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IR

KEERHEETA R A
NRoa7nl) X<7 (BinFHEEEZ)
(e : %A h— & ST 20 mg, %A bl — 4 STEEE 100 o)
~EEE~A 7T T4 FARLEME

(MSI-High) 2589 2 @EEE~

SERR 3 041 2 A
JEAF A



ER/N

1. XL®ic P2
2. ARANOF. (FHKT P3
3. ERIKAGE P4
4, FEFRIZHOWT P9
5. ®hHxIGE LB P11
6. HEHEICELTHETRXHRA P12



1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIL, IR SCEEIZE S W2 Ee AR D
B, 6T, ITEORFEHINOMEAIZ LY | FUREIKS 22 & OFHN 72 Frlil/F A%
FFEIMPERBINHH T, 2O DOEEKGLZ FEICLER BT IR 5 2 L BRED
PR L 72 o TR RREMBGEE & O FEAR T #2016 CFAL 28 4F 6 A 2 H BRI E)
IZBWTYH, EHMERLEOFHORKE(LEEEZ XL Z L LS TWn5,

FORE R ST, SRRSO BT 0 7 7 A VS EDEIK L LB S TR
RHZERDD, ZOD, HIMELROLRMICET 2 EWMN 0SB 5 £ TOR,
WMELEHG DO BEEZ RS ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDFEE U= LB 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7 9 A B <l
THZLENEETHD,

L7eRoT, KA RT A TiE, BIFERES ZNE TITE LN TV A EEIH -
BHEm R S & | DUTF ORI O e H 2 HEET 28800 6 MR B &5 2
F RO EFRREZRT,

B ARITA RT A %, MNATEBUE N ESE S ERES R G, A tHEANR AR
BRI s . — M N B ARERIR N E & & Ot AN B AR IR 7= O )
DY EER LT,

RGe L I HEIS - A b V— & S 20mg, A b L— & S EE 100mg (—
s a7 nl) <7 (EinfHEz))

WG ERDIENIHE : DAL FIRIER B LT - BROEHEE~A 7 aYT T4
NRZEM (MSI-High) 263 2Bk FEER 721503 R #E7
BaIZiR D)

MNEERDAEROHE @, AR, a7 n ) X~v7 (Biakz) LTl
[6] 200 mg % 3 G T 30 22T CAaEEET 5,

3 R 5¢ ¥ & 0 MSD MRSk




2. AFOKK, {ERBERF

XA bV—F g EE 20 mg & ONELETEEE 100mg (—i%4 : Xa7n ) X~ (&
i z) . LR TARAl w9 ,) 1X, PD-1 (programmed cell death-1) & %DV
R Td& % PD-L1 KU PD-L2 & DG EAZHET S, & Mb1gG4 £/ 7 v —F ik
Tbh b,

PD-1 FRE81E T MR S B AR RS 2> D kU 2 72 D12 23 AR 23 R 9= 2 T2 70 S s i i
AA »F T, PD-1 (&, fEFZREBICEWDCEER T MilaoMia£micgE L, 3%
P I % B o AR LB STl Rl 70 50 RS & 35, 7B, PD-1 (XU o REfE
ATHZ LK VHURZRIRCE D v 7 VBEZ AT 228K Th D, PD-LI
DIEFMHEMIZIB T LHEBUT DTN TH L0, 2L OBAMRTIE T Miaofs 2z
HIFCEENCIIH L TWD, DAMBIZIIT S PD-L1 O &3, BN, BENE
e . SRS, FE/NRaNTE 7 & O A e DA TTHRARK T TH Y | RWAFE
& OFHBAMENHE STV D,

BED N /DGR T4 & PD-L1 B OFEEME) S, PD-1 & PD-L1 OFRIKIINEE
DEEERREC BN T HEERZEZ ) Z LR ENTEY | Hime N ATEROER &
LTHIfF ST 5,

AANX, PD-1 & PD-L1 X UOPD-L2 Olj U > ROFERELESTHZ Llck v, 5
W NBRBE Th D IR OO HIE EE T U o ERA TR S8, HUEE IS 2 FEE(L
T 52 & THEGIRZ BT D,

HAN DI FHEFRIC 25 < MBIE DS RUSIC & B BIERSER B &b, B IS
5 NS B B, ARIDR G R O EHRICIT, BEOBREE HITT, BiNR
0 B R HEATIE, IR L7 TG U 7o S 72 R & BB A LT & i LT
OISR & 1T\ B ORIERIEIC & % BIEM B EEbN 5 B A 11T, BB
LA SO B AT ) LB B D,



3. BRERBUE

D IACFEIRER T E U217 - 3R OSHEE~A 7 a7 74 PARZEE (LT
IMSI-High] &\ 9,) 26T @B (GEENRIBESREERGEITIRD) ORKREE
(ZRFAM 24T = 72 E 7R AR RER O g 2 R T,

7238, IMSI-High #H 3 2% B3 1B LT, TPCREIZ XL Y MSI-High & & S -
B AEXNTHHE (B:5%) 121X TMSI-High (PCR¥E) A9 584 LKiL L. DNA
LAYy TEEBEOGEN &5 B2 BEXT 256 (A#&%R). 77D HIPCR {EIZLY
MSI-High X3t et (LR, TTHC) &V 9 ,) JEIC LY 2 2~ v FIEEHERE
DRI (LLF T[dMMR] &9 ,) SHEShZEE ] 2B 25%58121% [MSI-High
EHTHEE] LERIL L, HCEIZL D MMR Bif & PCR VEIZ L D MSI Bt o —%
HUL 96.6~98.7% " Th D Z LENBE SN TN D,

[H2hE]

DEBE L[ 2 T AHRER (KEYNOTE-164 #5#)

T oAb ) 2 DU RPUEMIEEA] AV T T F U R OA U T R KR
(2 X DAL O & 2 16 YIBR A GE 72 AT + B9 D dMMR X3 MSI-High (PCR %)
WD AT DA - IR EE 61 5 (AN 7HIEET) %8I, AHI200mg3 ¥
kR (LT TQ3WJ Env9,) HEEOHMER O LZRMENHF Sz, 7ok, BEigGF
i TR EBHEFT 3580 DN BT IRBMEIT 2 R IR IR 3580 S N WS D IFR A9 22
TE LTV 2% B TIE, IRIEILE O EHGFEG TR EEIT IR0 B D FTARF O 5%k
BT HZ EDAREE STz, FEFHMIEE CTh 58 2h% [RECIST 74 R4 > 1.1 hi
ICES S HIHEIZ L 55848882 (CR) XiXimZ32h (PR)] I22W T, ABRIZEREk
SNz el BIORREFEIR1IDOLEBY THoT2,

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

TR s C B\ T, THCHEIC £ 0 R A~ v FEH # 2 /%7 T % MLHI, MSH2, MSH6 /% PMS2
DWTNNDFBINRD LR WA IMMR, PCRIEIZED 2 2L Lo~ A 7 e T 5 (4 h~——T
KINLIAB T DT A ZDEAL R SN 725412 MSI-High (PCR %) & HIE Shiz,

4



1 HBHRAEDRKVZEHE (KEYNOTE-164 HE)
(RECIST ver.1.1, BN RIRERZE, PIRHEE, 20072 107 —F v b4 7)

B s A % (%)

SRR 61 " 39 51
275 (CR) 0 0
#r25%h (PR) 17 (27.9) 9 (23.1)

ZiE (SD) 14 (23.0) 10 (25.6)

#47 (PD) 28 (45.9) 18 (46.2)
HEEAEE (NE) 2 (33) 2 (5.1)

7% (CR+PR) 17 9
(ZZhE [95%[EHIX =] (%)) (27.9 [17.1,40.8]) (23.1 [11.1,39.3] )

1 ATVERRT T SR 2 - AR G O 5 B MSI-High (PCRIE) &4 5%,
*3 : IEHEE
@IEBEILF 1 AHRER (KEYNOTE-158 ##)

— IR & U CTHRUERY 72 L FHRIERE O & 15 UIBR N RE 72 61T - F338 D dMMR XX
MSI-High (PCR %) ®? 244 2FEfFEEE 9 255102, AHI 200 mg Q3W 5D f
IE R OV MR S, 7238, HGRHE CEREBETHR S D= GaIc, HEE
TR TRER DTS DI WEDERIRIIZRZE LTV 5 BE T, RIEILIRE O BT
THREBETHRO LILD ECARAOE G kT2 2 LN AMREE Sz, EEFHEEH
To 5385053 [RECIST A R7 A 2 1.1 UZHES < FIfEIC K 558482850 (CR) X
L5853 Z8%h (PR) ] 122U T, MSl-high & 2Hr S V72 % ICARRER IS E S vz 83 fil%E

(ZV—7"K) OFEFRITE 2, RBRIZBRER S 72 94 I 30T 2 IER Ofs 5133k 3
DEBY THoT,
*2 BBEHRAEMERVES®R (KEYNOTE-158 B, 7/ —7K)
(RECIST ver.1.1, FRMEMBITRIGERE, FRUE, 2017F4 8 287 —F Iy b4 7)

ELE] G A % (%)

IR 83 15" 28 {52
542785 (CR) 4 (4.8) 3 (10.7)
453755 (PR) 25 (30.1) 8 (28.6)

ZE (SD) 20 (24.1) 3 (10.7)

#1717 (PD) 24 (28.9) 9 (32.1)
HEEAGE (NE) 10 (12.0) 5 (17.9)

#%h (CR+PR) 29 11
(ZZhF [95%(E X" (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

*1 o G ROMERRENT X GER, %2« AR RS 4ERI D 5 MSI-High (PCR L) #H 3 5 BH,
*3 : IEMElE

(B3 iy = &2 A~ 12401F 7= 7 b— 7 % O MSI-High O T E B 250 AT 7 b—7 K 75 H
RREAL, ZA—T7 A TIRILME (RELAE) . 24— B Cl3iREE (HIER UG ONE) . 7277 L7
7 —Z—RKMEE AR, Z—7 C TlIf, hE, G . B OWENR M >k O N S g

(B AT SO A L RIAR R N A WSS ) . 70— D CTIEFE IFE (AR R OREEMEE 2 <) ., 7
J—T E T B8 (RELEE) . 7 v—7 F Tl (RE L) . 70— G Tl i,
I N—7H T EIE, 7 0—7 1T TR, 70— 7 1 IR s (P SRR %R <) .
7 —7 K TiE MSI-High 263 2 EFH (K55 - BEEEEZRLS) BEPHALAN OGN, v —T A~]
(B ER S AT B3 D MSI-High [IZ2W T, U MR AT T 0 TREITIZ IV HE I,

5



# 3 MSI-High 2 F 7 5 EREORER DZELHE (KEYNOTE-158 3A%5R)
(RECIST ver.1.1, BZEMHTRIRERE, FR¥E, 20174FE4 A 287 —F v h47)

Bi% (%) 7%%)) (CR+PR) B (%) 7%%)) (CR+PR)

i 94 " EHE (%) 39 EE (%)
T B B 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
B 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
/NG 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
A 10 (10.6) 1 (10.0) 1 (2.6) 0
ERTER 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
Il R 3 (3.2) 1 (33.3) 0 0
HH R 3 (3.2) 0 1 (2.6) 0
ANl 3 (3.2) 2 (66.7) 0 0
5 S 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
PRREN 2 WA 5% 2 (2.1) 0 0 0
RN 2 (2.1) 0 1 (2.6) 0
DR b R 2 (2.1) 1 (50.0) 1 (2.6) 0
Jib4 HEE IS 1 (1.1) 0 0 0
5P B 1 (1.1) 0 0 0
GIA S 1 (1.1) 0 1 (2.6) 0
% NG M eIy 1 (1.1) 1 (100) 1 (2.6) 1 (100)
UE {7 R 1 (1.1) 1 (100) 1 (2.6) 1 (100)
PRl i 1 (1.1) 1 (100) 0 0
e DR NS 1 (1.1) 0 1 (2.6) 0
kR 1 (1.1) 1 (100) 1 (2.6) 1 (100)

1 ARWERRHT R *2 © AMEREAT R D 5 5 MSI-High (PCR %) ZH7 % B4E



[Z241E]
OEBILE S 1B (KEYNOTE-164 #A5R)
HEFELIT 60/61 ] (98.4%) (2. EHWERIE 35/61 ] (57.4%) IZR8® Lz, FBLE
D 5%LL EORIWERIZT TRO LB Thoto,
#3 REHEN 5% EOBIEA (KEYNOTE-164 3ER) (222 MR REH)

SRERIKRS¥E (SOC: System Organ Class) B (%)
HAGE (PT: Preferred Term) 61 1l
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2RI 35 (57.4) 9 (14.8) 0
B ke E
T 8 (13.1) 0 0
GBI 9  (14.8) 0 0
s - 5 (82) 0 0
—i% - REEER L OB SENORRE
) RE 7 (11.5) 1 (1.6) 0
7 6 (9.8 2 (3.3) 0
RAYPERIE 4 (6.6) 1 (L6 0
B RS RS & O SRR 5
RA A 10 (16.4) 0 0
KRG ¥ XUV TRk b
& O FEIE 7 (11.5) 0 0

7ok, MEMEMZER 1B (1.6%) . BEEORLERES (FEEIREGRE, S,
FRBIESE) 16 (1.6%) . NTHEREREE 3 il (4.9%). FUIRIRERERES 2 611 (3.3%). W
K31 (4.9%) . Aok - BEBUTRVRE 161 (1.6%) . MKk - $ER 161 (1.6%) 235D 5
N, £lo. KIBK - BEO TR, MfREE (7 0« NU—IEGERES) . T ERAEERE
. ORIBHRREREE . 1 AUBEIRE . EERelEE R MEMER RE) . BEIEMEE, O
fhoe, SafE el MR MHESEBER . TR I, JRIFEKS . infusionreaction X NS E 9
TERITERD B o T-, RRIERFRBLRGUIEESESR (BIKREERE 25T 25
DRGSR A T,

@[E RS [F% T B (KEYNOTE-158 #5)
BHEFELIL, 91/94 B (96.8%) (2. BIVERIX. 58/94 5l (61.7%) TR LIz, B
T 5% FORWERIZTRDO LB THoT,



F4 FBHREN 5% LEORBIERA (KEYNOTE-158 358) (RN R4ERH)

#EBIKHE (SOC: System Organ Class) B (%)
HAGE (PT: Preferred Term) 94 131
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2RIEA 58 (61.7) 12 (12.8) 0
B ke E
THI 9 (9.6) 1 (1.1) 0
GITIN 8 (8.5) 0 0
M - 5 (5.3) 0 0
— % - RHEER L OB S OREE
) RE 8 (8.5) 1 (1.1) 0
it 11 (11.7) 0 0
B8 KOV T AL RRRE
7 9 FENE 11 11.7) 0 0

. FEMEMRE 461 (4.3%) . KBk - BEOTHI3F (3.2%) ., #tfEE (£7
Ve N U—IEERES) 2 1] (2.1%) | ITHERERE S 8 5] (8.5%) . F IR IREERERRE 8 5] (8.5%) .
1 BUBEPRIP 1 41 (1.1%) . infusionreactionl 5 (1.1%) MNFEDHHNT-, F7o. BEEDLE
fE (R EREIRIRIEGERE, ZIRLEE, FEEIESE) . T ERAHEERES . RIEHREREE,
el E URMEMEMEBRE) . R, Mk - BB BIARE, BREMEE, O
K. M2 - BERRESS . oM i IR SR BN . PRI L, SRIFEREE K OV &) s
IR b o T2, REWERRBLIRILUIEEES: (RRMEERY 28T » 5%
FHERE R,



4. HERRIZDOWT

KGR & LT ERB ISR 80 « B4 Fr< MSI-High 269 2 B IC
DM AERHENRE SN TV D, Atz Ew, EHEG D A7 FHGEHE (RMP)
(ZEES S AHN DEFE ML A MERERTE B~ D W T IRHI A 8 5 ik T - T, AF OG-
WY 7 B AW - FEE L, ARIOEGIZ L EERRIERZ B LB xhc T2 2
ERRERTD, LTFOO~@DFT T IH#ICB N THEHT 2 & Th 2,

O mEFITHOWVT

D1 FiEo (1) ~ (5) OWVWTINITEYTHIMHTHDHZ &,

(1) EAFEREDTEET 205 A HEILRPEE G E I RS A2 ROEEEIL RO P
HiIE S A2 IECEEEHLRUR T, B AR R &) (K 30 42 4 H 1 IR - 437
Jit7%)

(2) HpEHERERBE CERR 294 6 H 1 B « 85 fitink)

(3) HBENFIRA TG E T 20 sl (DS AR RESEE ERPLE. 25 A2 RE s
WEBE, D3 AR EEHERE T e &)

(4) ARALFRIEE A2 RRE U, AR AFRIEINGE 1 SIS SRAL BN 2 Ofiisk e
R D AT > T D ftiag (PR 28 4E 7 A 1 HRFAL : 2540 fiigk

(5) PUEEMEIEEAI S EEINE Ok EUEI R D mHEZIT > TV D liek Rk 28 4 7
H 1 HEEA 1290 Sk

D2 X5 & 72 2 R T OALSRE S O BIE & B O RIS 57 70 ek & ek 2 Fr
DER (FROWTNNITEY T HERM) 25, Uik BOAFNE T DB O BIE
HELTRESLTWD Z L,

*

o [ERIGIFESE 2 EOHAHME ZE T L2121 5 FELLED D ATRIED BERHE &
[ToTWAHZ &, 95, 28D RIT. DAEMIREAY XL L-BRREEZOHHE %2
fToTWVWBHZ &,

o [ERNRFFESHE 2 EOPHINHEZIE T LI-%IC 4 L FLORERBREZ AL T\ 5
Tl b, 3EL RIT, MR L 7 DEEIEEE T O A EYIRE 2 S Te 0N AVTRIED
WRHEZ 1T CW\WD Z Ly

© PBENODEREBEREEDEHNIONT

PR E A B E T 2 L N E S, BERAEN D OFRE D, Aot - &
VIR OB I NEATE 5 D5ttt FEFSRNRE LG5 0RE
EH, HEDNESHIATONDIEHINE S TND Z &,




@ EBHWERA~DOXIRIZOWT
@-1 HEREHNCEE S 5 EH:

VMR R RS D B A BIVE SR AR LT-BRIC, 24 BRRIZZIRIEHIO T, ik X
VOB R (23N T, BB L 2 BERICIE U CABREE L O CT O RIVER ORI &4
B EDORERNY HHRIZE LI, EHICRHIGC TR AEHINE > TWnWD Z &,

@-2 EERNEHICLI2FEFSMSICET 2B

DAZRICED 2NN OB L2 A T A EEEFEDPEERE=4V 7
EEOIERDOAY ) —= T EITOERE & HREZ A TE 5 F— AERIRH 23V
EENTVWAZ L, 2B, BIAEHIZOWT, BABE EZDOFEICHSIEmMmENT
WhHZ L,

®-3 BIfERADOZW LRI LT

RIWER (FEMEMZE B R, KIBK - BEO M, el E, BieeE
EREMER %), NWowkEs (TREMKEREE ., FURIRMEREREE ., BB e
RIBERRIF . S E DS, AR - BUSUTRMEAE, ER ., T O RERETE (B RL AR 22
e, ZIERLEE, FHARJEIESE) . infusionreaction, AMZE « BHAEA . FEAEMNMESIE, AhiRkEE
(F T2« NU—IEGREE) . DR, e/ WO MR, g, JR3F
BRIFE) 1T LT, Mgk ST BRI R O 2 A4 H EAD L EEE L (BIVEH
DOZWrCKHSIZE L THRE R O XA Z T ONDL&MCH D Z L) BEHIZHEY) e iLE
D TXDIEFDBFESTND Z &,

(R

E )N

T
il
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5. BeERRL I HBE
[HZEICEE+ 2 F]
O TROBEIZBOTARAOEIMERN RIS TND
o BAMETFIRIERICHEELET - BROSEE~ A 7 a7 T4 ML EN
(MSI-High) #f ¥ 2 EfHE 4 (EAER IR R EE 225612 R D)

723, MSI-High # 75 Z L 132a7n ) X~7 (B F##z) oas =4
ZWigE (74 : MSIF#&EX »~ ~ (FALCO)) ZHWTHIET S Z &,

©@ TFRLICEENE T L AT 2 AR OB G O IR SV TR AAIOAZPED
ML SN TELT, AROEEGRR LRG0,
o FiombhRE
o fOPUEMEGA L O L TRESNDEBE

(Ze2EIZB 4 % FIH]

O FRACEYTHEFICOVTIEIAFOBR N EEZ L SN TWDH Z &b, F5 51T
brpnz &
o ARFNDEITIZHT LIBBUE OBEERE O & 5 B

@ VEFERTOFEICIB VT FRRICEE T 2 BF 2OV T, AR OB GIIHERE S e

D, OIRFERPFIE A 2 NG EICRY | MEICAAIZHEHT 22 L 2BETE 5,

o MEMMZEROSI IIBEOH 5 BH

o MaEnE iR CRIE R &R 5 BE K ONEB)ME 0 KR Bt I <0 Gy M it 2%
FEDOMIZRIEMEZE LN HA BN D B

o BCOMAEREBOED UTEMERZHE L < ITFERMED B R B OB D
b 5B

o [EEIFBNE (&M iEELZT) Ob b EH

e ECOG Performance Status 3-4 " D HH

V4 MSI-High %44 % IR EE O—it U o FIEGERECTH D 2 L VR SN T3 (Latham Alicia et
al.: J Clin Oncol. 20185 JCO1800283),
(5 ECOG o Performance Status (PS)

Score | EFE

0 | &<MERIEE TS5, BT LlFE U HEAERNHRZR AT D,

PIREICI LUWTEENIHIR S5 28, SITARE T, BAEERH > TOEEIITH 2 LN TE D,

Dol g oz, s

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+l Zd,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+l I4,

11

BATRARETH A O OEY O Z LT F N THEEIZBERTTE 2V, HHPD 50%Lh Eid~y R Tild 25




6. BEZELTHEETREEIH

O WASCEZEION %, MERGEER DRI 5 B RS TS & ARH O ReM K OVl 1E
DT OIZ B HAZ T L TR 2 &,

IRIEBRAAIC SN D | BB LT OFRICA MR etz +a L, AR5
ThoEETHZ L,

FEREWERH O~ R T A MZDWNT

@

®

BV MR BN S oD Z ENH D DT, AFIOFGIZH T - T, HIHIE
W OB L, PRI RIBE, WREE) OMERE & OES X SRt o k%, Blgi%z +
TFWATH Tk, Flo, BEITSUTHWE CT, MG~ —7 —%Ok& % FEhid
HT k.

infusion reaction 23 & 55D Z L 3B 5, infusionreaction N FRD HILT-HEIZ
X, EEIRALEZT O & & bIZ, SERMEIE T 5 & TREDRIEE I8l 4
THZ L,

FOR IR RERE = B Do D Z L3 D D T, AFI O E-BRLART K OF% 5B
H3OE IR BRI e A (TSH., 078 T3, 02k T4 HoWE) 2 FEhET 5
Z &,

FFREREFEE 2 3> Db D Z L 13 H D DT, AFN OF5-BRAGHT K O G- 1118 th %
EHARICITFHERER A (AST. ALT., y-GTP, Al-P, B U L E U ZDHIE) % Elifi
THZE,

SE IR (MER R IR BREA 2 ET) SORERERIREENDH Sbd
ZERBHDHOT, EMMICIROBREOFRAMRT HZ L, £i2, ROBF N
RO BTG EITIE, HONCEREEEL 2T 0 L) BEZIEET HZ &,
AR OEHIZ XD BEORIESOSITRIRT 5 &5 2 HILDER & R EORE
NHOLOLNDIENH D, BENPFDONTHEITIE, BELE-FLRIILLT
B 70 itk & RRBR A RO BEAT & B U Culi b e 8RR I 21T\ 8 oG
BOSIZ & B EIWER RN BN 2558121, RFIOKRIEUIH IR, K OEIE E A
NEVRIOBRGEEZBETHZ L, B, BIBEREFRLVE L ORGIZEVREIE
FOUGEERRD B WAL, B RE R VE LSO s iilEl oBhn
LEETDHZ L,

PG T ORI ABE L COLEWERRREERT 52 0N H D720,
AR OEEHETHIZHEWERORBIC IR T D 2 &,

1 BUBEpRIS (BIE | BUBEIR G 2 &de) b Db, FERBMES hT7 v F—v &
WCEHZENHDLHOT, NiB, Bl IEHEZEORER OB MAEHE O EFIz+
TIEETDHZ &, BRI N DN SIS 2L, AR U8l
F O 55 DWY @& 51T H Z &,

AHN DR FERICIB T, KEYNOTE-164 #52 Tl3 9 5 = & . KEYNOTE-158 #
BRCIT GBS 1 AERNT 9 A Z & 1 FELIRRT 12 B & CH MO

AT TN Z & 2B ZIT, AAIRGITEHRCBEEHRE TR ROMERZITO

(1:0
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e ET A R4 v
RATu Y Xes (BEFHEZ)
(R4 : ¥4 MVv—F SiE#%E 20 mg, ¥4 MV—&F #7100 mg)
~ /N ~

YRk 2 942 A (ERR3 041 2 AkET)
B4 @A
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1. IXTHic
RIS DOF M « ZEMEOMERO T2 DITIE, WS SCEEITIES W2l 7 AR D
BND, 5T, IEOREEFOMEAIC LV | FUREIRS 72 & OHHN 72 3R AR
FFEIMPARINDLH T, 2N O DOEHKNZEICLEREE IR 5 2 L3RR
PE L 72 o TR Y REMEGE S, & O HATTEE 2016 CFEAL 28 42 6 A 2 H BFEERE)
ICBWTH, HEHNERNLEOMHORE(LHEEZX S Z & L ShTna,

R S S, KRR N7 0 7 7 A VB D ESK L & B S R
RHZENRDD, ZOD, HIWEROLZEMICET 2 HERN+0ERT 5 £ TOR,
MHEEGLOBELEEZT D LRI NDBHEICH L THEAT D & & Bz, BlfE
FMFEE LTI LB 2t & D 2 & AN A fE e — 8 O B 24 7= 3 EE R B < A
THZLENWEETH D,

LR T, ATA KT 4 TlE, BIBEESSINE TITHE LTV A EFIRFR -
BHER LR EED & | LU O E IR O feii 70 FH 2 HEE 3 2 8LA & B2 B B %
F RO EFREERT,

I, ARITA RT A %, MSIATEBOE NESE SRS S, A E AR AR
BRARIEE P, — M EE N B ARBRRNEHE S FREdEe FITEENE A B ARME 72 O
— it EE N B AR P O Db EERR LTz,

R L T HEIS, A b V—F S EE 20 mg, A R b— & S FE 100mg (—
ks a7 nl) X<v7 (Efs R z))

R ERDMEIHNG - UIBRREEZ2HEAT - F3E O IE/ Nl it

MNEERDAEROHE @, RAIZIE, a7 o) X~v7 (Bla#itz) LT 1
[0] 200 mg % 3 AFBIMEE T 30 232 CREHET 5,

3 R 5¢ ¥ & 0 MSD MRS HE




2. AHN DK, 1ERBF

XA MV —F i EE 20 mg & ONELEEHEE 100mg (—i4 A7 r ) X~v7 (&
v/ z), AT TARAl w9 ,) 1%, PD-1 (programmed cell death-1) & Z DV 5
RTd % PD-L1 KUPD-L2 & OfEG #EHELET 5. b MbIgG4 £/ 7 v —F L gifk
Th D,

PD-1 & 13 T HAQ o0 BEARKSAE 2> & 6 2 72 O IZ 03 AVKIBE AN FI FH 9 2 T 7 s 2 il 4
AA w F T, PD-1 I, EFERRBICH WD TEER T MifuoMinLmic BB L, B o%
P i % B o AR LB TR R 7o SB35, 37 H, PD-1 (XU H o REfE
ATHZ LRV PURSERICL D v VT VinE 2 AICHIET %Ak TH 5, PD-L1
DIEFFMEIC B T 2 HBUTDOT N TH LI, Z< ORAMIBTIE T Mlao@s 2z
HIEEWBENCFILL TS, DAMIBIZE T D PD-L1 O &R B, B, s .
A . SREE . FE/ NI TE 72 & O x Ze WA TTFRARK - TH D | ARWALFER
& DM HRE STV D,

BED 1 DEGIRE T2 & PD-L1 JBLOFARAME) S . PD-1 & PD-L1 ORREKITIER
DOHPERREIC BV CHEERKREZE S Z L0V RB I TR Y | iz N ATEEOER &
LTHIfF STV 5,

AFANE, PD-1 & PD-L1 X ONPD-L2 Difi U T2 ROFERZLESTH Z Lk v, [EE
W NBRBE TR O RS OGS S T U N ERA TR &8, HUlEE 6 2 FEE L
T 52 & THIEG IR ZRET D,

ARFNOVE RS2 3D < E O RS X 2BIERFEN S boh, BESUIELTIC
EOWREMD D 5, AANORGH KR OEEGRIZIT, BEOBIEL TI2ATV, BE DR
O HIVIZEEITIE, FEH LT RIS U2 R 2 ek & REBR 2 FF O Rl & L Coi
BN 8RR W 22 ATV P DSERUSIC K D RITER 2 B 2 56 1213, BB RE AL
RO GHEDWY) IR ALE 24T 9 ER D D,



3. HRPRARE
YIBRASRE 72 1T « FF3E D FE/ N itiJes D AGREFIZ 3l 2 17 - 72 E 72 WK RER O iliis &
NE IR

[H2hE]

OEBILFEFH MR (KEYNOTE-024 #5R)

LFPRIEIE D 72\ EGFR B 1n - A M2k | ALK @G B 15 1-Fat: & O PD-L1 Btk (PD-
L1 238 U= BRSO 2814 (BLF TTPS) &9 ,) =50%) ™ OYIBRAEER i
1T« T3 DI/l B 305 11 (HAN 40 il & &de) ZXF5T, Al 200mg 3
MM (LLF TQ3W) W9, ) HFGDFE MR LN, 7T FF 8 2 & TefE e
bR (LT FSOCJ LV, ) ExRE LTRE S, el B FEN CTHEE
TR D BTG EI, RIBEIT 2 R IERDFE O DAV WEDERIRANIZZ E LTV
HEET i\/klilul&p@ GRHH CRBETNRD DD E TREIOE S 2k 2 =
EMTRE L A, EERENIE B ARSI (LU TPRS) Lo, ) | BINKGE
I EIE AW (BAF T0S) &), ) & &iv, RJNET 7 F 8K % & T b
B LC, PFS, KUNOS (FHfEfiENT) 2 A BEITIER LTz,

*l: arR=F U2k e U CRBEIRGEAKGR S 41TV % PD-L1 THC 22C3 pharmDx [ 4 =1 )
ZHWTHRE S L,

#2024 WA ETREINTEGETIARAOEGEZHIEL, ZDOH#
BlICEEGERTE L &N,

. REHEIT DR DLy

#1 FiHRE (KEYNOTE-024 3RE)

AFl 200 mg Q3W 77 %t%%fj =
(154 f4)) AL EHE
(151 1)
i (A ] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ NP — K™ 0.50
(95%CI) (0.37,0.68) —
P fE" <0.001
R (A ] NE NE
(95%CI) (NE, NE) (9.4, NE)
0os™ A= R 0.60
(95%CI) (0.41, 0.89) —
P " 0.005

Cl: 1EMEXME. NE : #iERA, *1

JIRIE, *4  PREHTREO T — 2

: RECIST H A FT A > 1.1 ARUICE-D < Slsz A def) e
BRI Cox Heffl Y — REFIWAC LD 7T FF8HN %2 G T FiRE & O gk,
(20165 A9 Ay bAT

*3 E%H77/



100 psc
90 - ™ — EFFI00mE QIW
80 - T5FFHAESOIAEE
&£ 70 -
.ESI-I- 60
50
gﬁé 40 - l-‘
§E 301 v,
20 4 (R Yy
10 - "l——|__*____|
0 3 6 9 12 15 18
at riski HIaBEFHE A]
ZFAI200mg Q3W 154 104 89 44 22 3 1
TSFIRAERCIERE 151 99 70 18 9 1 0

M1 s & B PFSOEKARNTE D Kaplan-Meierdi#f (KEYNOTE-0243R5%)
(PD-L1BEME (TPS=50%) DEHEM)

100 :
90 ] ‘-\1_1\"\.
80 | '"‘x.\._
70 T
—_ ]
£ 60" Wi
ﬁ'!’ 50 . -'."n.m..." o e e ]
L
b 40
30
20 1 —— #m00mg Qaw
10 - TS5 BRSO SRS
0 3 6 9 12 15 18 21
at risk%y EFRRLA]
AE200mg Q3W 154 136 121 82 39 11 0
ISFrEREZOIEELE 151 123 106 64 34 7 1 0

X2 OSOHH T DKaplan-Meierii#t (KEYNOTE-024385%)
(PD-L1BME (TPS=50%) D EFHER)



@IFEBEILFE S 1 /M AHER (KEYNOTE-010 #5#)
7T F K & T LRI #6675 PD-L1 Bttt (TPS=1%) 2 OYIBRAGE/R
1T - R OIE/NREEE 1,033 ]l (HAN 91 filxETe) ZXF5102, AH) 2 mg/kg
Q3W # 5T 10 mg/kg Q3W G- DA MR VLZatEn, Fe&Xerxkfy (BT
DOC] & 9H,) XL L TREIENTZ, Zed. BGRHN TR EETHRD btz
BAIT, BT 2R TIER DD B AR WED RN L E LTV 5 BE TIE, KE
VIR D B R TR BT8O b D F TARBIOE GfkFi 2 le & S, EHEFE
MHIE H 1% OS X OV PFS & &4u, AAIX DOC & LT, OS #HREICERE LT,

*1 : EGFR Bin T ERGMEXIX ALK A BB TBEOBE TIX, 77 578K %2 S b
WAL K DI 2. 21 EGFR FLEVEH T ALK FREEH 2 A3 5 ik
TEIGANC X D1 RIELZ G 2 BEPHAAN LN,

*2 : PD-L1 IHC 22C3 pharmDx [# =1 | OR/E¥x v M2 AW THRE I,

*3:24 WA FETRESINTEGAEEFIARFORGAHILL, 0%, EEETHRRD LN
BlIcEGERTE L &N,

#2 AHMRRE (KEYNOTE-010 3ER)
AFH| 2 mg/kg A 10 mg/kg DOC
Q3w Q3W
(344 1) (346 1)) (343 1)
thdefiy [ A ] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
0S | ~HF—FrEH 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P 2 <0.001 <0.001
CI: [ZHEXE. *1: @3] Cox LI NV — REFT/LIC LD DOC & DOLER, *2: J@hla 7 Z > 7
&
100 1=
90 L ——— 3l 2 mg/kg Q3IW
80 - #710mg/ kg Q3W
70 — FegFti
£ 60-
E 50
40 e ~lh"'II (| ] i
30
201 N
10
0 LR LA LALLM LU L L] LR AL LR L) LALLM LA L L ) LALULAL L LU LR L)
0 5 10 15 20 25
at risk# R R
## 2 mg/kg Q3W 344 259 115 49 12 0
F#10mg/kg Q3W 346 255 124 56 6 0
REIFtIL 343 212 79 33 1 0
X3 OS DEMMITE O Kaplan-Meier ¢ (KEYNOTE-010 3R5R)

(PD-L1 BEtE (TPS=1%) DBEHEEH)
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QEFRLF S MFHFER (KEYNOTE-189 #iR)

{LERIERE D 72\ EGFR A6 A REEM K Y ALK @ éE 5 O UIBR A G 7ok
17 « H3EDOIERE LRI/ N mnE BE 616 6] (HAN 10 iz &te) ZXI5Ic, KK
200mg (Q3W) \ XA ML FE RF MU T AKX (LT [RARLFER] W), )
BT T FFRA| (VAT TF oI HNRTTF ) OPFREE (RAIGEREE) 1o
BRIER OZEVER, 7T 8RR, XX L%t KR T FF A OHAES ((LFE
IERE) 2ot L —EHEMRABR ORI SN, Mte b, 777 F AT Y EAL
WHEETEIGRINL, BHITRK4 2—AFETE Lz, 7ok, BN CREETHR
D O AT R REIT 2 R TIER RO DR WEDREIKRMIICEE L TN D EBE T
I, RIEILAE O EfGEHAN CHREETHRO D ETERA L AX N3t ROJFHES
kT o Z s AlRE L SAL2R, FEFHMEE E 1L OS K TNPFS & S, AAlL A b
Lt REOT 7 FFRBOMHAZE G777 ER, <X Xt REOT T F A 0
DFREEE- & e LT, OS K OVPFS # HEIZHER LT,

*1 0 ARHI200mg, Ak LFE R 500mg/im?, AT F 75 mgim2 XNV T T F
AUCS5 (mg -+ mL/min) DOJIEIZ Q3W (% =2—AD 1 HEIZEE) T4 a—2&5%, K
#1200 mg M2 A kLt K 500 mg/m?2 78 Q3W TG-Sz,

*2: 7 TR, A M LFE R B500mg/m2, AT T F 2 15mgim2 xR T T F 2 AUC
5 (mg + mL/min) DJIEIZ QAW (%F=—=2m 1 HHIC#E) T4a—2HfEE5#%, FI+¢
REOANA N L& R 500 mg/m? A3 Q3W T h- & iz,

*3:24 WA ETEREESNIZGEIIARORGZHIE L, 2%, EERETHERO b
AlcEGHHETELZ EEE T,

#3 A3MREE (KEYNOTE-189 35R)

AHKIOF FH#E o= 30 5
(410 1) (206 1)
R (A ] NE 11.3
(95%CI) (NE, NE) (8.7, 15.1)
0s™ ANHP— R 0.49
(95%CI) (0.38, 0.64) —
P " <0.00001
i (A ] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PES™ ™ NP — K™ 0.52
(95%CI) (0.43, 0.64) —
P " <0.00001

Cl: {FHEXR], NE: HEEARA], *1 : FRBIREOT —% 2017 11 A8y AT, *2: 8
B Cox WHINY—FRET ML DT TR, XA FLFt REOT T FFRIAGERLFEED
OFRRE L oL, *3 @Rl 7' Z 7 BE, *4 : RECIST A4 KT A4 > 1.1 USRS ERT
HRNT H Y]



at risk#g
AF200mg Q3W, A
ANVFERRUTSF
FTEERALEEE
TSR, RAMFE
RRUTSF+8EIHA
(LB

—_— EFHI200mg QIW, RARLFERRUSSF I EAIHBLSEE
——— SRR, AARFERRUTSFIRAIHALEEE

410

206

3 6 9 12 15 18 21
H1EEARI [A]

377 347 278 163 71 18 0

183 149 104 59 25 8 0

X 4 OS O EIfEITE O Kaplan-Meier Bi#R (KEYNOTE-189 38%)

at risk#q
A&200mg Q3W, ~
ANVFERRUTSF
TRBIGREEE
T353R, RAMNFE
RRUT5F+REIHA
b2EE

100
90 ] \ — AE00Mg QIW. AN ERRUTSFH AR
80 1 % " ——— TSt RANFERRUTSF H AR
& 70
B 60 7 3
£ 50 1 L
] ;18 ] ‘ﬂ]‘
g >V ] o
20 ‘Lh”'h.. .
10 - | S
0 T T T T T T
0 3 6 9 12 15 18 21
HIEEA TR [A]
410 322 256 149 60 17 5 0
206 141 80 40 16 3 1 0

X5 BERTHRAEIZK D PFS OHEHENTERFD Kaplan-Meier HifR

(KEYNOTE-189 35%)



@EFRL R F MRS (KEYNOTE-407 #ER)

{LFRAERED 72 BIBRARREZR LT - FRI8 O RF LRI/ N s B 559 5l (AA
AN 50 Bl & ETe) xR, AHF200mg (Q3W) . HIARTTF L ROV Y X FE)L
XiF 7Y 2xtn (A7 I EER) (LT Thab-PTX] v 9H,) OfFH#&ES (K
HOFAEE) P OFMER NLERMER, 7T 8R, INVRTIZF RO Y ZF /LY
IE nab-PTX OOFHE G ((LAFER) 2 25 e Le “HEMRRR TRt S, mifE
Eh, N7 Y Z XL NIT nab-PTX (%, #HYERIVEE ZEITERL, F513HK4 =
—ZAFETE LT, 7ok, HEFHE CRAEMEITHRD bNATEAEIT, REETZ 90K
DR BV NWEDEFIRIIZZEE LT 5 B T, RIBILLUE O B FEAL T EET N
RO OLND ETARANOKG 2kt T2 Z ERAHREE S, FEFHMEEE X 0S X
PFS & &L, KA, WNKRT T F 2 RO Y & X8 /L T nab-PTX OOFABEE1X 7 F
YR, DNVRTTZF U RORT U Z X80 L nab-PTX OFFHEE- & i LT, 0S &
O'PFS # 4 BITIER L7z,

*1: ARAI200mg, 237 U /L 200 mg/m? X i nab-PTX 100 mg/m?, 4 /LR~ Z F > AUC
6 (mg - mL/min) DNAEIZ Q3W (KA, /X7 U EZ XL KRANRT T F o A35Ea—R
?1HBICES, nab-PTX Z%a—AD 1, 8, 15 HHILEKE) T4 a—xEhH%, K
#1200 mg 2% Q3W T G- sh -,

*2:. 7R, /N7 U HXE/L 200 mg/m? XiE nab-PTX 100 mg/m?, /LR 7 T F 2 AUCE

(mg * mL/min) DJEIZ Q3W (KA, /X7 U XXV IV K OHIVRT T F o N3E&a—AD
1 HEIZHES, nab-PTX (3£ a—AD 1, 8, 15 HEICZHKE) T4 a—2Eh5%, 77
TR Q3W TG STz,

*3:24 W A ETEREESNTEGAEIIARORGEEZHIEL, D%,

BlCREHEATELZ Z LI,

TREEIT SR b

#F4 BEHRE (KEYNOTE-407 35&)

AAKIDF L (bR iERE ™
(278 1) (281 1)
i (A ] 15.9 11.3
(95%CI) (13.2,NE) (9.5, 14.8)
os™ ANAF— R 0.64
(95%CI) (0.49, 0.85) —
P fE" 0.0008
R (A ] 6.4 4.8
(95%CI) (6.2, 8.3) (4.3,5.7)
PFS™ ™ N — R 0.56
(95%CI) (0.45, 0.70) —
P " <0.0001

Cl : fZHEX[H. NE : HEEAR A, *1 . FREENTREO T —% 1201844 A3 Ay AT, *2: 8
Bl Cox HeBINY— REFT VL DT TR, WIVRTTF U RO U X FE/L T nab-PTX
OOFREIEE Oz, *3: J@hle 7 Z > 7 FE, *4 : RECIST A4 K74 > 1.1 fIZES ER
RS A Y]



100 7
90 N
80
70 7
g 60 l‘."
B 50 ] Ly
ﬁ 40 l--“11\+-|-
30 __ l""'""
207 ARN0ME QIW, HIbTSFVRUITTUIH BT nab1T7UF 1)
18 1 ——— ek muAISFURURIUSE R b U E L
0 3 6 9 12 15 18 21
at risk#g &7FER[A]
FE200mg Q3W, AR
TFIRENIVIFEI 278 256 188 124 62 17 2 0
Xignab-I{7U 9%
73l ALRTSFY
RUKTUIFEILR G 281 246 175 93 45 16 4 0
nab-N7U 5+t

X 6 OS DH TR D Kaplan-Meier fi#R (KEYNOTE-407 3RER)

100 1

—_—

X
S

at risk#h

FE200mg Q3W. AR
T5FUREINIVIFEI
Rgnab-1f70 9%t
IS5k, ALRTSFY
RUNRTUIFEILNG
nab-$7U 9%t

90 -
80
70

— FEN0Mg QW, ML TSFYRIINTUIE LT dnab- T U T
)'L-\‘ ——— S5t HATSF RIS UL Enab-T7U I 2N
"

%

™

e

-
M-
Ml

278

281

3 6 9 12 15 18
HERETHRA]

223 142 57 23 5 0

190 20 26 12 4 0

X7 BERTHRRHEEIZLD PFS OH T D Kaplan-Meier Hig

(KEYNOTE-407 35%)
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GEERLLFE M FEABR (KEYNOTE-042

aER)

LFHRIEIED 72\ EGFR BAG 128 B2 ALK 585 7B2ME & OV PD-L1 ik (TPS
=1%) "' OUIBRAREZ2 AT - B OIE/ NN 25 1,274 61 (HAN 93 #ilZ &)
Z BT, AH 200 mg Q3W G- DF M OV tkns, 7T FF 8k & G e s
xR e LTRSS vz, 7eds, WG CHRAEETHRD b LA s, HEEETE
ARTHEIRDNFRD B IR WE DGR AIZZZE L T2 B Tk, WRIEI LI O {4 Al TR
BIETTARO B D TARAIOIR G2k 5 Z L3 FlRE & Sz, FEFHMIE B 1T
0S & &, AANLT T FFH K E G T HIE L LT, OS ZHEICHER LTz,

¥l A R=F 2R L L CTREERGEAKGE S 41TV D PD-L1 THC 22C3 pharmDx [ 4 =1
ZHWTHRAE I,
*2:24 WA FETHEREESNTZHEEFIAFOEGEZHIEL, Z20%, ERETHIRO LY

BICREGHERATEIZ LS,

£5 ARMERE (KEYNOTE-042 3E) (PD-L1YE (TPS=1%) DREELEM)
77 F R EETe
AF 200 mg Q3W S,
il 637 1] 637 3]
e [A] 16.7 12.1
TPS=1% .
DIfEER | 08" (95 ACI) * (13.9,19.7) (11.3,13.3)
(95%CI) (0.71, 0.93)
P fig" 0.002
il 299 300 1]
e [A] 20.0 12.2
TPS =50%
0S™ (95%CI) (15.4,24.9) (104, 14.2)
=] =
DI NP — REE™ 0.69 B
(95%CI) (0.56, 0.85)
il %k 338 4 337 il
o HgefE (A ] 13.4 12.1
5(;;;%?;4 0s™! (95%CI) (10.7, 18.2) (11.0, 14.0)
- NP R 0.92 B
(95%CI) (0.77, 1.11)

Cl: {ZHEXE. *1 : PR F DT — & 1201842 A 26 A » b4 7, *2: @I Cox i~
— RET WKL BT T T T8RN EEGTALFHE L O, *3 : J@ile 77 v 7 RiE

11




100 7
90 ~ — FRI200mg Q3W
80 1 \ ——— F5FrEAESOLEEL
70 A
& 60
ﬁ 50
# 40 7
30 ] “‘H
20 ] - —
10 1
0 6 12 18 24 30 36 42
at risk2 SFERA]
AFI1200mg Q3W 637 463 365 214 112 35 2 0
TI3FFERRZO(LEEE 637 485 316 166 88 24 1 0

8 OS D MfENTEFD Kaplan-Meier #if# (KEYNOTE-042 3X5B%)
(PD-L1 B (TPS=1%) DERELEM)
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[Z4xtt]

OFE BRI R NS (KEYNOTE-024 ##)
HERRIIAFIRE 148/154 5] (96.1%) I O} SOC #f 145/150 ] (96.7%) (258 B, 15
B & ORI RBIR NG E T WA FRHRIL, £ 113/154 4 (73.4%) K O 135/150 )
(90.0%) ITFEH BNz, WTNNORETHILERD 5%LL LORIEMILITERD LB ThHh-o

776

K6 WTNHLORETHERED 5%LL LORIEA (KEYNOTE-024 3Bk (REMEMIr S E£H)
FRERIKS¥E (SOC: System B (%)
Organ Class) AHIEE SOC B
FEAGE (PT: Preferred Term) 154 4] 150 31
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4 Grade  Grade 3-4 Grade 5
ERIEM 113 (734) 40 (26.0) 1 (0.6) 135 (90.0) 77 (51.3) 3 (2.0)
MmEIs LY >R fmE

2y 8 (52) 3 (L9 0 66 (44.0) 29 (19.3) 0

A 1 ER A E 1 (0.6) 0 0 8 (53) 2 (1.3 0

i R ERIRA iE 1 (0.6) 0 0 34 (22.7) 20 (13.3) 0

I/ IR i 0 0 0 17 (11.3) 8 (5.3) 0
PN 3 AR 7

FR A e U E 1 (7.2) 0 0 0 0

FCR IR AR AR T E 12 (7.8) 0 0 1 (0.7) 0 0
B

(XA 6 (3.9 0 0 17 (11.3) 0 0

T 22 (143) 6 (3.9) 0 20 (133) 2 (1.3) 0

D 15 (9.7) 0 0 65 (43.3) 3 (2.0 0

O 4 (2.6) 0 0 18 (120) 2 (1.3) 0

Mg n: 4 (26) 1 (0.6) 0 30 (2000 1 (0.7) 0
— % - AHEEER L OB G O R EE

I 9 5 (32 1 (0.6) 0 11 (73) 2 (1.3 0

95 16 (104) 2 (1.3) 0 43 (287) 5 (3.3 0

TR 1 (0.6) 0 0 9 (6.0 0 0

FE 16 (10.4) 0 0 8 (5.3) 0 0
IR IR A

ALT H5/0 10 (6.5) 0 0 7 @47 0 0

AST #4n 8 (52) 2 (13) 0 5 (3.3) 0 0

7 v F =8 3 (19 0 0 15 (100) 1 (0.7) 0

AF BRSO D 0 0 0 20 (133) 6 (4.0) 0

M IR ER D 0 0 0 18 (120) 9 (6.0 0

1 BR AR 1 (0.6) 0 0 16 (107) 3 (2.0 0
Rtk L O EE

BRI 14 (9.) 0 0 39 (26.0) 4 (27) 0

K~ 7' x> U A 1 (0.6) 0 0 9 (6.0 0 0
AR X O ALk R

BA &R 13 (8.4) 0 0 4 (2.7) 0 0
TR R P

VS 1 (0.6) 0 0 15 (10.0) 0 0

K= 2 — R — 2 (13) 0 0 9 (6.0) 1 (0.7) 0
RO o, HERE K OV RS

filiig 2% 8 (52) 4 (26) 0 1 (07 1 (07 0
B R ¥ & OV TRk R 75

i EE 0 0 0 12 (8.0) 0 0

B iz s 8 (5.2) 0 0 1 (0.7) 0 0

& D FERE 12 (7.8) 0 0 3 (2.0 0 0

e 1 (7)) 1 (0.6) 0 3 (20) 0 0

13



¥, ARFIFEIZI WD CHIE ML 9 61 (5.8%) . KB - HED i 8 i (5.2%) |
PRI (7 v« NL—IEERESE) 261 (1.3%) . IFHEeRE 22 4 (14.3%) . Uk
IRHERERE S 21 5 (13.6%) . TEEMAHERERETE 161 (0.6%) . 1 AUHESRYHE 1451 (0.6%) .
ERERETE (PR R EMER %5) 161 (0.6%) . FEZE 161 (0.6%) . Ahde - REHCT
fiEfEIL 161 (0.6%) K TN infusion reaction5 f4] (3.2%) MRR® Bz, F7-. BEEORE
frst (R RERERSERAEMERE. SIEALBE, JEREIES) | BIRMRekaE, EIEM I, M
K- BRSSO, DR, PRI R VESREESR . R I M OREEER
BRSO b o 7o, REWERRBURILIZESESE S (BRREERY 25T) 25T
IR ERT,

OIE BEIL[F 2 /MR (KEYNOTE-010 #5#%)

HEFERIT 2mg/kg Q3W Ff 331/339 151] (97.6%) | 10 mg/kg Q3W ¥ 330/343 51 (96.2%)
K OYDOC #£ 297/309 i (96.1%) 12788 H AL, {RBRIK & ORREBMERNGE TE WA E
FRIL, FNEI 215/339 B (63.4%) . 226/343 il (65.9%) TN 251/309 i (81.2%)
IR BTz, WT IO RETIHIELED 5% EORIWERIZ TEDO LB Th o7,

K7 DTN ORETREEDR 5% EOBWER (KEYNOTE-010 3RER)  (REMEMITIIREM)

ZRERIKRSHE (SOC: System B (%)
Organ Class) 2 mg/kg Q3W ¥ 10 mg/kg Q3W DOC ##
JEAEZE (PT: Preferred Term) 339 {3 343 309 i
(MedDRA ver.20.1) 4> Grade Grade 3-4 Grade5 4 Grade Grade 3-4 Grade5 4 Grade Grade 3-4 Grade 5
EIEH 215 (63.4) 41 (12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3 (0.9) 251 (81.2) 107 (34.6) 5 (1.6)
MK LY R fEE

2 1 10 (29) 3 (09 0 14 (41) 1 (03) 0 40 (129) 5 (1.6) O

I BRI E 1 (0.3) 0 0 1 (0.3) 0 0 44 (14.2) 38(123) O
PN 3 AR 7

FER IR AR AR T E 25 (74) 0 0 23 (6.7) 0 0 1 (0.3) 0 0
B GRS

i 24 (71) 2 (06) O 22 (6.4) 0 0 56 (18.1) 7 (23) O

L 37(109) 1 (03) 0 31 90) 2 (06) © 45 (146) 1 (03) O

H N 13 38) 0 0 7 (20) 1 (03) O 43 (139) 3 (1.0) ©

Mg 12 (35 0 0 13 (38) 1 (03) 0O 24 (78) 2 (06) O
—fik - AHEER L OB GEN O RE

e 3 20 5.9) 1 (03 0 19 (55) 2 (06 0 35(113) 6 (1.99 ©

i 46 (136) 4 (1.2) 0O 49 (143) 6 (1.7) 0 76 (246) 11 (36) O

RN P 5 (15 0 0 4 (1.2) 0 0 21 (6.8) 0 0

FEEN 10 290 1 (©03) 0 14 (4.1) 0 0 17 (655) 1 (03) 0
BRI AL

i ER B 0 0 0 2 (0.6) 0 0 24 (78) 19 (6.1) O
PR SRR

PR 3 (09 o0 0 3 (0.9) 0 0 17 (5.5) 0 0
B2 6 & OVEE T ALk R 7

=B 3 (0.9) 0 0 2 (0.6) 0 0 101(327) 2 (0.6) ©

Z 9 FEE 25 (74) 0 0 32 (9.3) 0 0 5 (16) 1 (03) 0

% 29 86) 1 (03) O 44 (128) 1 (03) 0 14 (4.5) 0 0

728, 2 mg/kg Q3W BE & TN 10 mg/kg Q3W BEICBWCENZE ., RV MENizE & 15 4
(4.4%) K146 (4.1%) . KRG - EEO RIS B (1.5%) KO 24 (0.6%) . =
FE D Rz [ = (B2 R REREIRAE e, 2T ALBE, JE RHEIESE) 1 41 (0.3%) KON 1 41 (0.3%) |
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PRI (X7 2« N U—IEERES) 2 61 (0.6%) L ON3 B (0.9%) . AFH§RERED 23 51

(6.8%) KLUr22 f (6.4%) . HUIRMRFERERE T 32 5] (9.4%) K UN35 41 (10.2%) . T
RBEREREE 1 1 (0.3%) KON 1 5] (0.3%) | FIIFEHERERR S 2 1 (0.6%) & O* 1 fi (0.3%) .
1 AUFERRIE 1 B (0.3%) KON 2 5l (0.6%) . BHERERETE (RMEREMB RS 4 4
(1.2%) KO0, WK 161 (0.3%) KO0 B, sk - BREUmaAEE 161 (0.3%) KO
0 #1. infusion reaction 2 f5] (0.6%) MK ON6 % (1.7%) DO NIz, £-. HIEAHES
SE, M2 - B, S E DMK, Ok, N/ MBI PESREER . FE iR M OY
IREFEREE LTGRO DR Do T2, ARRIVEAFSBUR I X B EFS (BRARMR AT 2 5 Tr)
EEDERRERE TR,

OE BRI A MAHFER (KEYNOTE-189 #f#)

HEELIIARKIOFHRE 404/405 5] (99.8%) K USkHEHE 200/202 5] (99.0%) (Z#8®H &
AU, TREREE & ORI RBIRAEE TERWEEFEFRIT. Z4E4 372/405 # (91.9%) K&
0r 183/202 5] (90.6%) (ZFB¥ HALIZ, W ORETIBLRAN 5% EORIMERIT TR
DEELHTHoT,

K8 WTNAIDREETREEN 5% EOBIWER (KEYNOTE-189 3RER) (MM REM)

8 B BIIK ¥ (SOC: System B (%)
Organ Class) AFNOF R {bZFFRERE
FEAGE (PT: Preferred Term) 405 5] 202 131
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade5 4 Grade  Grade3-4 Grade5
EIEA 372 (919) 193 (47.7) 9 (22) 183 (90.6) 80 (39.6) 2 (1.0)
MR LY RS
=il 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
FEENE AT P BRI I 25 (62) 24 (5.9 0 4 (20 4 (20 0
i Bk iE 22 (5.4) 8 (20 0 12 (59 1 (05) 0
1 A ER R i 101 (24.9) 59 (14.6) 0 45 (22.3) 22 (10.9) 0
M/ A E 69 (17.00 31 (7.7) 0 27 (13.4) 13 (6.4) 0
Rl A e
AR IRER RE AR TE 22 (54 2 (05) 0 3 (15) 0 0
AR i
VRIREE N 51 (12.6) 0 0 14 (6.9) 0 0
e
(LA 67 (16.5) 0 0 24 (11.9) 0 0
] 78 (19.3) 15 (3.7) 0 22 (109) 4 (2.0 0
TN 187 (46.2) 12 (3.0 0 90 (446) 4 (2.0) 0
ISP 26 (64) 2 (05) 0 15 (74) 1 (05) 0
Mg 74 (183) 7 (L7) 0 39 (193) 4 (2.0 0
—f% - RHREER L OB EEHAOREE
T HE 53 (13.1) 16 (4.0) 0 31 (153) 3 (15) 0
P T7 134 (33.1) 20 (4.9 0 62 (307) 3 (15 0
FERE DI SiE 30 (74 3 (0.7) 0 14 (69 1 (05) 0
RAG PRV 27 (6.7) 0 0 12 (5.9 0 0
FEEN 24 (5.9) 1 (0.2 0 4 (2.0 0 0
JEYE RS £ OV HUE
fE e 20 (49 1 (0.2 0 10 (5.0 0 0
B AR AL
ALT #3n 38 (94 2 (05) 0 16 (790 3 (15 0
AST #7 28 (6.9) 0 0 10 (50) 1 (05) 0
ez vrF=48m 32 (79 1 (0.2 0 12 (5.9) 0 0
I I BRER 22 (G4 7T (A7) 0 12 (59 6 (3.0) 0
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B IR 5348 (SOC: System B (%)

Organ Class) AR AR {bZAFRIERE
HAEE (PT: Preferred Term) 405 4l 202 5
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4= Grade Grade 3-4  Grade 5
Rtk L O EE
EEXE BIES 84 (207) 4 (10 0 42 (20.8) 1 (0.5) 0
K~ 7 3% v AifE 22 (5.4) 5 (1.2 0 3 (15) 0 0
R
LR R 37 (91) 1 (0.2 0 14 (6.9) 0 0
Rk X OV T ARk
Bz i W 11 27 0 0 12 (5.9) 0 0
9 FEE 37 (9.1) 0 0 12 (5.9 0 0
St 51 (126) 5 (1.2 0 17 (84) 3 (15) 0

7285 ARFIEEZ I T RIVEPEME 16 1] (4.0%)  KAGZ% - FEE O T 20 41 (4.9%) |
fRgfEE (77 2« N LU—EGIES) 10 1 (2.5%) . ITHERERESE 62 1 (15.3%) . HIIR
AR REREE 32 (5] (7.9%) . FEEMAHEAERETE 2 61 (0.5%) | EIEFEEEREE 1 41 (0.2%) |
1 ApERRI 151 (0.2%) | BHRERETE (RS HIEMERE KE) 2561 (6.2%) . XK 2

(0.5%) K N infusionreaction5 fil (1.2%) MR HNT-, 7o, BEOLEREE (KF
AERARIE AR . ZIALEE, BREIES) . Ak - BRRUTAlARE . BEM e, MK -
BEBSE . S E DS, DA, SafE M MR PSR B . PR IR i e OVIRZFEREE 13
R BT o tz, REIWEARBURIIIBIE 5 (BEMREMRY 25T &5 ieEit
fERERT,

@[EBE L [F ZE A RER (KEYNOTE-407 #5R)

HEESIIARKIRE 273/1278 1] (98.2%) I ONXFHERE 274/280 1 (97.9%) (258 H AL,
IR & OREBUEDEE CERWVAFFERIL, EhEi 265278 5] (95.3%) KO
249/280 5 (88.9%) (2388 BTz, WTNNORETIILRN 5%LL EORNWEIZ FRD
LB Thoi,

#£9 WTNLOBETREERN 5% EORIER (KEYNOTE-407 REr) (REMEMITrRER)

# B BIR7¥E (SOC: System Bl (%)
Organ Class) AAIE AT HE (b PEERE
HARZE (PT: Preferred Term) 278 il 280 {1
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
FEIEA 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
MmEFs LY > RbEE
21 123 (44.2) 38 (13.7) 0 117 (41.8) 43 (15.4) 0
FEENE AT PRI 14 (5.0) 14 (5.0) 0 10 (3.6) 10 (3.6) 0
F f BB e 23 (8.3) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
1 A ER R i 97 (349) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
/NS SiE 81 (29.1) 18 (6.5) 0 58 (20.7) 16 (5.7) 0
Wy s 5
FHR IR RE TUESE 17 (6.1) 1 (0.4) 0 2 (0.7) 0 0
R IR RE A T E 16 (5.8) 0 0 3 (1.1) 0 0
B Wb
(& 31 (11.2) 1 (0.4) 0 25 (8.9) 0 0
T 61 (21.9) 8 (2.9) 0 47 (168) 4 (1.4) 0
L 85 (306) 2 (0.7) 0 71 (25.4) 3 (L.1) 0
/AR 36 (129) 1 (0.4) 0 25 (8.9) 3 (L.1) 0
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#aBBIX¥E (SOC: System % (%)

Organ Class) ARFNOE R e==2-30s
HAEE (PT: Preferred Term) 278 {5l 280 i
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
— - EHEER L OGO R

) RE 46 (16.5) 3 (11 0 41 (146) 6 (2.1) 0

it 54 (19.4) 7 (2.5) 0 52 (186) 7 (2.5) 0
R AR AT

AST #471 14 (5.0) 0 0 5 (1.8) 1 (0.4) 0

At R AR 24 (8.6) 17 (6.1) 0 28 (10.0) 24 (8.6) 0

1R 23 (83) 5 (1.8 0 16 (5.7) 6 (2.1) 0

P i Bk H k) 30 (10.8) 11 (4.0 0 28 (10.0) 10 (3.6) 0
R L OveskhEE

EEXE BIES 47 (16.9) 5 (1.8) 0 57 (20.4) 4 (1.4) 0

K~ 7 3% v AifE 15 (5.4) 1 (0.4) 0 9 32 2 (0.7 0
B R B L UGB LRk

BA i 36 (129) 1 (0.4) 0 24 (86) 2 (0.7) 0

7 Y98 32 (115) 2 (0.7) 0 26 (93) 1 (0.4) 0
PR E

LR S 23 (8.3) 0 0 7 (2.5) 0 0

K= 2 — R — 55 (19.8) 3 (1.1) 0 37(132) 2 (0.7) 0

SER 15 (5.4) 1 (0.4) 0 13 (46) 1 (0.4) 0

KR E =2 —n/3F— 31 (11.2) 0 0 36 (129) 2 (0.7) 0
G R X OV T AR &

it B 126 (45.3) 1 (0.4) 0 100 (35.7) 3 (L.1) 0

% 9 FENE 29 (10.4) 0 0 15 (5.4) 0 0

S 28 (10.1) 0 0 20 (7.1) 0 0

7pF. ARAIBEZ IV TRVEMEMIZE R 14 41 (5.0%) . KB - EHEEO T 14 1] (5.0%) |
MRS (7 2« N L—JEERES) 55 6 (19.8%) . JHBERERETE 26 5] (9.4%) . HIR
IRHERERE T 31 61 (11.2%) . T EEMAEHEEERET 2 41 (0.7%) . BEHrEkES (R MEME
BLREE) 6 (2.2%) KON infusionreaction 6 5] (2.2%) MR BiT-, 7=, EEDKL
JEREE (REREAMEGERE, ZIRLEE, BRRIES) | RIBREREREE . 1 AUBEIRN,
K. ok - MR RLARE, BHAERIESE, MR - BEREAE . 589 Ak, DR,
M NI PSRBT . FA PR M OVRIFEREF IR B e n o 72, AREIVEHRELIRL
FREER (AMEMERT A E5) 2a0EiERE =T,

OEPRILFE MRS (KEYNOTE-042 #l#)

HEREGIIAAIRE 610/636 1] (95.9%) K OMbLFHILRE 606/615 1 (98.5%) (2788 &
L. IRBRIE & ORRERA G E TERWAEEFEFRGIL, 221 399/636 il (62.7%) &
O 553/615 1] (89.9%) (ZF8® LT, WM NDORETHILHEN 5%LL EORIMERIT T
DEEBHTHoT,
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# 10 WP OFETREEN 5%LL EOBWER (KEYNOTE-042 38 (KM MEIT Rt REN)
#BBIX¥E (SOC: System B% %)
Organ Class) AHIHE #== 375 it
HARFE (PT: Preferred Term) 636 14l 615 14
(MedDRA ver.20.1) 4> Grade Grade3-4 Grade5 4 Grade Grade3-4  Grade5
EEEH 399 (62.7) 104 (16.4) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
MiRF LY R kEE
£yl 35 (55) 4 (0.6) 0 229 (37.2) 80 (13.0) 0
I BRI E 10 (1.6) 0 0 35 (5.7) 10 (1.6) 0
U HR BRI E 5 (0.8 1 (0.2 0 88 (14.3) 46 (7.5 0
1N SiE 3 (05 1 (0.2 0 56 (9.1) 10 (1.6) 0
i
FRR IR RE TUHESE 37 58 1 (0.2 0 1 (0.2) 0
FOPR IR REA T E 69 (10.8) 1 (0.2) 0 2 (0.3) 0
B
A 8 (1.3) 0 0 68 (11.1) 0
i 34 (53) 5 (0.8) 0 46 (75) 1 (0.2 0
L 31 (4.9) 0 0 184 (2990 7 (1.1) 0
A% 7 (11 0 0 31 (5.0) 0
/AR 15 (2.4) 0 0 97 (158) 2 (0.3) 0
—f - RFEFER L OB G OREE
77 iE 27 (42) 3 (05) 0 60 (9.8) 10 (1.6) 0
9 55 50 (7.9) 3 (0.5) 0 102 (16.6) 8 (1.3) 0
AR AR AT
ALT 1 45 (71) 9 (14) 0 53 (8.6) 5 (0.8) 0
AST #471 41 (64) 4 (0.6) 0 42 (6.8 2 (0.3) 0
It R AR D 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0
1R 2 (0.3) 0 0 64 (104) 20 (3.3) 0
I I ERE e 3 (0.5 0 0 71 (115) 32 (5.2 0
R L OveskhEE
AR 40 (63) 5 (0.8) 0 109 (17.7) 9 (15) 0
B R B L UG A Rk
RA i 27 (4.2) 0 0 46 (7.5) 0
PR 20 31 1 (0.2 0 50 (8.1) 0
PR RIEE
KM= 2 — 1 R — 1 (0.2 0 0 50 (8.1) 5 (0.8) 0
KM = 2 —a " F— 3 (0.5 0 0 41 (67 6 (10 0
MERgs . MaEREs J OERm R
Jitifig e 43 (68) 19 (30) 1 (0.2 0
R X OV T A RRRE
it B 2 (0.3) 0 0 136 (221) 7 (1.1) 0
Z 3 FESE 46 (7.2) 2 (0.3) 0 15 (2.4) 0
5 46 (7.2) 3 (0.5) 0 27 (4.4 0

728 AFIBEZ IS TRV RN B 49 61 (7.7%) . K% - T O i 10 41 (1.6%) |
EE OGRS (REHBEIREGRE, 2B, FARIES) 161 (0.2%) . MRS
(7 v« NU—EERESE) 1] (0.2%) | HFHEERETE 76 1 (11.9%) . HRIREEEERE
%02 5] (14.5%) . T HEIAFEAEFEE 34511 (0.5%) . BIEHEREREE 341 (0.5%) . EHERE

b (RARE TR 26%) 361 (0.5%)

CER 1B (0.2%) . OB 1] (0.2%) K

N infusion reaction 6 141 (0.9%) 23#8D Lz, £7-. 1 BUBEIRIR .. 2% - BEET Al ARIE .

HOERGBEIE, MA% - BT, 5 & O B,

Se M /RIS PESRBEAR . VAt R I K

ORIFERPHIER O b e o To, RENWERAREIRIUI B F 5 (R MAERE 2 & i)

Ea DR R 2T,
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4, FEFRIZOWVWT

AHFNO I P G1Z%F LT, KBS & U CTHERARERE (SFFE) At i
HZ D, YRR ZEYICER X AMHFE THIMNER DD, 0 LT, EHEMY
A 7 BGEHE (RMP) (ZHD & AHI OB G 22 SV RE G B~ D i )R 23 & 2 Hi i
Tho T, REIOEGEE) e BF ZZW - FrE L, AFIORGIC X BEEZREWER %
L LTSRS T D 2 BB T2 LT OO~@D TR T A7z I Mgk (2B T
fFHT L& TH D,

@ #EHRIZHOWT

®-1 TFio (1) ~ (5) m#hﬁ_&éfém X THDHI L,

(1) BAEFBRENEET 20 AV2EEHEN SRS EE R AR SR b
ﬂﬁﬁh%ﬁ@%%ﬁﬁﬁ\%ﬁﬁhﬁﬁf&&k)H%w0$4ﬂlﬁﬁﬁﬂm
Jit7%)

(2) HEHERERBE CERR 294 6 H 1 B « 85 fitink)

(3) HEMFIRAENFREET 203 A HGEEEFFE (DS AR REEEIREWRPL, 23 Al
W IEBE, 3 ARSI EEHERE B e &)

(4) AKRALFHIEEZHE L, SREFRENR 1 USSR 2B 2 Ofiak KL UE
AR DR AT > TV Dftiag CER 28 4 7 H 1 BIRFAL : 2540 fiiax

(5) HUEMERER AL B HEANE Ok A EITAR D B AT > T D fiax Rk 28 4 7
H 1 HRFA : 1290 fiax

O-2 il DAL K ORIE I FE BLRF D RIS 453 20 dnidk & BB 2 Ff O EAT (FR D
WFHUNTREE T D ERN) 23, SR OAANET IR OBELE & L TERESH
TnnZ L,

*®

o [ERIGEFESE 2 EOHAHME ZE T L2121 5 FELLED D ATRIED BERIHE &
fToTWDHZ &, 96, 28U BT, BAERYEELY I & LIZBRESESOHHE %
ToTND T &,

o [EEMEFFESE 2 FOUMMHEZE T L72&IC 4 FFLL EORZEREZ A L T D
ok, OB, 3AELLEE. Bl O N AL Z G T M SRR O BEIRAHE 21T -
TWbHZ &,

Q@ PBENOEEBBEREEDOMEHNICONT

EEGERERICIEE T 2 TE PR E S, REEEENDL OFRE D, ﬁ?ﬁ P - %
é‘@%ﬁé%é@%i&@ﬁ@ﬁ&(ﬁiﬁﬂi’“’“ X A WAL, AEFLEDBAE LGS oWmE
RS, BEDRHESODIATOI D KRR FE S TWD Z L,
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@ BUER~DOHIRIZONT
@-1 MM EEd % Bl
FE MR S E OB R BIER AT L2 BRI,

(TE R VT I LZEWEMIZIE CTABRE L O CT %0

24 WERIFZIRIRHI O T, Mkt X
AIER OB A

BERREORENY BHIZEO., BEHICKIGTRERMERINES WD L&,

@2 ERRFEECLIAFFRAINCET HEM

AR D 2 I 72 e e O ie 2 A 2 BIRIERE D ElfE =2 ) 7
EHOEFROAZ V== T 2ATWEIRE LW E A TE 5 F— L EREH 2

SN TWD I L, 728, BEiETHIZHOWT, BDARE EZDOFEIRIC

WAHhZ L,

@-3 BIEROBETCATITE LT
AITER (VMR EICIN A RIGK -

BREMERE) . NWomwkEE (FEAEREEREE

TBEIRIF . 5L D R,

(72« NU—EBERFE) |

HEED TH, FFHRERRE S
. FRRIR S RE R
ik - BRI BMARIE ., e, EEE D g E
e, ZIERLEE, B RJEIESE) . infusionreaction, AMZE « BHAEA . BAEMNMESIE, AhiRkEE

O, e MRS SR B

T Em s T

B .
(B R B ARAE fo

i PR I, AREF

ERPFSE) A2 LT, Hakhtiax ST BRE KB OB MME 2 A3 DAl L L (BRI

DBWHPRISZE L THRER O EEZIT N K MCH L L) |

MTELEHPESTNDZ L,

20
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5. Bt BE
[H2hEIZ B+ 2% F1A]
O AFNOBEMEGIT TROBF T THEIMEIN RSN TN S,
o ALFRIERED 72N EGFR Bin AR, ALK &8s 12 & O PD-L1 5
P (TPS=1%) DOUIBRAREZRHELT - I DI/ R s B
o TITFFHIKEETALTRIERE A AT 5 PD-L1 Bt (TPS=1%) OUIERAHE R
HEAT « FRFE OB/ IR ME RS (735, EGFR Bis 14 BG M X T ALK A8
GO BETIE., FNFN EGFR F 12 20 % F—PHEH T ALK F 1
v —VHERIOIRERR G 5 BE)
7B, TPSIIRAT7 v ) XA~7 (BETH#EZ) O =4 2k (KE4 :
PD-L1IHC 22C3 pharmDx [ =] ) ZHWTHIET HZ &,

@ ARHN O OFEMEEEA] & OO HESIE TROBEFEICB O THEIMER RS TH
o
o RARMULXE RROTTFFRHFE OHFHEL  ALFIRIERED 2 EGFR &
B ERBEELE DY ALK @G85 70 UIBRARGE /R HETT - R OIER T E&Z
FE/ I e s £
o HINAKRTTFURKRONRT Y HXFEIN XL nab-X7 U XX EDOFFRHEKES AL
FIRNERE D 72 WEIRARRE 22 AT - PR O R R I/ Nk e B

@ ALFRIERE D 22O ELT « FR O FE/INHERa i A5 1L, PD-L14# 4 C PD-L1F5% (TPS
Z1%) ThiUuX, AFIOBME G52 EZETHXEThHDH, o, EEFEEIEICKT
T 5 BDEMEICHER 720 E B X 5D BEITH L TR, PD-LIFBLRILIZ 00 6
T FNENOMBIAI kT U Tl 2 b Rk & O G2 B8 T 5 2 &n
TE D, B ARNOEGIZH T > TX 2T A 7 A > (B AN 52
LEBRTL L B

@ TRICHYT B BH R 5 AFOL GO IEIZ SV T, AH DA B
ML SN THE DT, ARORGHG L 7257200,
. ffF B

T2 13 R A KT A 2 (RARBRE ) 123500 T A 128 B2+ > DECOG Performance
Status 0~1 %2 T 75 5% LLE. XIZ@ECOG Performance Status 2 2 B E Tix, 4 3 HAHER (Ft#
¥ E) OBARERHRINTEY, 20 L9 2EBETIE, L PREICST 5 AR MEICHERH
rrEZBND,

%2 ECOG o Performance Status (PS)

Score ER

0 | <R <IEB T 5, MWl [F U HHAEESHIRZ AT D,

PIREICI LR IHIR S5 28, SITARE T, BAEEH > TOEEIFTH 2N TE D,

Ul gl oz, wimsiee

ROENTZHSOHOEY OZ L LnTERY, BFO S50%L EE Xy R+ CiaZd,

AW

LTV, BOHGOEY O Lid4ea TERY, BEICy KW+l I4,

21

BATRIRE CH Y OHEOEY O Z L33 X CTHREEMEREIL TE 220, BHO 50%LL By R T =,




o QTHRAIDAEMENTR STV ZRWMLOFUEMEIEE Al & OO 5

[Z2 MR 3 % 1]

O TRICHEYT H2EEBFIZOVTIEAFOEBRENEZ L SN TWDH Z Enh, B AT
brpnz &,
o KRANIDESTIZ R LIEHUE OBEEED & 5 B3

@ IREATOFHIIZ I VT FRRICEE Y T 2 BE T OV TR, AR O GIFHERE I L2 0n

D, OIRFERPFUE A 2 NG EICIRY | MEICAKIZEHT 22 L 2BETE D,

o MEMMZEEROEI IITEOH 5 BHE

o R AR A CRVE S 258 6 D B K ONE B 0D 5 i i 2 <0 e e 1 it ¢
FEOMMIZRIEMEZE N A BN D BHE

o HOMEERBOAD, TR L IXFERMED B O g R B OB RO
b5 B

o IR RIE GEMEMaBHELZT) Ob b EE

e ECOG Performance Status 3-4 "2 D HE
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6. REICELTHET NEHH

@

@

®

I SCEFITIN 2 BLEIRFEER DI 5 ERME T 3D & ARH O FeM: K OVl EAf

RO 7= DI B w2 o B L bR« 2 L,

IREBRAAIC SN D | BB LT OFRICA MR etz -+ L, RE %5

ThboEETHZ L,

FREWEH O~ 3 A MZONWT

o MWHEMMEEND LD ZENDHDDT, REIOELGIZHT= > Tk, WIHIE
W (B0, PR RIEE, k) Ol O X Ao FEhass, Bz -+
SWATH 2 &, Fo, MBS UTHE CT, Mg~ — 0 —%OM&E % I3
HZ L,

e infusionreaction 3% HHILDH Z L3 5, infusion reaction 23R D B ILIZHG AT
I, EYIARLE AT O L& BT, SERNEIET D £ TREDIRIEE oy Ic B
T5HI L,

o HURIMEREREENDH LoD Z N H 5 DT, AFI O 5Bl ET K O 531
HOFOE IR BRI se A (TSH, %R T3, W70 T4 HOWE) 2 FhET 5
Ze,

o HHEREREENDH S DOND Z LMD D DT, AF|OF5BHAART K O 5B/
EMRNCHTHERERR A (AST. ALT. y-GTP. Al-P, B U LB FEOWE) % Ehi
THI L,

o SEIER (IMERLOILEEHRERLET) EORERERIREERH b D
ZERHDLZOT, EMNICIROBE OFEEMRT H &, £z, IROBEFN
RBOOLNTHEITIE, HONCERENL2Z2 T2 L BFELRET L &,

o KEFNOBEIZLY | BEORIEICTIRINT 5 £ E 2 BN DR IR BHNIE
NHLONDZENHD, RENROONTHEIIE, BELEFRIISUTE
R 72 5k & AR BR 2 Re O [l & g Ui bl 2 BB BIRe W 21TV, GRSk
FOSMZ & 2 BWER BN 2561215 AR ORE ST 1L, K ORIE B R
NEVRIOBRGEEZZBETDHZ L, 2k, BIBEREFRLVEYOELIZXDEIE
A OUEERFRD IR WIGEIZIE, BB RE ARV o LISt O Sz i Floisin
LEETDHZ L,

o BERTH,BEMMNSEIARGB L TOORIERNRRT LI Z 0B DH720,
AFN DGR TRICHRIEHORBUZHSITHEET D Z &,

o LRUBEIRIF (BUE LRUBEIR A ET) bbb, BERPMES RV R— R
IZEBLHZENRHLHOT, Ag, El, EHZFEDER ORI EO LA+
SEETDHZ L, 1 AERF NSNS &G EHIEL, AR Y Ul
Hl OB GHEDOEY)7REEITO Z &,

AHN DRI T, KEYNOTE-024 #5# & O KEYNOTE-042 55k Tl 558

W5 9 T L2, KEYNOTE-189 7B Cld& 5Bt 6 B KON 12 #HH, LU

BelX 48 B ETOWMT L, D% 1238 2 L2, KEYNOTE-407 3R Cl3#% 5-5A14

Mo 6B, RBEBLNISHEE, UMIZ4SHEEBECTIORITE, TR 12T &

A EDFA 24T > T2 2 & 2 BE10, KB 5 I E I migmA coh R

DIEREATH Z &,
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REERHEET A FT A
NATr Y A<7 (BioFHEKEZR)
BTk : %A ML— 4 ST 20mg, %4 hL— 4 STHE 100 mo)
~ERAE~

YRk2 942 A (EEK3 041 2 AKET)
B EE



SR

1. ZL®ic P2
2. AANIOFHH. (EHEF P3
3. ERIRAGE P4
4. FEFRIZHOWT P15
5. BHxtGL e b P17
6. HEHEICELTHETRXHIRA P18



1. IXT®IT

=S5 DH N « B RMEOREROT-OIZIL, IR SCEEIZE S W2 Ee AR D
Bb, 5T, IEORFAROMARNC L0 | FUREIRG 22 & OB 72 Hidi/E A%
FFEIMPEARINDLH T, 2N O DOEHKNZEICHLEREE IR 5 2 L3RR
AR & o TR Y RIFMBGER & SO IR T #2016 (Frk 28 A% 6 A 2 HEERE)
ICBWThH, EHERLEOHHORBEHEEZXS Z L LS TWn5D,

AR AR E SR L, EE RS R 2T 0 7 7 A )V RBEEDESRK S & B 5 MR
RHZENRNHD, ZO7h, MR OLEEMEICET A ERNH0EMT 5 E TOR,
WEEIRLOREEZ R 2T D ENHIRF SN EBE IR L THERT S & L i, BIE
R U7 BRIC LB ekt 2 & D 2 & DN ARE 7R — 8 O E % Jiii 7= 3 A% B C i A
THZENEETHD,

L7eRoT, KA T A4 TiE, BARBERESLZNE TICHELN TV D EFITH -
BHER RN EED & | LU O E IR O feii 7o ) 2 HEE 3 2 8LA0 6 B g B %
FROEEFRREZRT,

B ARITA KT A %, MSIATEOE NESE SRR S, A E AR AR
BRR IR oy . — RN B ARERR R E S L OAS RN B AR &R 2 O )
DY EER LT,

RG L I HEIS, - A b V— & S 20mg, A b L— & ST EE 100mg (—
k% Ravnl) X<v7 (En AR z))

MG LR DEEIHE - B R

MR ERDHERORAE : H . RAIZIE, Xa7 el X~v7 (Barf#z) LT 1
0] 200 mg % 3 M FERHIFE T 30 32T CTREFHES 5, 72721
MERMPFRIEOLA X, E5HMIT 2 VA ETET 5,

& W 98 ¥ & MSD MRS




2. ARIOKE, 1ERBF

XA hV—F g EE 20 mg L ONELSEETE 100mg (—#%4 : Xa7n ) X~v7 (&
v z), AT TARAl w9 ,) 1%, PD-1 (programmed cell death-1) & ZF DV 5
RTd % PD-L1 XKUPD-L2 & OfEG #EHELET 5. b MhIgG4 £/ 7 v —F L gifk
Tbh b,

PD-1 & 1T T FlAQ o0& BEARKSAE 2> & 26 2 72 O IZ 03 AVKIRE ASFI FH 9- 2 3= 7 s 2 il i
AA w F T, PD-1 1, RIS TEER T MiluoMinLmic BBl L, B o%
e I s % B o AN LB ST R 72 50 SO 2 95, 370 H, PD-1 (XU H o REfE
BTHZ LKV PURZERICL D v VT VinE 2 AICHIET 2% B& K TH 5, PD-L1
DIEFFMEICB T 2HBUTDOT N TH LN, Z<ORAMITIE T Mlao@s 2z
DI EBWFNHRIBLL TWD, DAFIZIZI T 5 PD-L1 O & 388X, Bk, .
FrfaasE. SBLEE, e/ VRS O~ 2B ATTRARN T THY | RWERFE L
OB HE ST b,

BED N /DGR T4 & PD-L1 EHOFEEME) S PD-1 & PD-L1 OFRIKIINEE
DO PERREIC BV CHEERKREZE S Z LRI TR Y | Bz N ATEEOER &
LTHIfF STV 5,

AANX, PD-1 & PD-L1 X UOPD-L2 Oilj U H > ROFERELESTHZ Lk,
W NBRBE TR O RS OO S T U S ERA TR &8, HUlEE 6 2 FEE (L
T 52 & THIEG IR Z T D,

ARFN ORI < W E O RS X 2RISR & boh, BESUIELTIC
EOAREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TITATV, BEDR
O BTG EITIE, I L2 H RIS U7 B MR 2 ek & R 2 R oAl & s L i
BN 8RR W 22 ATV B DSERUSIC K D RIER 2 B 2 56 1213, BB RE RV
RO GFEDWY) IR ALE 24T 9 R D D,



3. ERPRARE
TR Bl O ARG IR 21T o 72 7R BRI EREBR O AliE 2 R,

(B 2]
OEWNE 1 b fHRAER (KEYNOTE-041 #5#)

EFRERE DN UIA BV A~T GEG ) CLF AV a~T 1 E0nD,)
EEERN2 LY A ETORTFRIERE 2 AT SRR Ao ik AR BT 42 4]

(B DERENT R 52 37 Bl]) Z x5, K 2 mg/kg 3 BRMMRE (BLTF TQ3WJ L1 9,)
B 5-OFIER NZEMEDNRET S 7z, 2B, BiG R CREBET RS DN HEIT,
PREBHETT 2 R IR 3588 B AL 2 WE DORFRINIZE E L T 5 B T, IREILIRE O]
GRHE CRABEITARD DN D £ TAAIO B G225 2 LN ATRE & &z, 1ERTE
MHIE B CTd 5 N [RECIST H A R A > 1.1 BUZHES < dhdeflliE iz L 5524285 (CR)
SOTERS 7R (PR) ] &, 24% (95%IEHHIXH @ 12~41) Thol-, 7k, FRNIEHE L
7-BREIX 10%TH - 7=,

@i/t ARRER (KEYNOTE-002 #X5R)

A VY AT X DR AT DRI AR B BAE RS 2 XU, RAI 2
mg/kg Q3W 5 & Y 10 mg/kg Q3W 1 5-DHINER L REN | fLFHRIE (XN
V. TEYOIR, ANVRTTF XTI VAN IIINR T TF o+ ) H ¥
T, LT TMICCRE) LW H,) X E LTRSS, 728, Mg CRABHETTA
R LN HAIT, TREEIT 2 R TER AR DN WEDORRICZE L TV S HEE
TUE, WRIEI LA O WG R TR BEIT B0 B D £ TAAIOB S ikt 25 = & 237
REL SN, EEFHMRE B XA (LT T0S) &9 ,) OIS AR AR (UL
T IPFS) &9 ,) & &, ARANILFRIE L g LT, PFS A BEIJIER L7z,

#1 BB (KEYNOTE-002 3Ek)

AH 2 mg/kg AH| 10 mg/kg (L IEE
Q3w Q3W
(180 1) (181 1) (179 1)
rhofls (A ] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
0S N — R 0.86 0.74
(95%CI) (0.67,1.10) (0.57,0.96) —
P fii5™ 0.1173 0.0106
rhofef (A ] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | A~Hf— R 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P " <0.0001 <0.0001

Cl: (ZAEXH. *1: RECIST #A F A > 1.1 RUZIES < FOHARFHE B ORI 6 B (= X % A

*2 : @RI Cox eHl N — RET M L BLE L Db, =3 J@hln 7o v 7 RE




100
90 ] — & 2mg/kg QAW
80 __ — FA10mg kg G3W
70 i {ESEREE
£ 60
B 50 .
# 40 -
30 -
20 -
10
C' SRR LU UL LUULLLRRL UL LU WLLLLLALY WAL RARLULLLLL LU BLULELALLY BULLLL
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# 7R (R
## 2mg/kg Q3W 180 131 95 70 61 11 0
##110mg/kg Q3W 181 138 99 79 67 12 0
s ~a 179 115 80 60 48 9 0
1 OS @ Kaplan-Meier #i# (KEYNOTE-002 35%)
at risk#\ IR (R)
F& 2mg/kg Q3W 180 153 74 53 26 9 4 2
F&|10mg/kg Q3W 181 158 82 55 39 15 5 1
{E86E 179 128 43 22 15 4 2 1

X2 PFS @ Kaplan-Meier fi#f (KEYNOTE-002 3B%)



@UFFMFHMAHRER (KEYNOTE-006 35#%)

AY LTI BIEERO L NIA Y AT EEERN 1 LI AL FETO(L
SRR 2 T DARTR UIBR A RE 7 B SRl R 2 kR A 10 mg/kg Q3W BE 5K
10 mg/kg 2 IR (LA TQ2WI W9 ,) BHEOF RO 2N, A B A
~ 7 aRRE LTl SN, ks, BEgAHE TRDEITARD b GaIT, Rl
T2 RIIER DT BN WEDRRRINIZZE L T2 B Tk, REILLRE O B AR
THREMEITRRO D ETAFOE G kT 5 Z LA AHE & S, ZEFHMEEE
X 0S X OVPFS & S, AANFA B A~T7 L#g LT, OS XO'PFS # HREIZIER L
7

#2 AuhAkEE (KEYNOTE-006 3ER)

AFI 10 mg/kg AF 10 mg/kg AV b~
Q3W Q2w
(277 f51) (279 1) (278 131)
tfefE [A ] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13,NE)
OS™ | NHF— Rip? 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) —
P {5 0.00358 0.00052
HdafE [A] 4.1 5.5 2.8
(95%C1) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PFES™ 5 | AA— R 0.58 0.58
(95%CT) (0.47,0.72) (0.46,0.72) —
P " <0.00001 <0.00001

Cl: {3#EX[M. NE: HEEARA], *1 : PRAEITREO T — % 1 20154E3 A3 B v b4 7, *2: J@hl
Cox LN — REFMIC L DA B Y A~T7 L Ok, *3: @Hlna 75 7 E, *4 : RECIST &
A RTA4 2 11U IS < BSE U 72 BHRR R E K OB PR (2 X 2 A, *5 : R REfARATRE D 7 —
2 20149 H3HA By b+ 7)



B 50

——— F#10mg/kg QIW
F710mg kg Q3W
—_— fPuLTT

at risk#} M A]

##10mg/kg QQW 279 266 248 233 219 212
##10mg/kg Q3W 277 266 251 238 215 202
AEULTT 278 242 212 188 169 157

177
158
117

X 3 OS @ Kaplan-Meier fi#2 (KEYNOTE-006 :A5%)

e e 28 10Mg kg QIW
A7 10mg/kg QIW
fPULTS

{)-""""'I"'"""I""""'I""""'IIIIIIIIII rTTTTTTITTTrTT T

0 2 4 6 8

at riskE

##10mg/kg QW 279
##10mg/kg Q3W 277
AEULTT 278

231
235
186

147
133
a8

98
95
42

49
53
18

FRTEFEM A

X 4 PFS @ Kaplan-Meier fi#f (KEYNOTE-006 3A5%)

14
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@[E BRIL[F 25 MAHRER  (KEYNOTE-054345Rk)

TERUIRGO AT — VI WY oL RAEEE (AR ZET) 2RRIC, ik
FIBIFRIE & L TAFI200 mg QAW L-D A MK O 2MN, 7T R ExteE LTH
PN Te, BEFHMEE B I EERAGAHIN (BUT TRFS) LW ,) & &, AFINETZ
AR L LT, RFSEHEITIERE L1,

#3 HEhMHREE (KEYNOTE-0543R8%)

AA200 mg 7R

Q3W
(514%1) (50551)
e [A] NE 20.4

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

RFS™ NP — R 0.57
(98%CI) (0.43,0.74) _
P {3 <0.0001

Cl: 2. NE: #ERT, *1 : PRETEOT —Z  20174E10H28 0 > A7, *2: J@5]
CoxlbBINYF— RET VLD T TR EDLRE, *3: Bilue 77 7 BE. Q3W : 33 Rk

¥ 5., NE : Not Estimated

100 -
90 1
80 - ‘-"""\
;g e \"_wk____..\._\-
B 60 - -~
4£|-|H: 50 A .'H.t-ﬂ—l-u—i
¥ 40
g 30
20 | ——— FH200mg Q3W
10 ] TSR
0 T T T 1 1 1 T
0 3 6 9 12 15 18 21 24
Ei2id H
at risk# EEFEFHRE(R]
AF1200mg Q3W 514 438 413 392 313 182 73 15 0
St 505 415 363 323 264 157 60 15 0

XI5 RFSMKaplan-Meierfi#t (KEYNOTE-0547335%)

(U AJCC (American Joint Committee on Cnancer) 12388 (55 7 1) (RS <FHM, A7 — YA TiLY
L ERN DEREEL)S 1 mm BB DA D Fx,

8



[Zz421E]

OEMNE I bR (KEYNOTE-041 #X5%)

AEFGIL, 4142 5] (97.6%) (258D b, IBBRIE & ORRBEBENEE TE WA
L, 34/42 5] (81.0%) IZFRWD HALTZ, FEBLED 5%LL EOREWEHIZT TERD LBD T
HoT,

#£4 BHEEN 5%LL EORIER (KEYNOTE-041 3RE) (MM RER)
Bk (%)

2 mg/kg Q3WHE
42131

SRERIARSYHE (SOC: System Organ Class)
HARGE (PT: Preferred Term)

(MedDRA ver.20.1) 4=Grade Grade 3-4 Grade 5
2RIEA 34 (81.0) 7 (16.7) 2 (4.8)
Rl A

R B RE AR T iE 4 (9.5) 0 0
B Ik E

T 3 (7.) 0 0
—f - FEER L OB G ORRE

P IR 5 (11.9) 0 0
B AR AR AT

AST #471 3 (7.1) 0 0

B Bk A5 N 3 (7.1) 0 0
FEIH KO T kb= &

% 9 FEE 6 (14.3) 0 0

BEIR Bk 5 6 (14.3) 0 0

R EBE 3 (7.1) 0 0

7. MEMEMEER 1G] (24%) . KIGK - HEO TR 2 6] (4.8%) . NTHERERE 3
Bl (7.1%) . FEAEHRERES 2 6 (4.8%) . FARE#RERE 6 5] (14.3%) . infusion
reaction 1 i (2.4%) KNS E DK 14 (2.4%) DBBOLNT-, T, MfkkESE (X7
Voo NU—IEGIESE) | BRREREE (RMEREMERRE) | BIEEE. 1 THERIA.
HEORERES (REMEIRIEGRE, A, FRRIES) | R, Mk - BT R
e, EIERREESIE, Mk - BEMRLE . O de. MRl MR MESREER . iR i
M OSRIFEREF IR D bive o 7z, REIWEHRBUR DU EES: (IRRAER T 25
i0) ZBUEFERETRT,

@iEsh i 1 AHRER (KEYNOTE-002 i5R)

HEFESLIT, 2mg/kg Q3W #f 172/178 151] (96.6%) . 10 mg/kg Q3W #¥ 178/179 15| (99.4%)
JZ OV ICC BE 167/171 7 (97.7%) (258D B, 1RBREE & DR EBERN B E TERWAE
FRIL, TNTFh 121178 #1 (68.0%) . 133/179 il (74.3%) K TX 138/171 i (80.7%)
WD BV, WU ORETHILRN 5%LL EORIWERIZTEDO LB Th-o7-,



5 WIN»ORETRERN 5% EORBIVEA (KEYNOTE-002 3RBR) (2Nt REH)

1% (%)

FRERIKy$E (SOC: System

2 mg/kg Q3WE: 10 mg/kg Q3WH ICCH
Orga”f'aSS) g1798(1257‘IJ i 9178 gﬂJ i 1714?;]
FAGFE (PT: Preferred Term)

(MedDRA ver.18.0) 4 Grade Grade Grade 5 4 Grade Grade Grade 5 4 Grade G;aje Grade 5
2EIEM 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (140) 0 138 (80.7) 45 (26.3) O
Mg LY /R fEE

2 ifi. 5 (2.8) 1 (0.6) 0 7 (3.9 0 0 35 (205 9 (53) O
I BRI E 0 0 0 0 (0.0 0 0 14 (82 6 (35 0
B BRI E 1 (0.6) 0 0 1 (0.6) 0 0 14 (82 6 (35 O
M N iE 2 (1.1) 0 0 1 (06 1 (06) 0 16 (9.4) 4 (23) 0
PN 3 AR 5

AR IR B REAEC T E 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
B IR E

A 5 (2.8) 0 0 9 (5.0 0 0 14 (82 0 0
] 15 (8.4) 0 0 19 (106) 2 (1.1) 0 14 (82 3 (1.8) 0O
G 8 (4.5) 0 0 16 (89) 1 (06) 0 56 (327) 4 (23) O
M Pt 2 (11) 1 (0.6) 0 10 (56) 1 (0.6) 0 26 (152) 4 (23) O
—f% - BEEER XOREENOREE

0 6 (34) 1 (0.6) 0 8 (45) 1 (06) 0 10 (58) 1 (06 O
957 40 (225) 2 (11) 0 52 (29.1) 1 (0.6) 0 62 (363) 8 (47) O
FEEN 6 (3.4) 0 0 11 (6.1) 0 0 8 (47) 1 (06 0
PR IR A

1SR 0 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
Rtk L O EE

RARIOE 8 (4.5) 0 0 17 (95) 2 (1.1) 0 26 (15.2) 0 0
B R B L OFE ARk S

EfiRnil 13 (7.3) 1 (0.6) 0 12 (6.7) 1 (0.6) O 9 (53) 1 (06) 0
PR 9 (51) 2 (1.1) 0 7 (3.9 0 0 10 (58) 1 (06) O
PR SRR

KM= 2 — T — 2 (11 0 0 0 0 0 14 82 2 (12) O
BERLTE 1 (0.6) 0 0 2 (11) 0 0 11 (6.4) 0 0
B2 K OVEE T ARk R 7

it 7 i 5 (2.8) 0 0 1 (0.6) 0 0 35 (05 1 (06) 0
B2 R 9 (5.1) 0 0 9 (5.0 0 0 2 (1.2 0 0
Z 5 FEIE 37 (20.8) 0 0 42 (23.5) 0 0 6 (3.5) 0 0
B2 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7) 0 0
ZRINIIRZ SN2 5 (28) 1 (0.6) 0 10 (56) 1 (06) 0 0 0 0
M A BE 10 (5.6) 0 0 9 (5.0 0 0 2 (1.2) 0 0

7285, 2 mglkg Q3W K TX 10 mg/kg Q3W BEICEB W TENFh, I VENRE 1 41
(0.6%) KN4 (2.2%) . KiFZ% « EEO FH 161 (0.6%) K66 (3.4%) . ik
[ (T« N U—JEGERES) 261 (1.1%) KO0 fi, AFHEEREE 13 61 (7.3%) M
V15 5] (8.4%) . BHERElEE (RANEMEMEBLRE) 161 (0.6%) KO1H4] (0.6%) .
FEEAEEREREE 1 6] (0.6%) KON3 B (1.7%) . FUIRAREEREREE 14 1 (7.9%) KON 15
B (8.4%) . infusionreaction2 fii] (1.1%) &3 B (L.7%) . EHEDOKERESE (K&,
TERRAEBERE . ZTEALEE, JERIEIES) 15 (0.6%) &M 141 (0.6%) . ML 145 (0.6%)
K ON0 i, EEE AR )HE O il Je OV 1 131 (0.6%) . Ak - BRSSO il K O 1 5] (0.6%) .

10



WRCHE 55 0 BIRTH 2 B (119%) AR BATz, Eho, BITHE, 1R,
5% - BRECTHARSE., D%, SemebEiL MSRAPESRBER, T ILPER LR AR 1
Wb b T, ABWERFETRBLI B S (WHRAIRE 2 61) & aikdt
AT,

@A FMAHRER (KEYNOTE-006 #X5#)

HEFESLIT, 10 mg/kg Q3W £ 264/277 151 (95.3%) . 10 mg/kg Q2W F¥ 275/278 4] (98.9%)
SO IPILAE 239/256 5] (93.4%) (1Z388 B L, TRBEE & ORIRBEMRNA G E TE WA EHESE
Lid. FAFER 202277 1 (72.9%) . 221/278 f4] (79.5%) K TX 187/256 1 (73.0%) |
WO BTz, WTIUDDORETIBLED 5%l EORIWERIZTED LB THo7-,

K6 WTNADORETREED 5%LL EOBHWER (KEYNOTE-006 #) (LM REM)

B (%)

B BIRSIHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2WHE IPIFE
O;ga”f'aSS) _ 277451 278451 25613

FEAGE (PT: PreferredTerm)

(MedDRAwver.18.0) 4>Grade Ggra;ie Grade5 #Grade G;aile Grade5 “Grade G?:ajle Grade 5
ERIEM 202 (72.9) 28 (10.1) O 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
RN s
FRR B R TT M E 7 (25) 0 0 17 (6.1) 0 0 6 (23) 1 (04 0
AR B RE AR T iE 21 (7.6) 0 0 25 (90) 1 (04) 0 2 (0.8) 0 0
B N
i3 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
PN 8 (290 5 (18 O 4 (14) 4 (14 0 19 (74) 16 (63) 0
T 40 (144) 3 (1) O 47 (169) 7 (25 0 58 (227) 8 (31) O
PN RS 11 (4.0 0 0 20 (7.2) 0 0 1 (0.4) 0 0
L 31 (112) 1 (04 0 28 (101) O 0 22 (86) 1 (04 O
M A 5 (1.8) 0 0 10 (36) 1 (04 0 14 (55) 0 0
—f - A EFER L OB G OREE
e 3 31 (11.2) 0 0 32 (115) 1 (04 0 16 (63) 2 (08) 0
9 57 53 (19.1) 1 (04 0 58 (20.9) O 0 39 (152) 3 (1.2) O
PR AR AL
AST #40 6 (22) 1 (04 O 14 (5.0) 0 0 6 (23) 2 (08) 0
R L OvearEE
AR 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B R L O A LRk
BA &R 32 (116) 1 (09 0 26 (9.4) 0 0 13 (5.1) 2 (08 0
5 P 6 (22 0 0 19 (68) 1 (04) O 5 (20) 1 (04) 0
B K OV T ALk RE
% 9 FEE 39 (14.1) 0 0 40 (14.4) 0 0 65 (25.4) 1 (04) 0
Ei 37 (134) 0 0 41 (147) O 0 37 (145 2 (0.8 O
0 P BE 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0

728, 10 mg/kg Q3W Ef M O 10 mg/kg Q2W FHIZRBWTCENEh, MR R 4 4
(1.4%) KON (0.4%) . KAFZ% « BEEO FH 10 61 (3.6%) MK ON13 6] (4.7%) . f#
fEE (X7« NU—IERESE) 2 61 (0.7%) M OV0 B, ATHREREE 14 61 (5.1%)
J O 23 i (8.3%) | EFEEREREE (JRAE BN RE) 261 (0.7%) KOV 4 (0.4%) |
TEAHEEEREE 1 6] (0.4%) KUV1 61 (0.4%) . FUIRARRERE S 28 f31] (10.1%) KT 33

11



B (11.9%) . REIBkEEE 161 (0.4%) KLON2 4] (0.7%) . infusion reaction 7 5] (2.5%)
KOVS i (1.8%) | 1 HUHEIRIE 161 (0.4%) K ONO0 B, BEEDKERE (B RREARE
BERE . ZTEALEE, JEHRIEIESE) O 5l L O 1 51] (0.4%) | S 1 451 (0.4%) J N 1 431 (0.4%)
il g% - BERCT RARIE 11 (0.4%) K&TN0 B, ke - BEMEZ 0 B K TN 1 3] (0.4%) | IR
25 E DR 3B (1.1%) KON B (0.4%) BB Hivlz, £7-, EIEMEIGE, L
P, So I N PE SR BN . VAR I B OIRZFER GRS B> 1=, AREIHE
MFBLROUIBIE RS (AMAMERE 2 5T) 23 0EIERE =T,

@EEE LR FH MRS (KEYNOTE-054 #5R)

HEFERITIARAIRETIL 475/509 1] (93.3%) (2. 77 BHREETIL 453/502 51 (90.2%)
IZRBL LT, 1R L OREBEGEATE CERWVWEERERIL, AAIRETIX 396/509
(77.8%) 2. 77 & AREETIE 332/502 ] (66.1%) (ZHHL LTZ, WFNNORETRILE
M 5%LL EORIERIZTTRO LB THoTo,

KT DTN TREED 5%LL EOBIWER (KEYNOTE-054 3RR) (LM REM)

#= B B K 4 & ( socC: B (%)
SystemOrganClass) AFNRE Placeboff
HARGE (PT: PreferredTerm) 50941 50241
(MedDRAver.20.1) 4:Grade Grade 3-4  Grade 5 4:Grade Grade 3-4  Grade 5

ARIE 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
o WiBE

FR R RE TDHEAE 49 (96) 1 (02 0 4 (08) 0 0

FR PR R AL i 73 (14.3) 0 0 13 (26) 0 0
B RS

T 94 (185) 4 (0.8) 0 82 (163) 3 (0.6) 0

TN 58 (11.4) 0 0 43 (8.6) 0
—i% - R EER LU G OREE

4 )9 48 (9.4) 0 0 34 (6.8) 0 0

il 143 (281) 4 (0.8) 0 135 (26.9) 2 (0.4) 0
i R A A

ALT #4711 26 (51) 3 (06) 0 16 (32 1 (02 0
B i R B L OV SRRk RE &

BE A 51  (100) 3 (0.6) 0 47 (9.4) 0 0

A 26 (5.1) 0 0 15 (3.0) 0 0
PR R P

£ 37 (7.3) 0 0 33 (66) 1 (02 0
MR ER, MOERES KON R P &

1% IR 27 (53) 1 (0.2 0 14 (2.8) 0 0
FEREF X OV MRk =

= 5P 85 (16.7) 0 0 49  (9.8) 0 0

5 49 (9.6 0 0 32 (6.4)

7p B AFIFEZ IV CRIEMEMIR A 15 61 (2.9%) . KI5 - B O T 23 6 (4.5%) |
FFFgREREE 46 61 (9.0%) . BHEEREREE (RAMEMEMEBRDE) 26 (0.4%) . FEAHE
REREE 11 1] (2.2%) . AR IREERERSE 105 4] (20.6%) . EIFEHERERSE 5 4 (1.0%) .
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1 BUHEPRSF 5 51 (1.0%) . 55 & 9 gk 2 6 (0.4%) . fh *ﬁ% fhalfRsE 1451 (0.2%) .
g 2 B (0.4%) . ESEAESIE 1 41 (0.2%) . DABZ 1 61 (0.2%) I ONT infusion
reaction 2 f5il (0.4%) MERH LNz, Fiz. ffkkEE (%7/ NU—IEERESE) | EE
DFREEE (FRERERARIEMERE, S IRLEE, *”ﬁf@g%‘:) oA - BEREESE SEME L
BB PEEE SR . PR IMAME R i N OVIRZEBR S X b%ﬂfmwto ARRIMERZEBLR DR
HESR (BARMRAEMET L E5T) %a@%#ﬁ%%%%
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Uik - HE]

RIGUIBRASE 20 M LA AR 2 b5 & U 72 YoM IR SR (KEYNOTE-002 75k &
U'KEYNOTE-006 #t#) O#EF. 2 mg/kg Q3W. 10 mgkg Q2W K O 10 mg/kg Q3W
DT LD HE - HEIZB W T HARAOF R LRI ZRITRD e o
77

KN O RHE S EhREFRNT D 5, FEMERAEREE 2T 5 200 mg Q3W # 5-Kf 0
AUCenc GEFIRBBIZISIT D 6 WM D FE-FRef b #R T EAE) O [10% 4, 90%
A1 mg-day/mL) % 2.16 [1.45, 3.04] mg-day/mL ToH V. 2 mgkg Q3W FHKED
AUCss 6wk (1.32[0.722,2.06] mg-day/mL) &FA{EL L. 10 mg/kg Q3W F 5D AUCqs 6wk

(7.49 [4.32,11.3] mg-day/mL) % F[a]->7=,

MR AMEBE 2R & U ARHI OWREE UG NT OFE R et S ik &
mg/kg Q3W 5., 10 mg/kg Q2W $£5- K TY 10 mg/kg Q3W #£5-) D T AUC swk
&AM OV & ORI M2 BEIIEER D v o Tz,
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4, FEFRIZOWVWT

TRV UIBR AN RE 22 M R A O3 2 kGRS & U CRE A G A (Rflfid) 235
LBNTWNDZ ENnD, YEHELHEUICE R TE DME THLIMLERNH D, D LT,
S U A 7 EBETE (RMP) (ZHED & | AHI O BE R 22 MR RIR B~ 1 14 25
b HHiEX T o> T, AFNOE G Y72 BF Z22Wr - FiE L, AR OREITL Y HER
BIVEF 2363 U-BUCHIST 5 2 E AN EER D . UL TFTOD~Q D4 T %7 ik
IZBWTHERT 2 X&ETH S,

@ #EHRIZHOWT

D1 FRed (1) ~ (B) OWVWTNMNITHES T IR THDH Z L,

(1) EAFBREDIEET 205 A FEHEILRPES G E T RS A2 REEEIL AR P
IR A3 A2 FEIEILRUR T, MRS A2 &) (PR 30 4R 4 A 1 HIFEA -
437 Jiti %)

(2) HrEkgREIRRE (CERR 2942 6 A 1 H B S - 85 fik

(3) HEMFIRAFENFREET 203 A2 HGEEEFFE (DS AR EWRPL, 23 At
W EBE, 3 AR EEHERE B e &)

(4) ARACFHIEEZHE L, S REFFREME 1 SUISSRAL BB 2 Ofsx 5L 1E
AR DR AT > TV Dftiag CER 28 4 7 H 1 BIRFAL : 2540 fiigx

(5) PUEMEIEEAIA S EEINE Ok EUEI R D mHZIT > TV D liek (PR 28 4 7
H 1 HEEA 1290 Sk

O-2 EVERANEOLFRE K ORIWEHFEBLRE O XS IZ 443 72 Jak & B8R 2 R D Al
(FROWTINNTEZYT DIER) 23, YEZ2FEBOARANCET 21EEOFLEHE L LT
BlEINTWnWbHZ &,

#*

o [EHithEFFEEE 2 EDOHIHME ZME T L7212 5 4ELL ED D ATRIED B RIHE %
[ToTWAHZ &, 95, 28D RIT. DAEMIREAY L L-BRREEZOHHE 2
fToTWVWBHZ &,

o [ERRFFIGER 2 FOPWNHEAZE T L7cRIZ 5 FLL Lo R REMEELE 2 O
IR Z A L TWND Z &,

@ BEANOEXRLFREBEOEHIZOVNT

PR S A PRI 2 BEE N E S, RS EL oFmAE O, A9 - %7
PRSI AR OE I OCERS ST 2SI, AEFSNRE LGS 0WE
EH, HEDNESHIATONDIEHINE S TND Z &,

15




® BIHER~DRRITDNT
@-1 BIERARBREO MR B2 B

VR PEMR B D EE A BITEA N A LT-BRIC, 24 BRRIZIRIKHIO T, Mk X
VB R (23T, FEEL L2 BIENCS U CABREHE L O CT &0 FIER O BRI 2
B EDORERN Y HHRICE G, EHICRIGC TR AEHINE > TWNWD Z &,

@2 EERFHICLHIAEFFSNICET HEH

DN AR 2 B 2 ik B OB RE A2 T D IR HE N EER =X U v 7
EHEDITEIROA T ) —= T EITOERE LR EZ LG TE 5 F— AEFRRH] 235
SN TWbZ L, BB, BHEKEICOWT, DABRE L ZFOFBEICHFSICEmENT
WhHZ L,

@-3 BHERADZEr xRN LT

BIEA (RVEPMERREICIN A, KGR - HEO TR, IFsREREE, BHGEmRE (R
BB R | WowkEs (FEREEERE, FIRIREERS . FIREERSE) |
1RUBERI, 5 & 0 A, Mg - MERUTRLRE ., BER, HEOREREE (B EREEIRE
BERE, ZIGHLEE, FRBIES) | infusionreaction, MM « BElEJS, FIEFFEESE, #RE
[ (KT« NU—SEEREE) | DR, M RIS MESE BN A i
IREFEREE ) 1Tk LT, Yk XX M i B O B2 & 9~ 5 BEfili &odifs L ()
TEROZKHCHRIGIZE L THRER O EEZZ T ONOKMMICH D 2 L) | B
WLE IS T E DAREINIE S TND Z &y

H
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5. BeGxH LD BE
(AL B9 % F1H]

@

@

TROBEIZBWTAADOFEIEN RSN TV D,

o ABFIRIERE D 720 B OB RRIEIE D & 2 IR UIBR A RE 20 B R AR R

o SERUIRMBOAT — VI WY OEMERAMEF BT DR AR

723, BRAF BIZ FAERZ AT 2 BEITH W TIL, BRAF [HEHRIC L 276K B E

T5Z &,

TEUZEE Y T D ARHK| OG-} O A T IEICOW T, AR OGMENHESL SN TE
59, RAOEGRGR L 725720,
o fhOPUEMREEAIEOPH L TR S EE

| 7S et A pRAR ) |

O TRUIY T HRFIIOWVWTIIAF OB ENED E SN TWD Z Enb, &G 21T
DI L,
o ARHIDEATIT xR LIBBUE DBEERE D & 5 B

@ RERTOFHMIZIB VT FRRICE Y T 2 BE T HOWTE, AFIOBGIIHELE X L2
3, MOIEERIE N 72 WGAICRY , BEICAHZHEHAT L2 L E2EBETZ D,
o [HEMMEEOEI I ED & 5 BFH
o IR EG R A CRIE R 2 R0 D A K ONE B 0D S il 2% <0 e Yt it ¢

FEDRZRIEMEAL DA O D B
o HCOSMEEBOEOE UM L IIHERMEO B O R B OB D
&) 5 l%%‘
o JEISBMEIE (GEMERBER L ST OboHBE
e ECOG Performance Status 3-4 2 0 H#H
(2 ECOG @ Performance Status (PS)
Score TE e

0 AR IEBTE 5, BFaiE R C R EAEENHIRRITZD,

: PARIIZ L LUMEENIHIRR S 528, BITA[REC, BAEESE > TOMEEIIITH Z LW TE 5,
B RNFE, HEEE

5 HBATARETH S OF DEIY O Z 1T T X THEREEDERIZTE R, Ao 50%2L i3~y Rt
"C\\i@ \):\T;—o

3 BoNFESOHDEY DL LTERY, O 50%LL EE2~y Rk T4,

4 EET RV, BOOFOEY OZ Li3e TERY, BRIy KRBT Tl I1,
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6. REICELTHET NEHH

® ® ©

I SRR TN 2, BEIREIER D3RI 9 2 R T 55 & ARH| O e I O

HOTOIZ B ERE B L TR T 2 &,

TRIRBARITIENL S | B UTE OFIRIA MR OERMEZ + 23 L, [[EZ2 15

TbEGTHZ L,

FEREWER DO~V A MTHOWT

o [WEMMZERNHLOLNDZ ENH DT, RKEOEEIZHT- > TiX, YIHE
W CEEIAL, PR RIS, mkaE) ORERR KL O X #RiRd o FEhass, Biggs +
AT H Tk, Flo, BEISUTHE CT, MG~ —F —FEORA % Ehi 7
HT L,

* infusionreaction 73d% H DIV DH Z L3 5, infusionreaction 2378 HALVIZIG AT
I, WY RALE 21T O L &b, ERNEIE T D £ TREOREEZ o128l
T5HI &,

o HURIMEREREZENH LI D Z 1D 5D T, K OF:H-BRIGHT M O 5111
TE MR PR RERR AL (TSH. 078 T3, FHE T4 S OME) 2 FEHid 5
ok,

o JFHEREREENH O DD Z ENH D DT, AFIOPEBGET & O G- H X
EMRNCHTHERERR A (AST. ALT. y-GTP. Al-P, B U LB HFEOWE) % Ehi
T5HI &,

o FEIERK (MERKOMLEEHREREET) EOHEERIREELH 5D
ZENHHOT, EFICIROEFE OFBEMHRT 52 L, £, IROEF N
RBOOLNTHEITIE, HONCERENZZ2 T2 L BEFELRET L L,

o ARHFNOEHIZIY | EEORIERIGICERT D &EB 2 DIk A I EBEWE
DHOLLNDZ ERDHDH, BEPBROONTLEICIE, BB LEFRIIS U
B 22 ik & R BR 2 e o [l & U ClE vl e iR i 2 1TV R EE O
FOSZ & B BWER B 25551213 AFIORIESO I IR, K OREIE RE R
NWECRIOBRGHEEZBETHZ L, 2B, BIBRERLVE L ORGIZEYEIE
A OYEERFRD IR WIGEITIE, B RE ARV o LISt O Sz i Fl oisin
bLERET DL,

o BHKTH. BUAMN Oy ARRE L THOERWERNEET L2 B3 H D720,
AFNOEGHETRIZGEWEHOFBU A 2ITEET D 2 &,

o I AUMERRIRE (BIUE 1 BUBEIRIF A 5Te) b bbiv, PERFEES R T v R—v X
IZEBLHZENRHLHOT, Ag, Fl, EHZFEDER ORI EO LA+
SEETHZ &, 1 AERBEN OGS &R GEERIEL, AR Ul
O & DORMY R LEZ1TH 2 &,

RIGEIBRARE 22 B A E A (T H 3 2 BRI, AFIOERKRRRIZB N T, &5

BRLEDN G 3 I AL, ZHLAREIR, #5866 1R 6 ) Z & oAbk DR

i 4T > TN Z & A2BBIT, ARFEGTITEMAICRROMRZITO 2 L,

SEARYIERE O M BANEERE ~OM S MBIEE & U TEHT 2 BRI2IL, AR OERK

RERICBWT, B OREFRE T 12 B I L ICHEIMEOFHL 21T > TV
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122 & EBBEBI, AROBRGTITEBNROMRE 21T > Z &, ok, ki)
ke LTHEAT 25E810F, ARIOBEGHIZ 12 VAETET D L,
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