) S20H L TAFIORE, MIEMEHO DI LE R FRE
ML, BRZMERRT 5 & L b, REMEAREET A R T A 2 ORI TV D Htiak B OV E A2
A fesl LIS E B 21T 9,
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I. BMEICEYISHEE

6. RMP DEE

EEm RV EEHEE RWP) OHE

LAEVERETEH

[EBERREShTZY 2 2]

[EEpRESz) 2 7]

[EEpRESZ) 2 7]

« TV AR M 5 A
s KK - DK - BEO T

- BEDLEEE (TaikR g
FERMIRIE . B2 R IEEARAE 7 |

+ kAR R AR (3 i S A e R A P
zZEte) Db D RE~OHH

< BIERFSE « A4 - ITEERERS ZICALBE, FERIES) - FERZ
E PR - L PERAE 5 - % - BERE - BESR [Em AN Y 27 )

* %%ﬁgﬁﬁg (W%Hﬂ%?ﬁﬁg‘ﬁﬁé * Eﬁﬁyﬁﬁﬁﬁ '/\°_A7‘\D U 2_77&@?« @IE%i%
Je. HERIKE ) Ny <Ol

- OYIMEE (T EEApRERE,

IRIRFERERE S, RITEHRRERRE) BE, iR, SRR
- 1 BBE R 5. BERERIERIE )

c SR - BHEDOHRK

- FRA% - BRI RAARIE K-S/

© WD - BESMTUBFERER 42 - M ERE RAE (AT

+ Infusion reacti

MR (FT L - S LRl
iEd)

- EE R MR (SR MR

on

I R R BB B EEE A
BHEDFILY 2 7 OB (2%
M)

- & - IR EE

(EZ el

L

AEIZBE Y 2 Mg

A ERRTITI1T 2 23 AL FHRIER I L7z TMB-High 283 51817 - B OE B EE 4T 2 F 200

| EFRICHEAS S ZEMEAR D2 OIEH)

I FFRICHS Y 27 /AMED 1= 8 D IEE)

7 3 i 22 A VERE LG i) O A

U A2 fg/ MU OB

R H O G VR AR TEE)

BB ST )
CFEREREEICHT S L AT =T RGO
Ry AE A AR A
« D AALFIRIEZ ICBEH L 72 TMB-High 29 5 i
1T« B3 O E IS B TR 2 — il F B 2
BRI U ERIEYE O IR MR AR B fika Y
B TR D el R A

AR B DA - RBROFE O

< W AALEIRIER \CHE L 7= TMB-High 2 A4 5 it
1T + B3 DO ETHE BB O3 5 — e fli Rl i

WE DY 27 f/IMEIEE)

BIND Y R 7 /MBS E)

c ERAEEENTEM GEELH T A ) OFERK
R OMRfE CEMERANE, E1T - BRO S, 2
ACEEIRIERS \CHE B L 7= TMB-High 2 A4 517 «
TR ORI BEERN 1B R DS RE R 551 R D) |
3 ST A M E O JR B MERthR KR! B Mifla ) >
ARIE, RETHEAT A S

BETNTEM (RN BTy 7)) OVER L O (G
PERANE, 1T - BROFEWE, B ALFHRERIC
A5 U 72 TMB-High 26 7 2817 - B O (B
HER 7o VBRI SR A0 B2 R B) | FR3E ST E D
JFORSTERERE ML B M Y NI, AT TS
SEE)

GRHEHBR - SM7HE11 A 10H)

BOR OIEHIT, MSIATBOEN B3 G R AR SR O R MR R R — U TR L T 2S00y,
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I. AF(ZBEd HIEH

1. R5E4
M £
FA FA—FOHEEHE 100mg

@ # %
KEYTRUDA® Injection 100mg

3) BMDHE
Briz7e L

2. —i&4
1) L (WAL
NAT7u ) Xv7 (B z)  (JAN)

Q) *#4 (A%
Pembrolizumab (Genetical Recombination) (JAN)
pembrolizumab (INN)

(3) ATL (stem)
t MbE/ 7 o —F LHiE : -zumab

3. EEXRIETTER
AT R DT I VBRI GRD HBH 2 AL O 218 HO T XV BEFRIEN G5 L#H 2 A TR SN D
Bz L RIETH D,

4. DFXRUDFE
4513 1 Cos04H10004N 171602036846 (Z L /X7 EHE 5y 4 AR8H)
H 8 C2201H3376N5780681S18
L 4 Cio51H1630N2800337S5
538 K9 149,000

5. %48 (@RK) XEEXE
NAaTu Y XvTE, EETHZ e MEE ) 2 a—F A BRTHY . v~ 7 AHiE k PD-1 HROHH
FIMERERS, WNZE N [gG4 D7 L— LU — 7 KR OEFH NG00  HEH 228 FH D7 I/ WE5%
ERProllBH SN TND, XAT Y X< TE, Fy A =—ANLZ2Z—JREMIIC LY EA SR
Do NAT R Y XY TE, MTEOT I BERIEN D725 HEH (y4 ) 2 KK O80T X/ Besk
Eod L (k) 2R THRSNDRESY v 378 Gy K 149,000) Th D,

6- ﬁm & -~ EIJ % ~ mﬁ%\
BH¥EE S+ MK-3475

=&S
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II. 9 B89 5IEH

1.

WEL MR
(1) 4ME - R
e~ A T~ A BDIR

() BEM%E
L7

) BBt
AZ LR

@R (D8R, K. BER
L7

G BIEEBMTR
BRI

(6) HELFRHE
EARSANA

(7) T DD E % RHEE
pH : 5.2~5.8

2. EOHSDBEEETICEITSREN

R PRAFSAM: RAFIERE PRAFHIH TS

TR AR -40°C+5°C 24 5 H RN
TN -20°C+5°C S AT ) ) 125 H ;Efilj; e
- =p [¢) o, /3 0) (=] D 3
T B AR 5°C+3°C 12 % H Y

HEHR PRI pH, MUEZRBR, M, EEE (F o7 HRE) |

RS OERRERE, EEX
feRR A BRE
HiEME « ELISA 15

WEDIAA AT KT u~ NI TT 44—
RTF R~ ke~ 757 40—

L

F Ry ERRE L RO TR R E

&

24

TR RFRT L N AN=T




V. RAIIZEH95EE

1. #iE
Q) FI# DX A
HEEA] (O34 TL)

) BADIER TR

W 7e 4

XA FL—Z® R ERE 100mg

PEIR

A~ TR~ A B DR

Q) B a—F
A% LR

(4) BF DYk

W 7e 4

XA FL—F® R ERE 100mg

pH

52~58

Ri%IE

#70.9 (EBREREHEHIAT L)

5) T Dt
%Y LR

2. HF|DOERL

W) BRES (EERS) DEERVFMNA

R4, XA | L— ZO S 100mg
R ~ATBY X7 (GRIEFMHEZ) P

Gy REEY (134 7 L)

100mg/4mL
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5.28 KEYNOTE-158 il (7 /L—7" A~J) R CITNCPTEE. NHERE, SN WAIEES . = PIIEDE .

TSR, SR, iR, PR, HRREE . MER R O TMB-High 2 A3 % BB LS &
KIGUZ I L T\ D, RAIOEFIIL N7 ERAAE ] OHOFTENE MR L, M BE s
TAHI L,

5.29 KEYNOTE-826 iR CII IR N 2 & Te PD-L1 FEHLRIBIOFE R & LT, AHKl & fhopil
MRS O OF L OB 2D CPSIZ &L 0 B B M RE I TS, CPSIZOWTAFIDE
FIRSC N7 ERIREGE] OEOTENE LR T H 2 &,

5.31 KEYNOTE-A18 i&Bai%. RIBWED FIGO 2014 1T D 1 B2~ 1B # (U > Gl ihik)
SOFXM~IVAH] (U > Bl U XREME) O /T T 2 S B E 2 R ICEMm L T\ b, K
B OB IR N7 KR OEOGENA MR L, mURBEIc&kETH L,

5.33 KEYNOTE-A33 &R & T 170 3R Tl 38 UTEEEME O JFRMEMERR A B fifn U /Nl
BEDEAEAN LN TND, AAIOEBETFRC N7EREE OEOGLENAZ MR L, HEisEE
DEINEITO Z &,

5.35.1 KEYNOTE-859 5B CI3ERRMI 72 fEHT 2 & e PD-L1 BEURIBI OFER & LT, KAl & thoHiE
PR 5 O OF FIE DA DS CPS IZ X 0 B2 2 BM VRIS TV D, CPSIZOWTAKIDE
FUSC N7 ERIREARE ) OEOFLEHNAEZ MR T H 2 &,
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V. BRICEYIHEE

5.35.2KEYNOTE-811 B Cix, &%EM (Fa— bak— k) (2B TRA & o fTEMEIES Al &
@ﬁ%%&*;éos&@mw@ﬁﬂi®@ﬂ%£mtfv%>HHA%%%%%@W%%@%W
FERAE B, RAOEBEFIRL TTEIRERE] OHOFTLHMANRZMERT 52 L, £/, PD-LI O
ﬁ JIRRR SRS W RS SO R SR 2 O o 2R BR A T 5 R B TR A i a%
B OMRETHRTLHZ L,

3. BERUHAE

) BERUABAEDMRES
(BMEGR)
B RANZIE, RaTv e AT (EinfR#az) & LT 1E 200mg 2 3 @EEFRFEXIT 1 E
400mg % 6 WMIHIFE T 30 /22T CRREEET 2, 7272 L, INEMBIRIEOS G, H&EHIHIX
125 HMETET 5,

(VIR REGELT - BROE/NMAREME. BREXXITIHEAMOTHMKR DX ) V/E, IRAYIBRS
BEG R ERE. NALEEERITEEL-ET - BXEO MSI-High 2H9 5EME (BEMNLE
BEHARH#LTIZEICRS) ( BRXITEREREZE T SEEE. BAREVIRTEGET - BHEO MSI-
High 859 545 - BEIRE. NALEEERICEEL- TB-High #5957 - BROERE (1Z
EWTABENRELISEEICRS) . BRERIXITHAMORFEEMRAMATE B #ia) >/ &)

WHE. RAIZIE, XaTvnrl) X~ BEFHERZ) & LT 1A 200mg 2 3 EFMRESL 11
400mg % 6 I [ ERE T 30 /3T TR ERET 5,

CGE/NRREREIZ & (T B HTRT - MEREBIEER)

WTRTABIREE CIE, hOPUEMEIEA] & OfFRICB VT, BH., AL, a7 el X~7 (&
ot z) & LC, 18] 200mg % 3 M RHIFE I 1[5 400mg % 6 3@ BIFE T 30 40 AT T A
FiEd 5, To%k, MgdEETIE, a7 n ) X~7 GBia#iz) & LT, 1[[200mg %
3 IR XX 18] 400mg % 6 3E AR T 30 43l CHRIERET 2, 5 EHEUE, 3 EHE MR
H-O5E . RiBhREIET 4101 F T, INEMBIRIEIL 13 BIE T, 6 HFMRER G 054, raithid
PIEIX 2 BIE T, R MiBRIEIL TR ETET 2,

(GRAVIBRTE xﬁﬁ@ﬁw HHRaRE. PD-L1 BB RILE > 2R EFAIEME M D HER2 (2 D F M A EE
XITEHIE. - BROFERE. £ETXIIBROFEERE. ARURTELET - BROB
fE. YIBRTH nLﬁ BREOEMHHESRIE)

il OHEMENESA & OOFRHIZI W T, lH, A, Xa7nr ) X~7 GBEFHEEEZ) & LT,
1 [5] 200mg % 3 ¥ RIS S 18] 400mg % 6 F8 B REIRE T 30 202 CaliidssiE+ 5,

BEHRaEICH T S MR mEEL)
WHE. A, a7 nrl) X~ BEFHHEZ) & LT 1A 200mg 2 3 EFMRESL 1 1E
400mg % 6 H[F IR T 30 /32T CREEET 2, &E5WFIZ 12 2 AMETET 5,

(BFTESTEESESME(Z B 1+ B HTRT - TR MBIEE)

BB I, W, AR, XaTr ) X~v7 B Ez) & LT, 118 200mg % 3
T FIERR S 1 [E] 400mg % 6 3 I FEIRRE C 30 23 20T TR FHET 2. £ O1% ., i miBhiRiE Tl

T RIRIE T > A 7T F o % AW TAL S & OPFRICB W T, «A7m)xv7(Lm
FHAHAZ) & LT, 18 200mg % 3 3 RIRIME SE 1 [E] 400mg % 6 3 REIEIRE T 30 4325 T i i
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V. BRICEYIHEE

T %, B mEI, 3 EREFER GO 56 iTATHBIFREIL 2 Bl E T IRmMEIRIEIT 15 [ % T,
6 HREMRE G- D86, INATHBIRET 1 B E T, MEMBIRIEIL 8 ETE T 5,

GRBUIBRTEELEST - BRORER)

INAR T T INE R ATTF o EORIZE T, @F, KA, a7 r ) X~v7 (Eis
THIHLZ) & LC, 18] 200mg % 3 ¥ MIRHEIRE S 1 18] 400mg % 6 @ [FEE T 30 20 M2 T C Al
HT 5, MAALFIRIEZ ICEEE U PD-L1 B ORTIAEUIBRARRE 2R ST - R ORER T LR x5t
LTIk, AFZ MG T 528 TED,

(RILE ZBRIZEMN D HER2 [ZETHERES ) R U OIEIZE T HHAT - MTREMERE)

WH, AT, ~AT7 Y X7 (BfaFfz) L LT 1 200mg & 3 8 FRHEESOE 1 [E
400mg % 6 JE[EI[HIFR T 30 43 M 2T CHREEFRHES 2, BEEEE, 3 BRSO Y
PRIEIT 8 I E T, TEREEMIRIEIL 9 £ T, 6 HAFMRER G OS5E . INHEEYRIEIT 4B1E T, i
BIMPEIL S ETLT D,

(BFTETFEEE)

VAT T F ok VT RIRM LSS SRR R & OPFRICEB W T, BHE, AR, A7 a ) Xv7
(Bla 7z ) & LT, 1[H200mg % 3 REIFFE L 1 [E] 400mg 2 6 3 IR T 30 43D~ T T
SREERET 5, BRI 24 » AETET B,

BEYIRT RS RERE)

BRI EVHEBER N AT ST EOERIZBWLT, BE., BAICIE., a7 el X< (&
fayH#iz) & LT, 1[8]200mg % 3 #RIMME XX 1 [F] 400mg % 6 #REIFE T 30 4323 CTaidi
FET D,

(fi#a5)

VEE (4mL LIN) 28 TANLHEETY . B RABREERSUIA R 5% 7 R R R O 05
Ny ZIZHEAL, BAEREL 1~10mg/mL &5, KAlX, 17407402 — (02~5um) %
LT, 30 0BT TEAIRNEES-1 5,

Q) AZERUVAEDHRTERE - 1B

(EHERRE)

ENE [ HHRER (KEYNOTE-041 #R) 1B\ T, HARNEMRAEEZ ITRT 5 AR]F DL 2K
OHZIMEDR MRS ST- Z &6, KEYNOTE-041 585%, #4455 T AHEER (KEYNOTE-002 #tE%) K& O°
A MLAEEAER (KEYNOTE-006 3BR) % 2725 B pkiE & U CRBHFE 21TV, 2mg/kg 3 1 HfH]
bR G- k& O & CAGR S Tz,

Z DB FENE U= R RBR A L ONEANBE E R L L2 T Vv 7&Y R 2 b—v 3 VOFER
F 0 AHAI200mg 3 i8I RIFEHE G- O LR O &L, 2mg/kg 3 BRIFIE & I ZIZ RO HIINER 0%
BMEETRTZENA LN o7, EEHRIL, &GN EE CRGHROFBAEY X7 ZBHTE D
b EBNORFNC L DMEFENAE T 20E, K EO XY v FAAKE VW, 51T, 200mg 3 ¥ BRI
PG OB BRI AFAEITRD bNT, AARNEFICB TS, BE— IOEBRIC X A
ERKICEIET 5 2mg/kg 3 IR G L BFEENFRE TH 5H 2 D3RSz, £72AK] 200mg
3 HEEFERRE G, BARANBHEICBW TR AMRER L SMELZ R L, Lo T, BIRUIBRAEER B
ARNEMRAEBRFT BT 5 AELOHEE 2mg/ke 3 B RMER 525 200mg 3 8 [ R E 5~
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V. BRICEYIHEE

EHELIHETH, AFEGIZ L 0505 RN 722G 20 & ORI ITRD b/ &
Wr L. AHID R O &% 200mg 3 # M FE&E 5 ~ZF Lz,

F7o. 2mg/kg OG- & ERAFRRE OB EE 23 FiA D 2 [EE H & 200mg 4 W CEFR LR 25 T
Bk (EORTC-1325-MG, KEYNOTE-054 585k) % 50 L, AFRBRAUREIZ IS X g ik o ik
KOV &% 200mg 3 HEEIFRER G- & Lz, ZD%,  [200mg 3 3@ HIFIEE 5 % 400mg 6 JE[H H 7
Beh T aniz (V. 30 Q HIELOHEORERKE - BRIL)  (400mg 6 MR 5 DIE
ZH) . F72. KEYNOTE-054 B Tl | =28 2 DI EBIRIEOME R II v =n,  [#
HGWIRENIZ12 v AMET) E&RE L,

(VIR BEGHEAT - BROIE/NERAE)

FE /N R it OO B Bl 35 1F 2 AFI O ERIKRBAR I BV T, 2mg/ke 3 HFHMEE G-, 10mg/kg 3 i
bR 5K O 10mg/kg 2 BRIRRE GV 5 2 PSR SR ONC B AT 702 A e OV
AR U, RRET U7z &8P N Tl 2mg/ke 3 BRI CHMEIRIZIERKRICEFEL THDH 2 LR
mENT,

— 5T, EVERANE L OGN B 0T — ¥ A U RHEM SR BT OFE . AR &
FEICESEHERATH LSS OMEEICESTHEAE TR S LG HonTns., EyEhEo
EENIFIREE L E 2 b, EEARET, S5 NME CRGEROBEY A7 2 TE 5 L, 3K
FKIORFNZ L DREFENAE TR NE, R EDOA Y » RBRKREWT LD, 2mgkg O H-& & 4alq
FELE DB )Y RaA D 5 [E E F & 200mg 2 W T, ERSILFEFIAHRE: (KEYNOTE-024 iA5R) %
Il L7z, 6 ORBRAGEICESE . AF O HEROHES 200mg 3 @A F MRS & Lz,
e/ (B U DAL R & OOFHEREICRB VLTI, EREEEETIESA P L3 KRR
ZFFRIHFE OPFRHES . RE LR T X7 U 23T nab-2X7 U XX BV E OO NVRTZ
T2 EOPFRB T BT HERYENEE, AMER L2 E R LT, ARA EALFHIE & ORIZEY
FIEAERIZEEO b2 & WONCEESIE R TFEERER (KEYNOTE-189 & Of 407 #Bk) DBk
ARICHED & AFOHEKR O E% 200mg 3 BEFEREG & Lz, 0%, [200mg 3 38 H Kk
53 0% 400mg 6 BB MGG ICET SN2 (TV. 3. Q) HER OHEORR ER A - ARHL) (400mg
6 AR G) OmHESH) |

CGE/NRRRRERIZ 3 (T A TR0 - MEREEE)

FE/NFRRRRTRE 230 D . IRRTAHBNIRIE & L CORF L b7 9L R ERIE MIRaftE © > 277
Fr+ T LB D VTIERFE LRI NIRE - AT T F o+ XA R LXxER) O
WL, RO MBI & L COARBIFMBIE BT 2 AMER V222 B Lz, 2 E TR
& OB AAERZ OV TG STV 2L FRIE TIISEMMH EERITRD bnnZ & | fkx
7203 AR AR O I B BRI ERIRAVIC BB R 22 TR O HALTWRW Z & | I QNS EER L R 25 T AE
AR (KEYNOTE-671 5R) DERKRAR KD E, AFIOHEKR O HEE LT 200mg 3 H# HFFREE
HIXEY)CTh D LW L7, A TBEAGR O ZhEE TN THGR S 41TV % 400mg 6 1 ] [ bR 4% 5-
%, AR OSEDENRE K ORERE—ICERRICESE, DA DL THEARREE B 2 A&IDOH
EROHE % 200mg 3 @ [F MR & 5 1T 400mg 6 A REIMME#E S & L=, $£72. KEYNOTE-671 A5k
OFRERT A N HS & 200mg 3 B RIRIMEE 5 O 54 13RI ET 4 [0 £ T, g EyEE
X 13[EIETE L, 400mg 6 3 [ EIBR R 5- D55 13RS HEI1 2 [B1E C, IR EYEIEIT 7 B F
TE L7,
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V. BRICEYIHEE

(BHEXTHAMOHHEMARSE U VB, NAEREERICEEL-#1T- BED MSI-High %
B9 5EME RENTABRNIRBGIGESICRD) | AEURTEELET - BEOMSI-High #H7
5505 - BIRfE. NNALFEERICTIEE LT TMB-High 289 31T - BROEME (GEEMLAE
AR#TIBEICED) . BREXITHAMEORREMEMIERMIEE B M >/ E)

AR T U Nl MSI-High B O V2 OERIRBRFE IV Tk, AH 200mg D 3EY)
e, AR OBt A Gt U 7e, B R A, JE/ e ey AR % U Lo iE KON MSIT-
High [EJZE CHYBREZ MRET L, BDAFIZO D BT, AFIOEMENEIZZITRO 5NN &%
g Lz, I DICENENORBAGEICE S X AREOHER OHEZ 200mg 3 @ BFEE G & L
2o O, [200mg 3 WM 5 3% 400mg 6 M RMRE&E S [cekGTshe (v, 3. 2) H
EROHBEORERKE - RIL)  (400mg 6 BRIRIRERE) OEBM)

MSI-High &5 « M. TMB-High [ETE OERIKBAFEIZ T, Ak & 7223 AFER] CAH O W H)
REICERRAICEHE 2 ZITRO G TW RN & EHIZENETNORBREGRICE S AF O HE
OV & & LT 200mg 3 MRS G13#E 0 Th 5 &Il Lz, Nz TREAGR OZNEE X IT 0 F Tk
I TV D 400mg 6 W RS G- 1%, ARHI O ZEYEYEE ) QMR FE—ISEBHRICHK S & BNAMIZH
b B A ARE L B & ARHIO LR OV E % 200mg 3 38 R 5- 30 1% 400mg 6 1 [ 1 b 5 5-
E L7,

PR ST EETR M O JFORVERERR )R B Hifa U > IR BRI R I B W Tk, AK) 200mg DHED
MR OV et U, VMR R CRMENE 2 Mst U, k& 7203 AUBER] CAK| O S EhiE I
BRRAICHE R ZITRD NN L 2R L, S HICENENORBRARRICE S &, AFIOH
HER O & LT 200mg 3 I MIBR&E G130 Y T 5 &l Uiz, Iz CEERGRORRE T BT
KRR I TV D 400mg 6 HREIFMRR 513, AH| O EIRE L ONgEE—ICERERICHK S & | AR
MO THEARREE B 2, AFIO kKR OHE% 200mg 3 38 [ R 5- 1T 400mg 6 i F] [ b ¢
5L 17z,

(HRAVIBRAFBEA FREG £ R f2)

DX AALFIFRIER T U 7o ARTEUIBR N RE 72 IR K |- RO O BRIRBAFE IZ 38\ Tl AHAl 200mg D 34 H)
e, AR VLM ERE LT, fix 23 VTR CARAI O KB HE IR RIVIC B E 2 213080
NTWARNZ & WO ERIEFEFE IR (KEYNOTE-045 #5R) ORBRABEICESE, AH D
ML OVH &% 200mg 3 HERIER G- & Lz, 20k,  [200mg 3 3 MR 50X 400mg 6 3 [#]
bR G lcdgrang (V. 3. Q) R OHEOR ERKE - BRHEL)  (400mg 6 3 [H IR 5-)
DHEZM)

S BT, IRIGUIBRARE R IRIE ERCREZ X2 —RIGH & L CORAFEME G R OARHK & =Ry
~7 RXRFr BETHHEZ) EOFRBELICRT 2 EpENRE,. AR OV eEERE LT,
AR RNy ~wT NRFU (B HE#R) L OMICEMHEBERITGEO NN & K
F R B B2 3 TER & 72 93 AU TE] C A O ZEW B R IZERIRRUIC B R 22T b Tnign 2
& ONTHESNE T,/ TAHFER (KEYNOTE-869,EV-103 #kB#) | [EFS I [R5 MAH#ER (KEYNOTE-
A39,EV-302 #kBR) K OVEANE TAHER (KEYNOTE-052 #kBR) ORBRAGEICIE S X, RIGUIRA
HEZR RIS E R X D ARK O FHE K O & & LT 200mg 3 # MR 51388 TH 5 &l L
7o MNZ TEEAGRDORIEE TR THRRE TV D 400mg 6 38 FEIRIRE R G135, AH| O SRy EhRe & Y
RS EBMRICESE, BARMIZO OO TEHAFEE S B 2, A& O HEK OVH &% 200mg 3
] I B % 5 313 400mg 6 T B RR R 5- & L7-,
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V. BRICEYIHEE

GRIABUIBRT R X (XERF 1E D B HIRE )

A BT DERRBRICB WX, T3 F =7 L OB G ISR 28 Eme, 40RO
BRWERRF LTc, RRE T X F =7 L OMICEMHAEERTRD b2 & fix 23 AFE
W CARHF OB RE I G R B B R EITRO LTV RN & I ONS [EFE 3 [F 55 A A 5R
(KEYNOTE-426 7)) OFBREAFICIEDSE . AH O HEKR O &% 200mg 3 HFFMRER S & L,
Z D%, [200mg 3 AR 5- 1% 400mg 6 IR 5 (CdGT sz (V. 30 Q) HiEED
FEORERAE « Bl (400mg 6 HFEFEEI S OEBMR) |,

I, Ly ARF=T L OB SR T 2EMERE, AR OLEEERE Lz, AAlE L
NF =T L ORI AERITERD SR & k& 2208 AUTER CAH O MBI HE | Z BRR RIS
HHERATFRO N TWeWnWZ & [ENEE THERE (E7080-115, KEYNOTE-523 ##R) MK OVE
BRI FE B MAHAER (E7080-307, KEYNOTE-581 i) OakBRAakig, A ONIASH] O S B RE K& R
— AR [ TV, 3. QMEAUCHEORERME - BHAL  (400mg 6 H HI[FFRER L) 1TFEH L 7R
] S X ARKIOHEKR O &% 200mg 3 8 [ RFE# 5- 1% 400mg 6 B MR G- & Lz,

(BHRaEICE (T 5Tk meEEE)

IR BB O R fHEIRIE & L CARIEME B IC BT 2 AMER O et e Rt Lz, ZhET
Bk & 7o 3 AFE R CAK O SEMENRE IZ R E /2 813500 LTV RN 2 & | [ERS [ 25 AR
B (KEYNOTE-564 #X5%) OFRBRAAE, W ONTAFI O BIRE K O —In R [TV, 3. O
BN O EOK ERE - BHL)  (400mg 6 B FMIEE L) (CFoEk L7oRiL] (2S5 Biiars &
F OWTEARBIRIE T % D AKN 0 i K OV &% 200mg 3 38 B REIBE & 5- 1% 400mg 6 8 [#] 1 & 4% 5
& L7z, F£7-. KEYNOTE-564 B T3 1 4R & M 2 D& miBhiE O BRI 72 iz, T#
HGWIRENIX12 v AMET) E&RE L,

(BHRX(T=REEEF I SEHETE)

SESHATR U DERIRBRZE I B\ T, AAIEIRE L < I3AA, 5-FU KO T FFHIAl (A7 75
VXUIANERT T F ) ORI T A EWERE, AR O LA R LTz, AAlE 5-FU
KO 7 7 FF8E L ORNCERDF BEAERIERES D2 & | Bk 203 AFR CARKI O Y EhRE I
RENICEERZTRBO LT RN & WO E L RIF TAHER (KEYNOTE-048 i57) iR
FARICFE D & . AN O HER O EZ 200mg 3 HEMER G- & Lz, £0#%,  [200mg 3 38 [# MR
5.3 01% 400mg 6 RS- ([CSGET Sz (TV. 3.0 Q) AEEOHE OB ERRE - ARl (400mg
6 AR G) OWHEH) |

(BFTETEESEEMEIC B 1T B TR - TR MEBIEE)

JRFTHEA TSRS R - BRI D IR E & U C OARFIFMBEE, KON AL & L
TORKNEFBIFIE LV AT T F 0 &L ONFRPRIE, & O% OARFBIMFE DG MR OV 2%
Bat L7z, 20V E TAAI L OFMFEAERIZ W TRET ST D L5 E T ISR BRI
DHNRNT & kxS AFERM TR O ENREIC BRI BEE R 2GR LT RN &
A N EFE L R 2 T AHERER (KEYNOTE-689 k) ODREREAEICHE S X, AFIOMHIELOHES L
T 200mg 3 JH MR G- 13#E T T 5 &Il L7z, M2 TEIAKROZIRE IR THER STV D
400mg 6 1 M MR G- 13, AH OFpENE K ORI —ISEBRICESE | DA D 5T #E M
ATHE & B 2 ARH O FVE K OV &4 200mg 3 38 [ FEIRE % 5- X 1% 400mg 6 IR G- & L=, £7-.
KEYNOTE-689 &7 A 2 H-3& | 200mg 3 #EMIEE 5 OHA X RTATIBIFRIET 2 Bl % <,
T2 A BIEIEIL 15 B T, 400mg 6 IR G- O %G 1 XA iEIE 1 B F T, i mbRlE
X 8EIETE LT,
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V. BRICEYIHEE

GRAAVIBRTEELET - BRORER)

RIEREZ BT D AKBEMBE G5 ORI IRV T, AK| 200mg OFWEHRE, AN et E
Rt U7o, Bk 7o S AFER CARM OEYENRBICERIRAICEE R ZITRBD b T\ Rn 2 & FHEgdL
[FZE MAHEER (KEYNOTE-181 #R) OFREREAE, 1 ONT 400mg 6 A [HIFRR & 5- 12 B9~ 2 aghic &5
X DAL I U7z PD-L1 BGMEORIGUIBRARE /AT « RO RER - RIS 5
AFN D FIE R O B % 200mg 3 3 (RS 5- 3% 400mg 6 B &RG- & Lz, (TV. 3. @) Mk
K OVHBEORER A - BRI (400mg 6 HEMERS) OESMH)

E BT, 5-FU KONV AT TF 2 L OB GBI 2890 R O L a2 /a L=, A#FlE 5-FU
KON T Z FF 8K ORI BVERIZRRD HIRN T & Bix 72 08 AFER CAKI O S BT HE I C
FERBICEE 27T DAL TV RN Z & WONCE RS E S M AHRER (KEYNOTE-590 #E%) o
ARRAGRIZE D & | RIRUIBRARE R AT - B OB 2 A4 DO HEKR O & E LT 200mg
3 AR G- TEE) Thd 5 Ll Lo, N2 TREAGR O ZhEE XUIZN R THER I TV 5 400mg 6
IR 515, A O I ENIE K ORG-S EBIRICE S X BAFRIZ Db THA RS S
Z AAFIOHEKR O HEZ 200mg 3 38 [ FIFEE 5- X1 400mg 6 B RIER 5 & L7,

(PD-L1 BBHEDRILE > ZEKIEMH D HER2 [ D F MR EER (I B HAE)

PD-L1 Bt D AR T 2 5K REME DD HER2 BRI O FLEIC 1T D ERRBIFIC B W T, Afl &7 Ay
ZEURONNVRTTF o 7 ) 2L T nab--37 U Z F®L & DOPFHFE GBI 5 H &
ORZEMEEGT LTc, ZAVE CARA L DM AIERIZ OV TRE S 40TV 27515 CIEESEm
AAERITFEO NN & BRx )y AR CAFI OEY BRI ERRAVICEZE 222370 LTy
RNz b WONCEER AL FE S AR (KEYNOTE-355 #BR) OBRAGEICE S & . AR O HER D
& & LT 200mg 3 3 [ Mg 513 Td 5 &I Uiz, iz TRERGEORIRE X IR CRAR S
TV % 400mg 6 A HIFEIFERE 5-1%, A OSBRI K OMRFE—ISEBMRICE S E . AR D LT
WHTTRE & & 2. AFIO B O &% 200mg 3 388 [EIFRE& 531X 400mg 6 @ FFE&R S & LT,

(RILEVZBAREEMND HER2 [EETHRS ) RV OFZEIZE 1T S8 - TEREYMERZE)

TRV VS RAREENED D HER2 FAME CTHFE A U A 7 OFLFEIZE T D EERBZIZRB W, fiTaikiE
B UTARRI S EE VIV EX A+ INVRTSF ok da—A, FOBREFIALEL X
EZEALE Y+ aRAT7 7 I R 4 a—X) EOPFREG. ROMRZIEmETE L L CAAIH
MPEGAIZB T DEMER LR ERT Lz, 2 E CTRAIE OFEYHEERIZ OV TRETSNT
W DALFHRECIIEMM BAERITRRO D22 & Bk & 7203 AHER] CAA| O 3 EhRE I Z BRRAOIZ
AT BN TR & EEEILES A (KEYNOTE-522 #Br) OB, WONIA
FI OFPENRE K IR —ISEBR [ TV, 3. Q) AEROHEOBERSE - RHIL)  (400mg 6 i [ H iR
Beh) (\ZFRE#E L72ARIL] (TS & AR HE R OH &% 200mg 3 38 [ #5301 E 400mg 6 1 FEfH
FRfh-& Lz, £72. KEYNOTE-522 #BR DR T VA L NZHD & | 200mg 3 I FIRIMRES G- D% 6 13l
AL 8 B T, INEEWEILEIL 9RIETE L, 400mg 6 #[FRIFEE 5- 085 1 TR SE 1k
X4 EE T, WREWRIEILSIEIETE L,

GETT - BROFERE)

7" F FFWE & ETCEEERE O & A UIBR AR RE/R LT - RO TENERE 2 XI5 L LIRSS
IZBWTIX, Loy A"F =T L OO GIZBIT 2HMER ONE el ERE Lz, KAlL Lo RF=
7 L ORICEMMEBEAERITERO G2 & Kk 2203 UFER] CARKI O Sy Eh g | fF PRI C EE 72
IO LN TN & WONSHEAMZ IS 1/ TR (KEYNOTE-146/E7080-111 35%) | [#
NI T FRRBR (KEYNOTE-523 E7080-115 5BR) M ONEFEHL[A 2 M FHFRE (KEYNOTE-775,
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E7080-309 7X5k) DORRBRAGEIZIES & AHIOMEL O L LT 200mg 3 [ R 5 (3@ ) T
H5H &MWLz,

{LFPRIEIE D 720 LT - R O = (KRR 2 %5 & LTZERIRBRFE 236\ Tl ARAI L b7 TE (X
7V BNV KOHNRTTF ) L OHFARE, M OVE O%ROARFBEMPFIETISIT 2 H0 ML)
BEMERF LIz, KRN L7 U ZXRRLROHIVRT T F o ORNCHEYAR EERITRD bz
WZ & ARFIBR P 5T I TER & 72 53 AR CARHI D S BN RE Je O R — )52 BAR I ERR I H
ERETRD LN TN & I EHEEILFRZEMAEFER (NRG-GY018, KEYNOTE-868 ##)
ORI CTEDE | AT « BROFEH ISR 2 K40 ik Kk OHE & LT 200mg 3 8 [ [H kR
B L3 ch 5 &R Lz,

N Z CRE/AGRDNHE TN B TR I TV 5 400mg 6 3 [ G- 1%, AF| O SKipEhhe K O Z
—INEBRICEE S & BWARRIZ D LT A ATRE & & 2 . AH O HEK O &% 200mg 3 3 [#fH
bt 53 1% 400mg 6 A FEIMRREE G- & LT,

GETXIIBREDOFESERE)

TESHRICB T 2RISR O TR, A8 L MoOPEEMEREGA] N7 ) X XL ROT T T8
Kl (AT SFUXIFHINARTFTF L) £_RANU X7 ] L OJFREEGIZEBT DR O
EREt U, 2 E CAAI L O EAEFIZ DU THRET S 3T B LSRR 0E G B/EF 133R
D ORI & Blix 7o H AR CARK O I B REICERIRIIC EHE 2 22T O AL TNz &
N EBEHFE S AR (KEYNOTE-826 sfiR) OERKBGEICHK S &, AAIOHELOHESE LT
200mg 3 IR & 513 CH 5 LW Lz, Iz TREAROZEE IR TRBIN TN D
400mg 6 A MR G-1X, AHN OB K OMRGE—ISEBIRICESE . DAMIC) D b3 AT
e B 2. ARAIOREKR O HEZ 200mg 3 8 HF RS 530X 400mg 6 B EIFER G- & LT,

(BFTETFESER)

JRFTEAT = SO I 35 T D REIRBHIE IR W T, A & RIRH LU SR E (V27T F U [RREF
T CTOSBIRE ., R OZ D% O/NRIRIER) L OFHOFENME R Vet a2 Lz, ZhET
AH & DI EAEFNZ DWW TRET S T BB 2E TR BAERITEEO b2 &
Kk % 70 53 AR CARKI O S BN RE I ER R AIC EE R ZITRD TV RN & WONCEBR LR S
MAHERER (KEYNOTE-A18 55k) OERREGEIZEE S & ARA O MEL O EE LT 200mg 3 # HH
bR G 13y T 5 &l L7, I TBEARGR O ZhEE ST CTHGR 41TV % 400mg 6 3 fH] [ @
e G0, AR OB EE K OVRBE—ISEBURICHE S E . AR ST AR S & 2. AH
D RN OH &% 200mg 3 18 BB 5- X1 400mg 6 A FME#E S & L=, £7-. KEYNOTE-AI8
FRBR CIIAHA & [FIRHE 2 R R & OBV TR 2 2B 2 D AH O ARBRIZ RN =9,
MG 24 » AMET) ERE L,

BEUIRTRELET - BROBE)

B BT DGRBS IZIV T, HER2 [ B ClIAHN L thobriErEERAl (7 vk I v
FPUEMERERE A K O F e R PUEMEIEEA) & O GIZB T 2 AR N ZR2E A et Lz, =
N ETARA & QYA EAEFIZ OV THRET S TV B EERE TR AR TR S han
T KEx e N ARER CAKI O SR ENEE I CHER AV EE R ZEITERO bR TV RN D b IO ERE
LA B MAEFER (KEYNOTE-859 #l%) | [EFEHL RIS MAHER (KEYNOTE-062 #tE#R) K& ONEN%H
I AHER (KEYNOTE-659 #5R) ORERAAEIC IS S, AFIO LK O HEE LT 200mg 3 i fH
bR 513w <& 5 &I L7z,
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V. BRICEYIHEE

HER2 51k B CHIAA & O BUEMEIESA] [ N7 AY X~ 7+ ik (Fe—rybak—§
FWX@CM@X%H$AﬁMn$—k:wr%]&wﬁm&ﬁ"féﬁ%%“ HE RO
BEMERF Lz, AflE N T AV X~7 L OMIZEYHAERIZRO H/eWNWT & a2 A

T [#] CAH 0 KA BY BE (B AR A 12 B 3 7 75 *w%nfw@w:& A ONC [ B3 3 ] 4 TLFA SRR
(KEYNOTE-811 &%) OEERMAICESE, AFOMEL O EE LT 200mg 3 # MR 513
WY TH D &AW LT,

Nz CTBEAGROZHRE ST NI CHGR ATV 5 400mg 6 I FMER 513, AH O Sy EhRE K O EZ
—ISEBHRICHES & BAMIZ) ) B ATHE &5 2. AFI O HTE R O &% 200mg 3 3 fF
bR 5313 400mg 6 F IR G & Lz,

¥ 5-FU+ Y AT TF

QR H ARV T TF

¥3S N+ AFY Y TTF

CREUIBRT R EER)

AHIESE IZ 31 DERRBARIC B WV TIX, A AL L (FLAVZEV ROV AT TF ) & O
BB DFMER M2 e Uiz, ZivE TRAI L OFAEEG S i fbsaih & ORI CIdEk
W EAERNEER O DLW\ 2 & Bk 7203 AUFER CAKI O I BN AR BR R I EE 22 213580 b
TWARWNZ & WO EB I FE SRR (KEYNOTE-966 #ER) ORBRABICESE, AH DM
EROHE S LT 200mg 3 M RIMREE G138 TH 5 &l Lz, Iz CBEAROIEE TR T
FGR AT S 400mg 6 [ FEIRR & 513, ARAIO K BRE K OMRE—ICEBRICE S & NAFEIC
Mo LA ARE & B 2 AFIORER O HE% 200mg 3 3 [ R85 X1 400mg 6 8 [ kR ¢
HE L7,

(VIR BEG AT - BROEMRESF EIE)

SV RIS 31 B ERIRBARS IC BV Tk, AR EALFRE (XA RLF¥E RFT M U LAKROY
T FFHRAD) L OPFHEGICEIT A AIMER LA R Lz, ZHVE TARAIE ORWFEEA/ERH
DWW THRET S AL TV DL FRIE TIESEWFE BAERIZRE O BV W2 & kRkx 7203 AUFER]T CAAI D
BN ICIRRAVICEHE R IR 5TV ARWnZ & IONCENE 1b FHiRER (KEYNOTE-A17
B KOWMESNE I/ THAHRER (KEYNOTE-483 ilR) OBRAEIC K-S X | AFIOHIEROHE
& LT 200mg 3 AR G360 T D &Il L7z, Iz TBEAREROBNEE IR THEGR SN T
V% 400mg 6 B TR FE B G- 1% K O 3 EhRE J DR R — S EBRICHEK S & BAMIZO D BT
W ATHRE & B 2. AF O HEKR O E% 200mg 3 38 EH B G-30E 400mg 6 BB G- & L=,

MmmﬁLﬁﬁﬁ&5>

%IA$%%ﬁ%kLK%%@%/\;v—ya/ £ 0 AHl 400mg 6 i [ 5 D F%h
&@hﬁ&@é FAREEIZ R T 2 P MIEFIRE (Cagss) « EFRIREEIZISNT D HARMLIE i B
(Qmm)%%MLtF% 400mg 6 3 R 1 b #5¢ 5 O MR R 1% 200mg 3 3 [ R g% G- DR i B & 1
NERTH o7z, ARIMEICEL T, BEISERITICES< I 2 b—2 3 X5 400mg 6 1 fH
IR 15 5 D BEE Al K O/ NI T B IS 3 1 D IRE & AT o 1o . WLz VT 200mg
3R GRS CFLIT 5 2 LR SN, F o AR EEY R R T VIRATIC L D
400mg 6 A [ M FR# G- OIS o D PD-1 I ~DOFEG 7 1 7 7 A LiX, 200mg 3 [H R G- & FE{EL
LTWAZERTHRIEIL, 2D OHEROHEIZTHES T O PD-1EEH~90%LL EFES L TERY .,
OO RIR SN, LLEOREREI D, 400mg 6 i REIRE &5 O AL 200mg 3 ¥ [ [ b %
HOREE & PR 2RI N2 ER RIS N,
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V. BRICEYIHEE

Fo, BRMECEAL T, BIAHAEABEERICESS I ab—ra 2 X Y, 400mg 6 MR
B 50 FARRBIZ I T D Fem ME IR EE (Crmaxss) 2 THIL 72 R. e A& (10mg/kg 2 J8 [HIE FR)
B GHED Crnaxss THIEZ FEIo 72, B BT K OFE/ NI B35 O B RER T — & % F v Cigk
B — IS IC S 2 2 b— a3 T XV 400mg 6 BRI G- DL B EDME 21T - 124
R, I E COBRRBRIC TRE L AER A ER G RFORE RO COREFRBEEIAS X
R—ETHY ., 400mg 6 FMFIER G OBEEITIZOFAICEETND Z ENTFHIESNZ, DLED
FERN D, 400mg 6 ERIMIER G- OREMET v 7 7 A ik, 200mg 3 BRSO ReEET v 7
7 AV ERMERERII N ER RIS,

HARNBFIZH T 5 400mg 6 3 HH I G- D Cavgss THNE K ¥ Crrougnss THMEIZ. 200mg 3 1 i FR#
HREOFER LR 2 2 EDR I, Craxss DO TRMEIT Z 4V FE TORFRRBRIC TRE L7 HIER DY
AERGREOFEHENICE D Z ENRTRISNT,

DT, AR OEYBREIINAFEIZ L O THMARKTH Y | A OERE —IGEBRIZ—ETHD &
EZoNDZENDL, DA DO LT R—OREROCHEZBEHAT L L I1IRNUTHDLEEX
HivT,

PLEX Y AFORER O &% 200mg 3 3 HIFRE X 13 400mg 6 R G- & Lz,

CHEes@) BITEHIZEBUR ORFSUI P IE DTS D

B AR C IS B 22 EORIMER 3G b 7oA ISR LT, BWEREB T L2 ) X AIZH- 72
XHALHATONTZ, %< OBEDR, BIELITE CIoERE, BB BE A VE CHORE, WA
FIOREESIH IS LV EIE L7z, L7eds> T BARREBR THM LIZRgIERE BT L= Y X 4%tk
(o FRHSAFIORES TIPS & B 2 B 2 B2 EORWERNI 4 DB A2, Lo
HEEE LTRE L,
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V.

ARICEY 5IEE

4.

AZERURAEICEET 53R

1. BERUVREICEET 5FE
(UIRRTBE7E 1T - BROIE/NARRAHE)

1.1 KK 2o FUEMEEREA & 0P 3 256, DFH T 2 toPuEEEEAIL 117, BREGE] oH
ONEEBHH L, ENNORFTOTA RTA VGBI Lz LT, BRTDHZ L, [17.1.6,
17.1.7 8]

GE/NRREREIC & (+ D TR - fTREEEE)

1.2 PFHT o PuEMESANL 117, BRAKE) OBEONEEZRM L, ENINORFOTA KZ
AVEEBREBIZLZET, BRTH L, [17.1.11 5]

(RAYIBRTRE/ FREE £ R &)

1.3 =Ry <7 XRFy (Brriiz) DSAOFEEMEES & ORI W T, Bahitk
O EMEIIHESL LTV,

1.4 FESRPUENEIEEA 2 & Tb FHRIE DG & 72 DAL FPIRIE RIS (64 2 ARHK| B &% 5-
DA RN V22 M ITHENT LTV R,

(BEXLEREGEEET HEHEIBE

1.5 AFNOREROCHEZ 117, BRAE) OEOWNEZRM L, KAIOF MR L 2MEE -+
WCHEE L7= BT, BRI D 2 b, F . ARl MMoPUEMIEEA S R 5 5E . SR Ao
PUEMEREEANT (17, WK OTHORNKEZRIM L, ENAOKFTONA R4 V% EBE|C
L7z kT, BRI 52 &, [17.1.225]

(BFTEITEESEREICH (T D TR - #iTRMEBER)

7.6 A& DT 2 B BRE UM BRI RS, 117, BRERE ) OHONFZ# L, [
WADEFDTA RTA LV EEBE I L BT, BRT228, [17.1.23 BH]
(RAVIBRAFEER (LEH D BiMiarE)

1.7 PEHT DfhofUEMEEEANL 117, BRAGE] OHONEZRAI L, BENINOERFOTA K7
AVHFEEBREBIZLIZET, BRTHZ L, [17.1.19, 17.1.20 28]

(PD-L1 [ZHEDRILE O ZBRAREMEM D HER2 IEMED F M ARER B RILE)

1.8 OFHT Do PUEMEEEANL 117, BRAGE) OBHONEEZR L, ENINORFOTA KZ
AVHFEEBREBIZLIEET, BRTH L, [17.1.27 5]
(RILEVZBAREEND HER2 [ THRES ) RV OFEIZE 1T S8 - TEREYMEE)

7.9 ARANOREL M7, BEREAE) OHONFEZRMUEIRT 52 L, £/, IFHT 2 thoFuEsE
JEEANE 117, BRIRAGE ) OHOWNEZRI L, ERNINOERFOTA R4 FE525EIC Lk
T, ®RTHZE, [17.128508]

GET - BROFERE)

1.10 PFA T 2o PUEEEEAIEL (17, BIRSRE ] OBEONEZRM UEIRT 52 &, [17.1.29,
17.1.30 Z11]

111 KH L Lo nNF =T L ORI OWT, —IRIBEIZE T D HEIER O EVEITMENT L TR0,
(ETXIIBREOFEERE)

1.12 PEHT 2O FUEMESEANX T17. BREE] OEONEZRI LRI 52 &, [17.1.32 2]
CREVIRAEELTET - BROB®E)

1.13 PEH T A OPUEEREANE 117, BERARE ) OHONFEZRIM L, BN ORFTOTA KF
AVEEBREBII L ET, BRTDHZ L, [17.136, 17.1.37 2]

(UIRRA B 1T - BROBMHESEIE)

1.14 DT 2 thOPUEMERE AT 117, BERARR ) OHEONEZHM UERT 52 &, [17.1.39,
17.1.40 ]

115 ANVRTTZF U RONRA M LF® R R oA EHT 54, @5, RACIE, 3 AR
T, WNKRTZF 0% 1 1H AUC 5~6mg min/mL #8124 &% 30 /0 LL B CREsE L, XA b
L3t R b U o A 1A 500mg/m? % 10 432N CRifiEd 2 2 &, 72k, BEORREICX
DIEERET DS L,
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V. BRICEYIHEE

(BMREE. BEXFHAMOTAMKROX D) VNE, NALERERICEEL-ET - B
D MSI-High Z2H Y 5EME (BRENTERIRETSESICRS) . BHREICES TS iliREME
& RBYIRTREGETT - BED MSI-High H7 5485 - EfRE. NALFERERICEE L 1= TNB-
High 89 5#1T - BROERE RENTERVABTISESICRD) . BEXIIBAEORENM
fithmAHAaE B MR ) 2/ \fE)

7.16 A OFUENERESA & OPFHIZOWT, AR O APEIEHESZ L TV,

(ShBEtE)
717 RAHE SIS L 0 RIWEIAFRB LA, FREBEIC, ARIEREUITIETS 2 L,
R Ve F T L
Gradel LA TFIZEIET 2 £ T, KA & KHK
o %,
[RIELE Grade2 DYty ;Zﬁ%%%16%£%%(mm1uTi
it i TEE LAV AT, AR E T 5,

Grade3 VL I F3EMD Grade2 DA | AFIZ2 1L 5,
Gradel LA TIZEIE T 5 £ T, AK&2IREK

+5

A/ FEA °
Kig/ | Graded X33 055 12 R &8 % B K b Gradel BATF %
TH THHEL L ARVE AT, Al ETIET 5,

Grade4 ST HEFMED Grade3 DA KK &P kT 5,

< AST # U< 1% ALT 2N HRMEfE EIR D
3~5 fFE IR E U L E s R
EFRD 1.5~3 52 L7254

- BHERE TOT R F =T L
OO T B F)EIFEBLRE Tl
AST X ALT 23 EUERE EFR O 3 fi%
Pl 10 f2agicmine . oy
UL e P IEEE RO 2 5 AK0H D
e

< AST # U< 1% ALT 2N HRUEfE EIR D
5EEITRE Y L E AN
FED 35BN L= E

- PR H 5 FBH TIL, AST XX
ALT 2NBHEBAMRIFIZ Grade2 T, »»
DR—=RAT A UMD 50%LL E D
A 1 EE L BT 255 AAN I35,

cEMRERETOT R T =Tk
OPFRINZ I D WIEIFEBLRE T i,
AST # L <% ALT 2 EYEME FRRO
10 f5LL B 33 o el v
A FHEE_ER o 2 5 LA I HE N
L7255

Gradel LA TIZEIE T 5 £ T, AK| AR
15,

12 EE &2 5IKFE% S Gradel LT E
TEIE L2 WA, AAl2 145,

JTH&

[y

ff

"
T}

anp

43



V. BRICEYIHEE

Gradel LA FIZEIE T 5 £ T, AK| &R
75
BE - N
g | 0920 12 S 2 8 2 PR b Gradel BT %
TEE L WGEEIciE, Afl 2Pk 5,
Grade3 UL EDIGH ARENZHIET 5,
+ Grade2 UL > FHEAR L . y
z S | S
SERIEOPNLH (PRl | Gt 2 TIEET S5, AREIRE
mpis | LS 12 & % 5 K0 b Gradel DI &
A Al T LAVE AT, AR T IR K
« Grade3 LL_E oD & f b 2447
- 1 0 BRI ! °
AFN OB EEZEHICHIET 5, 1 KEREILIA
, Grade2 D5 (ZEE 25 A3, REEE A 50%378
Infus.lon WL CHRET S,
reacion I Grade3 DAL 0 B & X% % HE 0
rade Y 0 | - N
Grade2 (5L ARANZEBICHIE L, F&RE LRV,
* Grade4 X I FFMD Grade3 DOEIVEH
. L EO LSS s X5
O B PRI yroma sk AREIIET 5,
- . FRFE AT ERR MO H LAY AR % U R
« H dn | B 'H R .
Fapitey | EIFRIOWE 2 LCORBRIN | w0 "o i o s R Kl
- LEVHIZ L F=Y o ET P L .
EIEH Lome/ HFA % B LT % ¢ 12 JERLL TIBHIAE Y A EBE 23T Graded D
e o T i E s B L5541, Gradel LA
PHEILEL© S 72l B Y % & TR R S
- 12 MR A 2 DIREE% & Gradel BL | °
TETHEIE LARWEE
Grade IZ NCI-CTCAE (Common Terminology Criteria for Adverse Events) v4.0 [ZH#EU 25,

(fiFan) * (fifih) OFFIXEFIRLOEE TG

7.1 KEYNOTE-189 il Cid, ({LFHIEED 7\ EGFR i {n 12 BFEME & OV ALK @A B A5 7t o
YIBRRAREZRHETT « FFRE D IR T LR IR/ NI it BB 2 et RIS, AR, XA R L X REROT T T
FHH OO G 03 FEE S -, E7-. KEYNOTE-407 3B Tl (LFRIERE D 2\, IR REE
HELT « I8 O V- R 6/ N JEE 2 RIS, ARA, DVRT ZF 2 RO ) &2 %E 0 d
FIRATNNT I UG Y Z XL OGN Sz, AR A o E R A & O
T 2581213 AAOBFIRIL T7EIRMAR] OHONEZMR L, BENIOEFOITA FZ
A VRSB LT BT 2O FUEMEIEEANC O W CETNSEINT 5 Z &,

72 KEYNOTE-671 i8R Cld, FRARRHI I, A H5UXMB H (T3N2MO, T4N2MO) D JEiT D3
JNH BT BB A X G, ITRTAERIE & L CORA EALEEE AT TF o+ Ty H e
XFTATZF o +_AMLXER) LOPFHBEER O ZAMRE & L TOARA O BMFEN
Fehti S iz, AR E O FUEMEIESA L O T 25812, AFIOE RS N7ERSE) omE
ONEEMR L, ENNOEFOHTA T4 %2552 LT ECIFAT 2 thosuEMEEE A
DWCHENG®RINT 5 Z &,

13U ARV ~T NRF U (B ) DAOHUEMEEEA E OOFHIZOWT, ARMER D
BREMIITTRENTWARNZ G, =Ry <7 RXRFr (B ) USAOHTEMEE
B E OO W T RIME R ORI L T2 AR L,

7.4 H4&SRPTEMEIESA 2 & T FRIEOIG & 78 HALFERIERTRR B (S5 2 AR Hh B 50
BIIE R V22 BRI THEST. L TUN R,
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V. BRICEYIHEE

7.5 KEYNOTE-048 38R CTld, FI XTI O IESHI R - LR * O —IRIGHBE & %512, AHIH
MAFEIE L IIARK, 77 FF/A (AT TFoUTANRTTF ) KON 5-FU OPFRHESG )
Fhts iz, ARANOREROCHEX, RAFOE IR N7ERKE OBEBONFE R L, A4
DENMER L ENEZ + 0 B LT LT BUNIERINT 2 2 &, F7o, ARAI A O L EE A
EOFHT 25811, RAIOEFIRL TR OHONEZMER L. ENSNOEHD T A
R4V HEEBEIZ LT ECOFHT 2 BUEMEEANC DWW ClEENCRIRT 5 Z &

* : DESEEE OB BT O, tEEE, R WEEE K OWEEE

7.6 KEYNOTE-689 3% Tid. GIBRw B2 AR I S XIVA™ O Ry Pt TERSEE R - b B O RIRIR
BEZXGT, WRTHBRE & U CORAEMEE G, RO MBIRIE & L CORA & BRI
LU RATZF L OPFRELE, & O%OARK| B 503 F M S iz, AFEOFH 3 2 B g
VSIS AL, AFIOEB I N7 RS OEONEE#HE L, BRSO
WIDOTA RTA4 L EEEBEIC Lz ECHUNGERIRT S Z &,

* o ERAIEHIIE AJICC/UICC it (BB 8 hR) 1c#-5<

7.7 ARIBUIRARE U THEME O B ARSI % L. KEYNOTE-426 iR Tld, AHIE 7 X% F =7 (FH
el KEYNOTE-581 s Cix, AAlE Lo _F =T O AEG 2 S iz, ARHZ thobi vk fE
BAIE DT 256021, ABRIOBE TR N7ERKE) OBHONFEMR L, ERNIOHH O
A RTA VHEEZEIZ LT ECOFRAT 2O PUEMER SN OV GERUNCEIRT 5 2 &,

7.8 KEYNOTE-355 &R Tl&, #58 « BRI A T 2 RH PO RNERIED 72 W/ - 1538 U™
HEITVED RN VU RKIEME DD HER2 EMEOFFEEE 2RI, KA S L X2 e ROV
RTTF o, N7 U 2B/ nab-37 U XX LD HES D EiE Iz, AX5% 0o
PUBEMIESA & OFH T 2 Boa Mk Vet irma s h v, AFIOE TR 1176
RAGAE] ODHEONEZHER L, ERNNOERTOTA FT 4 %% 5E (2 Lz LT 250N
FESANZ DWW CHEUNI®RIRT 5 2 &,

7.9 KEYNOTE-522 i Tl /T BN HER2 [&E THIEE Y A7 O EE 2515
(2. IATERMIIRIE & U CAR L AL E (DVR T TF o+ ) 2%k 4da—R ZDOH% KR
FYNET BV E S U+ R AT 7 I N 4 a—X) EOFHREE, KOITERED
Wik & U COARAI O BB 5.8 0 S tz, AFIORIEIX, AR OEFEL N7 HEERRE OEO
WA ZfER L, HUNRIRT 5 2 &, £72. KAl & thoPrEEEEA & 0P T 2546121, A&l
AR TR ) DHONEZHRB L. ENNAOEFHOTA R4 0 E52S5Z LT LT
OF T 2 HUEMIEE AN SOW CEEIEIRT 5 = &,

7.10NRG-GY018, KEYNOTE-868 ik Tl (b FHEIEE D 72 HEAT « FRRE O 15 (08 B3 2 K 5T
KF LM DOHTENERRIEHA] (N7 V2 XV LR OHLRTTF ) L OBEREE, MOE D% DOAH
HMRIE N J20E S /-, KEYNOTE-775,E7080-309 iBR Tix. 7T F Tl 2 & el SHIRIERE D
& HUIBRARE/RETT - RO TEMEEE 2RI, KEIL Lo ANTF =7 OO FFRIEN FEiE S
Teo AHZ 2 OM OGN & OFH T 2O FIER DL RIETmFT ST Rnzd, K
H OB I 7RG OHONE =ML L, FH T 2 BUBMEREANC D T bl o S8R5
5k,

7.11 KEYNOTE-775,/E7080-309 iB Cix, 77 FF8E| % &b FHFRIERE O & 2 UIBRRRE /R ST -
HREOFERBEREEZNRIC, AFE L oARF 2T ORRENER SNz, AFlE Lo A_AF=
7 EDOPFIZHONWT, —RIBRIZEB T AR 22T L T nZ 2B L7,

7.12 KEYNOTE-826 i Cl, MRIGHITRH OIS 72 < | ALFRIEREO 720 (b ik & LT
O GIEIEER <) AT UTHER O 1B S R 2 51500, A Lo BiEMEEA] (X7 U 7 X+
NWROTZFFH (VAT TF U RINIANRT T F ) £ X7 ] ORGP EE S
iz, K% 2 OMOBUEMEEER & OF 3 2B OB MR L EMEITRE STV RN T2,
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V. BRICEYIHEE

AR OE UL TR OBEONEZMHE L, P T 2 BUBEMERSANC DU Tl bl o 3R
TAHZ &,

7.13 KEYNOTE-859 ikl Tl&. {LFMRIERE D 72\ HER2 [aME ORI R R RE 721 T « FF38 D BB
RIS, AF L oPUEMEEA] (FPY XX CAPOX™) & Ot E NI Sz, 7.
KEYNOTE-811 #Br Tl&., {LZRIEME D 7220y HER2 [P DG UIBR A RE 22 4T - RO B EE %
Stz KB EMOPIEMIEER] [N T 2V X< 7 Hb5EE (Fa—rak— b FP XE
CAPOX, HANBIM=AR— K : SOX™) 1 & OOFHE G-I S dv7z, A% th O HUENENEL#I &
PERHT 25681213, ARFIOE IR N7EKRBRE] OHONE MR L. IV\M’W)%%W)W% N
TA VEESEBIC LT ECTHFAT 2 PUEMEREANC W CEUNGRIRT 5 2 &,

*1 . 5-FU+ AT TF
K HRUAE AR Y TTF
*¥3:S-1+A4FH Y FTF
7.14 KEYNOTE-A17 3 & 8 KEYNOTE-483 35k ClE, (b HRIERE D 2 W OIBRABE /R HETT « B D
MR R R A )T, ARA M OPUIEMEEA] (XA ML RF NI ARRTS T T
ﬁﬁﬁw)&@ﬁ%&@ﬂ%méhtoﬁﬂ%%@m®#ﬁ$@rﬁ&%mié KO INER O
FIIRRT SN TV RN, ARIOBFISC N7 KL OTEONKE MR L, 0t 55
%@@%ﬂﬁowfﬁﬂﬁﬁﬁTé_ko
* : KEYNOTE-Al7 REE CIIL AT T F L OLFEERRETH -~ 7~

7.15 BEPER RS R EEE I L CARB I NAR T T F /XA N LXt® RPN U LAEEGETLHEO
ANKRTZF U RORA M LFE RPN T AOHE HRICOWT, MLoERRZ AT 5E
S R M OV AR R R R O AGRH S OB oW TS (B 64 5 H 31 BEHTE
ii%%O%I%lﬁ [ESKEEFE TS 0531 55 3 5, [EEKZHE 0531 45 1 B) 125 &, KEYNOTE-483
RBICBIARESEESEI, AFORE - HEICEET 2 EEOEICHE Lz,

H6@@ﬁ%$@%ﬁk@%ﬁ_waﬁﬁiﬁﬁﬁéﬁ TRENTVARNZ &5, fhofiEn:
FEA & OPFRIZ DN THIME R VRN L T nZ &G LT,

717 RIS TE G- IEOHWERE DS E L LT, BN &K OVEMNGRRRER T ORI G- L5 K
OBIMNGA SCE COEBMENRICE S H G- IR L ToH Lz,
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V. BRICEYIHEE

5. ERERREHE
) BERF—2 v 5r—o
<EMHREE>
R B —

Phase | REAEE POE S FHER O & | A2 | 22t |3y Ehhe WL
EWN® 1 |[KEYNOTE- |/S— K A : HAA [2mg/kg Q2W — © © |EmR JFEEME
FHEER 011 HEATPEETE 25 AU B | 10mg/kg Q2W Zo bR

#1041
EWN 1 |[KEYNOTE- | H AR AT HEEME [ 2mg/kg Q3W © © © |FEMmR FFEME
FHEER 041 HafEBE 42 4 ZAbFRBR
iS4 1 |[KEYNOTE- [ 78— k AL Al, A2: [/S— K A, Al:| ©2 | © © |[/S%— A, Al
FHEER 001 HEATPEETE 23 AR | Img/kg Q2W A2 :
* 3mg/kg Q2W JEE M FEHEAE
s3— K B LD 3 | 10mg/kg Q2W ZAbERBR
1 IX— K A2 /X— K Bl:
HEAT P FEE A | 2mg/kg Q3W IEM. IR
B 10mg/kg Q3W 2 bERBR
sN— | Bl : sN— K Bl : N— K B2:
IPI AR B & OV 2mg/kg Q3W e EES
IPI BETR R B 10mg/kg Q2W {bsBR
/N—hB2: 10mg/kg Q3W /X— kK B3:
IPI fEHUPE AR X— K B2: FEH. EES
s3— K B3: 2mg/kg Q3W {bakER
IPI ARV AT, TIPT| 10mg/kg Q3W R—FD:
BETRIR B OV IPT #E | 78— |k B3 : IEM, EIES
PirERE 10mg/kg Q2W (bR
/N—hD: 10mg/kg Q3W
IPI R TR R N—hD:
4rat 685 15l 2mg/kg Q3W
10mg/kg Q3W
W45 I | KEYNOTE- | IPTHEHTE O HEF T4 | 2mg/kg Q3W © © © | —H# e (5K
FEEER 002 R A E B | 10mg/kg Q3W REDR) | AR
540 {51 A== 3 5 Zb., FEHE xR
3 B bR
WAL 55 | KEYNOTE- | IPLATRIE OHEF T | 10mg/kg Q2W © © © |FEMR EIER
FHEER 006 T R A I B | 10mg/kg Q3W b, FEHEXRIHE 3
834 f1 IPI HEEL AR
[Elps 3t E | EORTC- | 52 2] O A 7 |200mg Q3W © © — | EEMREE
FAEs | 1325MG/ | — oo @i R e | 75 1R B T TR
s KEYNOTE- |y i3 1,019 45 (H st BB LE A B
054 AN 15 Bl & &)
© : FHmEE

IPL: A BV A~7, Q2W : 2 IR 5. Q3W : 3 M MmE 5
¥ YA 7N 1IZ3 ak— N TORHEBREZIT, YA 70205 2 T 10mgkg QAW DWW o &5 % B

LT,

AR IE, EERAEEEZNR L Lo X— FOREROSEFIER & LTV,
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V. BRICEYIHEE

2022 4FFE IR SUCLET IR
Phase | FBRE= POE FER OV & | A0 | L2tk Ry Ehhe WL
[E g3t A | KEYNOTE- | 52 2 4R % o 2 7 | 200mg Q3W © © — | HER. EE
AR | 716 —YIB XiFIC|77&R Bt 7T R
B O ML B E R % PR LR
976 il (A AN 3 43
EEte)
© : FFffigEEt
Q3W : 3 MRS
<UIBRFEEAL ST - BEOIE/NARME>
R B —
Phase | WBE 5 55 FIUER ORI | #ont | et [gcmmie | i
OF S
EWNE 1 |KEYNOTE- |[/X— K B: HAA®D |/S— K B : — © © |/*—FB:
FHEER (011 RIGHE O HEST 1% |200mg  Q3W+ k. FEmE
LIRS B | T T A VE 2 bR
Jem R 12 45 O bR L
N—KC: HEAD|/N— ] C: N— ]k C:
RIBWE DO ST X% |200mg  Q3W+ e, IR
B MERE L | 77 T Al TEZA bR
B 14 4 Of bk
WS 1 |[KEYNOTE- | =t — h A ARVAHE | 28— A © © — aR—hA:
et 021 D HEFT IR | 2mgkg Q3W+ HER, JfF
FE/IN N it R | 77T T T LA AL ER
25 {4 OF R bk
10mg/kg Q3W+
77 FF fA
OF bk
ak— b C:RIBE|aF-—FC: ajk—hC:
DOHELT T M | 2mg/kg Q3W+ HEEMm, MHME
R bR | 7 7 T A oAbl
24 {5 PR E
10mg/kg Q3W+
7T F A
OF bk
WA 1T aR— bk G:RERE | 2F—bHG: © © — ak—hG:
FHFRER DO HEAT T EE R | 200mg Q3W+ M, EIE
R L sE |77 F T HA #fb, FEHExt
123 #51 DFRbSRRIE AR B
77 FF fA
OF bk
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V. BRICEYIHEE

Phase | ABRE 5 PIES FHER O & | G0k | 22t | Ry Ehhe 22
EFRIL[HE | KEYNOTE- | RiGHE OB M IE [ 200mg Q3W+| © © — | _HER ®E
AR | 189 R B R 616 | 7 7 F - LA &M, 77
B B (BAN 10 612 | DFALZHRE AR %t BR R

aie) T R+T B
7 F - =LA OF
Ek(4e=)-30R
[EIFE 4 [F] | KEYNOTE- | R 16 W OB MR [ 200mg Q3W+| © © — | _HEHEMR, &
AR | 407 o bR E R E 559 7T F F L E2ib, 77
Bk Bl (AAN 50 fil % | DFAMERRE + AR %t Bt
o) 7R+ i
7 F F B OF
iR fe=)-30
L
EINE T |[KEYNOTE- | H A& A Db 79 1% | 10mg/kg Q3W — © © |FHEMH HE
FHRER 1025 BEIRIE D PD-L1 % TEAA bR
BB 1 FE /0Nl A fiti
Jei FR A 38 43l
#F5h55 1 |[KEYNOTE- | 28— k C. F 3 : © © ©
FHERER | 001 FE/INHE e s EB
N—FC: N—FkC: N—FC:
b 2F R L BETR 7% @ | 10mg/kg Q3W e, IR
B 411 VE 2 L3R
/N— R F1: /N— K Fl: sN— |~ F1:
b 2R IR LRI O | 2mg/kg Q3W e, EE
PD-L1 & Bl [ P f& | 10mg/kg Q3W bR
#1103 31 10mg/kg Q2W
/X—HFF2: N— K F2: N— K F2:
b9 BETR 8 @ | 10mg/kg Q3W HFEM, FEE
PD-L1 % 515 £ | 10mg/kg Q2W TE 2 bt
#3343
b L BEIR I O | 10mg/kg Q3W HEM
PD-L1 [&t:B#E 43| 10mg/kg QW TE 2 bt
¢l
b FEREIR R D e, MR
PD-L1 & B 5 4 2R
# 285 15
/N— K~ F3: /N— K F3: sN— |~ F3 .
b 22 1L BETG 9 @ | 2mg/kg Q3W e FE
PD-L1 % Hi [ M fR VE 2 ik Bk
#5541
EFRIL A | KEYNOTE- | {b 5% tE BE TR R O | 2mg/kg Q3W © © —  |PEERR HEE
H1/1{010 PD-L1 7 Bl B P JE | 10mg/kg Q3W Z bR
FHAABR N R Bt g B E | KX SR
1,033 f5i] (HAAN 91
Bl % & ie)
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V. BRICEYIHEE

Phase | BRE = POp S AEROHE | 700 | 22t | KBk i
EREH:[E | KEYNOTE- | b 52 Ik AR 15 % @ | 200mg Q3W © © — e, WAE
HIAH | 024 PD-L1 @ BLIE/NN |77 FFHH| AR
B BN i s BB E 305 | ORI bR s

Bl (HAN 40 fi%

i)
[EBEIL[E | KEYNOTE- | & V6 O #E1T 1% [200mg Q3W © © — FEEM, HEE
AR | 042 R PE IR/ N i | 7 T S oAb, FEHEH
= L 1,274 6] (R | DFALEis o

AN 93 il %G Ee)
© : AR
Q2w : 2 MR #R 5. Q3W : 3 WM EE 5
<JE/MNRRERRE(Z & 1+ B TR - MR EBEE>

R —

Phase | BT POp S FEKR OV & | A0 | 22tk SRy Ehhe s
[E B3t [A | KEYNOTE- | FR PR 113, A |ffrai i Bh k| © © — | EER,EE
M AE | 671 W X X MB MM :4=—2 LA, 7T R
B (T3N2MO, T4N2MO) | 200mg Q3W + it HEABR

DA D IENH | 7 5 5 5t 41

HEftiE 797 B CH A | o {1 2 i

A 82 Bl & & Te) S5 RS
Z F - fHK|HF
P b sERE
T #% 4l Bh 9 15
H.13a—x
200mg Q3W
7T R

© : P&k

Q3W : 3 MRS
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V. BRICEYIHEE

<BREXFHAMOEHEMKRDOXF D) VNE>

AR

Q3w : 3 AR 5

51

Phase | AB%E = pop-3 HIEROHE | A9 | 2t 5yEhhe M2
HESMZ ] | KEYNOTE- | %8 3 #E 6 4:  | 10mg/kg Q2W © © © |FEH FEEME
1A 013 FEERI LT IRA 2tk B
B R A =SV

VoNfEBRFE 31 4
EREILHE | KEYNOTE- | B35 X 3 #EyE M @ | 200mg Q3W © © © |FHEH FEEME
A | 087 PR 2tk bR
B VoNJEERE 210 1)

(HARAN 100245

i)
© : Akt
Q2W : 2 WRIRARE 5. Q3W : 3 HARARIMRE L5

2023 4EFE IR SCCLRT HE

Phase R PSS HEKR O HE | Aok | 222t 3Ry Ehhe W o
[E gt [A] | KEYNOTE- | 1558 SO 3R M O | 200mg Q3W © © —  |FEER EES
AR | 204 WHIOEDE L) [ sy 1l FEHRTRRA
R N 304 Bl |~ Ry iR

(HAN 160525
i)
© : FHMmE R




V. AEICEd SEE

<HRBYIPRTRE7C PR G L R >

AR

Phase

RIES

IR O R [ 2 e mmid

RS

R TE

WS 1
FHA R

KEYNOTE-
012

PD-L1 F&BLEG % D
SRy T HEA T S iR
BYED R bR
BE (ak—10)
33 {3

10mg/kg Q2W

©

©

FEER FHEREAE
ZALaBR

FEERIE[R]
AR

KEYNOTE-
045

7 Z FF WK OF
(L2 FR LR R
SATHELT LT /AT
AT TRt
D SR bR R
542 B (HARN 52
Bz Ete)

200mg Q3W
ek

FEEMR RS
bk

AN 1T
FERRER

KEYNOTE-
052

VAT TF U ES
Tl PRI AN
1% O Jey T HEA T X
(ZEB LD SR B
BB (— A
%) 370 51

200mg Q3W

FHEM IR
AALRBR

FEERILIR]
FEIFHR

KEYNOTE-
361

HEATVE X 3B
IR ¥ B RO RE
(—&IRH) 1010
B (H AN 104 5] %
&)

200mg Q3W +
(e=i-373
200mg Q3W
(e=i-375

FEER EES
bR

ORI

i S 5
Ib/1
FHAAER

KEYNOTE-
869,
EV-103

VAT TF B
Lo b FPRIEIT N T
& D R PT AT ME X
I XER RS R B bR
JiE B 201 151
F & =2 A — b
(10 f5) : —W,X
I RIBE
7R — kA (40 1)
JOVK (151 i)
—RIBYR

M= = R —
I :200mg Q3W +
EV (&)
aAR—h A:
200mg Q3W +
EV

aFR—k K:
200mg Q3W +
EV

EV

FEEH, LT
ok — FRBR

ak—hK:
TR AR
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V. BRICEYIHEE

Phase | #RBA%E = POp FER O & A 0 |22t PRy Bh e M5
EBEIEE [ KEYNOTE- | 7° 7 77 #&| 2 & [ 200mg Q3W +| © © ©" |FHER mIES
FEIAER | A39, ToAL IR IE S #S | EV (bR
B EV-302 D JR FTEATPE ST |y gty
LIy e 2 s ]
BE (—IEHE)
886 5l (HAN 40
Bl % &)

© : P&k

Q2w : 2 EfHMEIkRRE 5. Q3W : 3 E[H kRS-
EV:TURLY~<=T NKFFo Gl z)
* KEYNOTE-A39,/EV-302 3Bk ClT EV ORWBIETNZ EME L., A7 1) X~ 7 OEYEHEENIZ{TH

o T,

<HALREERICIBE L1-E1T - BXO MSIHigh 289 5EE (FEENTARI’IE#TIES

CBRSD) >

AR

Phase | ABRE =

SES

LM O &

AN

) e

RS

R[]
5 AR

KEYNOTE-
164

A | AR =) BN
APUEMERE A, A
XV TITF UK
RNV Tz
K Db FRIERE D
& HUIRAREE R
Fr AT X TR
® MMR K48 X i
MSI-High #H 9 %
wE M - B e R
(zad—hk A) 614l
(AARNTHIEETe)

200mg Q3W

©

©

FEER HREAE
ZAbRBR

ERIREEE
Ba

KEYNOTE-
158

— IR L L THE
HE/) 7o b 7 VE TR
D & 5 YR HE 72
T AT TR
D MMR K8 %
MSI-High #f 9 %
[ 98 A 94 451 (H
AN THIEET)

200mg Q3W

FFER FERESE
AALRER

© : FHmE R
Q3W : 3 AL
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V. BRICEYIHEE

<HRAVIBRTRE R (FERH 1D B MfaE >

AR

Phase | HEAE S it I B O B | A0 | 24t gz i
T X F = 7O R
[EIBEIL[A | KEYNOTE- | b 7 5 15 B 0 72 Y | 200mg Q3W+ © © © |FER EIES
FEFHRR | 426 RIBUIRAE | T F=7 b, FEH HEER
B iR O B g | A=F =7 B
B (R
861 il (H AN 94 ]
EEte)
WAL | KEYNOTE- | =tk — b A - aFk—hA: O O — |ak—FrA:
FEEER 427 bR IR O 720 [ 200mg Q3W G, FEMESE
FRIG B0 BR A 5E 1% A bR BR
5 P B A e e R
F R 110
151
LU RF =T O E
WESME I [E7080-111 | FpEDOEERA (| 2R —F 1| — © —  |FEER FEEME
1A A, BARE, |200mg Q3W A+ A takER
BR KEYNOTE- | 3E/Miljafitifs, JRig |V > " TF =7
146 R, S R T- | 24mg QD
LRz, EMERE| A 2
fiE) 13 4 200mg Q3W -+
LN F=T
20mg QD
EIN#EH |E7080-115 | #FED BN A (F]200mg Q3W+| © © O |IESHh FEEME
1M HAE, B, |V NTF =T ZAiBR
B KEYNOTE- | FE/Nifa it . JR i | 20mg QD
523 b BepE . SRR
R, EMERA
i) FEF 6
ERR LR | E7080-307 ({LFHIEE O W AR LT | © © © |FHEWR EIES
£ IR UIBR AR fE 1% | =7 18mg QD o
B KEYNOTE- |85t o Bl fu g | +=~m U A
581 B (RWmER) |~ Smg QD
1069 %5l (AAA 117|B #f : 200mg
%2 te) QW+ Ly
F =7 20mg
QD
CHt. A=F=
7 50mg QD
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V. BRICEYIHEE

Phase | HEAE S i I B O B | A | 24t gf@ i
WL 1 |E7080-205 | YUIBR ARRE A0 AT |ARE: L YT O O O |FHEHR EIES
B TR P B | =7 18mg QD LR

# (VEGF Epyig | t=~r J A
%o ZiEE) B | 4 Smg QD
153 43l BEE: LT
=7 24mg QD
CHt:m_na )
LA 10mg QD
HESME T |E7080-111 | & F = v 7 R A |200mg QW+ | O O —  |FEER FEESE
B | Y RNLEFEARERZ| LV ANTF =T A takER
KEYNOTE- | [T #4147 L 72 4R | 20mg QD
146 16 B0 bR AN 6B S s
T oD Bl e o R
F 10461 % & TR
JlelE = A — b 145451
© : FHiEE O : E&Ek
Q3W : 3AMMMREE L. QD : 1 A 1 E&RE
<BHRREIZE T DR EEEE>
R B —
Phase | R H st RIEROM R | famtt | k| o0 |
[EIBEH R | KEYNOTE- | & #if B 4t SO B 55 | 200 mg Q3W © © — | ZEHEMR. EE
FFHRR | 564 SUIBRIN % O R | 7T R ik, 77 'R
B U A7 PO xf G ER
I e 7R RS e g R
F 994 5] (H AN 59
Bl & Te)

© : FHmEE

Q3w : 3 AR 5
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V. BRICEYIHEE

<BEXI=EREBEHY HERHED>

AR

Phase | BB 14 RO [l 1) |
EBEIL[A | KEYNOTE- | F 3¢ X X #sfE PEUE [ 200mg QQW+7'7 | © © |¥FEMHR EEL
ARG | 048 SHER R A b B B | 7 A S-FU b, FEHE K HRER
R #8824 (H AN 67|200mg Q3W Bk

R A YR~ T+T

7 FF#AHS-FU

EpsdtE | KEYNOTE- | 27— K B : a5k — kB © © © |¥FEMm. vLF
55 1 AERA (012 TEAT I BESE S R °F- | 10mg/kg Q2W ak— NkBr
R bR E 60 | 2A— B2

a5 —h B2 : 200mg Q3W

AT EASH A R T

B 1324 (AR

N 13 &)
WSV | KEYNOTE- | 7 5 F - 854 4 H | 200mg Q3W O O O |FHEH mIES
FHRABR 040 2EREORES | A b h L b, FEHR AR

XIFTREBICHESBR | — P R R

AT L= L | ¥ F ' XX

ML R | B T~ T

b B R 495 15
WS T | KEYNOTE- | 7 5 F - 85 4 H | 200mg Q3W O O O |Famabh
B | 055 b piE R O Y

X w7 OiEER

AR Z TR R

ST L EHR T

R M BA SEE R

R R 171 5
O : fHtEE O : zEEH
Q2w : 2 HEIERRE S, Q3W : 3 E IR L5
<BPETETESEEEICS 1T S MET - Mg E>

BB

Phase | BT o 5 T PN T e =
[EFE A | KEYNOTE- | A {5 98 O [ PR 9 | iRl th B E - © —  |FEER EIEX
ARG | 689 B X IZIVA @ |200mgQ3W %2 71— % b, FEHExIRE
R BB w] RE 72 J5y AT | TR 72 L LT

R i e
B BB 714151 -
(HA 46 fij% | 200me QW= RT=
PR VAT TF R 3 A
S — A D1, 200mg

QPBW % 12 3—2
RT3 ATSTF

VAE3a—RA
© : PR

RT : WO, Q3W : 3 RN
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V. BRICEYIHEE

<WBBUIRTEELGET - BROBEE>

AR

Phase | 5 4 ROV (|t T8 |
Of AL
[EBE LA | KEYNOTE- | YIBR N BE 72 4T + F[200mg Q3W+ | © © — | ZEHEMR EE
HITFER | 590 KOMBHEYE (—|YATTTF o+ ik, 77 R
L WIRIR) 749 1 (B A|5-FU o FEEER
A 141 Bl &5 Te) N
7T R+TA
7'Z F L +5-FU
B 5
[EFRHLF | KEYNOTE- | 7 7 —/Vbazi— k¢ [200mg Q3W © © © |Zr—ri=
AR | 181 GIR R e T - T (BRI R— b
B FEERE (CKIRR) HEM. A2
628 5l (H AN 152 4l b, SEH R L
ZEie) iR
HhE o R — tE = A —
YRR RELESTIE - B HER, EIEL
B (CRIBH) == S5iiea
123 i i ER R
EIFRILA | KEYNOTE- | UIBR A REHES T « 75| 200mg Q3W © © — |FFEMR FEELE
HFUAER | 180 B RS (2 2o bR
B 1B 1216] (HARA
30 il & & i)
[EREHE R | KEYNOTE- | PD-L1 BEPE D BIERA | 10mgkg Q2W | O O — | FEERH. FREE
%1 FEF 028 REESTH: - BRAE LAt~ T2
B JEEE (REE =R A— b kR
— k) 2361 (HAA 10
BlzEte)

O : FHiiEE O zE&E&k
Q3W : 3 EMIERER G-, Q2w : 2 ERIHIfRE G-
* 7 a—Nbak— hCRES NP EA L HIEETe,
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V. BRICEYIHEE

ARYRTEEARST - BRONSI-High 25T 248 - BHE>
AR

Phase | #BR%E PO MEKROH&E |G| 2tk e A
[ElE IR | KEYNOTE- | RIAHD MMR K48 | 200mg Q3W © | © —  |JEER. B
FHIFE | 177 X% MSI-High <l =35 b, EI st
B T2 ARG - LR (IV A F sk B

o) BE 3074 (H

AN 22 Bl &5 Te)
ER4LE | KEYNOTE- | 7 b E U X2 5% | 200mg Q3W © © © |IESH I
5 IFHE | 164 PUAEMEL A M O 513
B FHVTITF AL

=% (=) BN

VR PTEEMERE A

AV T HDU
T, EZEoun
TIDNIHL VEGF 7
L < 13H1 EGFR & /
7 a—F VR E N
ATV ANTED
EHVEOIREIED &
% UIBRARE 2 R pTitE
1T XA (V)
® MMR KHE X (%
MSI-High #H 9 %
e - IR R (=
H~— K B) 6341 (H
AN 6B Z=ET)

© : FHmE K
Q3W : 3 IR S

58



V. BRICEYIHEE

<PD-L1 BBEDRILE Vo ZBKIZMED D HER2 IR D F M A REXR (LB FELiE >

AR

Phase | BB 14 FHER OV | At et | 21|
EREILE | KEYNOTE- | GIBRANAED RFT | 73—~ 1 : — — |/N=]F1:
AR | 355 TR ME R L | 200mg Q3W+ ESH . (R
B T RAREEME D | (RS AR

> HER2 &1,

B

N— k1

3561 (HARAN 44

EET)

N—k2: R— k2 © © — (/=12

847 il (HAA 87|200mg Q3W+ —HER, RE

Bl & & te) L HEE AV T 5B R

xR E R

77 2R+

© : FHmE R
Q3W : 3 MRS

<HIVEUZBEEENDHER2 I THRS Y RV OFEISE 1T 18T - iR EMERE>

BB AR

Phase | PR P FIVE R O B | A | 224t iﬁ s
[l J I | KEYNOTE- | 78 L + 2 4 Pl | i AR IR IE | © — [ CEER e
SR | 522 PEA>> HER2 [ath | #] . 8 23— LAV ER
R TH¥m Y A 7|200mg Q3W+

(R R i % | I

BRAGT D AETIC, T
G2 AL G IR 2
Bric kv TNM 4
AT Tle 2> D N1~
2. XL T2~4 Ho
NO~2 IZ7%%4 9 %
B2 A L
V) D JETE O L
e ERE 1,174 41 (A
AN 76 B & Eie)

77 R +1{k
Hl:9a—2x
200mg Q3W

7Z R

© : FHmE R
Q3W : 3 AR5
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V. AEICEd SEE

<#ET - BROFERE>

AR

Phase | BEET 114 FREROV B (|| ) |
E BR 3 [/ [NRG-GY  |[bFFIERE D 720 | fEHRRIES] © — | ZEHEMR. EE
FIMAHFR| 018 /AT - T O 7 | 200mg Q3W + a7 IR
B KEYNOTE- | /& & B # 810 #i] |[{bLFIRIE *f FE R B
868 (HRNTHEE |7 78R +
i) #e==375
MERRIRRIEH]
400mg Q6W
A N
E W% I [KEYNOTE-|/S—F C: HAA|[/S%—F C: — © © |HFEMHR IFESE
FHRBR (011 DRIBIFE OHEST X [200mg Q3W + AR ER
(B e 2 E TN AR == 30 R
fifiyee EE - 14 151
[E| B 3£ [7] [KEYNOTE- | 7" 7 F 7 #4| %5 | 200mg  Q3W+| © © — | FER EEA
55 M FE K| 775 S tfbEREE Dl v o TF =T b, FEH HRER
R E7080-309 [< &% 1 LA |20mg QD B
BE1T LT B ST | {L 2k
TE AR B 827
Bl (HAN 104 #1
rEte)
[ N % 1 | KEYNOTE- | H R AD[EE S A |200mg Q3W+| © © — | IR
B 1 R 523 | GEAflalgE, | Lo TF =7
B E7080-115 | B MifasE. 7= 4 | 20mg QD
L RS bR | 8
SR Y- BB
MR ANE) B 6
Bl
Wi 54 1% 3 | KEYNOTE- | [EJE S A (7R | #1155 14 © © — | FEEmREER
B 11146 VB RN FE/N | 200mg Q3WH+
MRABR  |E7080-111 |, R b LT =7
Fe¥E . BESEER R | 24mg QD
R, MR 200mg Q3WH
) B3 286 B (F-| Lo N TF =7
R 2 78— b |20mg QD
125 f4)) T -
200mg Q3W+
Lo NF =7
20mg QD
© : FHmEE

Q3W : 3 EHMMEE L. QD : 1 H 1 [F#EE:
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V. BRICEYIHEE

<HALEEREZICEEL] TMB-High 2F9 5£1T7 - BROEME

(REMTARARETIEHS

IZBRB) >
R B —

Phase | BAE 5 POE- FEKR O & A 30| 222 R E)RE i
EIBE2L[F |[KEYNOTE- | 7L —7 A~ : 200mg Q3W © ©" — | ER FEMEE
55 AR | 158 {LEIEE R H Y A iR
B TMB 227 %47

HHEAT « B O[E

R 791 41 (B A

N 77 % G Te)
I WES )& | 24 DN AFETEY | 1~10mgkgQ2W | O — i
i} AT 1R IE D & 2 B3 | 10mgkg QQW
I *2 1772 511 (HAA 151 |2, 10mg/kg Q3W

BlzETe) 2 200mgQ3W

ae=-37 o

© : fHEE O : 2E&E

Q3w : 3 AR 5

*1 o MRS 105 5] (TMB-High 26, H A A TMB-High £ 6 ] % & #¢)
*) - GEAMRATICIZ. 001, 002, 012, 028, 055, 059, 086. 100, 199, 010, 045 KX 061 RER NG £ D,

<ETXEIBREOFEHE>

Phase | FURE it RO || ek B
EEIER | KEYNOTE- | BIA I 0 s [200mg Q3W+| © | © | — | @k miE
wARE | 826 N7 AvsEERE | it O BB I ik, 77 'R
B FED 720 (L2 | B PRI
SRR & LT ‘
BT ) |7 7 B ARl
17T 0 75 | P OURIEES
SFE R 617 ] (1 | A
AN 57 Bl%EETe)

© : FHmE R

Q3W : 3 IR S
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V. BRICEYIHEE

<BAFETFERE>

AR

Phase | BT i MR || ek B e
[EB3L[E [ KEYNOTE- | R 5 #% @ FIGO |[200mg Q3W+| © © — | EEMREE
FAHFR | A18 2014 #EITHIS3¥EHD |CCRT @ 4 | b, 7 7R
B IB2~1B # (Y |400mg Q6W i FRERIR

> RE RS )
XIFM~IVAHI (U | 77 &R Q3W
O RHTRRS B | +CCRT D%,
XREM) OJRPTE| 7T AR QeW
T4 = Sy R
1060 5 (HAA 90
& ETe)
© : FHmEE
CCRT : [RIRE 2R, Q3W @ 3 MR G, Q6W : 6 @[5
<BEXTEAMORFKMEMIRAMAAE B Hikm) >/ \E>
ERR R — &

Phase | Ba% = PIES FER O & | A0 222 BEY EhRE 2
EPNE T [KEYNOTE- | H A A @ # %8 X 13 {200mg Q3W © © IFEMR M
FHRBR | A33 5 ME o R M e 2t ER

(=N ) R s 3 )

U »oXJERE T
WS 1T | KEYNOTE- | # %8 X3 #E R M O | 200mg Q3W © © © |FEMH FEEME
FHRBR 170 Ji 5 P A B A A ek

T OB AR Y o fE

B 5341
WS %] | KEYNOTE- | i i # 5 M i 355 8 | 10mg/kg QW™ | O O O |FEm FEEE
% 1 FHEL] 013 Fadk— b 4A (F5]200mg Q3W™ 2R
B B T HEIRE O I

FEMEHERR AR B

R Y o oNEERE)

21 31
© : FHiEE O : E&Ek

Q3W : 3 MMM #E 5. Q2W : 2 WM E# 5
*]  IRBRESEF =R 3 I E TIOB SN B
*2  VRBRFEMFHEECRT S 4 SR 5 iRl Rl B g S iz B
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<ABREUIRTRTET - BEOEE

it

>

HR R AR — 5L

Phase | BAE 5 PIES FEKR O & AR |2t Ky E) ik M2
[EIBEIEE | KEYNOTE- | {L 22 #IEBE D 720 [200mg Q3W+| © © — | ZHEHER, EE
F AR | 859 HER2 2 DOHEST - | {b 795 1k (FP it 7 7R
B FE HEARE 1579 | XX CAPOX) S HR AR ER

B (HAAN 101 fl| 7 7 & A +1k

ZETe) YL (FP X

I% CAPOX)

[EIFEIEE | KEYNOTE- | {b 22 3L D 720 | 200mg Q3W © © © |HrER EE
FBEIFHRR | 062 HER2 [& ¥ 7> 5 (200mg Q3W+ 2Bk
R PD-L1 Gt DHEST - | b3 1k (FP

PR B B 763 | XX XP)

il (HAN 103 ]| 77 B HRHL 75

ZETe) ¥ (FP T XP)
EN%ZY | KEYNOTE- | H AR AN Db FFiE| 2R —hF 1: | © © — | EEM FEMmLE
%5 AR | 659 JEEOD 72 HER2 & |200mg Q3W+SOX # bR
B 73> PD-L1 Batk

DOHEAT - FHEE |2 H— K 2

B 100 200mg Q3W+SP
© : FFAEER}

Q3W : 3 EMIME#E S
FP: 5-FU+ 3 A7 TF >, CAPOX : IRV ZE U+ FF PN FF3F o XP: IRV EE U+ AT TF o,
SOX : S-1+FFXH%VFF3F 2 SP:S-1+T AT TFTF

2025 FEE U SCKET R

Phase

KES

LR O &

Ak

K EhRE

S

FEERILIR]
FEIFHR

KEYNOTE-
811

7 a— L aR—
ko

(B FIRIERE D 72
HER2 51 0 1R fi
UIBR AR BE 7R EAT -
PR3 B B 698
5l (HAN 84 il %
&)
H A
ko
H AN DAL L
JED 72 HER2 5
PEDOIEEOIFRRRe
IRHELT - R E R
BE 40 41

BN = AR —

7 a—/N)La
A= b
200mg Q3W+ h
FAY AT +
b7 (FP X
IZ CAPOX)
TR+ FTA
Y X< T VR
1 (FP XX CAPOX)
HAR NGB =
BA—b
200mg Q3W +
oAV X<
7 +S0X
7T tR+ b
FTAY X~ T
+S0X

©

HEREE
e 77 'R
ot HEEA R

O :

AFAtE R

Q3W : 3RS
FP: 5-FU+ 3 A7 5 F | CAPOX : IRV A+ F4FH U F5F L SOX: S-1+4FH 1) F5F
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V. BRICEYIHEE

B YIRRT AR B >

AR

WA AR5 98 Je ON
NHZE¥E) BE 1069

7T & R+H7 A

Phase | #Ba% = PIES HiER O R A M
EERH:E | KEYNOTE- | #1T (#58M:) 3 |200mg Q3W+7 © CHEEMR, EE
FEIAEFR | 966 UIkrAREE (T | AV 7 BV RD Ak, 77 R
B 11) 72RHERE (FN | VAT Z7F Sk HE G BR

BRARE T ER P
O & E BT 105
il (HAN 18 fiil %
&)

Bl (HARN 102 ]| v 2 BV Ry

o) AT TF
[ElFE4L[F | KETNOTE- | =/ — k B : 200mg Q3W IEEMR FEMmIE
B IFERR | 158 PEYER 72 — IR IB B 2R
Br NS TH - 121

© : FFAME

QW : 3 IR

<UIBRTRELLHETT - BROBMEMIEHKE>

H R AR — T

Phase | BRE =

SES

FE K O &

i

-0}

R

B

I b |A17

N %5 | KEYNOTE-

H AR N DAL 7L
JED 7o W HIBR AR
7R AT - FRFE D
P b s Hp R e R
19 %

200mg Q3W +
~NA ML FE
FF U DL+
VAT TF

o |u

O |t

FFER FERELE
A AbakER

/TIFHE | 483

WS 1T | KEYNOTE-

{BZIFRIERE D 720
UIBRAHE 72 HEAT -
P D T i g o
e

B FEAT x4
440 151

R VEFEAm x5
473 15

200mg Q3W +
7 F Bl
OF L SRIE
200mg Q3W
7T F A
OF b RE

FHEM BIER
=875

© : FHAEH

Q3W : 3 M RIE RS-
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V. BRICEYIHEE

(2) ERFREEHER
1) BN I tB5%E% (KEYNOTE-011 ®ER/S— ~ A) ¥
HAR AN OHETTIEREIE S A BE 10 Bl AR 2mg/kg X 10mg/kg & SiFHELZ L&D 1 a—2fh
BTH, WThoHEICBWTHHERIEREME (DLT) ORBITRD ST, BRI B RERNE
LTz,
RIWEH DI BLEIE 1T 80.0% (8/10 ffil) Th -7z, BEEZRRMEHORIEFIEGIE 10.0% (1/10 1) TH
V. Grade3 ® AST (GOT) H4M} X Grade3 ® ALT (GPT) ¥ TdH -7, BIEMIC L 25 Fik
KOFTNT AN o7,

2) EINE I KB (KEYNOTE-011 sXE/X— + B) 2

H AR N OARIEHE OHELT ITEBE D IER T bR B 12511244 200mg, < A | L' ¥ & K 500mg/m?
BT T FFHREF (AT F 2 75mg/m? T NVAR 7T F 2 AUC 5 mg min/mL) % 3 38 RE
TOHAZEELZEED 1 a— 2K 5 T#, DLT ORI 1 4] (Graded DIET b U w7 AIAE) 1258
LORSY 4V i

RIWEH ORBEIETE 100.0% (12/1261) Tholo, HEELRFEIEHOBBEEEIX 41.7% (5/12 1) T
B, FONFUINFR 1G], AR R O RS 1 6], BB 1 6], iz eiE &k OHE
PERGE L, il 1B THh 7=, BWERNC X A8G 0 ikix 4 61 (RUEVEMZEER, MZERGE, i
g, MBI A 1) IcAhBNT,

RITERNC K23 Cid 2 f (RVEMERIZER, Fliligige & 1 61]) ISHEBL L7223, FERIZ DWW TEEOASHE
RNFNHFEHELTND EEZ BT,

3) EIN®BEE 1 BRER (KEYNOTE-523.7E7080-115 iRE&) ¥

HARANDERA A GE/NRaME, BMIEE, 2, R ERE, SR LR, R
E) B 6 FIICAHK 200mg 3 BRI E G- L Lo AR"F =7 20mg | B 1 [EEEE2OHHZRG L L
D1 a—AFG5HETH, DLT ORBUIZRO bR -oT-,

RIER OFBLEIA 1 100.0% (6/6 f5l) ThoTo, IBRIEORGHOFHERGIZL L CIT o7
2, 1 BHICEE A EESR (Grade3 OfifEsE) NHILL, WiRBREOE G2 F 1L Lz, YikBE X

VU NRF =TS 32 Hik (REIEKEE S 42 H#) 12 GradeS OFfifilZeic X 0 S8 L=, Hiilgide
X, VRS ERIC L VIR L OBEH V S HE SN, BRRET —%, XA Z VA2 b
HX, EOMOLZEMICEET A2 BIZHE TlX, Bl v 7 VB ootz

4) EBE£FEEMAERER (KEYNOTE-A39./EV-302 5% Safety run-in) #

WA 1b,/ MAHRER (KEYNOTE-869, EV-103 545%) F &t 28— MMZHBWT DLT 27l L.
TURNY T NRFU (B z) (LUT. EV) 244 LRG3 2BEOHESE T &
(1.25mg/kg) ZRIE LTz, RIE SN2 ER O EIZOW T, ARBR O EF IR S— b ~A A
NWEBRE 2 A AN D RIS, HAREA O Safety run-in &2 920 L7-, HAN TIHHEED 72\ BT T
MESATEERE MO R EE BRI BE 341lc, 1 =—A (21 HIH) % DLT#HMm#IM & LT, 1 H BITAA
Z 200mg. EV 1.25mgkg & 1 X8 H AL L, 1| a— AL T D DLT BRI Z I L
72 HAR[EA O Safety run-in [ZFA AN T2 3 BNV T, DLT OFILUIFRD L2 o7,

5) ENE IbHEHER (KEYNOTE-A17 3ER) ¥

HARN DAL FRIEIE O 70 WBIBR AR 72 AT « PR3 O MM i f il AR 19 B ASA 200mg 3 3 [H]
k&S (Q3W) &XA R L& KJ kU 7 A 500mg/m? Q3W LN A7 T F > 75mg/m® Q3W %
OFREES- Uiz, DLT sl ATREERIC & 72 18B1D 5 B, 241 (11.1%) 12 1 {LL Ed DLT 23388
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V. BRICEYIHEE

BTz, TNHDOEED I L, 1 HITHE Grade3 DA E D ERZFEEL L, Bl 1 4Tl Grade 3 D&
Uk, Grade 2 DFEEI X Grade 3 DIR T L7 X VMUEAFEE L=, 1 =— % H® DLT HHEIA X,
FANCHE LT-AEMOREEEL TR KFERA M LXE RN AR AT TF L ff
HAEG1x, FRrREhLet e 7y AV E R LT,

6) QTc e~ DFE

WA 1 AR (KEYNOTE-001 #B) D %— K A, Bl, B2, C X O'D D HEH % x50 E XK % H
TE L, ARFNDSOERNC RIE T 8 A G L7 fE 550 5 . AT QTe BRI 3t L CHERAIC EE /2 ¥
BaRIES RN LR ENT,

) AR OEBAER OF L., B, RAICE, Sa7 ) Xv7 GRIEFHBZ) L LT, 18 200mg %
3 AR IR X 1 18] 400mg % 6 IR T 30 22T TR ET 5.

3) AERERRAER
BYE 1 EEER (KEYNOTE-001 SHER) ©
KEYNOTE-001 #5ri%, YIBRAEE X Tt o mrk RalE, FE/NRaMiE (NSCLC) XX A
DOBF LR LT D LR, FEER, S LHRRTH D, 7— F A TIHEESABRE ZHM
BN, HEMEZIT> 70, BE 3I~6 Fli D S D 2 A — M2 AHE 1, 3 T 10mg/kg 2
T bR CIEUGR A AT, S S— O 7%, 2S— b Al KOV A2 ([ZHEE 28 L THAA
AU, AAID PK K OFES ) F DR 2 /G L7z,
=k B KO D Tl MEErE B aE B 2 AN, AF| O e & HUER R4 3 Hh L7,
10mg/kg 2 MFREINE, 10mg/kg 3 FRIRME. & O 2mg/keg 3 HREIMRO R/ 5 3 >0 HER OH & TR
G L7z 4=ak—F (Bl, B2, B3 XU'D) O&F 655 FllcBW\T, ZeMt7m 7 7 A WVITFFA e
LEZLN, TR (ORR) DOFERIT—E L TWe, £72. A BV A~ 7 RIBE K OBEEREN O
WTIUZENTH ORR 1FE <, 7 L7z 3 2O HAEROCHERMICH o372 HERIGEIRITERD &
FAWASIE Y
N— | C TlE, 2 VYA DOREALFERIERICEBET ORD VI NI E B 41 42550
BN, EDH B 3R BNTAFHZ 10mg/keg 3 BRI TR L L7z, /X—  F Tlid, O arR—k»
B 72 % /IR it R % LA A LTz,
fSe. PD-L1 @mZ8BLOIE Nt B8 o3 U, AFNTEN - HUEE R 27~ L, PD-L1 ZBL5E
BEIZBWTH, AAEEGIZE D ORR X, BEEREE ICHT 2 B MRt pUEEE R 3O 20 R & ik
a7 | BRI ER D H A AR LT, PD-LI I L > THEELBIRT 52 L1128V, PD-
L1 RBI2ME0BHE & i LT 2 %20 EdD ORR 235 B4, 2580 & T O HIM & OGS0 o gt iz &
V. AKFOBFITRIICH B ONEET 5 Z L ARENT, £72. BT 0 7 7 A VITRETHE
EEZLNT,
ZNHOFRERIZE Y PD-L1 HEOFHE S AF FAMPFIEIC BT 2 BETRINCAHTH D Z LR E
. fi< ERERILFRS O MAHRER (KEYNOTE-010 35) (28 T PD-L1 B EEE THE SN
TEARFN ORI A AEE THIT 2 b0 & 7o7z,
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MEOVE 1 #8518 (KEYNOTE-001 $8E&) : /NA A< —H— DRI

WA F~—h—ffr&E BHEY & LT, KEYNOTE-001 iBRD/S— b C, Fl, F2 OEEZHAE L.
Biomarker Training Set 3 |% Biomarker Validation Set Z /% L 72,

Training Set Tl&. 22C3 it b PD-1HifkZ W =it etk (IHC) (2L > T, PD-L1 D
FEHLZHIE L, 22403 (ORR) Oz vy, ROC MR 2T+ 5 Z L Th v A 7lEZIRE LT,
Youden index (Z & ¥ 47.5%0 Tumor Proportion Score (TPS) 2@ U)7e W v AT THDH Z &R
SNz, HIEOMMESSEEEB L, U1 EIFT50%E L, v =4 r2liox a7 2fF#E L
77

RIZ Training Set TaX & L7 PD-L1 FELOH v b A 7MDK 72 FZ M2 MR T 5 72012,
Validation Set & 7' 1 A7 7 ¢ TR LTz, fEH. ORRITFZEA W EMAT R 545 CTd 5 PD-LI
L (TPS=50%) DBFHEMNT 42.6% (95%CI : 30.0,55.9) . PD-L1{EK3EH. (TPS 1~49%) DA
FAEM T 14.8% (95%ClI : 7.9, 24.4) | PD-L1 FBIEMDEEEM T 8.7% (95%CI : 1.1,28.0) Th

D . TPS=50%D A > b A 7O S PN ERRAICfER ST,

WESLE T ARERER (KEYNOTE-001 #5R) (1281754 adk— F O 58 - BEH

ak— k AR G- BEE
Img/kg Q2W 4 15
N—hKA
IS A 3mg/kg QZW 3 4
10mg/kg Q2W 34
;275]:2 1 10mg/kg Q2W 7 131
HA 7L 1128V T 0.005mg/kg., 0.3mg/kg, 2.0mg/kg 4151
DONETHHEHE 5, YA 7 L 2 LI 2mg/kg Q3W
/N— K A2 P A 7V 1128V T 0.02mg/kg. 0.3mg/kg. 2.0mg/kg 351
B DNEZ RS 5, 1 2 /L 2 DLW 2mglkg Q3W
YA 7 1TIZBNT 0.06mg/kg, 1.0mg/kg, 10mg/kg 6 15
DN Wik 5, YA 7 1 2 LI 10mg/kg Q3W
5 2mg/kg Q3W 22 ]
s~ 1Bl 10mg/kg Q3W 56 f
S R mg/kg Q
10mg/kg Q2W 57 131
{E;‘r; %g% . 2mg/kg Q3W 89 {3
A Y A~ TEpE
(REAE A ) 10mg/kg Q3W 84 4
s3— 1 B3 10mg/kg Q3W 121 431
MR E
(A2 BT T) 10mg/kg Q2W 123 #
SS—kC
BEIASE : S/ NI 10mg/kg Q3W 38 61
/X—hKD
L o 10mg/kg Q3W 52 45l
£ Y LT HRIEHE
(B AU ) 2mglkg Q3W 5141
X— K F1 2mg/kg Q3W 6 15l
RIBWE : PD-L1 FHLRE, 10mg/kg Q2W 46 11
RO 10mg/kg Q3W 49 {31
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k= k AF B G- BEE
/3= |k F2 10mg/kg Q2W 156 151
HRIBHE - PD-L1 R BIBGE X1
PD-L1 Z8ifar:, I/ MRt | 10mg/kg Q3W 200 11
/N— K F3
BERIR © PD-L1 FEELE, 2mg/kg Q3W 55 45l
FE /N e fiti g

Q2W : 2 ERMRRR 5. Q3W : 3 @E[H kR 5-

) AR OARRAELORAEZ, @, RAKE, Xa7nr ) X~v7 GEETHHZ) & LT, 18 200mg %
3 ARG XX 1 18] 400mg % 6 JE[H R T 30 22T TR ET 5.

68



V. BRICEYIHEE

(4) BEEMEAER
1) BRI EER
<EHEaE>
HERL  EN 1B (KEYNOTE-041 545R) 7 ¥

HERT YA ShisdtE, RS, EER

R A BV L~ T RKIGEDRFTEFR DI & 72 522 WEIERAGE (M) ST (IVH) o

EafT o EEREAEEE 426 (7 FUBRSOIARPEME R AR Z R <)
BE . HARNCH T 2AH 2mg/kg 3 BERER S (Q3W) DOLEVER A IINEZ T 5,

& - AH 2mglkg & QAW THUMEHE L7z, &GIE. HEET, PR TE RVvaEtt, &R 2FHD
B G- HARIRE T ORI EVEAR 7 SRV FR Y | ik L7z, BREOFHmIL 12~48 Lif“li 6 JH[H]
Tl DR 128 T LS LT, ks, BRI TR EEIT R0 NG AT, REETT
ZRIERDFED R W EFEORRRINIZZE LTV 5 BE T, /klﬁluﬁnpﬂﬁﬁpﬂﬂﬂf‘%%@ﬁ

MWD BN D ECAROE L EMEFET 5 2 L WTFHEE Shiz,

FEFMEIRR - APaT M (TR 2 & e, BEEMRAMEES O FAS M7 2B 2 B2hHR

(ORR) *

BIREHEIRR : SR ANEEE O FAS T T 2280 WIS K AR/ (PFS) 3,

APaT £HIZ BT 224 FHM (0S) 7y

VR A D/ L 1RGS-S TXTOEID 1T b 83
*2 e K O FRHT B4 [
*3 RECIST WA R4 > L1RERW IS HEZES (IRC) FEliic o<

R -
(FEFHLE A ]

& 7 R AEBRE I 5 2%% (ORR)

ORR (CR+PR) TFRICHE LI IR OMMERESHE"% Lnl- 72,
* 95%CI @ T BRAEAS 10%

i BAR G 2D R D EHY
B L R il R
n (%) 95%CI "

BEE 29

5E427E%) (CR) 2 (6.9) (0.8,22.8)
#575%h (PR) 5 (17.2) (5.8,35.8)
478%) (CR+PR) 7 (24.1) (10.3,43.5)
ZE (SD) 7 (24.1) (10.3, 43.5)
{” %@ﬁ (PD) 14 (48.3) (29.4, 67.5)
Pl AEE (NE) 1 (3.4) (0.1,17.8)

§ THEAMICES < EfEREEKEICHES <
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[EIREHImE H
& SUFENMRAERE T 2 BRI
ZERIR O TUEIIREE, B E CoHMO P REIX 123 TH o7z,
RSB STz T I 5 B TROFRE B ST,

@ JETEN: B fEBRE T D E AR (PFS)
PFS DHHfE X 4.2 # H (95%CI :2.8,7.0) THY. 6 » HPFSH([T414%TH -7,

@ 7 I B E R IC T A AR (0S)
OS DHFRAEIIREETH -7, 6 7 H OSHIL91.1%. 12 » H OS (L 82.7% TH > 7=,

[ 4k ]

BIWEAIE 81.0% (34/42 f5) DBRFITHIL L=, EREWER (10%LLE) X, % 5 FFE 14.3% (6/42
) . BRI EE 14.3% (6/42 1) K OMERIK 11.9% (5/42 %) Th -7z,
EERBEWERAORBLIEIA1X 23.8% (10/42 1) TH o7, 2HILL EIZAH L EEZBIER X FERR
&K QL 4.8%) . 1AL EERBWERIZ, &ifn, R, K%, T, s, REZE,
R E e, B, BME, W L OSEIZ CTh o T2,

BHEHR B S TZRITEHORBE G 11.9% (5/424]) Tholz,

FECIE 341 (7.1%) T, ZONFRITEMEER RS, REARHOET @REIC L D) K OKH m
THY ., JFRARHDOIELE K ORHIMIZIRERE & ORI RERRSH 0 & IR Y ERHE Shi-,

1E) AR OARAEL O, ERAEOCLEE, @, fAIZE, <A77 nl) X+v7 (BiaFHifEz) &

LT, 118 200mg % 3 # [ FIFE I3 1[E] 400mg 2 6 BRI T 30 22T TRI#ES 2. 2720, i
BMIFREOSEE, BT 12 » AMETE T 5,
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V. BRICEYIHEE

BB - MESME AHER (KEYNOTE-002 i) 2 10 1V

HEBRTYA D s diE, EBEAb, Ho5ER
R A Y LA~ TIRGEOUIRARE (M) U3t (V) OREL2 47 2 EEREEEE
540 41
B LR E R E LT, A BV A~ 7 IREIMEO UIBRARGE TSR B L il R 1o x5
HAK (2mg/kg 3 HEFMFE (Q3W) XiX 10mg/kg Q3W) DEMEKR N2 %2 FHET 5,
HiE  ARHID 2mg/kg Q3W B, 10mg/kg Q3W AE SUITAZHE(L ik (FRERHH Y PR AT 23 &N L 729 1K)
FETOWTNNIT L1 1 THERIZEID 15, —HER T &S L7z, ECOGPS, FLEEMAKFE
I3 (LDH) fEM N BRAF B TERTREINL, #0070, HEEOFmIE 12~48 M E TlX 6
&, DB 12 8B 23 Le, 7ok, BRI TREEITHRBO b GAI, 5
BT 2 R TR DGR DR WDKK E LTV 5 BHE T, KEILAEE O WA ¢
PHREITORD b D ETARFOE G- 2k 2 2 L BN AREE Shvlz, (LSERIERE O BT
DRO LT EBE T LTI, REBUBENOARFA~D 7 0 A A ——%FR LTz,
FEFMBEIEE : ITTHEM 2T 5 EHEEAFHM (PFS) =, 24FHIRH (0S)
BIREFMEIER : ITT 52 KON FAS £ H™ 2817 2F%% (ORR) 3, ZE2hIM, APaT £H™ 12k
TR EMERE
*AEAE(LEFREORINEL, IVRTTF 0 /R0 Y 2w ABERERE, VRS T T BMERE, X
U xR VEMELR, FONANTY ] TEY R I RBIRIESXE7E v REROEE TH -7z,

*) FEVEZAL L2 N T OHRE

*3 BN R OV BBMEATIX, ST U 7o U R E e OIS N EHE 23 RECIST A KT 4 v LI RICHE S & B
T CREM L7 (IRO FEAf)

#4 R— 2T A VIRFITIRBR Y EAT O FEAN & P RFEE NN TR SN RIERBERAE N H Y | IRRIEE
LRI S SN TOWARNWEEZRRW ., T XTORELENY 1) ShioBad

*SIRBREAZ R SN T X ToOBHE

wmR
[ ZEHmE A ]
& HERL AR fE ] (PFS)
PFS O RAf L, AFIEHECHE SN MEEHMERE S (12 8H) SIEE—H% LT, 72, 1k
FRERE ISR D ARA W FEOBRE D R ST,

PFS Ofitt (ITT 4[5

AHA 2mg/kg Q3W | AH 10mg/kg Q3W | #e=2i-30
(n=180) (n=181) (n=179)

AV M (%) 129 (71.7) 126 (69.6) 155 (86.6)
PFS O AT (H)  (95%CI) 29 (2.8,3.8) 29 (2.8,4.7) 2.7 (2.5,2.8)
6 # J PESHE (%) " (95%CI) | 343 (27.4,41.3) 37.7 (30.6,44.8) 15.6 (10.5,21.5)
=223 e ) 0.57 0.50
AP — R (95%CI) ¢ (0.45,0.73) (0.39, 0.64) —
P i " <0.0001 <0.0001
2mg/kg Q3W IZx9 % . 0.91 o
NYP— RE (95%CI) (0.71, 1.16)

TR DT —% (20145 A 2By 47
PFS 1%, EEAEAEILHT R0y S AT XTI EOWT IR W S E TCoHM &35,
T {80 F =TI T 2 HEMmEHEE (Kaplan-Meier) 1EIC X 2,
I {REAE AR L L, ECOGPS (0, 1) . LDHfE (E#. @&iff) . BRAF B TAR (FHEM BAR)

ZERIRTF & LT M L7=@sl Cox el — REF IS,

§ @hle 77 oy g (Rl .

BKHE 0=0.0025
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V. BRICEYIHEE

PFS @ Kaplan-Meier i

%)
100
90 -
80
70
60
50
40
30-
20 -
101
0

(ITT £MH])

— AFl|2mg/kg Q3W
A%#]10mg/kg Q3W
1bEE

0 8

at risk#
AH|2mg/kg QBW
ZA#I10mg/kg Q3W
a5

74
82
43

53
55
22

26
39
15

180
181
179

153
158
128

& 2R (0S)

T
10

BERLEFRE

9
15
4

RAIEHTIRE LTI, AFNOWFHORE B ALFAIRIEITS T D\ R S o7,
723, BOREEATIRH AL SAIRIERE D 54.7% (98/179 ) 13, FRBEATRICAAIR G127 m A A —"—

=iz,

OS OfiEHr (ITT %)

AF| 2mg/kg Q3W | AFHl 10mg/kg Q3W 9==-305
(n=180) (n=181) (n=179)
ARV N (%) 123 (68.3) 117 (64.6) 128 (71.5)
OS fgefig™ (H)  (95%CI) 13.4 (11.0,16.4) 14.7 (11.3,19.5) 11.0 (8.9,13.8)
LB RTT 5 0.86 0.74
NP RH (95%CD (0.67, 1.10) (0.57,0.96) —
P i ® 0.1173 0.0106

BT DT — 4 2015 11 H 16 B > v A7

T HHE 0 7 —ZICkIGT A HEMEREE (Kaplan-Meier) 512X %,

I /&8 & L L, ECOGPS (0, 1) . LDHE (IE¥. Efl) . BRAFEIG AR (ZHRA

ZERIEF & UCE M L7z il Cox el — FETF MICES L,

§ @il 77 7 e TAD | A EKE 0=0.02
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V. BRICEYIHEE

OS @ Kaplan-Meier Hi# (ITT 4E[H)
(%)

100 -, — A#l2mg/kg Q3W
90+ A%/10me/kg Q3W
1
80
704
60 -y
&
¥ 50
b
40
301 Lyt
le—y
20
10 1
0 T T T T T T T 1§ T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36(A)
at risk# HETFHAR
ZA&|2mg/kg Q3W 180 131 95 70 61 11 0
ZA&|10mg/kg Q3W 181 138 99 79 67 12 0
1EE8E 179 115 80 60 48 9 0
BRIV EHAm R H

® 75502 (ORR)

ORR [ IAA] 2mg/kg Q3W A% 21.1%, 10mg/kg Q3W Bf 25.4%., LFIEIERE 4.5% Ch o7z, TRELR)
(CR) 1. AHA| 2mg/kg Q3W A 4 5] (2.2%) . 10mg/kg Q3W A 51l (2.8%) . (LZFRIERETILRE

DB T,

[ 72 4pE]

BIVER ORBEIG I, AA| 2mg/kg Q3W AL 1Y 10mg/kg Q3W #£ T, 68.0% (121/178 i) K& 1* 74.3%
(133/179 #l) Toh o7z, EZ2REWEM (10%LLE) 1%, AHAl 2mg/kg Q3W #E T T 22.5% (40/178
) . % 9 FEIE 20.8% (37/178 f5) KOV 11.8% (21/178 fil) . Al 10mg/kg Q3W A TH % 29.1%
(52/179 4511) . & 9 FEAE 23.5% (42/179 61) . TH#i110.6% (19/179 i) K OVEZ 10.1% (18/179 Hi))

ThoTo, LFHRIERETIE, 80.7% (138/171 61) (CEIVEA2IZFEEL L=,

HERBITEH ORBLEIE 1T, AH) 2mg/kg Q3W & 7.9% (14/178 ) . 10mg/kg Q3W & 11.2% (20/179
) | ALFIRERE 9.9% (17/17161]) Thoi-, 2HILL BICHA S EEZ2RNER L. 2mg/kg Q3W
FECIT 2T MHEE QB 1.1%) . 10 mg/kg Q3W BETIX NH B, 1.7%) . fililgze G #l. 1.7%) .
TEAEREIKTE 2 #Fl. 1.1%) KO 2 #l. 1.1%) Tho7, {LFEERETIE, & (3
B, 1.8%) | FL GBIl 1.8%)  FEELFHERIE (261, 1.2%) . M/ asE (2 61, 1.2%) |
FE 261, 12%) LU/ MBS QFl, 1.2%) ThoT-,
HERBERCL 2P IEOFIEIEZENZEI 2.8% (5/178 41) | 4.5% (8/179 451) | 2.3% (4/171 f51]) |
BIERINC X 236 13 AH] 2mg/kg Q3W BEDSEL 1 6] (0.6%) Th o7z, LL, T—HF X—Z[EHE
%, TRBRFLY EMIT Z O C OREBERE NRBEEICBEZ L) (CAE Lz, [RBRYEMIT, 38
FIIFRHTH DM, KR & U TREET L BB L OMImMMNE 2 b b E#iE L,

AF 10mg/kg Q3W BE K OMLZERIERE CIREWEMRIC L 2 I3 A b1,

) AFIOAGRAER ORI, BHERAEOSS, @, AKX, ~a7u ) X~v7 GEE i)

L LT, 18] 200mg % 3 #RIMREIE 1 18] 400mg % 6 3 RIE T 30 02T CTAMErEST 5, 727210,
WEMHBREOEA L, ®SWMITX 12 s AMETET 5,
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V. BRICEYIHEE

HERA MBI (KEYNOTE-006 3 1219 19

RETHA 2 ZhuskdtE, BEAL, JEEMR. 3 BEHR

R A Y L~ T RIGEOYIRARE TS E O BN R A E R 834 4

B : 1 BV A~ T RIGEOUIBRARE TR VE O P BB 2 550, K Q 2D HER
UH&E) LAY AT OREMEROHNMNZ EREFTT 5,

Fik  AAID 10mg/kg 2 ARFIFIE (Q2W) #f, 10mg/ke 3 BRI (Q3W) BEXIIA ¥V A~ T HE

DOWTFNT 1:1: 1 O TEAEZIZEY ()72, BT ITaEE S, PD-L1 %81 % O ECOG PS
WL E Lz,
2 Bl H OHfENT 1A2) OF > bA TR TR, A BV A TRENDARFIBFEA~D 7 1 A4 —N
—IIRATH o708, 1A2 th, A U A~ T RHICHI D (1 DR BETRED D B T,
AHIFESND 7 T A — _—Z TR Uiz, RIGBRCIE, HREET, FFETE R0V EE, ik 2 4R
OEGWME THEORIERMEL - SR Y | ARFIOER G &k Ui, EEROFMIL 12~48
BETIToEM I &, DB 12BM I L ICFE L2, 28, BEETMETREAETIRD S
Bz, EBETEZ R TERDRD bR WEDORKRMICLE LTV EE T, KEILIEO
BRI CERBETARDO N D E TARAIOR G2k T 5 Z EnAlgg L Sz, 1 B A<
THEAZEID T o B, RRK4RREEZIT T,

FEFMBEIEE : ITTHEM T 5 EHEEAFHM (PFS) 2. 24FHIR (0S)

BIREFMEIER : ITT 2" L N FAS S IZEBI1F 28405 (ORR) "2, ZZhiifA] ™2, APaT %™
B &R L
*] HEAEAAL LT T T OBRE
*2 ZE5 M OV ABAMEAT I, ST L 72 BO R B E L ONEIE N BLE DS RECIST A R 7 A > LI RICESE B

T CREM L 7= (IRO FFAM)
*3N— 25 A BRI Y E AT O R & T REE B CHERR SN BIE TTREIRE N B 0 | TRBRIE A

1EG G SN TWRWEEZRW T, TN TOEERED AT S B
M IEEAL S, RREE DR L 1 G ST ToEE

R
[ 2Rl A H
& HEEALFHIE (PFS)
AF 10mg/kg Q3W HEK Y 10mg/kg Q2W BED A Y L~ T REIZKI T 5 PFS OEBIIEN R ST,

PFS Ofigtt (ITT 4£H)

AF 10mg/kg Q3W | AF| 10mg/kg Q2W AN o
(n=277) (n=279) (n=278)

ARV N (%) 157 (56.7) 157 (56.3) 188 (67.6)
PFS ™ (H)  (95%CI) 4.1 (29,6.9) 5.5 (3.4,6.9) 2.8 (2.8,2.9)
6 % H PFS = (%) T (95%CI) | 46.4 (40.3,52.3) 473 (41.2,53.2) 26.5 (20.9,32.4)
A Y A= TIHT D 0.58 0.58
AP— R (95%CI) ¢ (0.47,0.72) (0.46, 0.72) —
P i’ <0.00001 <0.00001
10mg/kg Q3W (2495 o 0.97 o
NP — RE (95%CI) * (0.77, 1.21)

TR DT — % 20144F9H 3 A v AT
PES 13, EVEZA BT S DR BET I OWTRNRWR S E TO/ME 45,
T H HE0 7 —2IZxIGT 2 FEMmBRHEE (Kaplan-Meier) 752X 5,
ITREEAIEE L L JBET A v (—IRIBHE, ZKIRHE) . PD-L1 388 (B, BEME) L OYECOGPS (0,

1) ZERIRT& LM L7z@al Cox il — REF LIS,

§ Bhlle 7o rkoE [AMD

Bk UE 0=0.002
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V. BRICEYIHEE

BOREMENT GBBRIM P E 229 » A) Tt A BV A< TRk 5D PES OY— REIIAHA
10mg/kg Q3W K U8 Q2W BE2E(Z, 0.61 (95%CI : 0.50,0.75) Tidvo7=,

PFS @ Kaplan-Meier it (ITT M)
(%)
AHI10mg/kg Q2W

— Z#l10mg/kg Q3W
1EVLTT

@ 70-
B 60
£ s0-
# 40-
$ 30_
20
10
0 T T T T T T T
0 2 4 6 8 10 12 14(R)
at risk#x fusbieea i)
AZl10mg/kg Q2W 279 231 147 98 49 7 2 0
A%l10mg/kg Q3W 277 235 133 95 53 7 1 1
FEOINS) 278 186 88 42 18 2 0 0

& /LI (0S)
A B Y A~ THITKT D AA] 10mg/kg Q3W £ O 10mg/kg Q2W #ED OS DRI R S 417z,

0S OfiET (ITT 4H)

A 10mg/kg Q3W | A 10mg/kg Q2W A A~T
(n=277) (n=279) (n=278)

AR N (%) 92 (32.2) 85 (30.5) 112 (40.3)
OS F i’ (A) (95%CI) NE (NE, NE) NE (NE, NE) NE (12.7,NE)
1257 0SE (%) T 68.4 74.1 58.2

(95%CI) (62.5,73.6) (68.5,78.9) (51.8, 64.0)
ALY A~=TIZxtT B 0.69 0.63
NP — R (95%CI) ¢ (0.52, 0.90) (0.47,0.83) —
P i’ 0.00358 0.00052
10mg/kg Q3W (Z%f9° 5 o 0.91 o
NP — R (95%CI) ¢ (0.67,1.22)

TR DT —4 1 20154E3 A3 A0 v b4 T

T—H =%y N4 7 BB OBIA 2 i L-5E .

D&l

T 7580 7 — kbt 3 2 FREHEE (Kaplan-Meier) {£I12 X 5,

I Rz IERE L, IWIRT A > (—ink. —RIBH)

T =A==y b7 HTHHY)

. PD-L1 %8 (BGtk, [ai) K OVECOG PS

(0. 1) ZJ@HIKF & LTHEH L7z Cox fINF— RET IS, WTFNrORGEIEYE T 5
BEDPFELRZWERIE, OB 2,

§ @Rl 77 ke D] .

NE : Not Estimated

BE/KYE 0=0.005

B fEAT GEBFEARTHRAE 229 % H) Tl A Y A~ 7RI T 5 0S DAY — REeid, AFH|
10mg/kg Q3W FEiL 0.68 (95%CI : 0.53,0.86) . Q2W FiX 0.68 (95%CI : 0.53,0.87) Th -7,
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V. BRICEYIHEE

OS @ Kaplan-Meier Hif# (ITT 4£H)

(%)
100 T

90 1
80
70 A
60
50 A
40 A
301

BERHHF

AFI10mg/kg Q2W
209 — Ai10me/kg Q3W
LR CUIN o)

0 T T T T T T T T T
0 2 4 6 8 10 12 14 16 18(R)

at risk2k 4R

A&|1Omg/kg Q2W 279 266 248 233 219 212 177 67 19 0
A&|10mg/kg Q3W 277 266 251 238 215 202 158 71 18 0
1EVLTT 278 242 212 188 169 157 117 51 17 0

BV FEAT A H ]
€720 % (ORR)
ORR [ZAF] 10mg/kg Q3W £f 32.9%. 10mg/kg Q2W #£33.7%., A U A~ TR 11.9% T - 7=,

[ 72 4pE]

BIVER DR BEIA 1, AH] 10mg/kg Q3W BT 72.9%(202/277 41) . 10mg/kg Q2W £ T 79.5% (221/278
Bl) . AU LS TEET 73.0% (187256 f5) T -7z, EREIEMH (10%LL 1) X, A4 10 mg/kg
Q3W RETI ST 19.1% (53277 51]) . Tl 14.4% (40277 1)) . & 5 FEIE 14.1% (39277 B) . F35
13.4% (37277 41) . BIEIE 11.6% (32277 41) . Bl 11.2% (31277 61) | HIJGE 11.2% (31/277
B) ROSEMEABR 11.2% (31277 #1) . AH| 10 mg/kg Q2W £ T 55 20.9% (58278 B1) . T4
16.9% (47/278 B) . F&IZ 14.7% (41278 f5) | & 5 FEIE 14.4% (40278 f5]) | HEJIIE 11.5% (32/278
) K OVEL 10.1% (28/278 ) Th -7z,

7 BIWERA O BLEIA 1344 10mg/kg Q3W BE 6.5% (18/277 #1) | 10mg/kg Q2W £f 11.2% (31/278
Bl . AU L TEE17.6% (45256 ) T o7-, EREERBIERIL. ARFARELR A EY
LA TREE HIT, KIER (RFIDFERE 1.6%., A EU A~ T8 6.3%) LOTH (ZHEH 1.6%,

3.9%) ThH-o7=,

BIEFNC & 23 134K 10mg/kg QQW BEL O B U A~ TREOF 1 Bl b, 2 bimt
B A AT ICHEREINTE TRIOAIHECH 72, LML, T—FX—R[EEK, IBBHRHY
FERfE THmPE2E ) (2 K DR C ORBEBMROF AN Z TRRBEFRH Y | 226 TREBERZR L) 12X
B L7o, KA 10mgkg Q3W BETIXRIERIC L 2 TITA LV o T2,

) AAOAGERIEL ORI, BERCAEOSE, W@, AR, ~A7r ) X~v7 (GBiafH#Rz)

& LT, 11A1200mg 4 3 # R FIRE X3 1] 400mg % 6 IR T 30 23720 CRUBFET 2, 72720,
WML DS A, BGHEIT 125 AMETET 5,
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V. BRICEYIHEE

HERA - ERILFEFMAERE (EORTC-1325-MG,/KEYNOTE-054 348) 15 10

HEBRTYA Y ek diE, EEAb, ZEER. 2 Bl

R SERYBRBOEIY 27 NEn AT — IO EN B AJEEE 1,019 6] (H AN 15 62 51T0)

B B RUIBRBOBERY A7 BNEmn AT — DI O EME B A JERE 2 6512, e MiRE s L
TOAF (FEHE) & 7T RDOLEMEROENEZ LigET 5,

Fi&  ARAI200mg 3ERIMNE (Q3W) BEILT 7R (EEEER) BEC, 1: 10Ol TEESIC
ﬂ@ﬁftof%“*[Jyﬁﬁﬁﬁlmnﬁmx%—VMA A7 —VIB, 1~3HD U /]
HilsB 2D 5 AT —VIC L 4HEL LD U v 3 Eilisl 2386 5 27— PIC] K OHERIC &
S>TRHI LT,

L FEUE (B L 2R R Y | AR AENIRIE A Q3W TRcK 18 [ (9 1 4E[) &5 L7, KA
filie LT, MAEAEND AHTRT 6 M LA O Mg 4 55 U, & 5-Ba% ORI O 2 4
X 12 8ME,. TO%SERETIE6» A, TOKITL 1 FEICE N L7z,

FEFMIER : ITTHEM" L O PD-L1 LR O I A (RFS)

BIREMEIEE : ITTHM" &k UOPD-L1 BGPEEE ] o i [REs i A 77 #1# (DMFS) 3, 247 H1 [ (0S) =
ASaT £ 23 1T B2t OB M

*| MEAEAAL LT T T OBRE

*2 PD-L1 ZEBLRICI, TEEHING K OV B SayE Ml O )X | PD-L1 OFRBLEIA 2> HHET S MEL
score & FHVWTEHI L7z, 1%LL EDOYef % 779 MEL score2 LA L D413 PD-L1 Bith. 1% AR 0 YLt %
7~ MEL score0 X% 1 DA% PD-L1 &tk & Uiz,

*3 ITT £ KO PD-L1 [P D RFS ﬁ“ﬁ?ré’) IHETCThoTHEILDOHR, F— Fx—Er 7iEEiEi
LCEEEEZREL, 51T, 7B, 7—F 0y 1\2“75%5'5’C J DMFS }. O OS DA X b fiEsT
WZBL 72 A N MRS E L’Cb\fibloto

*AIREREEZ 1 BILL B SN T RTORE

R

EEE%%WEH]

OITT HEAICF T 2 W AF MM (RFS)
ﬁﬂﬁ®77ﬁ$ﬁ_ﬁ?é%@ﬁ#méﬂko

RFS Ofifft (ITT 4£H)

AF 200mg Q3W  (n=514) 778 (n=505)
AV MR (%) 135 (26.3) 216 (42.8)
RFS A" (H)  (95%CI) NE (NE, NE) 204 (162, NE)
6 # H RESHE (%) " (95%CI) 82.2 (78.6,85.3) 73.3 (69.2,77.0)
7T AT D 0.57
NP— KR 98.4%CI) f (0.43,0.74) —
P fifi <0.0001

HRRfATIEDT — & : 20174E 10 A 2 H Ay A7

RFS 1. EAEAZT RN OHIEEERRE (B, IR ) v HifsE AT REER HRE) XIIIE

COWTILFEWRERE TOHIR &2,

T HTHE0 F—2IT5G T D BmRHEE  (Kaplan-Meier) 1£1C

T REEIERE L L, WIS E [V o B Imm DO 2T — /IIIA A7 —VIB, 1~3{EDY X
B 2RO A7 —VIC L 4HLLED Y U A FEE 2RO 5 A7 —VIC] ZJEHIKT & LT
WA L7zJ@Rl Cox LB U — RET IZH-SL,

§ Ehle 7 Z o rkE [AM]  AEKYE a=0.008

NE : Not Estimated
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V. BRICEYIHEE

RFS @ Kaplan-Meier fh#g (ITT ££[H)

110
1007 f i
90 ‘11\
. 80 | S = iy
2 701 iy iy N
£ 60 | g
7
3 Nuny LLTTE
40
30
20 —
10
0 T T T T T T T T T
0 3 6 9 12 15 18 21 24
ot ik EHREFE(A)
A#|200mg Q3W 514 438 413 392 313 182 73 15 0
754K 505 415 363 323 264 157 60 15 [0]
O PD-L1 BHAERIZH 1 5 RFS
REFED T T B REEI T A B R S U7z,
RFS Of#EMT (PD-L1 B, ITT 4£H)
AHl 200mg Q3W  (n=428) FI R (n=425)
ARV N (%) 102 (23.8) 176 (41.4)
RFS FfEi™ (H)  (95%CI) NE (NE, NE) NE (17.1, NE)
6 % H RFS % (%) " (95%CI) 83.8 (80.0, 87.0) 75.4 (71.0,79.2)
7RIk D 0.54
AP — R (95%CI) * (0.42, 0.69) —
PE*s <0.0001

PRI F — & 20174 10 H 2 A v A7
RFS 13, MEAEZAEI TR S HIENE R (RETHI. TR Y Gl LR R 5 U

TOWTNNEWEFEE TOME L35,

T HHEY 7 =TS T 2 HEMmRHEE (Kaplan-Meier) 1512 X %,

IR a eS8 L U, Wl [V o Eifisl Imm B A7 — Y MA, AT — VB, 1~3fHD Y 3
B 2RO L A7 —VIC L 4HLL ED Y U A FlEE 2RO 5 A7 —VIC] ZJEhlKT & LT
i@ L72 @R Cox e — RET IS,

§ @hlns 7y rkE LAl . BEAKYE0=0.0155

NE : Not Estimated

RFS @ Kaplan-Meier it (PD-L1 F5E, 1TT 5£H])

110 —
E— 00 3W
1004 fe ZH200ms @
Ty
. i Hﬁ'ﬁ—ﬂ.
5 o | N gy 1
i L
£ 60~ -Illﬂllq
£ LT
% 507 HHHHH
40+
30
20
10
o T T T T T T T T T
0 3 6 9 12 15 18 21 24
EERAIMN (R)
at risk#
A#|200mg Q3W 428 370 350 333 266 156 61 13 0
TSR 425 353 317 281 233 141 55 13 0
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V. BRICEYIHEE

(72 4pE]

BIWER ORBLEIGIL, AAIRET 77.8% (396/509 f5)  (HARN 9 fIF 5 Flz=ETe) . 77 ®AREET
66.1% (332/502 f5) ToH -7, F7REIEA (10%LLE) 1%, AAIRECTHT 28.1% (143/509 #1)
T 18.5% (94/509 ) . % O FEAE 16.7% (85/509 f5i) . HURARFERES TAE 14.3% (73/509 1) |
B 11.4% (58/509 f511) & ONBEER 10.0% (51/509 f5l) Tod -7z,

FFE 72 BIEFH OFBUEI ST AKIRE T 13.0% (66/509 ) . 7 F 2 AREET 1.2% (6/502 6]) THh -7z,
1%L B2 U= EERBVERIX. AFEECIXRER (1.6%) KOWESR (1.4%) THo7-,
B HIEICE S TZRERIZZENEI 122% (62/509 1) | 1.6% (8/502 f51) (2588 BTz,

Fo, BWERIC K 23R TITIARARE 1 B, 77 B8REE OB THY . RFBETHECICE > T2 GIEHIX
FBRERIEIN & BN AL ) YIRS Thotz, L, T—F B v A 7%, 1R Y ERf
X TAFERERIEIN & a2 0 5 SIS ) & AR E OFREREGRE TREBEFRSH ) 26 TRFR
oo L) ICEE Lz, 7286, 1RO RKE % 90 H ARRICREL LZgIERIC X256 C1E, A
FET1IHERD B, FEEICEST-BWERIX THd) THoT=,
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V. BRICEYIHEE

HERA . [EERELFES AR (KEYNOTE-716 ) 17 18

HERTHA 2 skt EEAM, “HER, 77 2R WATHRH

R BRURHBO AT — OB UL C OEM:BAJEERE 976 5] (HAN 362 5Te)

B : 2 2UIBRE DO AT — Y IIB XL M C OEMREAMEE 23212, ik ks & L TORA
& 7T v RO MR O & LR 5,

Fi&  ARAI200mg 3ERIMNE (Q3W) BEXIXT 7R (EEERER) BEC, 1:10OHLRTEREE
IAEZ\CHI O 0 7, NS (O%— R 1) T, NEEE (12mELL B 18R o1
Dfg, KORRANEE (18wl L) © THEIFEOELORE S R OVEEEA (T3b, T4a, T4b) I
HoL 3 o0BIZL > TREAlILT-,

L JEHE IR U 2RO R O | IR A BDERIE 2 BN H i 200mg Q3W, SN & 2mg/kg (BeK
200mg) Q3W Ti K 17 Bl L7z, EfgzWrz ., BAELBI0 00 LERIZ 6 » Hf, 24
Bb 4FEHIZ 6 v AfE, SHEBIT 1 ESUIERIZ LRGS0 LT,

FEIMBIEE : ITTEM" OEHERAFHM (RFS)

BIREMEIEE : ITT " O MxmfEEEE A M (DMFS) . 24FHIH (0S) | APaT4[HIICk
B e B OB

R AL
BNERG OFEFFEE - RFS KO 0S 1& Kaplan-Meier %% W CAELFRER 2 HEE L, DMFS 1%
Cumulative Incidence Curve % W CEFIEE £ COMM Ot Z#E L7-, RFS. DMFS KO}
OS OREMtI IR v 7 F o 7 e & WV CREiT L, #5228 8 & L7 @RI Cox Hufil 4
— RETLZHNT AP = REEDZED 95%CI 28 LT, @hle 77 > 7 K€ &k OVERI Cox
AN — RET A OREHIR X, BIEAEFICHWERlK T NEESE (125800 F 18
AT O 1 o0, RABRE (18l L) @ THY/PEOEROE S K ONEEERK (T3b,
T4a, T4b) |25 3 2DfE] MW, £7, T4# (T3b, T4a, T4b) | FlnX 5 (<65 5%,
=655%) . MR (B, k) o A (BA. BALSL) . ECOGPS (0,1) | Hulik (7 AV 77,
T AU BLISR) IO T D RFS OEA R 2 E i L 7=,

ZEMEOFPEE - AR TITHERED 5 BT & Bt 2 FamcFhE L, RFS 1X 1 [HD
BT S OV #&ARAT . DMFS (3 1 [B] D H R ARAT Mo OVt . OS 1 1 B oD H R i e OVee

it & i35 Z & & L7z, RFS, DMFS & Tf OS DA E/KMEMN A0 2.5% & 725 X 9 (B 2]

L., ZhoOZEMEOFEEIZIX, Maurer & Bretz @ graphical approach z H 7=,

AR TIX 3 SO (H1 : AABED RFS N7 7 B R#EA LRl%, H2 : RKFIFED DMFS 87
YAREEE EAD, H3 : ARRED OS N T TR E%E ER D) Z%E LT,

F9°. RFS OGS EARERM 2.5%% B4 L. RFS O LN ZMICHEE Th > 2541
EKYERH] 2.5%% DMFS IZ LS9 %, DMFS OB FICE B ChH o 12T A E
KIEFM] 2.5%% OS IZHE DT 5 2 & & Lo, RN K ONERERRITIZ 36 1T 2 BKMEDEL 5y
WZIE o HE RS E V5,

| IAEAL LT _RColRE UNE ARFBEELH, 778 R 162 ET)
¥ VREREE A 1 Bl ERG S N R TOEE

R

[ ZEHmE A ]

& EEIE AWM (RFS)

1 [ H OFRESEES (F—2 A0y b4 7 120204 12 4 4 H) T, B2UREZEOIB LOIIC &
PEERAFEBREICBW T, AFRREHT Y 7 B REECx L CRFS 2 A EICER LT,
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V. BRICEYIHEE

2 [E B O AT 5 (RFS OFfEIENT ; T — X v A7 202146 H 21 A) 1I2BWT, KHA|
DT T BRI T DY — FEHIX 0.61 (95%CI : 0.45,0.82, /@RI Cox Ll NP — REF L) T
HoT,

RFS OfiffT (ITT 4£H)

AFl 200mg Q3W  (n=487) FIHR (n=489)
AV MR (%) 54 (11.1) 82 (16.8)
RFS 4/l (H)  (95%CI) NE (22.6,NE) NE (NE, NE)
14E RFS £ (%) (95%CI) ' 90.5 (87.1,93.0) 83.1 (79.0, 86.5)
ANP— R 95%CI) ¢ 0.65 (0.46,0.92)
P i 0.00658 -

F—=HHy AT 2020412 A 4 H

T B0 F— X IR T 2 BEMRHEE (Kaplan-Meier) 112 L 5,
I J@Rl Cox BN — RETNMIC L D7 TR L DK

§ J@hlm 77 e [l . AEKYE a=0.0101

NE : Not Estimated

RFS @ Kaplan-Meier fhf (ITT ££[H)
100 H—+=
90
80
& 70
B 60
i 50
8 40
& 30
20 | —— &m200mg Q3W

10 ISk
0
0 3 6 9 12 15 18 21 24 27

at risk EEREFHAA]

ZA#200mg Q3W 487 465 401 340 249 149 71 21 1 0
PAA N 489 475 400 336 229 149 77 27 1 0

F—FH v AT 1 20204E 12 H 4 A

H
|
"y -

(72 4pE]

BIVE AT ARAIRE T 82.8% (400/483 f51) (HAN 26IF 2 & &Te) . 77 BHRRET 63.4% (308/486
f) TR BT, EREWEH (10%LL 1) 1, AFIEETE S FEAE 117 61 (24.2%) | JE57 102
(21.1%) . THI90 % (18.6%) . BAHim 78 5l (16.1%) . F9Z 76 5] (15.7%) K OVHUIRARFEREAL
THE 75 %1 (15.5%) ToH -7z,

HERBIERORBEIG X, AAIRE 9.5% (46/483 1)) | 7"-7?%‘%%1.9% (9/486 i) THH, K
FIFET 4 FILL EICEBO SN EEZRBERL., BIBEERELOKREE (K 461, 08%) ThH-o
7o

BRI E > T2 RWEH O FEIGIIAFIRET 796 (164%) . 7T BAREET 1261 2.5%) Th
27,

FCIZE S TZRWERIZHEIZ BN TR Lo Tz,

Q2 [E B O RIfENT - 2021 4E 6 H21 HT—4% 1 v b4 7)

) AFTEIAFNI NI L TKRB SN TOHERA,
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V. BRICEYIHEE

<UIBRTFRELEIT - BHREOIE/NARMHE >
HARE
HERA . EERELFES IR (KEYNOTE-189 i) 19 20

HERTH A > skt EER L, 77 AR WATHHE, —HER

X : EGFRE(GTER /ALK &85 1BVt CRIGE OB YEIER - LR FE/ NI iz B35 616
% [PD-L1 BIBVRILUIC L S720]  (BARAN 1012 ETe)

B ERBEIE NI ORIGIRBFE Z XU, KB E AT TF 2 INKTTF o +~XR
Mot RF MU oaKFY CLTFRA ML ER) OfRAKLS L VAT T7F2 INRTZ
F o+ R Ut ROFINER LM% iiged 5,

A& ARAI 200mg 3 M RIFER 5- (Q3W) & 77 FFHHRAIZ O A kLt ROFHARE (KA 200mg
Q3W, X b LFt REOT 7 FFAIGFRLEERE) | LT 78R E 77 F AR O
A MLt RBEARE (FT®R, A Xt FEOT T FFREAG SRS oOndhg
2. 2: 1 OFIGTEEREI AT Ulc, EAEARUNT Tk, BUERRGL (BUERE 7 U SO XML
by BBREE) | TT7FFA (AT TFUINIANRTTF ) | O PD-L1 OFEBLK
I (TPSZ= 1% XX <1%) ZEHINT & L7z, PD-L1 sl REEBNIEL<1%IZ&E 7z,

AAI200mg Q3W, XAk UF& REOT 7 FF8AOF AL SFRERIT, A4 200mg, <A KL
Xt KN 500mg/m?, A7 T F > 75 mgm? XIFZH/VRT T F > AUC Smg min/mL A4 B DJIEIC
Q3W (%= —AD | HEIZHEE) T4 a—2AE 5%, AH 200mg LA k¥ K 500mg/m?
Z Q3W T 45 L7,

TTER, XA MLFE FEROT T FFRAGHEFRER T, 7788, XA xR
500mg/m2, ¥ A7 T F 2 75mg/m? XL A ViR 7T F 2 AUC 5mg- min/mL A4 & DJEIZ Q3W (£
a—2D 1 HAWKKE) T4a—xgh#%, 77 2R KO A K LFE K 500mg/m?% Q3W T
BhH LT,

PEEIT UTFFRE CER VWA EEROBIENBO LD E TR ISV A 7 v E ToOHR Gk
ZAREL L7z, 72k, BEHGEHN CTHREMEITAZED B EAIC, REBEIT 2R ITIERAED b
IRVVEDRRIRINCZE LTV A BFE TiX, RIEILEOBEGEHL CHREETRRO b D £ TR
Fle~A MRt R R DK OO G 2k 5 2 L AR L STz,

RN R 2RI 2720, &M 48X, 6 HH., 128 H, ZO®%ITZ9BEM I &Iz, 48ELL
Bl 12 W & & IS Efg A A i L 72, RECISTI.1 (23 BICR 2N BT THEE & I L.
RIS F I HUE T 2 FEA T L2356, BRMEERO L7 n 24— S—HlicBiT L., H
IEFEAEICHRAR T 5 £ CARAIBEMBIEZZ T Z L alied L,

FEFMEIEE - ITTHLH" 1T 2 SEEEAFNM? (PFS) . 24FHIH (0S)

BIREEMIER : ITT " 2RI 52 E%%E? (ORR) K OFEZMRK™? (DOR) . ASaT #2817
% M R OB RN

*] HEAEAAL LT T T OBRE

*2RECIST A FTA > LIRIZES ER TS RHEZAES (BICR) 12X 270
*3 MRS, TEBREEN 1 BIDL RS SN2+ _RTOBE
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V. BRICEYIHEE

HR -
[F M E A ]
& A TR (PFS)

AHI200mg Q3W, <A KXt KEOT 7 F AR FRIEREI T 78R, A MLXER

L O Z FF KNG LR BRIk L CAEEIZ PFS 2 8E LTz,

PFS Ofifft (ITT 4£H)

AFH 200mg Q3W, A RLF | TR, XA ML FE K
¥ FEOT T FFRFNGERE | 077 F T WHIOF LSk
FEE (n=410) (n=206)

AR N (%) 245 (59.8) 2V 166 (80.6)

PFS O A" (H) (95%CI) 8.8 (7.6,9.2) 49 (4.7,5.5)

6 # H PFS % (%) T (95%CI) 66.4 (61.5,70.8) 40.1 (33.3,46.8)

RHEEEIC T DN — Nk 0.52

(95%CI) * (0.43, 0.64) —

P S <0.00001

FRIFETIE DT —% 1 20174E 11 A 8B~ A7

T HHE0 75— TG T 5 Kaplan-Meier 512 & %
I BB R L LZER Cox BN — RET /T & D5 IREE & o kil
§ Bl 77 o rfE A . AEKUE a=0.00559

PFS @ Kaplan-Meier it (ITT $£MH])

100
90 AMUOmE QIW. RXRLEERF NI LKTMRUTSF 78M
80 L-{_\ ——— T, RXPUFERFNIDLKIORRY TS5+ 8
$ 701
5 60
£ 50 |
B 40 -
30 ]
B 30
20 "W,
10 7 1—0———1—0———|
0 3 6 9 12 15 18 21
at risk#4 RIEREFHM(A]
##200mg Q3W, R
XPUFERFRIDL 410 322 256 148 60 17 5 0
KMRUT 57+ 58
T3k, AXPFE
RFIUDLKRURY 206 140 80 40 16 3 1 0
F5F+EA
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V. BRICEYIHEE

& 24 FHIR (0S)
AFH 200mg Q3W, XA kLF¥& REWTT FFRAINALFRIERIT T 78R, XA MLFEFR
KO Z FF KGR LR BRI R L CEREIZ 0S 2 #E LT,

0S OfiEfT (ITT 4H)

AF] 200mg Q3W, <A kL&

TTRR, XA MLFE K

¥ FEROT 7 FFRFNGERE | 077 FF WA bk
FEE (n=410) (n=206)
AR N (%) 127 (31.0) 108 (52.4)
OS OH AT (H)  (95%CI) NE (NE, NE) 113 (8.7,15.1)
6 #H OSHE (%) " (95%CI) 85.3 (81.5,88.4) 72.3 (65.7,77.9)
RHEEEIC T DN — Nk 0.49
(95%CI) * (0.38, 0.64) -
P S <0.00001

RIS — & 20179 11 A 8 Ay h 47

T B0 57— TG T 5 Kaplan-Meier 512 & %

IR AE R L L7 RI Cox el W — RET I L At IREE & o b
§ J@hlm 77 e TR . AEKYE 0=0.00128

NE : Not Estimated

[RIRE-Am A A ]

®7=52)% (ORR)
ORR [FAHA] 200mg Q3W, XA h L & R E T T FFHRAIOF L FHIERE T 47.6% (95%CL: 42.6,
52.5) . TR, XA N UFXE RO T FFRAINERLARIERE T 18.9% (95%CI : 13.8,25.0)
Thotz, ZOHEEM [28.5% (95%CI : 21.1,35.4) 1 1%, #EHHICAHEE TH 7= (P<0.0001, B
] Miettinen and Nurminen % [Fl] . HEKUE a=0.025) .

& =201 (DOR)
DOR O I RABEIFIAFA] 200mg Q3W, <A kLt REOT T F ARG FRIER T 112 % A
(FPH : 1.1+~18.0+%) . TR, XX MLFx¥® FEONT T FFHRAIGHCFERIERET 7.8 %
H (#iPH : 2.1+~164+") ThHoTz,
* 4 (3R tE O BEHHN S PD AR SN2 & ERT,

(72 4pE]

BIVEH DI BUEIA 1T AA 200mg Q3W, =X A b L& R ONT T FF WAL REERE T 91.9%
(372/405 f51)  (AARAN4GIF 3HEETe) | 7 T78A, <X ML¥t REOTZFFHRAGAE
FRAERET 90.6% (183/202651) Toh o7, FREIEM (20%LL E) 1E. AFH200mg Q3W, ~< A K
Lt REOT T FFRAIGF AL ARIERE CHELD 46.2% (187/405 1) | &1 38.0% (154/405 f]) |
P F7 33.1% (134/405 1)) | HFHERJDIE 24.9% (101/405 1) K OVEARIEGEE 20.7% (84/405 f5]) T
HoT,

B 72 BIEH ORBBEISIIAA] 200mg Q3W, A KLt KK FFAIOF AL RERE T
26.2% (106/405 f5]) . 77 AR, ~A b LFxE REOT T F AR FRIERE T 20.8% (42/202
) Thotz, TAREERBWERIZAHF 200mg Q3W, <A kL ¥t REROT T FFRANEHHLE
PIERE CHREMEAF P ERBUE (5.2%) M/ OBAE (3.2%) . T (3.0%) . fififigize (2.7%) .
21l 22%) . FT7ER, LA b LEE REROT T F B ERIER TR (5.0%) . &
BRIVE L OV HT (5% 2.5%) « FEEVELF FERIVE & QMg (55 2.0%) Th o7z,
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V. BRICEYIHEE

WA DTRBRIE O G- IEICE > - BIERIZZE N 21.0% (85/405 B1) | 8.4% (17/202 1) 2
B BT,

BIEFNC & BB 1EARK] 200mg Q3W, XA b L& KEOT T F WAL LR o fl, 7
FEAR, RA b LFE FEOT 7 FF AL RIERE 2 Bl b, £ OWNFRIEAA] 200mg
Q3W, A k¥t REOT 7 FHRIFOF G Tl 3 61, kB REE? 2 41, i
K. HFPERBUOERCIUE , BE, ZETENE 16, 7T 'R, A bk KEORT T F 850
{EZRRIERE CliliZe & BUSEME S 2 » 7 N5 1Bl TH - 7=,

E) VAT ZFUOREROCHERIUTO LB THD,

<HEROHE> (HFY)

1. B, RACEAVRTFTF oL LT, 1A 1A 300~400mg/m? ((AFmFE) 25 L, 2t b 4
WEARES S, ZhEa 17— e L, #5%B0RY, 2B, BE5EIE, Fin, RE ERICEVEE
T 5,
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V. BRICEYIHEE

HERA - ERRELFES RS (KEYNOTE-407 iklR) 2 2

HERTHA 2 skt EERL, 77 AR WATHE, —HER

R - RIBEOEBIER - R IR/ Nlba it B2 559 451 (PD-L1 FBLRIIZ L H720) (HAAN 50
Bl Ete)

BE : KR EANKRTTF X7 VXXV AFTANT7 VXX (TAT0BER) (LIT
nab--X7 U X &v V) OFHEEL, 7T RREINRTZTF LT Y XX BV nab-237
U % X/ OFE L et gRETT 5,

Ak o AHK200mg 3 HEMFEES (Q3W) L HNVRTTF U KRUOIT U XXt/ L nab-/37 1

Z X VOEABE (RK] 200mg Q3W, HART T F L ROV U Z Xt/ WL nab-237 U X X+
IVEE) L XX, T BREDNRTZF RO 7 Y Z XN XX nab-X7 VXXt (FT&
Ry ANVKRTTF ORI Y ZXE) T nab-237 U X FE/EE) OWT AN 1 0BG
TH/EAEID AT LT,
MEAEAEIN Tl B ITEMEAEMITRTC, PD-L1 OZEBURTL (TPS=1% T <1%) . # %
P RHA (X7 ) Z XA KT nab-sN7 Y ZRwL) | EEEFREEOFTER GET V7 U
W7 UT LA (ko TEBME &7z, PD-L1 Gl REERIE < 1% & D7,
AH) 200mg QAW I VAR T T F 2 R UV U Z X8/ XL nab-37 U & R VEET AH] 200mg,
X7 Y A X)L 200mg/m? X nab--X7 U & X /L 100mg/m?, 77 /LV7R 7 Z F > AUC 6mg: min/mL
Y EDNEIZ QAW (KA, WNVAKRTTF L KU Y ZFE/NMFEEa—AD 1 HBIZES nab-
N7V EXRIET—AD 1, 8, 15 HEIZEY) T4a—2A&E5%, AK200mg %= Q3W T
BE L7,
TR, ANVKRTTFURORNT Y Z X)L nab-/7 U ZXBAREL, TR, N
U & %t /L 200mg/m? X nab--X7 U # %/ 100mg/m?, 71V 77 F - AUC 6mg min/mL #H
VEONEIZ Q3W (FT7vR, IVRTTF U ROV ) XX EEa—AD 1 HEIZES,
nab-X7 U 2 XK a—AD 1, 8, 15 HHICKSE) T4a—2xE 5%, 78R % QW T
G Ulc, BT XIIFFA CERWAEEEZRORBEDRDOONDETHRAIS A 7 LET
OF Gkt E fIiE L Uiz, 708, EHRFEMN CHREETARD NG5, WREIT 2R3 ER
DERD B IR DEFERANC L E LT D B Tk, WKIEILARE o i 370 TR RET TR 5
D ETARROE G Zfkke T 5 Z LR AR L STz,
EGFEANIE, EAEAEH 2B 6 B, 12 B[ M O8N 18 M IR U F20E U 7, LA oD IS im {4
xR 9ERM T LT, 45 UKL, 128 Z &1 FEE L7, RECIST1.1 (253 % BICR 28%
FEMEATREE & HIT U, TRBRSEMGH BB BLUE T 2 A2 LA, BERMERO L7 o 24
—N—HNZBAT L, TR 5 & CARBIEMEILE 2T D5 EERREE LTz,

FEFHMBEIREE : ITTHEE"IZHT o EHE AL (PFS) . 2AEFWIRM (0S)

BIREEEIER : ITT £H" 2B 5252 (ORR) K OELHAM™? (DOR) . ASaT HEMH* 2B
% B OV

IR LT R TOERE

*2RECIST A F7 A ¥ LIRIZES ERTMS P RHEZES (BICR) 12X 25
*3AEAELL S, TRBRERN 1 BILL ERS SNz _THOBRE

86



V. BRICEYIHEE

R
[F= MM A
& I EA LI (PFS)
AA| 200mg Q3W, HNART T F U ROV U X X8/ XL nab--37 U X FBARIL, 7T 1R,
HNRTZF U JOR7 ) Z X)L it nab-237 U X B VBRI L CHEIZ PFS Z2d# LT,

PFS OfiffT (ITT 4£H)

AHI 200mg QAW, WNART | FTER, WNVKRTTF
TFURONRNT Y X xRV ) SOVAY A b B
XIZnab--X7 U Z ¥k nab-/X7 U Z X&)
(n=278) (n=281)

AV MR (%) 152 (54.7) 197 (70.1)

PFS O RAE" (H)  (95%CI) 6.4 (6.2,83) 48 (42,5.7)

6 7 H PESHE (%) T (95%CI) 64.3 (58.0,69.9) 41.6 (35.3,47.8)

77 F K 2 G e b RIE R 0.56

(X B N — R (95%CI) 7 (0.45, 0.70) —

P fifi ¥ P<0.0001

PRI DT — & 1 20184E4 A3 H A v N4 T

T {80 F—=FITRIGT 2 HEMmEHEE (Kaplan-Meier) 1EIC X 2,

I WREEERE L L2/ER] Cox BNV — RET I K DX HERE L O Ll
§ @il 777 DAl | A EKYE 0=0.008

PFS @ Kaplan-Meier fh# (ITT #FH)

100
90 _. —— FHN0mg Q3. DIVRTSFURUNTUSFLLRina- N7V 9N
80 _. ~y ——— J50R, AVRTSFIRUNTVIF LR BnD-ITTYSF RN
gl
B 60 1 ‘
50 ™~
8 40 1 \\
g 30 “-\
20 . _\"‘*—'—1‘_\__”_
10 4 e
0 : r r r T
0 3 6 9 12 15 18
at risk# BIEEEFEM (8]
F#00mg W, ALK
T3FURUIIUIF1) 278 223 142 57 23 5 0
Rignab-/{7U9F 1)l
75tk ARTSFY
RUISIVIFEILIE 281 190 90 26 12 4 0
nab-/{7U59 %I
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. AERICEYT SIRE

& AR (0S)

AFH 200mg Q3W, WNVRTTF U RO Y & XL nab-/37 U X FBAREHL, 7T BR,
HIVRT T F 2 J O U Z T/ XIE nab-/37 U X B LEEICH L TCHBEIZ OS ZE L7,

0S OfiET (ITT 4EH)

A 200mg Q3W, LR
TF RO Y XXV
MiL nab-x7 U ZHE)L
(n=278)

TR, INVKRTTF
KOSy Y 2 %80 ik
nab-/X7 U X ¥ & /L
(n=281)

ARV N (%)

85 (30.6)

120 (42.7)

OS O FfET (H)  (95%CI)

15.9 (13.2,NE)

11.3 (9.5,14.8)

67 H 0SHE (%) " (95%CI)

82.6 (77.4,86.6)

76.1 (70.5, 80.8)

7T F G & G e b IR AR
W% P — R (95%CI) *
P fE®

0.64
(0.49, 0.85)
0.0008

PR DT — 2 1 20184E4 A3 A v M4
T {80 F =TI T 2 HEMmEHEE (Kaplan-Meier) 1EIC X 2,
I @RI Cox LBl Y — KBTI X 5 5t RRE & o il

§ @ole 77y mE [l .
NE : Not Estimated

0S @ Kaplan-Meier Hi## (ITT 4[H)

FKHE 0=0.0029

100
90
80
70 4
X 60
ﬁ 50
4 40
30 A
20 S
AR N0mg Q3W, HIVRT 5F/RUI7U I+ IR Enab/ 17 U9+l
18 — = T3tk ANVRTSFIRUIIYIF LR Enad-NT IS F N
0 3 6 9 12 15 18 21
at risk#% EERM(A]
F#200mg Q3W, HILK
T5FURUINIUIFEI 278 256 188 124 62 17 2 0
Rignab-$7U 9%t
75tk hRT5FY
RUKIUIFEIRE 281 246 175 93 45 16 4 0
nab-/f7Y 9%t
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V. BRICEYIHEE

AR EFm A H
® 75502 (ORR)
ORR [FAAl 200mg Q3W, HIVRT'ZF 2 KU 7 U XX E/VIE nab--37 U & FE2/UHE 58.4%
(95%CI : 48.2,68.1) . TR, WNVEKRTTF L KORT Y HFE)LILnab--37 U X FBLVEE
35.0% (95%CI : 25.8,45.0) C. ZOHEEMEIE 23.6% (95%CI : 9.9,36.4) TohH-7= (P<0.0004, &
51] Miettinen and Nurminen 3£ [ ] | A EK%E 0=0.005) .

& =5 (DOR)
ZE5hE CORFRI O FIAEIX, AAI 200mg Q3W, HIIVHRT T F v KON T U & F & /L L nab-37
VEXEARET 145 H @ 1.1~6.1) . 7T78R, IVRTTF U RO7 ) XXX iE
nab-/X7 U X XENAEET 14 5 A & : 1.0~4.5) TH o7z, DOR OHRAEIIAFIGHRARET, 7.7
H H (@A 1L1+~14.7+7) | *IERET48 » H (#H : 1.3+~15.84) Thotz,

* [ 3Bt OIRBEHE A S PD A HALRW D & AR,

[Z24pE]
BIEFHOFRBLEIG X, &K 200mg Q3W, HIVR T T F 2 KUV 7 U Z X /L nab-sX7 U # %
YARET 953% (2651278 4))  (HAN 2261 22 Gla&Te) . TR, DIVRTTF L RO
7V XXXt nab-27 U X X VRET 88.9% (249280 f5il) T -7, ERREIEA (20%L4 1)
1L, AAI 200mg Q3W, IR T T F U KO Y X XE )L XL nab-/37 U X X LEECTHEE
453% (126/278 f51l) . #ifi. 44.2% (123/278 f51]) . 4FHRERJEVDE 34.9% (97/278 1) . L 30.6%
(85278 f511) . I/ IMERIBE 29.1% (817278 f5i) K OV FH#i 21.9% (61278 f5l) T -7=,
T 72 BIVEA OFBLEIG 1IXAH 200mg Q3W, WA ART T F L KUOVIT U XX+ /L X nab-/37 1
B XY RET 252% (70278 B)) . TR, WAVRTTF U KRORT U ZXEL i nab-s37 U
ZXBARET 182% (51280 ) Th o7-, FemEERRIEMIIAA 200mg Q3W, W /ILHRTF F
RO Y 2BV T nab-sX 7 Y Z % URE TR EEAF P ERBUDE (5.0%) | ik (2.5%) |
K 22%) . 778K, AAVRTITF U RUORT Y ZXENALLX nab-37 U &7 X /VEETH
BV AR ERIEAE (3.2%) | IFRERIRAME (2.5%) Th o7z,
W OIRBREEOF G- IR E > - EWERIZE N2 18.0% (50278 ) . 7.1% (20/280 ) 12
B BT,
BIVERIC L D3 TIEARA 200mg Q3W, AR T F L KO T ) XXt/ T nab-37 U & Xk
NEEL0Hl, TR, IVRTTZFURORT U H XN T nab-/N7 U Z BN 6 HIICHD
. EOWERIZAHA] 200mg QAW WNART T F L KU/ T Y X X&)V T nab--37 U & & /L
CHUIEDS 361, FET 261, PR, IFAA, i, SEFEMERES . il 45 16, 7T &
Ny VR TTZF U RONT U Z XX nab--37 U Z B VR CRUEME S 3~ 7 2% 2 f,
LB RE N E R, SRR Mk L Ol 2348 1 Bl CTdh - 72,

B IVRTZFOREROCHREEFIUTOEBY THD,

<HERCHE> (H

1. EH., RAKEALRFTF oL LT, 1A 1H300~400mg/m? ((AFmfE) ZHE51L, <ty 438
MRS 5, Zhx 17 —ne L, #EELBVIET, 2k, L, Fln, FE, ERIC LD @R
T2,

H) 7 VX VOEROCHREFIUTOEBY THD,

<HEROCHE> (F

Ak EE, RN Y 2R LT, 1 H 1E 210mg/m? ((RREFE) % 3 REE2NT CTHREmE L,

D L 3EMKRIET D, a1 77— LT, &52EVIET,
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V. BRICEYIHEE

HihgEik
HERE - ERLFESIHRS (KEYNOTE-042 #ER) 24 29

RETH A 2 ZhiakdtE, BEAL, EEM

®Z& . PD-L1 5 (TPS=1%) "' C EGFR &G T AR /ALK BhE BAG T FEMEO RIGHR O [Tl T X
VXEER R N S FR B 1,275 61 (HA N 93 il &2 & ite)

B& : PD-L1 Bt O RIGH O AT ST FE/ N e e jR A kP4 & L. A BRIk &
7" F F I BE e B TALTFIRIE DA IWE & 2 A R

Fik - AH 200mg 3 HEBIMER S (Q3W) BEUX, 77 FFHHARI &2 G b kit (LT, (b
FIERE) OWTHNIC 1 1 OFIG TEIEAEID 1T Lz, BEITEMELEIITRTC, ECOGPS
(0, 1) . A GERE LR, R LR © B8 ot Ry o7, ®7 U7 LIS
K OVPD-L1 BRI (TPS=50%. TPS=1~49%) ([ZX > TEhlitsii, 77 F A0t
EREIL, B OB K OVIE(EAEIHT RO GOMEICEE S X | GBS =N 7T T 84l
BERLFEE (IR T SF o/ Ry VEZXRLIIINRTSF o /XA L FER) &%
U7z, A P LSk NHERFRIEIIEE & L, JERE Lo BE M HIE L2,
TOREITIEFN R AN T 5720, H&Y)O 45 BRENE 9 AN Z & 45 LIS S B 5% ikt L7
BEIT 12 B Z &G & FE5E URES G N R 2 HE, KB T IR CE WA ESR
LOFBENRRD SND ETRK IS A 7 VETHRGMEA RS Lz, 723, gl oK
BT RO GNILEIC, EERETEZ R TIERIRD LR WEORKIIZLZE LTV 5 A
BT, REILLEO B RN TR EEIT RO b D £ TRF OG- 2k 25 2 & A ATHE
Nt

AIRER TIIMEAIRIEREDN S ARFIRE~D 7 0 A F— =2 HE LR D o7,

FEFMEEE : ITT EM? BT 22478 (0S)

BIREHEIER : ITT £ 01T 2 MHGEA AWM (PFS) K UVE%h#=™ (ORR) | ASaT %M ™
BT DR L OREME

¥ aro=F Uik e U CRBEIRGERFR & TV A PD-L1 THC 22C3 pharmDx % 2] ZHWTHE X
iz,

*) VAL L2 N COHRE

*3 TPS=50%., TPS=20% &% U TPS= 1% M4 = & (Z 7

#*4 RECIST 4 R 7 A ¥ L1RICEES < B THSIHIEEZ B2 (BICR) 12 X 27

*S VR | mIPL LR S - B
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V. BRICEYIHEE

HR -

[FEFHmIE A ]
&AM (0S)
TPS=50%

AFBE AL FHIERE T L CHRHRIICH B2 OS DIER 2R LTe,

TPS=50%(ZF81F 5 0S (ITT )

AF 200mg Q3W 7T F 0K BT bRk
(n=299) (n=300)
AR N (%) 157 (52.5) 199 (66.3)

0OS O RAET (H)  (95%CI)

20.0 (15.4,249)

12.2 (104, 14.2)

12 % A 0SH% (%) T (95%CI)

63.5 (57.8,68.7)

50.7 (44.9,56.2)

7 Z FF 8RB G T b SEEIEI
% H A — R (95%CI) *
P fii®

0.69
(0.56, 0.85)
0.0003

RN DT — % (201842 H 26 H AU v h A7
T B0 7 — 253 5 Kaplan-Meier 12 & 2

I R EIERE L L@ Cox Ll — NET ML D 7T F A % & e ik & Ok

§ EhlnsZrrkE (Al . BREAKEa=0.0122

TPS=50%Z81F % 0S (ITT 4£MH])

110
100 A |
9
80
70

60

(2) ke

50
40
30
20
10

0

ZH| 200mg Q3W
------ 77 FFREE SO bRRE

(0] 12 18 30 36 42
778 (A
at risk # A (A]
A% 200mg Q3W 299 189 107 22 2 0]
TIFARE EECILFERE 300 149 75 11 1 0]

TPS=20%

ARFRE AL AHIEREIT R L THERHRIIC

H72 OS DIER 278 LTz,

TPS=20%(ZF1F 5 0S (ITT #[H)

AF 200mg Q3W 7T F I RE A E AL TERE
(n=413) (n=405)
AR N (%) 230 (55.7) 266 (65.7)

0S OHRAET (H)  (95%CI)

17.7 (15.3,22.1)

13.0 (11.6,15.3)

12 % A 0SE (%) T (95%CI)

61.3 (56.4,65.8)

53.2 (48.1,57.9)

77 FFHIA & G e b SRR 0.77
KB AP — RE (95%CI) ¢ (0.64, 0.92)
P i S 0.0020

HEfENTRF D7 — % 1 20184E2 A 26 B v A~
T f{HE0 7 —Z Ik 3 % Kaplan-Meier {512 K %

I WRREIEREL L72Eh Cox Ll — RET ML D 7T F 1 % & Lot R1E & O g

§ Bhle s 7o rmE [l o AEAKEEa=0.01198
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V. BRICEYIHEE

TPS=20%(ZH81F % 0S (ITT 4£MH])

110

7% 200mg Q3W
100 e 77 FFRE EE CILERE
90 .
80
70
2
7
= 60
% 50
40
30
20 |/ |10 1 B £ E I Ry S
10
0
0 6 12 18 24 30 36 42
T HARS
at risk i 1A
%I 200mg Q3W 413 305 251 144 73 24 2 0
T FF R EECILEFE 405 313 210 106 53 14 1 0
TPS=1%

AFARE AL AHIEREIT R U CHEEHANIC A E 72 OS DIER 2R LTz,

TPSZ=1%(Z81F 25 OS (ITT M)

AF 200mg Q3W 77 F I E & T bRk
(n=637) (n=637)
AV MR (%) 371 (58.2) 438 (68.8)
OS O RAE" (A)  (95%CID) 16.7 (13.9,19.7) 12.1 (11.3,13.3)
125 H 0SHE (%) T (95%CI) 57.8 (53.8,61.5) 50.7 (46.7,54.5)
77 F K & G e b FRERIEIC 0.81
P BV — R (95%CI) (0.71, 0.93) —
P i ® 0.0018

PRI DT — & 1 20184E2 H 26 H A v A7

T FIHEY 7 — &k d % Kaplan-Meier 1512 £ %

I WA AR L LR Cox (N — RET ML B 7 T F A% G el 2005 & O ik
§ Bl Z o rkeE (A . BEKYE«=0.01238

TPS=1%(Z81F 2% 0SS (ITT M)

100
90 . — FHI200mg Q3W

80 ‘\\\ ——— T5rrmeaIe
70
860 N
ﬁ ig _ \\\
#
30 4 iy
20 bt —s
10
0

0 6 12 18 24 30 36 42
at risk# EFRM(R]

ZAHI200mg Q3W 637 463 365 214 112 35 2 0
T5FrERESOILERE 637 485 316 166 88 24 1 0
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V. BRICEYIHEE

[RIREFm A A ]
& ETEA LTI (PFS)
TPS=50%DHEIZI5U T, PFS OH AT, AAIEE L OMLFRIERETENZIL 6.9 » A (95%CI :
59,9.0) K164 5 H (95%CI: 6.1,6.9) Tdh -7, ({LFWIERITH T HAFRED PFS DAY — |
FEIE, 0.82 (95%CI : 0.68,0.99) Th v | (LERERE & i LT, ARAIRED PFS 1M FHIIICHE R
UENEO Loz (P=0.0187, ERlla 77 v 7 fE [l | AEK%E 0=0.01455) , L7z
o T, BRI GZINEDEGEE (TPS=20%M% Y TPS= 1% D4 PFS, I TNZ TPS=50%, TPS
=20%M X TPS = 1% D D ORR) ORUE LT IZ T o 72,
TPS=20%DHEIZIV T, PFS OH AT, ARAIRE L OMLFRIERETENZEIL 62 # A (95%CI :
5.1,7.8) K1Y6.6 5 H (95%CI: 62,7.3) Toh-o7-, ({LFRIERITHT HAFRED PFS O — |
FEi 0.94 (95%CI : 0.80, 1.11) ToH -7,
TPS= 1% DERNZIBN T, PFS O RAEIL, ARAREL ML FIFRIER TER LS54 5 H  (95%CI -
43,62) LU6.5 1 H (95%CI: 6.3,7.0) Th-oT=, (LFHIERITKT 2 AR AKIBED PFS O — K
EElZ 1.07 (95%CI : 0.94,1.21) ThHho7-,

® 75502 (ORR)

TPS=50%DHEMIZ 3BT ALSFIEERE & ol U CARKIBED PFS OMEHICH B WENRD b

7RI To T2 8 AT ORR ORREIZI T 727 72, TPS = 50% D 4E [ O ORR [T AHIRE 39.5%
(95%CI : 33.9,45.3) . ALZFIRIERE 32.0% (95%CI : 26.8,37.6) T 7=, TPS=20%ND [ D ORR

VEAHIHE 33.4% (95%CI : 28.9,38.2) . L7FHEIERE 28.9% (95%CI : 24.5,33.6) Th o7, TPSZ1%

DM D ORRIIAAIRE 27.3% (95%CI : 23.9,31.0) , {LZFHIERE 26.5% (95%CI : 23.1,30.1) TH

-7,

[ 72 4pE]

BIWER ORBLEIGIL, AAIRET 62.7% (399/636 f51)  (HAN 47 B 34 Bl a2 ETe) | ALSPRIERE
T 89.9% (553/615 fil) Toh o7z, FREIEH (10%LLE) 1%, AARETHUIRIRBEREIR TIE 10.8%
(69/636 i) T o7z,

FFE R RIWEH ORBBLEIGIIARIRET 13.7% (87/636 1) . (LFHIERET 14.6% (90/615 ) TH -
7oo EREBERZBIEMRIZ. RSB THilRE (3.9%) . LFEEIERE TR (2.4%) . %R & OF S
I HRERIBE (45 2.1%) ThoTo,

eGP IR E > 2 BIERIXZ T3 9.0% (57/636 B1) . 9.4% (58/615 %) (23R Hiviz,
BIVEFNC X A FECIIARIEE 13 B, LFRIERE 14 BIC A DI, FONFITAFIEE TRER AR S, ¥
e, BN AT, S ORe, BT, Wi, IGEAZE. Milssk. MiZERiE, 7 LT v TR,
PRIMAE, ZE8R3E, MR MY 2 > 7 3% 16, ALPRIERECHiZ 4 61, BUiEMES 2 v 27 IR
WG RIEE, FRRSCME . PLIMERISME . 4 BRSO MR . RER SR, Y, 7 R T R— A D
A, WHERIENS 1 TH -T2,
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V. BRICEYIHEE

HERA - [EERELFES RS (KEYNOTE-024 i) 20 27

HEBTH A ZhuskdtE, BEAL, FEEM

X : PD-L1 w3l (TPS=50%) "' T EGFR Bin AR ALK G 8RN ORIGROER
PEIE/ NI BB 305 511 (B AN 40 6l & 5 )

B8 : PD-L1 SZB OGRS T AT FHH ORIGR O I/ NI EE x5 & L, AKH&
7T FFBUEN e E AL IRIE DA RE & 2 A Heli R 5

ik A 200mg 3 HEFEE S (Q3W) BEXIL, 77 F T A2 Gkt siERt (LLF, (b
FIERE) OWT T 11 OEIS TERIELEI Y 1) LTz, BIELAE|AT TIX, ECOGPS (0, 1) |
/N T O (RE B, R EROE) ROz oMl GRT 7, W7 U7
DAL ZJERINT-& Uiz, 9 2 &It X 0 SN/ NV R A e, BT SUIEFR T
XRVWAERLORBENBOONDE TRRISTA 7 VE TORGHkGE FREL LT, 725,
B FEAN T BRI T RO L NTIGE/IZ, AT 2 R TIEIR DR LR WED BRI ZE
ELTWDEBE T, KIEILIEO BN TR BT S5 F TARA O£ Lk A i hE
& ENT, T ALBRIERCEI T S BE R, PO K0 R BT S HE S
B, AF|~T v AA—N_"—FHERHEL LT,

FTEMER : ITTEMH B 2 EHEEAFHIM (PFS)

BIREMEIEE : ITTHEFICBT 2 24FHM (0S). Z22% (ORR). ASaTEM™IZHIT L4

* ay = Bk L CRBERGEAR SN TS PD-L1 THC22C3 pharmDx [ 4 2] ZfVWTHE S h

7=
*2 i LR R Tld. EGFR A TAER, ALK AR T OR BE2HERT 2 MAE TR RN IC 2 AE &
INTW o Tz,

*3IEAEREIS T ST X TORE
AR LS L, TRREED 1 DL LR G SN~ TORE

R

[ ZEHmE A ]

& BT fE ] (PFS)

AR L FRERE S L CHEIC PFS 2 E LT,

PFS Ofigft (ITT 4£H)

AF 200mg Q3W 7T T W B e bR
(n=154) (n=151)
AR N (%) 73 (47.4) 116 (76.8)
PFS OH L (H)  (95%CI) 10.3 (6.7, NE) 6.0 (42,6.2)
7T FF K B T b EEIE 0.50
*T DN — K (95%CI) (0.37, 0.68) —
P i P<0.001

PFS X RECIST 4 KT A > L1 JRIZE S EMR M IHEZES (BICR) (2 &L 27
I J@RI Cox Hfl Y — REF T & B 7T F A2 & e/t S0 & DL

[| @ale 77 rkE R . AEAYEa=0.02

NE : Not Estimated

94



V. BRICEYIHEE

PFS ® Kaplan-Meier i (ITT ££[H)

100
90
80
&70
ﬁ‘60
1 50
Ig_gm
g 30 -

20

10

‘~+«\'

g
\y

— Z&H|200mg Q3W
T5F AR SE

————

0
0

at risk%g
ZAE1200mg Q3W 154
I5FrEFESOILERE 151

(BN GHTGIE A ]
& 2R (0S)
AFIEE AL FHREREC L CAHE

6 9

12

SEEFR (A]

104
99

89
70

44
18

IZ0S e LT,

0S OfiEfT (ITT 4H)

22
9

AF 200mg Q3W 7T T A E e bRk
(n=154) (n=151)
A M (%) 44 (28.6) 64 (42.4)
OS OH I (H)  (95%CI) NE (NE, NE) NE (9.4, NE)
7T FF A &G T L IR IEIC 0.60
®4 B — KE (95%CI) ¢ (0.41, 0.89) -
P i P=0.005
PR DT — 2 120164 E5 A9 A > M4
I JER Cox tbBI Y — REFT I & B 7T F 8K 2 & T e b FRiE & O ik
|| @le 757 iE TR . AEKYEE0=0.0118
NE : Not Estimated
0OS @ Kaplan-Meier B¢ (ITT 4£MH)
100 =
90 | “1\
80 N
70 ] Mg
& 60 - W
ﬁ 50 - R — - —
*H 40 ]
30
20 | —— #m00mg QW
10 755 BAESOILERE
0 - - - - : -
0 3 6 9 12 15 18 21
at risk#} MR
ZA#1200mg QAW 154 136 121 82 39 1 2 0
FSFREESOEEE 151 123 106 64 34 7 1 0
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V. BRICEYIHEE

€ 72%h% (ORR)
ORR |IAFKIRE 44.8% (95%CI : 36.8,53.0) . LHIERE 27.8% (95%CI : 20.8,35.7) Th o7z,

[ 72 4pE]

BIVER OFRBLIEI S ITAFIBET 73.4% (113/154 1) (AARAN 21 fild 20 Bz &te) | (LFHRIERET
90.0% (135/1505)) TdH 7=, EREWEA (10%LLE) 1 X, AFIRET FH 14.3% (22/154 61) | 9%
57 10.4% (16/154 f51]) K OVEEL 10.4% (16/154 f51) Th -7,

HERBIEHAORBEIGIIAKIRE 21.4% (33/154 1) | ALZFHERE 20.7% (B1/150 ) C. EHEE
WZH BN EEZRBIERIL, AARECIIMRE (4.5%) ROTFH (1.9%) T, (LFRIERECIT AR
(2.7%) . FEEWELFFERBAE, LM ERAE, Bk & O Mg E (% 2.0%) Th o7z,
BeHPIEICE > 2RIERITZNEN 7.1% (11/154 61)) . 10.7% (16/150 f31]) (258D BT,
BHWERIZ X 281X N ENAAIRE 0.6% (1/154 1) | ALZFIERE 2.0% (3/150 ) IZAH B, &
DPNFRITAFIRE TIZZEIRIE 1 1], ALFRRERECIIMRUIAE, Mg, SELERE 1FITH -7z,
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V. BRICEYIHEE

HERAE - [EERELFEE T MFEBR (KEYNOTE-010 #5k) 2 29

HEBRTYA D sk diE, FEER, BIERAL, 1T TR

R 7T F T WA LTS DS BEIR IR & O EGFR &5 1728 5 X% ALK & & s+ Btk <,
ZNENDO SRR X DR CHREBEIT 23890, EEMaO 5 6 PD-L1 RGO
A 1%L E (TPS=1%) ™ O IE/ Ntz £ 1,034 61 (HAN 91 il & & te)

B#9 : PD-L1 ZBLGME O UIFRARE e #E T L8 O FE/ MBIl B3 2 %52, AAl 2mg/kg XU
10mg/kg @ 3 B MEE LS (Q3W) . NEZ Xk /LEOFNER LM% imEd 5,

Ak - Al 2mg/kg Q3W B, 10mg/kg Q3W HEXIEL K& & &8 (REHF&/L 75mg/m? Q3W)
DOWTIIT 11 1 TEAEABIST Uiz, @RI 11X, B PD-L1 BB EIS (EFEL : TPS
=50%., RFEHL : TPS 1~49%) . ECOGPS (0, 1) . K OVRBRIEERMEE O CGRT7 U7,
W7 U7 LS L LT, ks, BEFEN CHREBET R b5, FEEET 2R TER A
RO BN WVEDRERINCZE LT D BE T, IO B El TR BE TR b
LD E CARANOEG ki 5 2 LN Algg & Sz,

FEIMEIBEE : PD-L1 &%BL (TPS=50%) KON PD-L1 B (TPS=1%) BEZNZENO ITT
LHZ BT 2 2EFHIH (0S) | EEEAFHME (PFS) . L8tk O AEM

BIREEMIER : PD-L1 &% 8 (TPS=50%) M ONPD-L1 B (TPS=1%) BEZNEND ITT
HLH2ICBIT 2 EH®E (ORR) 2, B (DOR) *

*1 PD-L1 IHC 22C3 pharmDx % =] ORfEx v &AW THRAEI T,

* MRS L= _RCOBRE

*3 RN R ORI TIE, BRE SN HEZ B R0 RECIST A KT A > L1 RICE S Bl T CiF
fli L7z (IRCFHM)

R

[EZEHmE A ]

& 2EFHIE (0S)

PD-L1 m¥EEBLEE (TPS=50%) IZHBW T, ARFMHEET K& X v/LEE & G LT 0S Off B2 4T
ER#RD LT,

PD-L1 &% EBEE (PD-L1 5B TPS=50%) (2815 % 0S (ITT #£H)

AH 2mg/kg Q3W | AF 10mg/kg Q3W Kt & X%t

(n=139) (n=151) (n=152)

AV MR (%) 58 (41.7) 60 (39.7) 86 (56.6)
oS fgefim™ (H)  (95%CI) 149 (10.4,NE) 17.3 (11.8,NE) 8.2 (6.4,10.7)

95 H O0SHE (%) |

(95%CI)

68.3 (59.4,75.6)

66.4 (57.8,73.7)

46.0 (36.9,54.7)

12 % A 0S % (%) T (95%CI)

53.4 (43.1,62.6)

58.1 (48.8,66.3)

38.0 (28.9,47.1)

NP— R (95%CI) *

1.12 (0.77,1.62)

K& & %¥ LISkt 54/ 0.54 0.50

ANPF— R (95%CD) ¢ (0.38,0.77) (0.36, 0.70) -
P i ® 0.00024 0.00002

10mg/kg Q3W IZx9" %

T {80 7 —ZITKkI5 5 Kaplan-Meier 512 £ %,

I REAEILERLE L, ECOGPS (0, 1) | #ilsk (7 Y7, 7 U784 | PD-L13H (ERHR, K

FELOARE) ZERIEF & LT L72@R Cox i n¥F— REF MTEES L,

§ @hlm 77 ke L] .

NE : Not Estimated

EKUE 0=0.004125
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V. BRICEYIHEE

PD-L1 &% ELEE (PD-L1 FEi2 TPS=50%DE3) 123175 0S (ITT #£RH)

(%) — A#2mg/kg Q3W
100 1 A#/10ma/keg Q3W
90 4 Resxt
80
70
4 607
7 50
£ 40
30
20
10
O T T T T T
0 5 10 15 20 25(R)
at risk# A
ZA#Fl|2mg/kg Q3W 139 110 51 20 3 0
A#|10mg/kg QBW 151 115 60 25 1 0
Kea%tiL 152 90 38 19 1 0

PD-L1 BEGIERE (TPS=1%) ([ZBW T, RAIMHE T R X320 L LB L T 0OS OF ERIE
ENRO 6Tz,

PD-L1 FE G #EE (PD-L1 3 TPS=1%) 123175 0S (ITT )
AH) 2mg/kg Q3W | AK| 10mg/kg Q3W KE &%t

(n=344) (n=346) (n=343)
FEANVAN ¢ 172 (50.0) 156 (45.1) 193 (56.3)
OS HfE™ ()  (95%CI) 10.4 (9.4,11.9) 12.7 (10.0,17.3) 8.5 (7.5,9.8)

95 H OSFE (%) T (95%CI) | 59.2 (53.5,64.5) 61.5 (55.7,66.7) 46.6 (40.5,52.5)
12 5 H OSHE (%) T (95%CI) | 43.2 (37.0,49.3) 52.3 (46.2,58.1) 34.6 (28.4,40.8)

N e P N O AP R~ 1 5 0.71 0.61

ANP—RE (95%CI) ¢ (0.58, 0.88) (0.49, 0.75) —
P {7 ® 0.00076 <0.00001

10mg/kg Q3W [ZkF9 2%

1.17 (0.94, 1.45) - -

AP R (95%CD ¢

T {80 7 —ZITkI5 5 Kaplan-Meier 512 £ %,

I a3t R L L, ECOGPS (0, 1) | Husk GR7 o7, 7 Y7LS) | PD-LIZEL (&R, K
FEEOARH) 2K & L CEH LB Cox LT — FEF i<,

§ E@illm 7 Z o7k LRl o A EKYE a=0.004125
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V. BRICEYIHEE

PD-L1 F&EL MR (PD-L1 3HLS TPS= 1% D HBE) 128175 0S (ITT M)

(%) — ##|2mg/kg Q3W
AHI10mg/kg Q3W
RtEs¥xtiL

BEREHF
o
o

o

0 5 10 15 20 25(A)
at risk#g EFR
AHl|2mg/kg Q3W 344 259 115 49 12 0
A&|10mg/kg Q3W 346 255 124 56 6 0
RtesxtiL 343 212 79 33 1 0

& R fEH] (PFS)
PD-L1 &FBUEE (TPS=50%) (23517 D PFS O H A X, AKI 2mgkg BE 5.2 # A (95%CI : 4.0,
6.5) . 10mg/kg#¥52 5 H (95%CI:4.1,8.1) . KO FEZF A 41 5 H (95%Cl :3.6,43) T
Hotz, FEHFBARICKT D PFS O/ Y — RELIFIAA] 2mg/kg BEAS 0.58 (95%CI : 0.43,0.77)
A 10mg/kg BEAY 0.59 (95%C1: 0.45,0.78) Tod v | AFNMHFET N X2 /EE L ik LT PFS O
BERIER RO Bz (P=0.00009 &Y P=0.00007, f@Rlv 77 v 7 mE [HA] . Ak
0=0.0005) , F7=. &Kl 10mg/kg HEZ KT D 2mg/kg BED PFS D~ — Kb 1.00 (95%CI : 0.74,
1.35) ThHol=,
PD-L1 BEHGMERE (TPS=1%) (231F 5 PFS O filix, AH| 2mg/kg # 3.9 » H (95%CI : 3.1,
4.1) . 10mgkg#£4.0 #» H (95%Cl:2.6,43) . KO RFEZXELHE40 5 H (95%CI:3.1,42) T
bole, FEZFBvAFNTT 5P — FEHITAA] 2mg/kg FEAS 0.88 (95%CI: 0.73,1.04) | 10mg/kg
DY 0.79 (95%CI : 0.66,0.94) TV . AAIMHEET F& & B/ L R U7oFER, PFSICAEZ
IEH B Do Tz (P=0.06758 & TN P=0.00462, &R 77 o 7 fE LA | A EKE a=0.001 K&
W a=0.0005) , F7-. AFA| 10mg/kg FEIZX9 5 2mg/kg BED PFS O~ — REIE 1.09 (95%CI : 0.91,
1.30) Tho7=,

BIREAG 2 H
& Z54% (ORR)
PD-L1 m#EBEE (TPS=50%) (Z451F D ORRIE, AH 2mg/kg £ 30.2%. 10mg/kg #f 29.1%., Rt
A XENLRETI% TH -T2,

PD-L1 3B EE (TPS=1%) (Z351F 5 ORR 1L, AAl 2mg/kg #f 18.0%., 10mg/kg #f 18.5%., K
T2 XENLEEIZINTH T,
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V. BRICEYIHEE

& =201 (DOR)
PD-L1 @R BLEE (TPS=50%) (28115 DOR O Fofilix, AH| 2mg/kg BEARRIE (FiPH : 20+~
5124+ H") | 10mg/kg BEREE (HPH : 64+~542+H") . FeZF®IEE246 H (HiPH : 63+~
268+ H") Th-o7-,

PD-L1 3B EE (TPS=1%) (28115 DOR O FJufEiL, AH| 2mg/kg BECTARBIE (HiPH
+~610+H") | 10mg/kg B CHREIE (FPH : 64+~542+H") . FEXXFEARETISOH (%al.
43+~268+ El*) ThoT,

* [ 3R ORBEHMENS PD R LN & ERT,

[ 72 4tE]

BIVEH O BIEIA 1T, A 2mg/kg BET 63.4% (215/339%1)  (HAN 28 it 22 1)) . 10mg/kg &
T 65.9% (226/343 f5) (HAN 3454 30 f51]) . REZFE/AEET 81.2% (251/309 f5)) T -7z,

FERFRIEA (10%LL ) 1, A 2mg/kg #E TR ST 13.6% (46/339 ) | AAKJEEE 13.6% (46/339 f4)

R ONELL 10.9% (37/339 4511) . 10mg/kg FETHETT 14.3% (49/343 #i) K2 12.8% (44/343 f41])

ThHoT,

HELRBIERORBE G, A 2mg/kg B 9.4% (32/339 ) . 10mg/kg B 11.4% (39/343 #i)
RE & X8 /VHE 13.6% (42/309 6) C, @EEEICA LN EEZRRBIERIL. ARIOFEEECILMbRK
(22%) . REX X2 /EECTIIRBWEL R ERIBE (3.2%) KOG EREAE (1.3%) Th o7,

B 5 IR > T RBIVER 1T AH 2mg/kg BE, 10mg/kg B O RE & 2 VEECE N E4.4%(15/339
) . 5.0% (17/34361) . 10.0% (31/309 ) 12788 ST~

BITEFAIC L D30T 4 0.9% (3/339 1) . 0.9% (3/343 1) | 1.6% (5309 1) THbH ., =D
WRRIZAFA 2mg/kg #E TGS 141, Filgs 2 61, 10mg/kg B CITOAEZE, ffid. Miligde & 1 4,

RE & X R RETIIMIAK, KOBREGE, FBEMELGHERBUGE, MR, 2E0RE % 16T

-7,

) AFNOARRAEROCAET, UBRARZRET - BROIF/NIRIEOSE, WE, mAIKE, A7 nm
UV A=7 (Bin i z) }:LT 1 [5] 200mg % 3 ¥ RIE S IE 1 5] 400mg % 6 ¥E BRI FE T 30 23R AT
THRIMEET 2,
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V. BRICEYIHEE

<JE/NARERHSEIZ & 1+ D TR - AR EBEE>
HER R - I FESIHRS (KEYNOTE-671 iBR) 3

RETH A ZhuskdtE, BEAL, 77 BRdR, “HER

FE AR TH, WA $0IMB #™ o BRI o IR/ N ftE BE 797 1 (AARN 82 il &5
te)

B - IRATBNIRIE & U CORA ELZ9E & OOFFRIE, KOS ABIHRE & L COARA Hh
FIE L | INRTBNRIE & LT 7 T 'R EALHEE L OPFREE R %ML E LTo Y
7 v REH-OFINER OV 2% iRt 5,

Ak i (M, M) . PD-L1 OFRBLRIL (TPS<50%, TPS=50%) . #H#A (R ¥ LEH,
R EREE) K Otk (%7 CTLHET T L) X o TR L, AR UL T T B AREE S
W21 1 O TE/EZIZEN 17,

FHE S VT ARAE SRR O— B & L C, AT EEIE I OTRBEERIE 505 b iR T 20 I LANIZ
AROIBRZ e U7-, INATHIBDIERIE & L CORBRER G 4 a— AR TH->ThH, 1BBREHk
for L. 1BBRIED Bk 5-1% 4~8 MR LANICABIBIBR 21TV, 2 D% O RIEZ e 5 2
EWNATRE L STz, AR FATR ICEEMEE T USRI 22 EFE 2 B0 - ATV Th o 5L T
oo THHEBIARZAIT o7z, BBREOFEGIT, HEHMOZET (RASULT 7B REREK 17
a—R) TR FEM A E CHIE SN2 IEEE SS9 5 £ TRk L 7=,

FEMEE : 812 MMEFHIF (EFS) ™S R OVRAFHIM (0S) ™

BIREHEIER : WEAAIZES) (mPR) Y7 M OYRER A2 2224 (pCR) R, fEFERSE QOL (2B
THRERET U ML, BEEROEEFNE

B
FEMT X AR ] A W O FRATIX ITT 401", B 2MEDOMENTIX ASaT M 2 %t 5 & U C 5 L 7=,
BNEfRIT O EHFEE - EFS. OS (29U T, Kaplan-Meier ¥4 AW CTAFIIREAHEE L. B
077y REEAWCCER Z s Uiz, BGREA2 AR L LizERI Cox il — KET L

(XA T —21Z1F Efton I THIGET 2) IZL W AP — K (HR) KU 95%(EHEXME (95% CI)
ZHH L7z, mPR 2K O pCR RO LLEIZ 13515 CHE A1) L 72 J& Bl Miettinen and Nurminen
xRz, ARRERIL 4 Bl W EFEHNT R OV RRAT 2 SRR CFHE L, 2 1 BRI EAEHT ClE mPR
. pCRZE, EFS KN 0S, 4 2 [l EfiENT Tk EFS XN 0S, 45 3, 5 4 [0] i I ARAT S OV fefit
FTILOS DMEREM+THZ & & Lz, MaurerandBretz D7 F 7 4 HVT 7 —F |2 HhS%
EFS, OS. mPR 3} O} pCR FH(ZBH 9~ 5 EE OGO RO —FEOMIROMEFE 2 7 B/KMES
18] 2. 5% R CHIA Uz, Fo. o HEBEEAE AW RER IR O FIEIZ K0 PRI & Ak
WrizHB T 2 EKEZRE LT,

*1 BRI HNE AJCC/UICC iR a (B8 8 hi) 12865 <, 7eds. B HIE T3N2MO, T4N2MO 123445 5 &
FNRRE SNT2, EGFREETERGME XY ALK Bl & B IR TBE0 BE =& T,

221 HE 1 23— LTROAEROCHE CIERIEEZ G Uz, WRTHBIELE & LT, A% 200mg % 3
HEERREE S (Q3W) TikK4 a—A, TWVZEZT—AD 1 HEIZY AT Z7F 2 75mg/m?>+1 HEHEKQ
8 A HIZH A% B 1000mg/m? OOFFEE (R ERgE) © 25Vt 1 ARICY AT T F 2 75mg/m?
+1 HEBIZANA M U¥E R 500mg/m? OOFAFEE GERFELEE) &K 4 23— R2AFETHIRNKES LT,
e B & LT, AHI 200mg & Q3W Tk 13 =2 — A £ THIRNIE S LT-,

#3321 A& 1 23— & LT, IFRTHBRE L LT T8 R Q3W & *2 & [E— kit 2 0t L., i)
PEE LT 78R QW 2K 13 2—AFE THIRNES LT,

*4 JRER S N P SRR B O FR BR R S AE IR AR AR 2 A L. VRBRIE Y PEATAY RECIST 1.1 ICHE-3 X iR 2 31l L C
HIE
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V. BRICEYIHEE

*5 MAEZEUS T DB T OWT NN OERD YN R S D £ TOHM :
RECIST 1.1 125 < W{ERHIC & 2 HEHEIT, T8 STV 248808k % 151 5 BT T, BIBRRRED
R . RFT SULIEML 3, RN A b2 se T
*6 MEVERTIFT 2 B JRK 2 MR WIET £ T M
*7 Eiglb SN RREERYHEE  (BIPR) OFEMIZ IS < HE
* MEAEBET T LIz TR THOHBRE
*0 VBRI A | MLl BB E ST _RTCORE

R
[FEEEHIE A ]

@M~ NATFEHR (EFS)

ITT £ BV C TRIHTIBNEE & L CORA &AL E & OPFRBRE L Otk fighEE s Lo
AFKIBEMEE L. WRTRBIEE & LT 7 T 'R LALFEE L OO EE R O G aiBhEE L L
TOT TR & i L TEFS #ABICIER L=,

EFS OfEht (ITT 4H)

AF 200mg Q3WH L7 L,/ 77w R HEEEES
AF 200mg Q3W 77 R
(n=397) (n=400)
AR N (%) 139 (35.0) 205 (51.3)

EFS - (H)

(95%C1) T

NE (34.1,NE)

17.0 (14.3,22.0)

P g’

AP — R (95%CI) *

0.58 (0.46,0.72)
<0.00001

FREAT DT — % 1 20224E7H 290 v WA T
T FTHEY T — XIS T 5 Kaplan-Meier 52 X %
I JBRI Cox il — REF T LB 7T v R LALREE & Ot IEE, 75 AR L Okl

§ c@e s rE LA .

NE : Not Estimated

BIKHE 0=0.00462

EFS @ Kaplan-Meier fiff (ITT 4£[])

42 48 54
1 0 0
9 1 0

100 1
90 .
{ M
- 80 A
& | N, W
%701 s
¥ 60 | \ irtn,,
& 60 | . . ——
i‘ 50 "ot
D40
Y 304
¥ 20 |
| —— smrymarosmmn s®
12 | m— SRR OW R/ T S
0 6 12 18 24 30 36
at risk¥ A R NETHR (B)
FHE(CEREED
7 236 172 117 72 42
L 5. 397 330 236
TSeRE(CRREED
HEmL TS5tK 400 294 183 124 74 38 24
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V. BRICEYIHEE

& AR (0S)

ITT M3 T IREITRHBIRE L & L COARA LR ERRE & OO RRE R O RABIRIE L LTo
AANHAPE L, WRTHBIRIE L LTO T 7R Lb5RIE L OOF RIE R O mBRE L L

TOT TR LEHBELTOS 2HEICERE L,

0S OfiEfT (ITT 4£MH)

AF 200mg Q3IWH bR L/ 7T v AR
AFAl 200mg Q3W 7R
(n=397) (n=400)
AV MR (%) 110 (27.7) 144 (36.0)
OS fgefil (H)  (95%CID) | NE (NE, NE) 52.4 (45.7,NE)
NP RE (95%CD ¢ 0.72 (0.56,0.93) _
P fiE® 0.00517

HfRATRF DT — % 1 202347 H 10 A v hA7

T 1680 7 —21Z%t5 9 % Kaplan-Meier 512 £ %

I BB Cox LBINY — REFT L DT TR LALRIE L OUFRRE 77 2R L O
§ @la 77 BE LA | A EKYE 0=0.005426

NE : Not Estimated

OS @ Kaplan-Meier Hiff (ITT ££:H)

100 e
90 \\W
80 it
. 70 My 1mmmhuumuuulnul
& 60 - N
-
5&50' lH"ihiH\l
ool
30 1
20 " o
0 —— FFEACPRCEE OBARGE R
10 ——— TSeRE{EMEEOHARE TSR
0 6 12 18 24 30 36 42 48 54 60 66
at risk# el
AR ELEREED
BtEEEE AF 397 371 347 327 277 205 148 108 69 32 4 O
TSR efbERmEED
WA, TS50 400 379 347 319 256 176 125 77 39 20 4 O

[RIRE-Am A A ]

& FHZER) (mPR) =
BIPR O FEAfIZF-3 < mPR RIZHOWT, AARET 302%, 77 BREETI11.0% CTH-7=, 77 &R
BEIC KT D AFIFED mPR RO 19.2% (95%CI : 13.9, 24.7. P fE<0.00001 : 0=0.0001) T&H 1 .
ARFEL T TR B L CHARARGEEZ R LT Q02ETHA29 BT =Xy v47) |

&R SERZER) (pCR)

BIPR O FAMIZF5-3 < pCR FRIZHOWT, AFIHET 18.1%. T REET40% ThHo7-, 77 LR
W2k 9 2 AAKIRED pCR DT 14.2% (95%CT : 10.1, 18.7, P {#<0.00001 : a=0.0001) TH Y, &
KR 7 7 R L el L CHERSELZ R LT Q024ETH 290 T —2 0y A7)
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V. BRICEYIHEE

(72 4pE]

ARFNHEEREE AR BT B REWER OFBLEIA1X 96.7% (383/396 f51)  (H A 39 filH 39 f5i] %
Eie) THY ., EREIWER 20%LA L) 1, b 216 1] (54.5%) | HF-HEREOED 169 B (42.7%)
2 143 1] (36.1%) . FIMmEREGED 111 61 (28.0%) . €55 108 1] (27.3%) . {HE4 107 B (27.0%)
K OVERIBGR 92 61 (23.2%) Th -T2, 77 B RHEFRE, 77 B REECHBIT 2 RIVER O3BE
A1 95.5% (3817399 f5) TH V., EAREIEA (20%LLE) X, Bl 20561 (51.4%) . & EREDK
D168 5] (42.1%) . i 135451 (33.8%) . fHFA 101 Bl (25.3%) . HIMEREIED 98 5] (24.6%) .
57 95 (23.8%) . BAKHGE 89 f5] (22.3%) ThH 7=,

7 BIVEH O BLEI B 13 ARSI HE L, AFIRET 18.4% (73/396 ) | 7 F v RHb2ik,~7
TRARBET 14.5% (58/39945) TH Y, EREERREIEM (1%L E) 1%, REHEFRE ARAIEE
TEIM, TANGEUBET I ) NF A7 =5 — BB OUFREREDRD & 6 6 (1.5%) . fifidk
561 (13%) . 77=07 37 N7 2A7 =7 —EBHIN, EfEiiEE, O L OWEE & 4 61
(1.0%) . 7T RHLZEE, 7T 2 REECTHIUIMERD 1061 (2.5%) . Mgk 841 (2.0%) .
L 46 (1.0%) THhotz,

WD DOIRBRIED I G- IRICE > ZEWEIL, BAIHEFRE AT 19.4% (77/396 1) |
T T RHEEEE 7T ARRET 13.3% (53/39941) THY . ElWTOigREO K5k
WZESTZRIER (1%20 1) 1, RAMEZRE ARARECHiligs 761 (1.8%) . 4FHREREDSRD 6 4l
(1.5%) . A5l (1.3%) | ff 27 L7 F= IO TR 4 460 (1.0%) . 77 B RHbEE
15/ 77 2 AR CA P ERERAD RO & 761 (1.8%) . M2 LT =85 6] (1.3%)
fitize 461 (1.0%) THo7=,

BIVERNC X 250 1T AR HE L ARIRET 46 CLME, e tEiisE, Mg, L28RE4
1B kB, 7T v RHERRE, 772 REET 36 (g, SrEEEIREER, MiHms 1
) (xRN, Q023FETHIOHT—X Iy NA7)
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V. BRICEYIHEE

<BHENXIFHAMOHMHARARDS XU UNE>
HERA - ERSILFES TR (KEYNOTE-087 #tER) 32 39

RETH A ZhuskdtE, FEEELL, Bt v Fak—Fh
R - FHRESUIEAEIEO B AR X U VoNE (cHL) B3 210 6] (HAN 10512 &Te) & %f
Gl L, REROREROFHAERIC L > T TFRRO 320 ar— MIoE LT,
ak— b 1 ARG MSHREE (BFEBM) B UIBREZRICETRRD b, o7 Ly
Xo~v7 XRF 2 (BV) ERhXITHEGRICHIEDRD b BE

aR— b 2 BEBEFEFEIZ L D CR XU PR 35 LT A FRBMEAAIERE IS, 23D BV ) %
B G ZICHREDNRD b BE

aR— k3 BEBAEEEL) UL (CHEIT 280 D v, 70 B FEBIHERI%IZ BV I X D100%
JEDINERE (7272 L, —RIBHE UTRAR L FFRIEDO—BR & LT D BV IT X HH1A
BT L9 5)

B . FRSUTENGMED cHL BE %15 L L, AAI 200mg 3 B RS (Q3W) IZH1T 5 A%
PE R OV 2 % 3l %,

Ak ARH 200mg & Q3W THIEEE L7-, REEMK O 2R — Myl COMMT 21T o 72, RFIO#E
BITR BT UTHFR TERWEEARO DD F Tk 24 » Afkee L=, 728, WigaHh<
EBIETT SR BT, BREEIT 2 R 9IEIR 23580 B R W EDEFRIICEE L T b
BE I, WRIBILARE O g 3T TR BT DD £ TARAIOER 5 2kt 425 Z & 23 alHE

LN,
FEIMMIEE : B E 1 FLL R G ST X TOEE (ASaT) (2B 58%h% (ORR) ™, %
A N OV

BIREHMEIE R : ASaT M 255 & L7572 228%h5 (CRR) "7, Z0HifE (DOR) ™2, HEHHE/E
fEIfE (PFS) 12, AfFHIE (0S) . KUE#= (ORR)

*1 IWG FHh AL YE (2007 FEE4ET) IS K BN Y o BEOIERN T E &% (Cheson, 2007) ZAWVWZER T
M7 R ER B S (BICR) 12X 2R

*) IWG FEREEYE (2007 FE2k7]) IC L 2 EME Y R EO TGRSR EFENE (Cheson, 2007) % W 7-755H
WMERRZ X % 2

*3 52257 (CR) 1L PET B4 &1, HAEDEBNTRD L2V IREE & E5

R

[FEFHMEEE ] GREEIM R JE 7.1 % H)

® 75502 (ORR)

ad— k1, 2 KO3 @ ORRIEHFRICHIE L7 IR OBIMERZ R % knl- 7=,

F7-. TR Y EATHE IS X DR ORR 1 66.7% (95%CI : 59.9,73.0) T -7,
* 95%CI O T BRAEAS 20%
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V. BRICEYIHEE

IWG FFATHEYE (2007 4EEET) % IV 72 BICRIC & 2 i B A 20E  (ASaT £H)

ak— b1 ak— k2 ak— k3 pon
BZBH & OBV | BEBHIEEIGN O | BZBHE% BV (N=210)
BEIRIE (n=69) BV BEVGEE (n=81) TRIEEME (n=60)
n (%) 95%CI* | n (%) 95%CI* | n (%) 95%CI* | n (%) 95%CI*
R
(ORR) 50 (72.5) | 60.4,82.5 | 53 (65.4) | 54.0,75.7 | 40 (66.7) | 53.3,78.3 |143 (68.1)| 61.3,74.3
N 3oy
7“3;;3*3 15 (21.7) | 12.7,333 |18 (22.2) | 13.7,32.8 | 13 (21.7) | 12.1,34.2 | 46 (21.9) | 16.5, 28.1
LN 75
”Bgf)fj] 35 (50.7) | 38.4,63.0 | 35 (43.2) | 32.2,54.7 | 27 (45.0) | 32.1,58.4 | 97 (46.2) | 39.3,53.2
227 (SD) |13 (18.8) | 10.4,30.1 | 9 (11.1) | 5.2,20.0 | 13 (21.7) | 12.1,34.2 |35 (16.7) | 11.9,22.4
1#17 (PD) 3 (43) | 09,122 |17 (21.0) | 12.7,31.5 | 7 (11.7) | 4.8,22.6 |27 (12.9) | 8.6,18.2
=}
T“g;““ 343) 09,122 | 2 25 | 03,86 - — 5 (24) | 08,55

B E 71 5 A
* TIHOYH OMESRFHRIC X B IEHETE

RIEHIE ] CEBRR P RAE 7.1 5 H)
&5 7%)% (CRR)
CRR [+ 21.9% (95%CI : 16.5,28.1) Th 7=,

& =50 (DOR)
FahE CoMBOmIEIX, 2.8 » H (#iPH : 2.0~8.1 % H) THY . DOR O FhfillIARBE (§i
B :00+~83+HH) Thot,

& SR AT (PFS)
PFS O 9fE1E 10.8 # A (95%CI: 83 % A, NE) Th o7, 3 AKX 6 » A D PFS KL,
FNEIN 86.3% K N T71.7% TH -7,

& 2R (0S)
0S DHHAEITHREIETH Y (95%CI : NE,NE) . 6 » AREED 0S #1% 99.5% Th o7,

[Z2etE]  GEHMEIRM A JefE 100 % A)

RIEH OFRBIEIE 1T 68.6% (144210 61) (HARN 10 il 8 il & ETe) Tho7o, ERENEH (10%
PLE) X, HURISHEEEIR TIE 12.4% (26/210 1) K O¥EEA 10.5% (221210 5)) TH -7,
HERBITERE 5.2% (11/210 #) (258D H AL, EBEERRITER (1%L0 ) 1Xfilg% (3 61, 1.4%) .
IR IR (261, 1.0%) ThHh-oim,

TREREE B G- IEICE S 2 BIEAIT 4.3% (9/210 f) (2788 BTz,

8. BIERIC LB TITRED e o T-,
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V. BRICEYIHEE

HERA - [EERELFES RS (KEYNOTE-204 i) 3¢ 39

HETHA 2 ShiskItE, BEAL, FEEMR, IR, 01T R

FER 1 VYA L OB Z AT 2 B3R XATEHEEO IR % U o3 fE (cHL) A
F2304 4511 (HARN 16 il & ETe)

BEY : B OSUTEAMED cHL BBE 2515 & L, AAFlE BV OF MR OV 2% iRatd 5.,

Hik - A 200mg 3 EMRKIRE (Q3W) BEXIE BV 1.8mg/kg Q3W BEO Wi, 1: 1 TEEAIC
E Y )7,

IEREIMCIX, BEBHEE (Y vs72 L) | —KIGREZEOEBORIE (TEFRIEGIEvs 12 5 A
AR COFFE vs 12 4 ALIEDOFE) ITX > TREZEH LT,

TRRSE DR 5%, BT PR TER VWA EFROBBIENAE U D E T, £K 35 Bk L7z,
7R, EHGRHN CHRAEEIT OO DG, FEEREIT AR TIERDERD B IR WE DR
BN E LTV D BRETIE, RIEILIEE (4~6 #R%) OBEEHE CREMETHRDSNDH LT
ARARNOBGZfkGET 2 Z ENFRE L STz,

FEFMEIEE - ITT LM 0T 2 EEEAFNM (PFS) ™. 24FHIH (0S)

BIREHEIEE : ITTHEMICHT D PFS™, Z8%h% (ORR) ", 5E4Z%h% (CRR) ", %

BAE

FEMT X REEE - AT ITT 2B, ZaMEiX ASaT £ H" Zfiftrxtge & Lz,

HRWERAM OFEFE T - OS & Y PFS I3 Kaplan-Meier % FlWCTAEFMBREZHEE L, EBHle 72
VI RREEAOCTEBZ R L7z, ~YP— R & 95%EEXE (CD 1k, #582 LR L
7251 Cox Ll — RET /MIZ X W B L7z, ORR (% Clopper-Pearson 7% % F\ » C IEffe 72 i Al
95%CI ZHH L., BOIEFMFEIZIES & EAATIT L 72 E B Miettinen and Nurminen 3% % F Wy CRER]
Zbbig U7,

ZEMOFIEE - ARBRTIL 4 [BlO RN 2 FRNCFHE L, PFS 13 2 [\ R & O fig
Mr. OS D 2 [a]D i I fEMT M O (&AENT. ORR I | Bl Fef& T 2 Fh 45 = & & L7=, Maurer
and Bretz @ graphical approach (2355 T OS, PFS (FE2) & O ORR O TR AR DA E
IKUEZ AR 2.45% 2 BRI 2 & & BT, a HEBIEE F TR RIARNT & & THV S
FEKUEAZFRE LTz, PFS (RIR) OIGEHIZIE 0=0.05% () ZFE L, Z OFHMEE B IO
I 1 1B B o AT AR DT IZE L L e 2 & & Lz,

*| BFRIE MMM (B FBM) BITRICHE., IAFBHOGEL & 2 LR W EERRE S
¥ TR XRF (BV) NI BV EEL L YA NI BEITRETES) (PR XX CR) M55
NE-REITHMANARE E Sz

*3EEVEAL SN TR COBRE

*4 WG TS < B ML R IE, B R U RS e (REBE) oK —4
LG T — % &t

*5 IWG FHEIZHS S E TSP SHE, B EBME UIRBESHEZ OBRKT — 2 KOEBRT — 213589
2

*6 BTN H ) T R ONER B Y R AR E

*7EBRIE A | BILL BB SN TR TORE
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V. BRICEYIHEE

HR -
[FEFHmIE A ]
& R AR (PFS)
AFIEEIL BV BEIZKR U CHEEHIICHE B2 PFS DIER /8 LT,

PFS O EHK) (ITT %)

AF 200mg Q3W BV
(151 #1) (153 i)
PFS't AV MR (%) 81 (53.6) 88 (57.5)
o (H) (95% CD 13.2 (109, 19.4) 8.3 (5.7,8.8)
N — RS (95% CI) 0.65 (0.48,0.88)
P 0.00271 B

+ PRENTRE DT — % 20201 H 16 Al A7

1 3T IWG criteria (2007) (2253 < Sz H g @

§ @RI Cox LN — RET ML BT LY Fv~<T X KRF U LD
| J@la 75 v 7 g, AEKAEE a=0.0043

PFS @ Kaplan-Meier #h# (ITT #[H)

100 4=
90
80

K701

B 60

50

%w—

B 30 1
20
10 -
0

— H200mg Q3W

TLIYHIIT RRFY

0 3 6 9 1215 18 21 24 27 30 33 36 39 42
at risk# HEREFHMA]
AHI200mg Q3W 151 116 96 74 65 55 44 35 18 15 9 4 1 O

TUIYFYITARFY 153 103 63 41 32 26 191410 7 5 2 1 0 O

[ZeatE]

BIWER ORBLEIG X, AFBET 74.3% (110148 61)  (HAN 9 il 8 il 2 & de) . BV EET 77.0%
(117152 61) ThH o7, FREWEA (10%LLE) 13, AFIRETHRARBEREIR TE 23 61 (15.5%)
FE19H] (12.8%) . RO S FESE 16 il (10.8%) Th o7z,

HERRIET ORBEN ST, AHIRET 16.2% (24/148 ) . BV BET 10.5% (16/152 %5l) T - 7=,
Be G- IEIZE - 72 BIEH O R BEI G 13, AFIEET 12.8% (19/148 ) . BV #E T 16.4% (25/152 31))
THoT,

BITEAIZ LD IIAFRET 16 (Bfigk) 1RO HiL, BVEETIIERO b ivie o i,
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V. BRICEYIHEE

<IRAYIBRAFRELREE ERE>
HERA . ERLFES IR (KEYNOTE-A39,/EV-302 &) 4 30

RERTHA > ZhuskdtE, BEAL, FEEMR. 2 B

R . — IR E U THRIGUIBRABE 22 IR I bRz BE ™ 886 5] (H AN 40 52 5 1p)

B RATHEITYE UM IR S RO R A X5, KAl =oALy ~T XEFr (GBIB
TRz ) (L. EV) OPFHEEOGINER L2 % BETT 5,

Fik  AHIE EV EOOFRABERE?, T 7 F T R.E 2 ST L RIERES (LU, (L2RIERD)
DNTIDIT 1 1 DR TEERFIG Ui, BERLIZIZ, AT T F oaett GG IR
W) . PD-L1 BBURIL (SFBUUMMERED) | TR (BB H Y Ik L) ZEhlk1 &
L CTHW,

(LEPRERETIRK 6 A 7 VETHREFARETH 70, AANE. &K 350 (K 24EM) &5 L7
BEsiCHIE L7z, BV OB A 7 VEITIF EIRZ3 T T, BT IR TE VW ESES
MRD B D E Tilkie L7z,

TEMBIER 24 (0S) | MmEREALEHIRE (PFS) 4

BIREMEIEE : %% (ORR) . ZEZhHIK (DOR) ™5, JAOHEE TOWIRK (TTPP) | 26 HFE
DI BIRVASLDN—AT A inD OFEE L E %

BWAE -

FEMT X 4E ] : OS. PFS @ F= EAFEMT I ITT #2FH™, ORR, DOR O F= ELAEMT 1 X 28 2ha Ak G AL [ 7,
LARMEOMRNTIL ASaT ™ Zfiffrkige & L=,

AR OFEFT 15 : OS. PFS O A7l M OV i1 Kaplan-Meier V54 W CTHEE L. 95%
fEHEIXE (95%CD 1T —ExHA IS Z R Lz, OS, PFSIXEHIn 7 Z v 7 e % VT
e 2 kel L7, OS, PFS O/~ — REb (HR) KN 95%CI Id#& G-HEZ 48 & & L7 f@hl Cox bt
BN — RET V%AW THEE L7, ORR IZEJ] Cochran-Mantel-Haenszel % % FV» CTRER] & Lt
2 L, ORR @ 95%CI I% Clopper-Pearson 1% W TH I L7-, DOR H 4| Kaplan-Meier 1% %
FAWTHERE L, 95%Cl 13 “iBxHE s VTR Lz, BIEALICHWZE@RIRT [ A7
7 F v OuEkgME GERE, RiER) . PD-L1 3L (CPS®=10, CPS<10) | HFHzBOHE (HV .
72L) 1 EfFToRERINY & Lz, 0S. PFS, ORR O 7 7 /L—7 i, EAEAILIZHW
JERNR A AR— 2 T A RO RR T [l (<65 ik, =65 %)  AF (BA, ZOfh) |
g (b, BRI, Zofh) | PERI (B &PE) . ECOGPS (0, 1-2) | JEFEENL (LERIREE.
TEBIREE) | BN (NIgEER. U o Rfiod) | BEERE (ER, \ERT, PEERT, &
FEART) 1 Zxtgel Lic, RV T 7 A—Tfrix, #5828 &L L CTEIEALICHW &R
K12 X BJEhH] Cox Bl — RETVERHWZ, 7 7 Vv—7RNERNTCTh 5. JEhl
EBT VIR ORERIK T CHEE L, +a 7Bl VWi nWigGa, 2 0L bV T IV — T
a3 22 & & Ui, HARANEMIZOW T, 1GBREREFT B F I FEE S 0TV 72210 A%, 0S, PFS,
ORR, DOR ZH L, iR & L CHFERFIZEHE S 7z,

% B DOFEE  ARGER T 2 BN 2 FATIZEHE L, f#TREA 1 T PFS O EHEAENT X TN 0S D
FREIARNT, MRMTIRE AR 2 T OS D &MENT 2 S35 = & & L7z, Maurer & Bretz OFEEZRUD 7
77 4 ANT T a—FIZE Y, OS, PFS, ORR, TTPP, 26 HIFD g &RV MFADN— AT A
B DS B BT B B OIGRIZHOW T, REOFEARLE (o) Z T 5% B3 )
L7z, FEFHMEEE TH D 0S & PES DRAIOA EKUEDE Y ¥ TiL, ZHEN 0.5%E 4.5%
L LTz, &5 FEERHMEE H MG E SN KETHRFMICAE CTH 256, AEAKELHA AL,
b O —HOEHEFMERIL 5% DA BEKETIHMET 52 & & Lz, OS OHEIfENT & Sk figtr o
HEWEDEEFUE X, Lan-DeMets D HE BI%IC L U 75 L 72 O'Brien-Fleming ! O 52 B IZHE - T
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V. BRICEYIHEE

WETDHZ L L Lz, EEFMETER O 0S &N PFS ORI & bICHEH SN 56, 7F—
¥ —E L 792U BICRIZ X D ORR-TTPP—26 I D &RV MEAD_X— AT A b
DOEACBEDOEEDNBICHRET H Z & & Lz, BREIL. AT 2T X TOIREGRAFEAR X
WHRRY | AEAREZ WM 5%& Lz,

*1 AT USRI L FFEM TN A X, K T% 12 5 ABEZRE LI RICHR LIBE R4 &
-,

221 H& 1 3—A & LT, A#200mg % 1 HEIZ, EV125mgkg % 1. 8 HRICHE Lz, PHRBERC
BWTIE, EV ZEANCHEEG L. AANX EV OG- T2 6K 30 7OMRBEZ BV TR LB LT, 72
B, AFNOFGFTHRKIS a—AFTE Lz,

#3201 H% 1 a—AL LT, FAYZEL1000mgm?% 1, 8 HBIZ, GBBRIYEMAEIR L7 Z 5 #]
F (A7 FF 2 T0mg/m? XTI H VR T T F > AUC 4.5 Xt Smg-min/mL 24 &) 2 1 B BIZH G L=,
75 FFRHN ARG FREIIRK 6 a—AETE L, £72. RBRBGERICT T F KR 2 a5k
FBIEROMRHRIEL LCT v~ 7 (e z) OBRGPHIRSZ,

*4 RECIST A R A > L1RICEDS K EMTMSIFIfEZ B2 (BICR) 12 X 27

*S RECIST #A K7 A > 1.1 fRIZEE-S< BICR L OVARBRALY ERHIZ L 2 FFM

*6 MAEA(L S NIZT R TOERE

#] N— 2T A VI RECIST HA R A > 11 ICEES HIETRERHRE A AT 5 WIEA{L SN -+ T
DEE

*8 JEEREE CUIPFHBEIEDO TN AOIEAD) % 1 B LG S EEAL SN T X TORE

*9 CPS (combined positive score) =PD-L1 BpPEfifladk (FEEML, Vo kAU~ 7 v 7 7 —2) ZiREE
I TR L. 100 & 3 U 7=l

R
[ ZEHmE A ]
& 2EFHIH (0S)
A& EV & OOFRBERT, (LB U CREHNICAE 2 OS DIEE 2R LT,

0S OfiEfT (TT 4H)

AF 200mg Q3W. EV 77 F WA & BT bRk
(n=442) (n=444)
AR N (%) 133 (30.1) 226 (50.9)
OS OF L (H)  (95%CI) 31.5 (25.4,NE) 16.1 (13.9,18.3)
7T F A B S DR TFEIEI 0.47
* B N — R (95%CI) (0.38,0.58) —
P fEt P<0.00001

PR DT — & 1 20234E8 A8 AN v NA T

+ @R Cox bl Y — RET I L B 7T FFHE| % G e b Bk & Ok
e 77 o ez L5 PAE (WD | AEAKE a=0.01548

NE : Not Estimated
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V. BRICEYIHEE

0S ® Kaplan-Meier fifg (ITT ££H)

FREIVRILYRT NRFY
(GEEFEIRR) LOHMARE
———

TN

\‘\“\ \\
\\\\\\\M

T5F T WA ESOILFWE

100
90
%
£ 60
ﬁ 50
40
# 30
20
10
0
at risk#
FEETVRILYRT
ANRFY (BEFERZ)
EDHAEE
TSFFERIEST
{E2EE

& BRI (PFS)

A & EV & DOBFRIFRIERE, ALZERIERF ISR L THERTAIIC

0246 8101214161820222426283032343638
SEFHRIA]

442 426 409 394 376 331 270 222 182141108 67 36 22 12 8 1 1 1

444 423 393 356 317 263209 164 125 90 60 37 25 18 12 7 6 2 1

E72 PFS DIEE %/~ LTz,

PFSTOfEHT (ITT L)

AF 200mg Q3W., EV 7T F A E G e bR E
(n=442) (n=444)
A X N (%) 223 (50.5) 307 (69.1)
PFS o gefii () (95%CI) 12.5 (10.4, 16.6) 6.3 (6.2,6.5)
7T F S ®A BT L ERIEC 0.45
k9B NP — REEE (95%CI) (0.38,0.54) —
P fl P<0.00001

PR D7 —% 1 20234E8 A8 A v N4 T
t RECIST A RZ A v 1.1 SIS < B AN H e E

I R Cox HeBI Y — RET ML D 7T FF 1A% G TbFRIE & O g

| ERla 72 v 7 Ezdk D PiE (E|) . AEA%Ea=0.005

PFS @ Kaplan-Meier #fif¢ (ITT 2£FH)

ARETVRIVYRT NEFY

0 2 46 81012141618 202224 26 28 30 32 34

6 53 2 11

100
90 b
X 80 NG
70 Ou
It gg i LR - (BEFRAZ) LOWHMARE
ﬁg 40 | \“ Se-—e
20 30 | N
8 20 | TSFFEAESOCIERE e e
10
0
Fiii3
at risk#% EIEREFHMA]
FREIVRILYIT 442 409 361 303 253 204 167 132102 73 45 33 17 6 3 1
ARFY (BEFEBRR)
EOHBRE
TSFFURESO 444380 297 213 124 78 56 41 30 19 8
{L2FeE
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V. BRICEYIHEE

AR EFAm A H
® 75502 (ORR)
TR SIS BT 5 ORR 1, AHl & EV & OOFHBEERET 67.7% (95%CI : 63.1,72.1) . 1t
FIRERE T 44.4% (95%C1 : 39.7,49.2) Th V| ALFHIERE & iR U TARK & EV & OO FIRIERE
TlX ORR XA EIZE D> 7= (P<0.00001. Cochran-Mantel-Haenszel #iE [MHl] . AEA%E o=
0.05) , CR Z Rk L7-BEOEGIT, AFIE EV & OOFFRRIERET 29.1%, (LARIERET 12.5% T
Hol,

& =50 (DOR)
T—H2H v NATEESLTO DOR AL, AKlE EV & OOFHBIERECTRBIE (FEPHH : 2.04+~
2832+1 A"  ALFEERETTO v A (FFH : 1.48+~30.92+» A" THo7-,

* (4] (I BORBEHMEE TPD AR LRV & ERT,

[ 72 4tE]
BIVEF OFBLEIG X, KAl EV & OFFRFRIERET 97.0% (427/440 61)  (HARA 19 il 19 il %
Gie) ALFRIERE T 95.6% (414/433 f5) T o 7=, KH L EV & OOFHBIERED T 722 BIVEM (20%
PLE) 13X, REMHERE = 22— 1 3F—50.0% (220/440 ) . % 9 FEIE 39.8% (175/440 f31]) |
JiE 33.2% (146/440 B1)) . BEIREIBIREE 32.7% (144/440 f511) . JE95 29.3% (129/440 1) T?%TJ
27.5% (121/440 f51]) . BERIHGE 26.8% (118/440 ) K UVELL 20.2% (89/440 f5i]) Tod -7, b7+
FVERED E72EIEH (20%LA E) 1%, &Il 56.6% (245/433 f3i]) | 4f R ERAME 41.6% (180/433 i) |
L 38.8% (168/433 ) . J% 57 36.0% (156/433 f51]) | M/ IMRIB/E 34.2% (148/433 f51]) | ARk
E'22.6% (98/433 f5i) ThH -7,
EEZREHORBEIGIL, AF & BV OPFHBIERET 27.7% (122/440 ) | AL5RIERET 19.6%
(85/433 ) Toh o7z,
WP DOTRERIE DI G- rh 1122 » - BWEFIE. AF & EV OPFHMRERET 35.0% (154/440 1) |
{LZEPRIERE T 18.5% (80/433 B1) IZFRD BTz, WITNMOIEERIEOZ G- H (HI2E - 7= BIEAIX
AHl & BV & OPFFPRIERE CRMMTE = 2 — 2 /3F—10.7% (47/440 1)} OWiiligZc 2.0% (9/440
) . BRR IR 1.6% (7/440 f51]) | SeyEPEMiER, SRR 1.4% (6/440 i) | APEEREE
0.9% (4/440 f51) | JE57 0.5% (2/440 f51]) | &, o/ MRIBAE % 02% (2/440 f5) | (bR IERE
THEIM 2.8% (12/433 f51]) | AMEEFEE 1.8% (8433 #)) . M7 L7 F =800, 4 PERBUE
K 1.6% (7/433 451]) | M/RIEAME 1.4% (6/433 1) . 97 1.2% (5/433 f) | RIEHEETE == —
2 %F—0.2% (1/433 %) TH-o7=,
BIVERIC X 23001, AFIE EV OOFHFERT 4 6], (LRERETAHICA DI, NARIE, AR
#l & EV OOF AR C L lifas e R e ERE, ME)ME, TRl B MR B E0 161, b7
PVERE CIUIAE . FEEMAEAF P ERIBUE . (OARFEZE, 4F P ERBUDEUIAE = 24 L Bl Th - T2,
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V. BRICEYIHEE

BERE : MESME IAHEAER (KEYNOTE-052 #tlR) 7 ¥

HEBRTYA D ZhasxE, FER. FEEIERL, B

R — IR L LT, VAT 7 F 250 b HREICREE T ORIGUIBRRREZR IR RO B
370 4l

BH) : —RigHEE LT, VAT T F 25T b RIEICRE ORIGUIRRRE 72 R B B
ZXPGIT, ARAHEMETE OB MR VL2 RETT 5,

ik AH 200mg 3 B (Q3W) SMEHEDB G 2R K35 %A 7 LV ETHREAREL L7,
HAIU S NI B THRIERRR L FYe . (IHC) 12X % PD-L1 HIE D 7= A ik 2 FR B L
72o PD-L1 IHC BREDFER (CPS) 235X, CPS=1 1% PD-L1 B, CPS<1 (% PD-L1 [&4 &
EFE LT, AFlowa&EE 9%, LI 6 =L ICHEMREIC L VIR REZHME L, 144E%
A2 TG Zfke L7 BB IC OV TR, DI 1238 2 8 ICEg ARG L7, AR5 TS L 72 Hifg
TR HERERIIC IR U, RO EfgeHEREEE A RECIST 1.1 (225 % ORR XU PFS %
HE LTz, BREDEERSE T ¢ v b EkGE L TR L, ZE LTS5, IBBREY EM O
W7 C RECIST 1.1 12350 < REBEIT AR D DIV 1% HIRBRIE A ke L TR G- TX 7=,

FEFHMBEIEE : 4% (ORR) 7

BIREHMEIEE : 2208 (DOR) "2, MEHEEEALFHIRH (PFS) "2, 24(FHIf (0S) . PFS ", 0S
ettt F

M A
FRAT ST REEN] « A V2 VORI 1T APaT 451" % V7=,
MR OFEFETE : ORR D 95%(EHAXE (95%CI) (%, Clopper and Pearson ¥4(2 & 5 —IA )
A S < I 72 H TR Uie, IR E XS0 L 720> 72, DOR O HJufiEijL, Kaplan-Meier
HEaEHWTHEE L7z, PFS KON OS OHHRAENFONT 6 # A KON 12 % A EES O PFS K OF OS %
I%. Kaplan-Meier i£% FWTHEE L7, IRRFEFFHEZFICELE I N TWRWA, 77 FFHRIHFI%
BT FIRIE IS 22 B 5 72 555 4E 1D ORR, PFS, OS & H L, FHIE R &
L CRRIRFIZFEAN < v 7z,

I UTOEEODO~@D 5B 1 DL EEMIZTIHEG, VAT TF U REk & AL,
OECOGPS2, @30=CrCL™V <60mL/%y (FHHEIZFEAE) . @Grade2 *2 LA EO#RE, @Grade2 ™2
U ORI = 2—ra/F—, GONYHA 7 7 AMDLOLARE

*)RECIST HA K7 A > L1RIZES L R EIc LD

*3RECIST HA RTA > LIMIZES S HREEIZL D 6 » A KON 12 » ARRIZIIT 53

*AREREEZ | BILL B SN T RTORE

*5S ECOGPS 21z, O~@D 5 H 1 2L &4, 77 F AR L 22 Lz,
OWfgia b v . OB EAEREE (R—2F 4 o CrCL*Y <60mL/4y) ., @80 %Ll
Hl:7Vv7F=r+ 2707 T A 72 : NCI-CTCAE v4.0
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V. BRICEYIHEE

R -

[F= EFHME A

AR O BMFEREIL, ORR (28.6%. 95%CI : 24.1,33.5) Z/~xL7-, £7-. Ein&. ECOGPS N AR
72588 KOV PD-L1 CPS<1 DIEG A H T 5 EE 25T X TOEMSEM TIHE RN A BT,

RECISTI1.1 % FV 7= s @4 e #E B RTAm 1 2 565 < ORR D EEH) (APaT #:[H)

n=370
5E275%) (CR) 33 (8.9)
" Wy 725 (PR) 73 (19.7)
@% ZiE (SD) 67 (18.1)
’ FiERHEST (PD) 157 (42.4)
FHERBE (NE) 40 (10.8)

R (CR*PR) - (%) 28.6 (24.1,33.5)

(95%CI)

F—XJy AT 201849 A 26 A

RECIST1.1 ORI ERAEZE-S< ORR (FHRHE) DL (APaT M)

(77 T FIA )
AF 200mg Q3W  (n=143)

n (%) 95%CI"
5E2%%) (CR) 8 (5.6) 2.4,10.7
5285 (PR) 30 (21.0) 14.6,28.6

Z£5h% (CR + PR) 38 (26.6) 19.5, 34.6
ZiE (SD) 20 (14.0) 8.8,20.8
R fu— L
(CR + PR + SD) 58 (40.6) 32.4,49.1
BT (PD) 60 (42.0) 33.8,50.5
i ABE (NE) 5 (3.5) 1.1,8.0
P72 L 20 (14.0) 8.8,20.8

F—HJy AT 202049 A 26 A
T ISR ICEE S  EREE

[RIREFm A A ]
& =20 (DOR)
AN TIN DGR O BTz 106 BlDZE%h £ TOMIM (FlE) of R fiiX 21 » H (P - 1.3~
9.0 # H) Tod-o7-, DOR DH AL 30.1 » H (HiPH : 1.4+~359+% H") TH Y| 46.2%DZEEhT
T—HTy hAT7H (201849 H 26 H) KislCHfffe L Tu 7z, Kaplan-Meier 1512 L 2 H#EE Tl
e L TV D BEOEIGIE, 6 » HULET81%, 12 » HULET67T% THH- T,
77 FFRAIRHEAS LRI I51T D DOR (HIJCHE) O RAEiX 33.4 » A (HiPH :2.8~56.4+% A ")
Tholz (FT—HF v hA7 20209 26 H) .

* [ IR BOFEBIHMEE TPD RALNARNT & ERT,

114



V. BRICEYIHEE

& EEEA LI (PFS)

M TO PFS OHFRAEIE 2.2 # A (95%CI : 2.1,3.4) TH Y., PFSHRIL 6 » HEEA T 33.4%, 12
B AR T 22.0% CThH o7,

7' Z FFRAIAEAE L TO PFS O FRAEIL 2.1 # A (95%CI : 2.0,2.9) THY ., PFSHE(iL6 » H
REAUC 33.1%, 12 5 AT 20.1%, 24 5 AT 16.4%, 36 » HRE T 10.9% CTh -7 (T—
2w AT 1 20204-9 H 26 H)

IR (0S)
SEMHTO OS ORI RMEIZ 113 » A (95%CI : 9.7,13.1) THY . OSHKIL 6 » HEFE T 67.0%. 12
J HEFR T 46.9% CThH - 7=,
77 FFREIAREAKEEN TD OS OHFRAEIL 9.2 » A (95%CI : 5.3, 10.8) THV ., OSHEiL 6 » H
RF AT 56.5%., 12 % AIFEUC 38.2%, 24 % HFREAT 25.4%, 36 # AR T 17.0% Th -7 (F—
2H e AT 1 20205-9 H 26 H)

(72 4pE]

BIVEA ORBEIGIT 67.3% (249/370 ) Tho7=, ERBHWEH (10%LLE) 1%, &5 18.1% (67
B) . FIFEEE 17.8% (66 ) | 2 11.6% 43 61)) | BAJEE 10.8% (40 {/?J) PAONCRINIE Tt
X FAE 10.0% 3761 Thoiz,

HERBIEML 11.6% (43/370 #1]) 12RO v, EREERBIEMIIMER 1.4% (5 #]) ThHo
77

RO G IEICE > T-BWERIZ 9.2% (34/370 #1) (23RO v, F7e b rhiEFli3 sk 6 4
BEOKGR 4B TH-T-,

RIWERNC X236 1 6] (Fi2%) (2388 bivT,

) AR OBRE IR FIC B4 A R N HE R A RICBE#E T 52 EEIT L TO@E Y Th 5,
<BhBEXIIZRICEE T HEE > (BFY)

5.7 A& RPUEMEIEEA 2 & T L FHRIEOMEIG & 78 b I W B HRIERTG R BE ~OARF FME 5122\ T,
L OIBEED EEIZHOWT HHEEICHFT 52 L,

<HAEEROHAEICEET 2EE> (B

7.4 B4 RPUEMEEE A Z 5 oL HRIE O IR & 72 AL FRIE R BE ISR 2 ARF B 5 O F MK
OV EVEIIMESL LTV R0,
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V. BRICEYIHEE

HERA - [EERELFES MRS (KEYNOTE-045 #§R) 39 40

HERTH A 2 ZHuskdeF, e, EER, FEROGH, 2 BELR
MR . 7T FF BN ERRIES T SR SUTELT U7 R T SRR o JR % R s i
F 542 (HARN 52 %5 Te)

BEY : 77 FF8AIOF LRGSR U T U 72 R AT T ST ER R E O JR 6 b R g Fea
(23U D AHAI 200mg 3 HFEFIFEH G (Q3W) L ALFRIEDO A RIE L VL2 % iR 5,
Fi& o AAl (200mg Q3W Tl ERE) . L IXEBRHYEMGEIR L7 ) XX+, Bk
% % &L X vinflunine DAL FHEVERE (TRBRH Y EE AT A BEAE A L O RN OWF Iz, 1: 1
O THEELIZEI 1F7=, 7238, vinflunine ITAFR SN E O L TREIRA[GETH 5 = & N iR
FhE A E CHEANCHE STV 272d, A TIERAGRO vinflunine 2 FR< . 737 U X &L

XL REZ X2 /LOWTIUNNER 17,
HEAEZEIHIT ClX, ECOGPS (0/1, 2) | JHER (b0, 72L) | ~EZ 1 B (10g/dL A,
10g/dL LA E) K ORIEIOALFRIEOEEBERG L0 3 » A (90 HE) Hii, 3 »# ALLE)
ZRERIET & Ule, ARRBRCIL 2 Bl F AT 233 Hm S TR0 | 2 [ B O FREMEHT LIE Clise
BEO ITTHM K O PD-L1 &3HAHE (CPS?=10) xR ICAMEF 21T - 7=, ¥IElOE G
AR AEI T2 98 (27 H) RRRUCSER L, VAEMIZ6EM (27 H) Z&., DIFEE 12
W (27 B) Z & ICEEEHn A Ik Lo, ARIGBR CITREETT, B CE R0k, &k 24 »
A OEG MK TEOR IEEREE T SIWIRY | REIOF G 2k Lz, BEHRFEAN C % EE
TR BT IGEIT, FEEETEZ R TIERDEEO DI WEDRERIIICZE L TWHEBRET
E. RIEILARE O & SN CRABEITTARD D F TAAIORE 2k 5 Z LN alie L Sh
776
Kvinflunine IZEWNRAZR, X7V XXt « FEZXBVTENELI
FEFMBIRE : ITTLF" LU PD-L1 mFEBUERE (CPS=10) (Z351T o MEHHAFHIH (PFS) ™ &
[O==EVES IEI(ON)
BIREMEEE : APaT £ (2B 1T 22 aM N OB AME, ITT M & O PD-L1 &% HHEE (CPS=
10) IZEBIF 520%™ (ORR) | ZE#HIH™ (DOR) 72 &

*1 —WRIBWED 7 5 F I BAIGE L FHRIER & D VI T T F - 8AIOF L S0RIE T K BRI L < I3kl
WAL ERIEOIRERE T 12 5 A LN

*2 CPS=PD-L1 [GEfIfEEr (S, UV EkE O~ 7 7 7 —) ERIEBEMIEKTHRL, 100 #FE L
il

*3 EEVEA BN S - BEEM

#*4 RECIST A K7 A > L1 RIZESW - ER TS S EZ 84S (BICR) 12X 250

*5AEEAL S, RBRIEE 1R LR Sh e _ToBRE
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V. BRICEYIHEE

HR -
[F= MM A
&AM (0S)
ITT E£HIZIB N T, ABFRIERIT T T 2 AAIRED OS DB RSN,
PD-L1 m#EBEE (CPS=10) 81T 5 OS FRAEITAHKIMET 8.0 # A (95%CI : 4.0,12.3) | L%
FERETS2 7 H (95%CI : 4.0, 7.4) . ~¥— FHIX0.57 (95%CI : 0.37, 0.88) TH v, ITT M
& [ARE, ALSRIEREIC RT3 2 AAIREOEME S R Stz (P=0.005, ERllv 75 v 7 ke Al .
HEKYE 0=0.0065) .

0S OfiEHT (ITT M)

AF 200mg Q3W  (n=270) {bE (n=272)
AR N (%) 155 (57.4) 179 (65.8)
OS FefiE™ (H)  (95%CI) 10.3 (8.0,11.8) 74 (6.1,8.3)
67 H 0SS (%) " (95%CI) 63.9 (57.9,69.4) 56.7 (50.3,62.6)
125 7 OSE (%) T (95%CI) 439 (37.8,49.9) 30.7 (25.0,36.7)
(LRI 2 — Rkt 0.73
(95%CI1) * (0.59,0.91) —
P fig® 0.00224

PR DT — 2 : 20164E9H TH I v b AT

T B0 7 — &5t T 5 Kaplan-Meier 12 £ 2

I ECOGPS (0/1vs.2) . IFEBOHE, ~E/mrr (210g/dL E<10g/dL) . #ilEOLFELED
SN OHM (<3 3 ANEZ3 » A) ZEBIL, BEREAZ LR L LB Cox Al NTF— R
EFILICHSL

§ ERln s Ty rmE ] . AEKYE6=0.0123

0S @ Kaplan-Meier Hi## (ITT 4[H)

(%)
110

ZA#)200mg Q3W

100 7 — — — s

90
80
70

60

£
#
£ 50
40
30
20
10
0 T T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24 (B)
AR
at risk#k
A#]200mg Q3W 270 226 194 169 147 131 87 54 27 13 4 0 0
LFE 272 232 171 138 109 89 55 27 14 3 0 0 0
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V. BRICEYIHEE

& EEEA LI (PFS)

ITTEFNCEB VT, fLFHIERE & el U CAKIRE T PFS ICA B EIIA DL o T2,

PD-L1 m#BLEE (CPS=10) (2815 PFS OHIfEIL, AFIHET 2.1 # H (95%CI : 1.9, 2.1)
EIERET 3.1 A (95%C1 :2.2,3.4) . ~H— RE1Z 0.89 (95%CI: 0.61,1.28) TH v, ITT4
AR, ALFRIERE & i L CARIBE CH B ZIX A DN~ 7= (P=0.23958, Ehlln 7o 7
e LA . A EKYE 0=0.0029) .

PFS Ofigtt (ITT 4£H])

AF 200mg Q3W  (n=270) {bE (n=272)
AR N (%) 218 (80.7) 219 (80.5)
PFS i (A)  (95%CI) 2.1 (2.0,2.2) 33 (2.3,3.5)
6 # HPFSHE (%) T (95%CI) 28.8 (23.5,34.3) 26.8 (21.2,32.6)
12 % A PFSHE (%) " (95%CI) 16.8 (12.3,22.0) 6.2 (3.3,10.2)
(LI D N — Rkt 0.98
(95%CI1) * (0.81,1.19) —
P fig® 0.416

PFS 1%, HEMEZEIF IR SR BHET UL C O VTRV TORIE L 45

T B0 7 — & 5T % Kaplan-Meier 12 £ 2

I ECOGPS (0/1vs.2) . IFEBOAE, ~EZmtr (210g/dL XE<10g/dL) . #ilEOLFRELED K
BB NEOME (<3 » AXIZZ3 » H) ZEHIL, &H5HE AR L L2ER] Cox il — K
EFILICHSL

§ EhlwrZ o riE [AA] . AEKYEe=0.0151

PFS @ Kaplan-Meier fh# (ITT #[H)

(%)
110 7

A#|200mg Q3W
— — — fLEHk

100 7
90 7
80
70
60 7

50 7

40 7

30 7

20 7
|

L‘f"—*.ﬁ_'ﬂﬂ__‘

0 2 4 6 8 10 12 14 16 18 20 22 24 (A

10

EINBAEFHAR
at risk#k

A#)200mg Q3W 270 165 85 73 56 51 23 16 7 0 0 0 0
jlee2ss 73 272 188 85 56 27 17 10 5 1 0 0 0 0
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V. BRICEYIHEE

AR EFAm A H
® 75502 (ORR)
ITT 48234517 5 RECIST 1.1 (2343 % BICR 235#Fffi L 72 ORR 1%, AAI#E 21.1% (95%CI : 16.4,
26.5) | ALTFREIERE 11.4% (95%CI: 7.9, 15.8) Toh O | (LFFRIERE & ik LU CTAAIRETIX ORR 28
HEIZEN->T- (P=0.00106, &3 Miettinen & Nurminen % [F{l] . A E/K% a=0.0170) .
CR XJZ PR 23380 b= BEOEAIL, AFRETENZN 7.0% (19 6]) KON 14.1% (38%]) TH
0. ALFEIERETENEIL33% OF]) LKO8.1% (24]) TH-T-,

& =201 (DOR)
ITT 2£H DZHFIZF1T % DOR OH AL, AAIRECARBIE (FH : 1.6+~15.6+5H) | {bF
BT A3 v A (#iPH : 1.4+~154+ % A) Thoi-,
TN 6 H A LA EFrE L7 BB 1L, AABET 416 (78%) . ALFHERET 761 (40%) . 12 % A
UL EHMgE LI BRE 1T, AAIBET 1401 (68%) . {LFIRIERET 341 (35%) ThoT-,

* Kaplan-Meier (2 53 < HEE il

[+ 1T =20y NA TR TENRR L WD Z L 2RT

(72 4pE]

BHERIEIAFEET 60.9% (162/266 1)  (HAAN 30 il 16 fla&Ete) | [LFHIERETIL 90.2%
(2307255 f51) CTHIL U7z, EREIEM (10%LLE) 1%, RFIEETE D FEE 19.5% (52266 1) | ¥
5 13.9% (37/266 ) K ONELN 10.9% (29/266 ) T -7z,

EEZRRIWERIE, ARARETIL 10.2% (27/266 f511) 12, {LFIRIERETIX 22.4% (57/255 %) (ZHBLL
7o FBLEIG D 1%L EOEERFRWERIZ, ARFIEETITMIEE 1.9% (5266 #) KOKER 1.5%
(4/266 ) TV | ALFFRIERE CIIAEMELF P ERBUDE 5.9% (15/255 f51]) | {55 2.7% (7/255 f51) |
i, AFHPERBUE, BBPAZE & 2.0% (5/255 1) | IRESIEGE 1.6% (4/255 1) | G FREREDRD 1.2%

(3/2555) Toh o7z,

B HHIRICE S T2 RVEH OFBLEI G IXAAIRE 5.6%., {LFRIERE 11.0% Th o7z,
BIVEFNC X D FE I ARKIRET 4/266 ] (1.5%) 1ZBD HIL, FOWNERITIEL, Milgdk., JREEHZE K
UHEME AT (% 16]) Tholo, (LFPRIERETIX 4/266 ] (1.6%) DPEIEHICEVIET L,
ZONFRITIIENE> 2 v 7, 3BT (% 1#) KORE Q#) Thol,
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V. BRICEYIHEE

<HALREERICIEE L =T - BRO MSI-High #89 2EE (BEMTABRIERSLISES
IZBR%) >
HERA - RS HAHRE (KEYNOTE-164 35k =t7R— k A) 4D 42

HEBRTYA D ZhaskdiE, FEEERL, IEER. Bl vV TFak—b

R IREE O 5 5 UIBRRRE R ATl T )T (Stage IV) @ MMR K48 i MSI-High A
T O - EGEARE (ah—hA) 6161 (HANTHIZET)

B8 - {5 O 5 DYIBRARE 72 RIPTHETT X TP D MMR K48 X% MSI-High %A 3 2 551 -
B B x5 & L, AAI 200mg 3 ERIFRE G (Q3W) 1T&I1T 2 A 2hi K V22 2 5 F M
T 5,

A& ARAl 200mg 2 Q3W THMERE L=, {RIEOFNIIEGHRA TRl L=, MEoEigHmAe
W BT EASERE L COBEMBICERL, TOHL 9B I &I, BEMICKLETHIR
K VBN R BGETT & 22 D F CTFEM L7, RIBER TIL, TEABRMEIT22 K238 @%ﬂ%if Wﬁﬁ
2EMIAF OTR G- afkfe T 5 2 & & Ui, 7235, BRI CREEITRR O b GG 12, R
HEAT 2 R EIR 23 3R 0 H LR W E D EREANCZEE L TV 5 A Tl /klﬁlufﬁnp@W%JHﬂMﬁ
BIETHRRRO DND E TARBIOE G2/ 5 Z LR AlRE L ST,

FEIMBIEE : 15K E 1ML ERE ST R TOERE (ASaTHEM) 1281 5%4h% (ORR) 7

BIREMEIEE : ASaT £ A k5L Licmzh=a s hr—/3 (DCR) 23, ZFHIH (DOR) "2, &
WA (PFS) 2 K OVRAGFHI (0S) | ZatE R OEAENE

*LEEE (7 b E ) S DU RFUBEMIER AT I FUOROA ) T h ) BREICZT RS
wRHBTw4%74/11W WSS HEZES (IRC) 12X 27

*3 SERTRRN. SR FES TR BT L 72 DRI 24 BRI L E B R LT B OEIE
R -
< HRREIAEAT GEBMYIRIROE 13.2 0 A) >
[FZEHm A A ]
® 75502 (ORR)
ASaT 223175 ORRIZTFERD LBV, IRC FHMIZED IERIREIZBIT 5= F A b

DIEEY A XDHE/INMT. 345 (55.7%) T abramt

RECISTI.1 # /= IRC #ffiic Z-5< ORR DEH) (madR— bk A)  (ASaT #[H)

AF 200mg Q3W  (N=61)

n (%) 95%CI"

Z50% (ORR) 17 (27.9) 17.1,40.8
5E2728%) (CR) 0 (0.0) 0.0,5.9
#5725%h (PR) 17 (27.9) 17.1,40.8
ZiE (SD) 14 (23.0) 13.2,35.5
BT (PD) 28 (45.9) 33.1,59.2
I AAEE (NE) 2 (3.3) 04,113

FRfEMTEE DT — % 201742 A 108 v WA+ 7
T IEASAR ISR < TEMERE
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V. BRICEYIHEE

[EIR AL E ]
&z o rrn—/1% (DCR)
DCR %, 50.8% (31/61 1) (95%CI*! : 37.7,63.9) T -7,

& =50 (DOR)
FahE COMBORIEIX, 4.0 » H (§iPH:1.8~104 % A) TH Y, DOR O i | I4R35E (4
129+~125+% ) P ThHot,

& AL (PFS) 72
PFS O Hfifiix 2.3 # A (95%CI: 2.1,8.1) ThHo7-, 6 # HKO 12 » AEEED PFS RiX., £ 2
I 42.6% K% N 343% T -7,

& A 7R (0S) ™2
0S O IX., REE (95%CI : NE,NE) Th o=, 6 # AKON12 » HES0 0S Hix, #n2
U 86.8% K% N 71.7% T > 71~

*1 IR FE D < IEfETE
N FTHY Y 7 —ZITKIST MR HEE  (Kaplan-Meier) 1512 X%
*3 T4+ (IEAE OGRS WD TRBHEIT A 2N 2 L 2R T

(72 4pE]

BIWER ORBLEIGIL, 574% (35/61%1) (HARNTHIF sSHIZET) Tholz, EREBIEM (10%
PLE) X, BAHE 16.4% (10/61 61) | B0 14.8% (9/61 61) | TH#i13.1% (8/61 %) | HEIJIE 11.5%
(7/61 ) Je O D FEJE 11.5% (7/61 %) ToH -7z,

HERBIERORBE ST 6.6% (4/61%]) Thot-, HEELRBEMIL. MK, R LR, FRB
KOS IEALBE (%5 1.6%) ThoTo,

Be G PIEICE > 2 BIERTE 1.6% (1/61 1)) 1258 HivT=,

BIEFNC X BT3B bR oT-,
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V. BRICEYIHEE

< A&fiEdT GBERIRI R dLiE 314 v H) >
[FEFHmIE A ]
& 752)% (ORR)
ORR /X FEDi@E Y , IRC FMHIZEES AR T D=2 T A )b OJEE YA X DOHE/NE,
3461 (55.7%) T#RH LI,

RECIST1.1 % iV 72 IRC fFfiIC 253 < ORR DEH) (=R— ~ A)  (ASaT M)
AF 200mg Q3W  (N=61)

n (%) 95%CI"
Z5h% (ORR) 20 (32.8) 21.3,46.0

BHIEHTED T — % 120199 H9H I v b4 7

T TIEAMRIC EE S < IEHEE

[BI R AL IR H ]
& o o —/L% (DCR)
DCR IZ. 50.8% (31/61 ) Tdh -7,

& =5 (DOR)
DOR O HHfEIL, REFETH -7,

&AL (PES)
PFS OHIHEIZ 23 # H Th ol 6 5 AR 12 % AERSED PFS RITFNFI 42.6% K% N 34.4%.,
24 5 H K36 » ABEE.O PFS RKITWF b 31.0% Th - 77,

& =AFHIR (0S)
OS OHIEIX, 314 5 A TH o=, 6 5 A, 12 5 . 24 % AKX 36 » SO 0S RKixznh
86.9%. 72.1%. 55.3%K% 1 48.6% T - 7=,

[ZeatE]

BIVEA OFBEIEL1T 63.9% (39/61 ffl) Tdh -7z,
HEZRBIERORBESIL 8.2% (5/614#]) TH-7T-,
LR IEICE S ZRIERIX. 3.3% (/61 #1) 128D bz,
BWERIC LD CITRD N o Tz,
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V. BRICEYIHEE

HERA . [EERHLFESE AR (KEYNOTE-158 #klR) +) 4

HERTH A o St FEER, IEER, B, v~ Fak—h

FER . —IRE & U TEERN L PRIERE O H 2 UIRARE 72 KT T X3 ED MMR KIE X
1% MSI-High"'"2 2 A3 2 1T ETE e B,
< KRR E Rt DT — 2 B v A TEEST 94 B3 ASaT EMICEES N (HAAN 7 filas
ie) o ZD 955 83BN MSI-High L 2SRl /7 v—7 K & LTRSSz, —T7, Zb
—7 K PSMZBEGR S 11LBIE, U e AT T ¢ 7 72fi#HTC MSI-High Toh % Z E2VHBH L
T-HRETH D,

T T M OT =25y b A TR (202241 H 12 H) TiX, 74— A~K IZ MSI-
High ## B3 373 il & fl A Adv, 373 BIEfFIA ASaT EMIZE iz (AARNISHEET)

B . — IR & L TR 2L PRIEIE O & 2 UIBRARE 72 R FT AT X3 MMR KHE X
I% MSI-High # A3 2 /T EEEEE 2 55 L U, AA| 200mg 3 # MRS (Q3W) (281
BN N 2 Z T 5,

A& KAl 200mg & Q3W THRIMEE L7-, 1REDOFZNIX MG A CRl L=, #FEl o mig i
BT ELOER L COMEMBZRICHEMm L, 20% b 9 I LI, BRMIZKLETHILUT
LV BENCR BT & 70 D F THMi L7z, 1RBREER 580061 12 » A DARRIE, 12 8 2 & ICEE
WA 2 9 U7, ATEBRCid, BT/ E03GR 0 b D F TRRK 2 FERIAKI O 5 % ke
THI L E Uiz, 2B, HGRHE CREEITREO LN HAIC, REETEZ R IERSED D
AVIRWVEDRRIRANZZE L TV D BE T, REILIEOBEG L TREEITRRO BN D ET
AHN O G- Ak 35 Z LB AMRE & STz,

FEIMBIEE : 15K E 1AL LRGSR TR CORE (ASaTHEMH) (2B 5E%% (ORR) 2

BIREHMEIEE : ASaT £ & x5 & L7282 (DOR) ™3, MEHEFEALFHIM (PFS) = K UEALF
M (0S) | ReMEROERME

*1 10 ORI NA (F—T A~]) OWTI/CRE L, 3 FE 57077 AHiaLY 72 K 1
(PD-L1) ZEBLMRVL, JEEF RNA fEATIC K D8R FIHBL T v 7 7 A (GEP) A= 7 | MSI A7 A & A]
FTRTOFEENAL F~—H TN AETH D Z L3R SN EEAEmA 2 G+ 5835, JA—7
K I% MSI-High % 3 2 #1TMEE i B
A NTPE RS EROE)

B. fHiEHE [  AHZEXOIMRIE R (FFNSUIAFAMEE ) | 7272 L 7 7 — & — R R AR BS 1 3BR < ]
C. i, BT, /NG, FERG. B K OVERR F S O R N S0 E S (185 50 Ab R S i o AL BRI PN 45 WA RE 135
D. BN (PR SO MZEMERER 2 k<)

E. 7E%E (R LEoE)

F.4MedE (R ERE)

G. 7INl e e

H. F1 R &

L AR e

JMERR R (PR X SEME AR 2 BR <)

K. MSI-High Zf 3 2 @I THEE GG - EREZ R

*2 MMR X185 &% O MSI-High OH|E 2%, ENE4 THC EL D PCR EEZ W TRA S 417z,
*3RECIST 4 74 ¥ L1IRICES N HEZRES (IRC) 12 X 23
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V. BRICEYIHEE

R -
<HKGRIFRATRE R (201744 A 28 H A » bA 7 BEFARI Ml 8.4 » H) >
[FZEHmIE A ]
®7=5% (ORR)
MSI-High & @2Wr 7= % ICARRBRICB SR S 7 8361 (Z v—T7 K) 1B 5 ORR X FROME Y,

RECISTI.1 & /= IRC FHfliiz -5< ORR DEHK) (/' /v—FK)  (ASaT £:[])

AF 200mg Q3W (N=83 )

n (%) 95%CI

Z5h% (ORR) 29 (34.9) 24.8,46.2
5E27%%) (CR) 4 (4.8) —
w4575 (PR) 25 (30.1) —
2 (SD) 20 (24.1) —
PEHEEST (PD) 24 (28.9) —
i A~BE (NE) 10 (12.0) —

T HAN 3G EET
Ak (7 —7 A~K) [ZAAN Sz MSI-High 243 % B EE O ORR (X FROEY
Wi &b 1 ENXIRBREE S 5.1% O WG EEAN 2 Sk L7 B3 84 B> 5 6 56 5] (66.7%) T. FERYHE
BIZBTHRX=ZAT A b OIEEY A XOHE/ N2 BT,

RECISTI.1 Z f\ 7= IRC FHfil2 -3 < ORR O EH) (MSI-High #£%#)  (ASaT )

AF| 200mg Q3W  (N=94)

n (%) 95%CI "

Z%h% (ORR) 35 (37.2) 27.5,47.8
5E2728%) (CR) 4 (43) 1.2,10.5
0 728%) (PR) 31 (33.0) 23.6,43.4
ZiE (SD) 20 (21.3) 13.5,30.9
P EBHEST (PD) 29 (30.9) 21.7,41.2
AT — X 72 L 10 (10.6) 5.2,18.7

TRKRRHENT OFT — X :20174E 4 H28 H A v FA4 7
T IEASAR ISR < TEMeERE

RECISTI.1 & AV /= IRC 2z £-5< ORR DEH (BAFER)  (ASaT M)

AR n (%) Zzh= (ORR)
N=94 n (%)
B 24 (25.5) 13 (54.2)
B 13 (13.8) 6 (46.2)
/NG 13 (13.8) 4 (30.8)
e 10 (10.6) 1 (10.0)
JiERER Y] 9 (9.6) 2 (22.2)
Il B R 3 (32) 1 (33.3)
Hh R il 3 (3.2) 0
AN N 3 (32) 2 (66.7)
1 S 2 (2.1) 1 (50.0)
PR IN 53 WA IS 2 (2.1) 0
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V. BRICEYIHEE

R n (%) 7703 (ORR)

#AR N=94 n (%)
SN 2 (2.1) 0
DR ¥ bR g 2 (2.1) 1 (50.0)
IS e 1 (1.1) 0
JN B 1 (1.1) 0
EIRA S 1 (1.1) 0
% e B 1 (1.1) 1 (100)
W 71K e 1 (1.1) 1 (100)
PR 1 (1.1) 1 (100)
F RN 1 (1.1) 0
Rk 1 (1.1) 1 (100)
[RIRE-Am A A ]

& =3I (DOR) ™!
FahE CoOMBORIEIX, 2.1 » A (&P 1.3~102 % A) TH Y, DOR O i | IR35E (4
:21+~107+% H) ?ThHoiz,

& A PR (PFS) M1
PFS O fifiix 54 v H (95%CI : 3.7, 10.0) Tdh o7z, 6 » H KON 12 # AEEED PES Rix, #h
Fh 481% KN 34.4% Th - 71~

& 2/EFHIH (0S) 172
OS D HAEIE 13.4 (95%CI : 10.0, NE) TH o7z, 6 # AKX 12 5 ARERD OS Fix, ZhEih
74.9%K% Y 55.7% T~ Tz,

*1 AR (Vv —7 A~K) (TS S 72 MSI-High % A9 % B BE 94 O 55 5R
N FTHE Y F—ZICKIST MR HEE  (Kaplan-Meier) 1512 X%
*3 [ (IR OB BV CREBETR 22V 2 & Z2RT,

(72 4pE]

BIWER ORBLEIGIL, 61.7% (58/94 %) (HARN7HIF sHIZETe) Thotz, EREBIEM (10%
PLE) 13X, 97 11.7% (11/94 6) KOV S FESE 11.7% (11/94 f51)) Toh -7,
BEERBWEAORBREISIL 74% (7/94 %)) Thotz, BEEZRBWEML. Mgk (2.1%) . FRR
FERETUMESE . T, IFEEE B5. BUE 1 BUBERIF R X T o« NL—JEERE (45 1.1%) Th o7z,
LR IEICE S TZRIERIT 6.4% (6/94 %) 1CBD b,

BWEARIZ LD LEITRBD 6N Tz,
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V. BRICEYIHEE

<T o T — MENTREER Q02241 H 12 B8y A7, BRI RE 17.0 5 H >

[EZERHMIE A
& 7575 (ORR)

ORR X FEDEY, 10.7% (40/373 1) 73 CR. 23.1% (86/373 %) 2N PR Th -7,

RECIST 1.1 % V7230 37 A i 4 ) e B BERTEA 12 J-5 < ORR O EHY (ASaT 4£[H)

A 200mg Q3W (N=373)

n (%)

95%CI"

Z%% (ORR)

126 (33.8)

29.0, 38.8

T o TT— MENEEOT —% 202241 128y bAT

T ZHSARICHS  IEMEE

RECIST 1.1 % V72307 A i ) e B BEREA 12 J-5 < ORR O ERY (MSAFER)  (ASaT 4£H])

A n (%) Z&5h= (ORR)
N=373 n (%)
1B PN 94 (25.2) 47 (50.0)
B 51 (13.7) 20 (39.2)
N 27 (7.2) 16 (59.3)
R 25 (6.7) 8 (32.0)
JIERER) 22 (5.9) 9 (40.9)
s 22 (5.9) 4 (18.2)
SRR 21 (5.6) 1 (4.8)
Al fiE 14 (3.8) 3 (21.4)
Ly 13 (3.5) 1 (7.7)
- S 11 (2.9) 1 9.1)
PR 53 WANEIES 11 (2.9) 1 (9.1)
[FINA S 8 (2.1) 1 (12.5)
Bl B2 B 7 (1.9) 1 (14.3)
Hp R fiE 7 (1.9) 0 (0.0)
AR 7 (1.9) 1 (14.3)
AN RN 6 (1.6) 2 (33.3)
SR bR 6 (1.6) 3 (50.0)
WY Pl 5 (1.3) 2 (40.0)
R 4 (1.1) 1 (25.0)
Z oMt 12 (—) 4 (33.3)

TORBELD 3GILLT O AME - JLPE, SHSAEE, LWRSRRE, RIS, REEEE. R, SR,

HIEARFE NOS (not otherwise specified) . AFHfEE. JRASAIE
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V. BRICEYIHEE

BIREA B H
&5l (DOR) ™!
DOR O HHAEIE 63.2 # H  (#iPH : 1.9+~63.9+%» H) 2 Tholz,
Kaplan-Meier £ CTHEE L7z 12 # HFFALD DOR 1% 88.5%. 24 # HFREAUL 72.3%. 60 # HKFxAlE
66.0% T -7,

& A TR (PFS)
PFS O fE1X 4.0 # A (95%CI : 2.4~43) ThH-o7=,
12 % A @ PFS 1% 35.1%. 24 » H 513 28.8%. 60 » HEF AL 22.0% Th - 7=,

& =AM (0S)

OS D IfEIL 19.8 v H (95%CI : 14.5~25.8) ThH-o7-,

12 % HERS D OS %1% 58.6%. 24 » HEESIE 46.5%. 60 # A WA 34.8% T, 72 # HITARTET
HoTm,

*1 MSI-High J# 45 D 9 5 CR X% PR #5887 126 Bl OifE R
#2 T4 1 EEB ORERBFED HRBETRHDNBRNT L ERT,

[Z2 4k

BIVEA OFRBLEIG X, 66.5% (248373 ) Th o7z, EREIWEMH (10%LLE) 1%, % 9 FEIE 15.8%
(59/373 f5) . €55 13.1% (49/373 §) . T 12.1% (45/373 1) K ORIEE 10.5% (39/373 1)
ThHoT,

EERRIER ORBEGIEL 7.5% (28373 4]) Th-o7T-,

B HHIEICE S T RWEH ORBLEIA1X 8.3% (31373 #) Th-olz,

RIERIC K 226 CIL 3 Bl A DT, WRRITOAIZ, iR KON T o« N L—JEERES 1] Th -
T7o Flo, HTIZESTZEIER ZRO -0 AFIE, B (DBRM X T >« NU—EERE) | IF
ONCHINZIRE (BiZk) Th ol
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V. BRICEYIHEE

<HRBYIBRFRER X&) BilaRE >
TxFIHRARE
BERE : [ERULFF AR (KEYNOTE-426 k) + 4

HEBRTYA D ZhasxdiE, EEAb, FEEM. FERRRR, 2 B

R ALFIIEE O 72 RIBUIBRARE X THR R VE O B AR AR E (IR 861 B (H AN 94
Bl Ete)

B8 : AL FRRIERE D 72 WARTEYIBR AN RE TR ME O B B QRITHEIRA) ZXfge s L, KA
ET XU F =T OUIRIE L A=F =T OHEMER LM A R 5,

ik ARFNET X F =T OHHRE ORA 200mg 3 BRI (Q3W) FRNEE - £ 7% v F =7 Smg
1 H2[E BID) &AHFLOOMH) . FA=F =7 (A=F=750mg 1 H 1[E (QD) #&MH
Pe 5% A VAR FERt% 2 EARER) oWFhnsic, 1: 1 TEELEI 1) L,
HEAEZEIT T, 1 EIE O RN (A1) O R TRl & HE S 7 B3 861 il 1) IMDC™!
U X7 53¥8 (favorable, intermediate, poor) . 2) s (LK. FEER, Zofth) @ 2 >DfEHIA
FlzL-oTlERILT,
HEAEAEIR T, IR 2 HIET 5 72O ORI 2 505 L=,
7ek, EEFHE TR BHEITIRRD LA, EERETZ R TIERAFRD L2 WED IR
FICZE LT 2 BE Tl REILIEOBEGEAN CREEITHARBDO b D ETRAIE 7 X F
=7 OPFHE G EfkT 5 Z LR ATRE L ST,

FEMEE : ITTEN?ICB T 2247 (0S) | MMEAFHIR™S (PFS)

BIREMEER : ITTHEM2ICBIT 528%™ (ORR) | = b —/5S (DCR) . Z=EHHIH"

(DOR) . ASaT #£[H* 28T 5 LMK OB

*1 International Metastatic Renal Cell Carcinoma Database Consortium

* MAELAL L2 R COBRE

*3RECIST A F7A > L1HRICES S ER PSP REEZR B S (BICR) (2 X HRFf
4 AEAEL L S, TRBRIEDS 1 RIDL BB G Sz COEE

R
[ 2EEHmE H ]
& /A7 (08S)
A=F = TRUCK LT, AR E T 0T =7 OHABIIHEICEE R 0S OUEZ /R LTz,

0S OfiEfT (TT 4H)

AF 200mg Q3W, T F T F A=F=T
=7 (n=432) (n=429)

ARV N (%) 59 (13.7) 97 (22.6)
e () (95%CI) NE (NE, NE) NE (NE, NE)
A= R (95%CT) 0.53 (0.38,0.74)
P it 0.00005 B
6 #H OSHE (%) (95%CI) 94.9 (92.3,96.6) 89.0 (85.6,91.6)
124 H OSHE (%)  (95%CI) 89.9 (86.4,92.4) 78.3 (73.8,82.1)
18 # H OSH (%) (95%CI) 82.3 (77.2,86.3) 72.1 (66.3,77.0)

F—%%y FATH 201848 H 24 A
t @R Cox LEINY — RET UL D A=F =7 L DLk

LR ST s D

NE : Not Estimated

FKHE 0=0.0001
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0S ® Kaplan-Meier fifg (ITT ££H)

100 f===
90 T
80 \\—“—h
70 - S - 14
& 60
f# 50
4 40
30
20 | —— FE200mg QAW RUTPFYF=T
10 | === z2zFz7
0 T T T T T
0 4 8 12 16 20 24
at risk# EFMRA]
AH200mg QAW KU
7:‘::/9._57\ 432 417 378 256 136 18 0
AZF=D 429 401 341 211 110 20 0

& A I (PFS)

A=F =TT LT, BH LT FF =7 OFBRIHGE I

PFS OfiffT (ITT ££H)

72 PFS Ot 1R LT,

A 200mg Q3W, 7 ¥ F Z=F =7
=7 (n=432) (1=429)
A b () 183 (42.4) 213 (49.7)

e () (95%CI) 15.1 (12.6,17.7) 11.0 (8.7,12.5)
MNP — R (95%CI) 0.69 (0.56,0.84) _

P fi 0.00012

T—XHy AT H 201848 H 24 A

RECIST A RF A 1.1 BRUICHAS < GRSz i s

T+ R Cox LN — RETNMZ L DA =F =7 L O

t BRI ST o ]

PFS

100 -
90 1
80
& 70
B 60 -
£ 50
8 40
£ 30
20
10

E/KUE 0=0.0013

@ Kaplan-Meier #ifig (ITT 4£[)

—— FH200mg Q3W RUFFYF=T

—— 2A=FT

0

0

at risk#
AHI200mg Q3W
RUO7FVF=7
AR=F=F

432

429

é 1 I2 1 I6
S TIR (F)
251 140 42

4

357

302 193 89 29
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AR EFAm A H
® 75502 (ORR)
ORR (X, AHI L T F v F =7 HFHBET 59.3% (95%CI : 54.5,63.9) . A=F =T HET 35.7% (95%CI :
31.1,40.4) T, ZOHEEMIL 23.6% (95%CI : 17.2,29.9) ToH-7= (P<0.0001, &5 Miettinen and
Nurminen % [Al] | AEAK%E 0=0.025) .

&7z 2 o —/L% (DCR)

DCR [524%%h (CR) +#5%FE%h (PR) +6 » AL EDOZE (SD) L EFE] 1. AAFETFF
=T PABER A =F = TRETENEI 71.5% (95%CI : 67.0,75.7) J X 60.6% (95%CI : 55.8, 65.3)
ThHoT-,

& =50 (DOR)
T—H2 Ky hAT7 HRE A TO DOR FRAEIL, AFE T X F =T AL A =F =THTEN
FIRBNE (HPH : 14+~182+» H) KON 152 % A @i : 1.1+4~154+% H) ThHoi=,

[ 72 4pE]

BUWER ORBLEIG L, RAIE T X F =7 0FHEET 96.3% (413/429 f5il)  (HAAN 44 il 44 f5i] %
Eite) . A=F =T RET97.6% (415/425 %) CTh o7z, EREIER 20%LLE) X, AKAIE T F
F =7 PFHFEGRETII TR 49.0% (210/429 #1) | @ifE 41.7% (179/429 1)) | HURIRBEREAR TE
31.5% (135/429 f5) . 9%97 30.3% (130/429 i) | F - RISFHIRAT R SIEGERE 27.7% (119/429
) . ALT H#80 23.8% (102/429 ) | 7k 22.8% (98/429 f51]) . AST Hi/N 22.6% (97/429 1)) |
BAGE 21.9% (94/429 ) K OVELD 21.2% (91/429 ) T -7z,
EEZBWEHORBBEIGIIAR &7 X F =7 JFHEET23.8%(102/429f5]) A =F =T HET 14.1%

(60/4253)) T o 7=, EREERBWERIZ AL E T X F =7 0FHRE(1%LLE) TIXTH(1.9%) .
ALT H#0 (1.4%) . AST #INM Ol (% 1.2%) TH Y, A=F =T RETIHRD bR T2,
WD DIRBREE DO 5 1L o e BWERNIZ AA & 7 % > F =7 0F FEET 25.9% (111/429 1) |
A=F=TRETIX 10.1% (43/425 6) (238 B iz,

BIWERIC X 2 IIAR L 7R U F =7 HEHEE 4 B, A=F =78 7 HICH DI, NIRITAH L
TR F =T OFHBECT LI EESENERGIR S . EE A M E R Ol R & 1 fl, A=F =T HETR
PEOAFEZE, M5, BRGHIM, BYEFR, Wik, B ESET R OBEENHNS 1 flTho
77
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LoNFZJHRAEE
HERA - ERILFES MR (E7080-307, KEYNOTE-581 #ER) 47 48

HEBRTYA D Sk dhE, EEAL, EEM

R ALFRIERE O 7o WARTA U R AR RE ST O B i B8 QR ME) 1069 #1 (HAA
117 B % & E)

B8 : ALFIEIEIE O 72 WARTBYIBRASRE U TSR VE O B B8 QAT 2 %fge s L, KA
ELUARF =T OURIE E A =F =T ORMER OB E R 5,

HiE ARKHE VN TF =T OFHBEER?. LonTF =T b xa ) AROOFRRIERES, T A
=F =T HMB G OWTNT, 110 1 O TEEREI T L,

VRSB T, e (Ml 1 PHIER R OMEK, S 2 « £ oo Hitsek) M O MSKCC O
U A7 53¥8 (favorable, intermediate X & poorrisk) 12 &> CHEEFEEHI LT,

2B, EEFHN CEEMEITRRD GNTEGAIC, EEREEIT AR TIERDERD b WEO IR
BIIZZEE LTV 2 B TIk, IREICARE O BN CREETARBO i d £ TRE 2T 5
ZEnE[EE L ST,

FEFHMBIRE ;- EHEEAFHM (PFS)

BIREEMIER : /M (0S) . 22255 (ORR) "0, {REBRHYERNC L 0 & S o RIBHRICE
T D BREEAT £ COMEEALFMIE (PFS2) | JRBRSEANIC X % RECIST 1.1 &2 HW 7ZaHiis
FS5< PFS. BAEMEROEAME, BFEBE QOL I T 2 BERET U ML, LUARF=T0D
RHEMEYERE, AFlOEYEREZ LT — & L, REREEAIMWE A d~—D— %
PO IEEIRE KT OB

R AE
ENT I GAE] © ANEIL ITT £, ZRVEIX L RN RH RER" 2 b k5 & L,
ANMEREM OFEEHFIE © OS, PFS I Kaplan-Meier V5% IV CHEE L7z, OS. PFS ORI LHZIL
sk (FERK L OMEk, XUEZ oft) Y MSKCC U A 7 43¥8 (favorable, intermediate S/ poor
risk) ZfE L L72fghlm 75 o 7 BEIC L VAl L7z, A~ — P& 95%CI o i, 58 %
HAERE L L, Hug &k Y MSKCC U 2 7 3 TRl L72 @Rl Cox Hufil ¥ — RET /LT K 0
L7z, ORR O#EFZEL, H3 X X MSKCC Y A7 7338 % J& & L 7= Cochran-Mantel-Haenszel i &
WX VRHME L7z, 72, Fn, PR AHL, ik, MSKCC Y A 7 /3%, International Metastatic
Renal Cell Carcinoma Database Consortium (IMDC) U & 7 4348 Karnofsky Performance Status (KPS)
SEIZOUWT O PFS, OS J UY ORR D ER Sy 4 FIfiRdT 2 F2hita L 7=,

ZEMEOPFEE | ARERIZIS\N T, PFS (31 A0 FPRAIAEHT e MR AHRAT . OS 13 3 [B1 0D PRI fRATT M
UM ASAEAT . ORR I 1 [B10D I fRAT K OB AT 2 SR B HilI L 72, ORR @ 1 8] H o> il figtfr
RFDHETELZF51T 2 WifAl 0.0001 DA FAMEZZE LG &, PFS, OS KT ORR DHE D FNEAAD
BEKAEZ MM 0.0499 & 725 K O ITEEEIZHIE LT-, 25 OZEMEOFHFEIZ X, Maurer & Bretz
@ graphical approach Z ]V 7z, ORI K ORRAY e RaRA & M L TIEZ EME OGS
(EESy/ TROYAAR

BANCEND T HNIZAEAKYE0.045 (i 0.0049) 12T PFS OIRMERGNEH SN HE, 2
DATEIKYE 0.045 (3T 0.0049) [TR SN DEAITHE, MOBEICFFIEL L 72, PFS, OS O
AT M O AL FRAT DA B K HEDEL /3 13 o 1HE BRI THRE LT,

*1 BRI 30V TR F B9 SO TR AR I BT I 2 iR S 7o BB S5 & STz,

#) ZF 200mg 3 BN (Q3W) #h L L N"F=720mgl H 1 H#HS (QD) ZHHH LT,

*¥3 LU ANF=T 18mg QD L =X Y AR Smg QD ZfH L7z, LonNF =T Ltzxn ) AROPFMARE
IEEN ARG,
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4 A=F =7 50mg & 1 H 1[0] 4 BERE O 5-4% 2 BRI,
*SRECIST A F7 A ¥ LIRIZES ERTMS P RHEZES (BICR) 12X 25
*6 RECIST 1.1 % AW 72 I SZ g B & B B A EA CR XX PR DEE DEHIE

* MEVEAAL LT R T ol
*QIREREEA 1 MDA B G S B

R
[FEEEHIE A ]
& EEEA M (PFS)

A =F =7 BB LRI U TR & L o " F = 7 R IRERR AR

L7,

B 7 PFS Ot A <

PFS Ofigtt (ITT 4£H1)

AF 200mg Q3W, e s
V‘//ﬁﬁg’—gf A=F=7
(n=355) (n=357)
ARy M (%) 160 (45.1) 205 (57.4)
il () (95%CI) 23.9 (20.8,27.7) 9.2 (6.0,11.0)
AP — R (95%CI) 0.39 (0.32,0.49) _
P it <0.0001

RECIST A RT A o 1.1 UZHES < Gk F sz g e &
t BRI Cox LN — RETFT NI LD A=F =7 L DL
T ERIa T vy E D] | A EAKYE a=0.0411

PFS ® Kaplan-Meier i (ITT ££[H)

0 :
(l)q — KA 200mg QAW RUL U NF =T
77 wesne ZoFo
08 4
# 07
¥ 06
05
= 04 - L.
E 03 - * y
02 by
0.1 ‘
“ T T T T T T T T T T T T T T T T T T T T T
0 2 4 6 8 10121416 18 20 22 24 26 28 30 32 34 36 38 40
HEE (H)
atrisk #%
R 200mg SWRY 355 391 300 276 250 235 213 186 160 136 126106 80 56 30 14 6 3 1 1 0
Ml Fr 357 262218 145 124 107 85 69 62 49 42 32 25 16 9 3 2 1 0
RaFad
LRI R B E ]

& 2R (0S)

T—=H Ny NA TR T, RA RV R TF =T HERPEEN, A= =T EMBE LS HI20S D
HREIIREZE CTH -T2, A=F =T BB SRR T D ARE & Lo R_TF =T O HBIEREO Y

— REIZ 0.66 (95%CI : 0.49,0.88) Th V. HHA9IC
o ME Ml . A EAKYEEe=0.0161) ,
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& 7=2)% (ORR)

52 IR EAT (TA2) 103817 5 ORR X, AKIE Lo ANF =7 HEHEERET 67.3% (95%CI : 62.4,
722) . A=F =T HMEEGHEET 35.0% (95%CI : 30.1,40.0) THY . HHIICHERWEE L
7o MWREM D ORR D#1% 32.3% (95% CI : 25.4, 39.3%) .

% 3 EIFRIMEST (TA3) 123317 5 ORR IE. AFKl & Lo N\F =7 OF AR ERE T 71.0% (95%CI : 66.3,
75.7) . A=F =T HMFLGEET 36.1% (95%CI : 31.2,41.1) TH-o7=,

[Z24pE]

BUWER ORBLEIGIL, KAlE Lo N"F =7 OFHBIERET 96.9% (341352 61)  (HASA 42 f5ilH 42
FlaEte) Tholo, BREIWEH (20%LL ) 1%, THI 54.5% (192/352 ) | Milfil+ 52.3% (184/352
B) . HURIEREAR TE 42.6% (150/352 4511) | AAKIEGER 34.9% (123/352 1) . DKL OV %&
32.1% (4% 113/35241)) | T - Eﬁ%&ﬁ?%m? iEBERE 28.1% (99/352 ) | IR 27.6% (97/352
) . L 26.7% (94/352 f51]) | FEFERERE 24.7% (87/352 %) | F&IB 21.9% (77/352 %) K OV
JiE 20.2% (71/352 %) ToH-7=, 2%3‘%7$ZH§Q5E$T@ IEF S BEIA 1T 92.1% (313/340 151])
ThHoT,

WT P DOIRBREOE G R IEIZE > TCEWERIX, KA Lo AR"F =7 0FHBIERT 9.7% (34/352
) . A=F =T HEMBEGRETIE 10.0% (34/340 B]) 125D BTz,

BUHWERIZ X2 TITAR & Vo NF =T O HIRIERET 4 BlLICRD b7e, WIRIE, 7 L7
=V, EiE 7 ) —8, SR PEGERE (B 1 E0C 1) . B SR EITL, DK, BRED
ftilgze (1Bl 41F) Thotz,
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<BHRAEIZH T LT REEEE>
HERE - ERSILFESIHRS (KEYNOTE-564 #ER) 4 50

HEBRTYA D Sk dhn, BEA(L, “EER, 77 BARRR, 2 B

R BRI X %%T@%@ﬁﬁ)xaﬂmm“ % B el P P i e e KR 994 51 (H A\ 59
Bl % & 1)

B BRI UL 0 UIBRIT R OB U A 7 S E W IR R R i s BB & ef g, itk
fiBh# Ik & L CARHA & A A i DR SR C Y R ONT e X i gl = oL L e A R

ik AR T T T B REERC 1 1 OEE TEESEIRT LT,
HEE BT Tl EEBOAE (MO XX M1 NED) THEEZE L7, MO BEFIZHOWTILE
HIZECOGPS (0 XX 1) RMOKEDOEFETHLE 0> (Yes XiE No) (2L - Tghl L7z,
HENRD LD E TTRBREOE G IEEEO T NMNICEEY T 5 £ T, iikhlishEEz
RK172—A (9 14ERM) &5 Lz,
HEAEA BT TR OERIC RSO TRBRELR OVREN R Z -G L=, 17 2 —XADIRBREOHE
25T LIz AXEBFEBUSNOHE B CIRBRER 52 1L LT R TORBEZXRIC, MHE
7 (DFS) ORHMEiDO =D DEiR 7 +ru—7 v 7 (14FEBIX12BMIE, 2~4FHIT 16EM
TL, SHERHUMIT 24 ) & E i Lz,

FEMEE : 8R4 (DFS) ™

BIREHEIEE : &I (0OS) | 8 K VAR, Disease recurrence-specific survival (DRSS) ™,
e N MR (BFS) "7, PD-L1 Z8UA] (Bitk, B2tE) @ DFS KO OS, #EEERSE QOL
BT 2 BEWRET 7 ML

M AL
FENT SRR - AT ITT ™S, ZZaVEiX APaT M Z fi#trxt4 & L7,
HEDOKFH T - DFS, 0S. EFS O/EfF#h#RI Kaplan-Meier 5% FVWCHEE L 72, DFS, OS
OFEROBIRGLUIER 2 7 Z v 7 REICIVFHME L, BRI Cox il ¥ — FET L% Fn
TA%—Fw&w%@%%FﬁEW(G)%%ﬁbkog%mﬁﬁyﬁﬁﬁ&@E%Cme
AP — RETLOREHIR T EEREI T ICHWZERIRF [EEEofA M (M0, MINED)
MO DEFITE HIZ ECOGPS (0. 1) KOKEDORETHDLNE 9 H (Yes. No) TEHI] %H
o, Cox BT — RET V& HWTER (65 A, 65l ) | PRI (&M, B |
A@(EA\EAH%)\HDG%(&I)\HHJ%ﬁ(GEbﬁ%(P&HL) ik (7
AU HLS, T AU T) | EEBIRI (MO, MINED) | BHERTOREE (B OIERitr. RIGH)
AEERAT) BT 70— TR % FE i L 7=,
L EMEOTIEE . AR TITA D 4 BIO T L O 1[5 OEIENT & kT 2 5l L
DFS 1% 2 [8] B o H [EIfRAT 2 B (& ABAT & L 7=, Maurer and Bretz @ 26 B O FHE 515 %4 HV T, DFS
KON OS 12T 2 2RO FEKMEE FM 2.5% & 70D X 5 ITHEICHIE L7z, KRBRTIX 250
G (0 1 : DFS, G 2 : 0S) Za%E L. G 1| 238 BRI 2.5% CHEA S AuihviX, 0S

DI A DV TH B ER A 2.5% CREli3 2 KaE & L7z, DFS XU OS O H [Hf#ET &

O AEIRMT DA ZIME OB FUE DO F% B 121X, Lan-DeMets (2 X 5 O’Brien-Fleming % @ o {42 B %% %
iz,

LT (i) T (i) ofBEMEAEAn SRz,
(1) i ORBEHEFRZENIC LY TR W T nnIciE 44 %83 (Grade 1% Fuhrman 23%8)
- pT2. Grade 4 XUZAMEARZ LA S . NO 2> MO
* pT3/4. Grade lij7>9°, NO 7>> MO
- pT 457", Grade o3, N1 7>2 MO
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(i) M1 noevidence of discase (M1NED) T® V., FRE K OEIFIEBER & b2, BIHERMTIF S OB H
BRI 1 LN O WT IO CTREEBYIRATRE CTh o 1o B

*2 K 200 mg 3 BRAMIE (Q3W) % 17=2—2X ({12 % B)

377K (EHEERK #17=2—2 (K125 H)

*4 JEBR LY RN X 2 3

*S JRBRAE Y R Al 25 EEAM U 72, IRVEA BT 2 b B 0 B HIBRHE O RAT R £ Co MR (DRSS 1) | 1RER{E
YEAATEAMG L7z, BEIEL BT 2 O B d) O IR A & £ O RFTFE 5 X IT NI 22 % 0 5 B O iRis
BOFRAEDNTNIHFOEERE TOHM (DRSS 2)

*6 G N O RE S ERKE (BICR) (2 X 23Hif

*TIAEAEUT TG, LT OWT RO R E TO MR

- BICR A _—A T A HHCEERTIRAE (MO/M1 NED) & 3Ffi L 72 B3 I3 0 )R BT LB O
fRiEORA, b b D HERIC L DT

- BICR BRX—R T A VRHIHREEZHTH M1) L3l L7z B3 TIRRBET, Ed 5w BRI X
LT

* MIELL SNT=T R TORE

*0 MAELL S, JRBRIEE 1Ll BB E ST ToRE

R
[FZEHm A A ]
& A (DFS)
AHIFEL, 77 B ARFRR L CHEIIICA E 7R DFS OMEZ R LTz,

DFS Ot (ITT 5:H)

AF 200mg Q3W  (n=496) 7' 7% (n=498)
AV MR (%) 109 (22.0) 151 (30.3)
DFS Hfiit (H)  (95%CI) NE (NE, NE) NE (NE, NE)
AP = REHE (95%CD) 0.68 (0.53,0.87) _
P fE® 0.0010
12 % A DFS Z (%) (95%CI) 85.7 (82.2,88.5) 76.2 (72.2,79.7)
18 % A DFS % (%) (95%CI) 81.5 (77.7, 84.8) 71.9 (67.7,75.7)
24 % A DFS % (%) (95%CI) 77.3 (72.8,81.1) 68.1 (63.5,72.2)

FRREATERF DT — % - 2020 12 H 14 B v b4~ (DFS (X785 Y ERIC & 2 5F4H)
T FIBY 07— 2 IZx5HE 3 5 Kaplan-Meier 1512 X 5
1 BRI Cox LN — RET UL DT TR E DL

§: Bhla s rkE LA .

NE : Not Estimated

EKYE 0=0.0114
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DFS @ Kaplan-Meier fiif¢ (ITT 2[H)
100

¥
90 Vel
80 N : ! . \
B | 3 HHHE
;\3 70 - Ny, S .H::ﬂvﬂHi:ikf
s; 60 -
50 -
il 40 |
B 30
20 | —— Fm20mg w
10 ] ——— r5ex
0 5 10 15 20 25 30 35 40 45
4
at risk#4 EREFH™A]
ZEI200mg Q3W 496 457 414 371 233 151 61 21 1 0
ISR 498 436 389 341 209 145 56 19 1 0
CRIREHM 3 A

& AR (0S)
OS DHFRAE, "NYF—KREIZUUTD LB THhoTz,

0S OfiEfT (ITT 4H)

AF 200mg Q3W  (n=496)

77 HR (n=498)

AV MR (%) 18 (3.6) 33 (6.6)
oS HefiEi™ (H)  (95%CI) NE (NE, NE) NE (NE, NE)
AP — R (95%CI) 0.54 (0.30,0.96) B

P i 0.0164037

6% H OSHE (%) (95%CI) 98.6 (97.0,99.3) 98.0 (96.3, 98.9)
125 A 0SHE (%)  (95%CI) 97.9 (96.1,98.9) 96.8 (94.8,98.0)
18 7 A OSFE (%) (95%CI) 96.6 (94.3,98.0) 93.5 (90.5,95.6)

HATRED T — % 12020 12 A 14 H v A7

T B EIY F— 2Tkt T % Kaplan-Meier V512 & %

1 @R Cox LN — FEF T L B 7 TR & DL
§:@hlm s 7 ke LAM] . AEAKRE0=9.3X10°
NE : Not Estimated

@ Disease recurrence-specific survival (DRSS)

REFER N T Z B REEAZIIT 5 DRSS 1 REO'DRSS2 RIILATD LB TH o7z,

DRSS 1 OfiEHT (ITT )

Al 200mg Q3W  (n=496) 7T &R (n=498)
A MR (%) 17 (3.4) 32 (6.4)
12 % H DRSS 1 T (%) (95%CI) 1.9 (0.9,3.4) 5.5 (3.7,7.8)
18 % H DRSS 1 %" (%) (95%CI) 2.8 (1.6,4.6) 59 (4.1,8.3)
24 5 H DRSS 1 " (%) (95%CI) 3.4 (2.0,5.4) 6.6 (4.6,9.2)

RRfENTE DT — & 1 20204E 12 H 4B > NF 7

DRSS 1 1%, MEAEZEI T 2> 5 g OB O BT £ TOHM &35,
TRV AIAR NEERB LIS A R NOBERERD ) LNTF A N v I HEE
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DRSS 2 OfiET (ITT 4H)

Al 200mg Q3W_ (n=496) 774 (n=498)
AV MR (%) 94 (19.0) 134 (26.9)
12 % H DRSS 2 %" (%) (95%CI) 12.8 (10.0, 16.0) 212 (17.7,24.9)
18 % H DRSS 2 %" (%) (95%CI) 16.3 (13.1,19.8) 25.0 (21.2,28.9)
24 5 H DRSS 2 %" (%) (95%CI) 19.8 (16.1,23.9) 28.2 (24.1,32.5)

FRRITEED T — & 1 20204E 12 A 14 AH v b A7

DRSS 2 (%, ME/EA T T 25 Ee g1 0 IR ZE 2 01 5 Ja T #F8 S PIBIR 28 % 1 5 B O Rk O 4
DONWT IRV R E TORIRM &35,

TI