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REFEREET A KT 1
Ra7vl) Xv7 (B TFHEEEX)
(74 : %A M —4 EFEEE 100 mg)
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1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIEL, I SCEFIZEE S W2 Ee R D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frlil/F A%
FPIESEMDPEB I NDHF T, 2o OEEMLZ BICHLERBEIRMET 5 2 L REO
AR & o TR Y RIFMBGER & SO IR T #2016 (Fhk 28 A2 6 A 2 HEERE)
IZBWThH, EHERLEOHHORBHEEZXS Z LS TWD,

BFORERBE ST, B ERCLZ 2T 0 7 7 A VRBEFOESK AL & B 5 25
B ENRDHDH, ZOD, HIMEROLEMEICET S ERNH0EMT 5 E TORM,
WMELEIG O BE LML ZIT 52 EPWIRE SN D BFICK L THERT 2 & &bz, BIfE
FDFEBL U= BE 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7= 9 A B < fd A
THZENEETHD,

L7eRoT, KA KT A4 TiE, BIFERES ZNE TITE LN TV A EFLIH -
B RIS & | LT ORI O 7o i H 2 HEE T 2880 b B R EE & %
F RO EFHE R~T,

I, ARITA RT A %, MSIATBOE NE S RS O, OB ANRAR
BRI s . — M AN B ARERIR N E 2 & OB N B AR iR 52 O i ) o
b EERC LT,

KGR L IR BHEIES - XA F—FEEENE 100mg (— 4 - Xa T e ) XvT (B
THAHL %))

RGEBDRMINE : FEFRESUTEIRPE O H A AR % U R fiE

HEERDMEROCAE - BH . BRAIZIE, ~A7nr ) XA~7 (@EisHEz) LT 1
[8] 200 mg % 3 @ [A] 1A X1 1 [5] 400 mg Z 6 I [ kE T 30 57 fH
2T TR ERTES 5,

B0 A 8 % #F - MSD Bt




2. AFOKK, 1ERBERF

FA ML—F RiEEE 100mg (— %4 - XA T7 ) XA~ B HHE#z), LU IR
Fll EvvH,) 1%, PD-1 (programmed cell death-1) &% ®D Y %> K Té 5 PD-L1 & T PD-
L2 L OfEAEZEHEREST S, b MbIgG4 €/ 7 v —FAHEKTH D,

PD-1 #2313 T Al e o0 2 B S 2> & 2k 2 72 I 03 AVKBRE 23R 5 % 32 7 50 22 ol )
AA »F T, PD-1 (&, fEFEREBIZEWDCEER T MilaoMia£micgE L, 3%
P& SO % B e A B X Tl 72 oS OGS & HlH 95, 72 BH, PD-1 13U o K&
AT D LICE Y HURZERICL D V7T vimEae AlchHlEaT 2% /K TH 5, PD-LI
DIEFEMIKICIB T HHBUTDO T TH L0, Z< ONAHMTIE T Moz 2
HIFEWMENCFB L TV D, DAFIICEIT D PD-L1 OEFEEIL, B, el .
JHMAE . IO, FE/NHIRaTE 72 & Ofix AT THRARRK T TH Y | RWAEFE
& OB HE STV D,

B O DA DGR T#% & PD-L1 BB OFHEEAMN S, PD-1 & PD-L1 ORI
DEEREREIC W T EERREI 2 S Z L OVRIBR ST L F- 7203 ATEIE DI, &
LTHIfF ST 5,

AANX, PD-1 & PD-L1 X OPD-L2 Olj U > ROFERELESTHZ L2k, 5
WUNBREE T ORISR AR ENE T U S ERATEM L S8, PUiEE e 2 s AL
T 52 L CHUEENRARET D,

AFN DRI 2 He B DS RISIC £ 5 BHEA 25 H b, BESUIIEEIC
DRI D, AAOBGHROBGHIIE, BEOBIEE IO, BE IR
D BTG AITIE, BB L2 HGUTIE U B 2 ik & B8 & FF o R Afl & L Col
E) 7R RIS 21T\, BB DS RIS & 2 BIMEF 2 EEb 88T Id, B R AL
B HI ORGSO R ILE & 1T 5 LER b D,



3. BREREE
I TEE MO IR % o U oSO ERIE I3 21T o 7 B2 R B o
R A R,

(A %h]
[EIBE IR O AHRRER (KEYNOTE-087 #ki5h)

FFE UTEHRTED d AR % U o lEE (210 B, BARAN 10 filA2&Te) OLLF
D3 ODAKR— FZHRGIT, AFKI 200 mg 3B LT QW] &), ) &5
B R OV ZEVED B S vz,

- HEE MBI THRIC, 7Ly F o ~T REF UK DiRREZ T T2 H
F (ah—h1)

- HEB BB EIERIS THY . hoT LY <T RXRF UL DIEEE

2T BE (2hR—1h2)

- BFEE MBS MRBRERITRIC, 7Ly Y X ~T XRRF UL DIEFR (—RIBEX

ITRARILFZRIEDO—BRE L TOT LY F~T RRF UL DGR ITE £ 72
V) BT TCOARWEE (adk— R3)

7B, EG I TR BTN SN AIT . REEITA2 R IIER SR bty
LOWRENICLZE LTV D BE T, /k@uﬁw Gl CREBETVRRO ONDHET
KRB OB G 2T 52 ENFREE Sz, EEFHMEEE Th 5B E (LFET IWG
criteria (2007) (25 < FIEEIC L 552428 % (CR) Xi*ﬁ >25%) (PR) OFEIE) |
£ 1OLBY Tholr, 2B, FANIRE INZEERESEIL. WThoak— lﬂb
20% ToH -7,

#£1 EOMERE (KEYNOTE-087 3ER)

aR— k1 IR — K2 aR— 3
(69131) (81131) (60151)
e840 (CR) 15 (21.7) 18 (22.2) 13 (21.7)
. | #9275 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
Bi%K -
(%) “Z7E (SD) 13 (18.8) 9 (11.1) 13 (21.7)
17 (PD) 3 (43) 17 (21.0) 7 (11.7)
AN RE 3 (43) 2 (2.5) 0
Fh=%= (CR+PR) (%) 72.5 65.4 66.7
(95%(EHE X [#) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Ze21k]
[EI B HL [ 26 1T AHRER  (KEYNOTE-087 #ER)
AEFRITHBR AT 202/210 1] (96.2%) (2788 i, EIVEHIX 144/210 4] (68.6%)
IZERD BT, FELRN 5% LORIERIZFR 2D LB ThoT-,

£2 FHRFN 50U EORIER (KEYNOTE-087 38 (Rt S4EM)

B RIR¥E (SOC: System Organ Class) @fé;/(f/;)g

FEAEE (PT: Preferred Term) g 21 OJ{I;IJ
(MedDRA/ ver.20.1) 4 Grade Grade 3-4 Grade 5
2 EIWER 144 (68.6) 23 (11.0) 0
MEF LY v RbEE

I BRI I 11 (5.2) 5 (2.4) 0
PR lA ==

RO B A REA T i 26 (12.4) 1 (0.5) 0
B RS

T 15 (7.1) 2 (1.0) 0

L 12 (5.7) 0 0
—% - RHREER X O GEA OREE

5 19 (9.0) 1 (0.5) 0

F&H 22 (10.5) 1 (0.5) 0
PR R IR E

R 13 (6.2) 0 0
MR, MaZhds K OMERRFREE

NNk 12 (5.7) 1 (0.5) 0
FEIE 8 X OV TRk =

5 16 (7.6) 0 0

ek, RVEMERER BT 6 B (2.9%). KGR - EEO FHIT 3 #] (1.4%), #PRpEE
(7 v« NU—EBEREE) 1 X161 (0.5%) . TFEEREREE I 8 il (3.8%) . HIKIEEERE
E13 29 B (13.8%) | fh ¢ « BERUH ALEIE 13 2 41 (1.0%) | infusion reaction 1% 17 51 (8.1%) .
SEIBERIZ2H] (1.0%) KOHRIT 1A (0.5%) TR bz, /-, EEDOKE
bR (R RERGIRARAEMERE, ZIALEE, FARHIESE) . FIRMAFEREREE, RIBHREEREE, 1
RUPEIRIE ., BARerEE (RAEMEMBRE) . K, HEMBEIIE, MK - Bk, &
P I IR P SR BN . VA IMAE R 1 & OR SRR IR B AL Do 7o, AREIVEF 3B
R EFRS (RAMREMETEET) 230EERETT,



(At - AE]

AR OREREYEETT L EZFIH LIV I 2 — 3 12k b, AFHl 200 mg %
Q3W, 400mg % 6 Bk (LUK TQeW] & 95, ) XiF 10mglkg ((KHE) % 2 JHfH
fkE (LT TQ2wy &5, ) THE LIZBOARF O MG HIRESKRET Sz, O
Fe. AHI 400 mg & QBW TH G- L7=BEROARHF O E FIRREIZ IS T 2 Mg HiRE (B
T TCavgss] EWVVD, ) 1E, AHKI200mg % Q3W THH L7ZBED Cavgss & FALLT 5 & T
Ehi- (F#) ., 7. A#400mg 2 Q6W THE L 7=BEDARKI D EHIREEIC 1T 5 it
MG FIRE (LLF TCrmaxss) &9, ) 1F. AHAI200mg 2 Q3W THH- L72BRD Craxss
UL THREEZTRT ETFRHSINZEOD, HRABEIZBOD TEFERHER I LT
HHE - HETHHAH 10 mglkg ((RHE) % Q2W TG L72BED Craxss & Lt L TIK
fEErd TSR (FR) . 512, EERAREEZXUIAH] 400 mg 2 Q6W
TG L7 S IAERER (KEYNOTE-555 #tBR) X 0 15 57z SERIMEIC 35 < 3@ hE
NRIA=ZFI v Ialb—ra Al FPRILICEDBEIRE ST A —% LHELT (FR),
MMz T, BEOFBIEIZIT 2 WRRBAEIC LD & | AR ORE & & HME X T2tk
& DE#HZ G DIRBERISE T A BEE S L, AKl 200 mg % Q3W X% 400 mg %
Q6W THE L7ZBROgEE & Ao XTI R 2t L OB O W ORGSR, |k
SO A - AEOM TR V2T R ZR TV &Pl S U,

R3 AAOEYBE T A —F

[ Crrax Cavg Crin Crnaxss Cavgss Crinss
(ug/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200 mg Q3W! (58.55?§9.7) (27.277-28.1) (17.%3?.118.3) (91.3?'984.1) (49.58(,);11.0) (30.?;,)'3?1.4)
400 mg QoW (12;,2i24) (32.3())?';2.7) (10.%1(?.?0.8) (14613,4$49) (50.??571.3) (19.?3(,)'230.9)
40(0%2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:'22,4) NA NA NA
Wmg W oo | e | anao | s | @i | (s

+:n=2,993, 100 B[P I = L—3 3 LY BEH N7 % EEO FIE (2.5%,97.5%) |« Crmax @ FIEIH
H#OEEIMIEFIRE, Cag : PIEIR 55 O MIEFRE, Crmin: PIEIRGH% (A 702 5D OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁu{%q]%fﬁ\ Cavg,ss : ﬁﬁ#ﬁﬁu‘é\c:%ﬁéﬁi@m(ﬁtp{%&f\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁ&l
BT B FeARumn i i

I : 56 FIORELIE (95%(ETHIX[H)

§ 1 41 Bl O EEIE  (95%(ETHIX[H)

NA : %7 L




4. FEFRIZDOWT

KRR E U CHERBENE (2FFRE) e TnDd Z énb, Uikl 26
UNZERTEZ DA THINERDH D, €D LT, REIOERGN#EY) 2 BE 220 - §F
E L, AFOEGIZI Y BERBWEHZIBL LIRSS T 5 2 &R 72D, LIF
DO~@DT RN T & THRICBWWTHEHT & ThH 5,

O HERRIZOWT

D1 T (1) ~ B) OVWTINIEYT IR THD Z &,

(1) BAEFBRENET 20 AV2EEHEN SRS EE R AR L SR P
HUIE )N AR B EEHL R, HUIER DS ARSI RE e &)

(2) FrEMEERPL

(3) HEM IR ENFEET 203 A HOEEERRE (D AR EWHRbL, 23 A2
W EBE, 3 AR EEHERE B e &)

(4) AKRALFIEEZHE L, SRAEFRENE 1 USSR 2EIENNE 2 Ol 5L UE
AR DR AT > TV D fiex

(5) PUEEMERERL AL RN O R R FEHEI AR D 24T > TV D ek

DO-2 HEHKR T2V X JEOL SRR R ORIVE R B O %S+ 7 ik & R
Bra R oER (FEOWTIIIIEYS T DIER) 2. YEZ2FEROARRNZE T 5 1BED
EEHELE L RESINLTND Z L,

#*

o [EEMFFESE 2 FOUIMINHEZE T L7212 5 FELL LD D AUTBE DB IRIHE 2
ITHoTWBHZ L, 96, 2L EIX, BAZEMEEZ £ & LUEERIES S OHE 2
ToTWBHZ &,

o [EEMEFFESE 2 FOUMMHEZE T L72&IC 4 FFLL EOREREZ AL T D
Z L, 9B, 3FELL T, & MmEREMENEL O M A SEY L A B TR IR R S OAHE
EIToTWnWBH T &,

© BENOERBFEREHEDOKHIZONT

PR3 A I B BRICAEF 9 2 L DS S, BUEARZED b DA O, ﬁ?ﬂJ M- 22
Btk S ol i&@ﬁ'gii&@[:ﬁﬂi%? XY D IR mEdt, AEFRNEAE LIS OE
FH . FRESDITT DL IEFINE > TN D Z L,




@ EBUWERA~DOXIRIZOWT
@-1 fEsk Az BE 4 5 B

MR MERR B O EE R BITERA N AE LIZBRIC, 24 BRRIR2IRIRHI O T, Y%k X
VEEE SRR 123\ T FEL L7 RIEANCS U CARBREE K O CT 25 OFIVEFH ORI &4
B EDORERNY HHRIZE LI, EHICRHIGC TR AEHINE > TWnWD Z &,

@-2 EERNEEEICL H2AFELNHICHET 2 EH,

IS ARSI HE D D B 22 Gk e O e 2 AT A IR EAE DNEER T =42 ) v 7
EEOIERDOAT V== TEITOERE & HREZ LA TE 5 F— AERIKH 23V
ESNTNWAZ L, B, BiEHEICHOWT, RAERE EZDOFFEICHSITEAmENT
WhHZ L,

@-3 BEHEADZWrox B LT

BIVER (RVEMEMZERIZIN X, KBE - /DMEK - BEO TH, SRR - i bR
K. BHRERETE URMEREMB RS, NowkESs (FTEREERERES, FIRIREELE
. ORIBREREREE) . 1 AR, S E DIER. Ak - BRI RMAIE ., R, BHE DK
JEREE (PRt R I RARIE, R BRI R BErE, ZIALBE, FARHIESE) . infusion
reaction, 7% - B, BIEM MEE, MRESE (F7 2« NU—JERRESE) | DR,
e MRS (oM MR PESR B R . WML L, JRIFERES | MERRIERE ) |
MERBERIEMERE, FEAZE) 1Tk LT, Mk X ITr B st B o BP9 2 9~ 5 Al
EEEEL (BUEHOZWroXISICE L THRER OEEZZ TN KT H D &) |
B HIZHEE 7R LE DN TE DIRHI NS TNDH Tk,



5. EXHB LR DBE

[(B2h I B3 % 1]

O B FE MR RGIE SUIR A O T3 U EHR O iR o % U v
HRIBBEIZB O TARBIOFIMEN RSN TV D,

©@ TREICEEY T 2 BB T D2AF OFE KL OERITIEIZ SV TR, AAI DA R
MESLSNTELY, AAOHREGHR LRG0,
o AEFRIERIGRO B,
o OPUENERELA & O,

(&4t B4 % 9]

O TRICEYTHEEICOVTUIARROEENEERE SN TND Z b, #5517
Dz L,
o KAIORSTIZ 3 LI BEUE OBEEIRED & 2 B3

@ IRPEETOFHmIZ I\ T TR uEféﬂ‘%)'%% ZOWTIL, AFIOEGITHEE S L2
D, AOIREERPFUL A 2 NGEITIRY | HEICAFZEHT 22 L 2BETE D,
 [HHE ﬁ%f$@AﬁXi%E@%é$%

o S EE R A CRE R 258 2 B K ONE B o F B it it 2% <0l e M fiti 2%
FEOMMIZRIEMEZE RO D BHE

o HORERBOAD, UXEMERZE L IXHEFREMED B CaZ kB OB O
b5 BE

o EERBMEE (&R A 5 T) Ob b ERE

o HWEORGESUIEE AT 2 BE

*  ECOG Performance Status 3-4 "D

(ED  ECOG 0 Performance Status (PS)

Score | EFE

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

PRREIZI LUEBNEHIR S 525, BTRIRE T, BRI > TOMERIITH 2 &M TED
Bl BEOFE, FHEE

BTREECHGDOH DRI O Z L 13T N THEELEDERILTE W, HHD 50%LL BiZ~<y FACiE I,

BHNTZEHSOHEDEY DZE LATERY, HFOD 50%LL Ea2Xy RO TiRZ1,

AW

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




6. MEIZBEL THEE T REFIH

O  IRFASCEREITIN A, BEIRE S D IRAT 2 BB 1T 3D & ARHI O Feik K& OV 1E i
DT OIZ LB HZ T L TR 5 2 &,

TRIRBARICIENL S | BB XX E OFIRICAHINER EREZ +o3 L, RSx5S
TbEGT5HZ L,

FEREWERH O~ R T A MZDWNT

@

®

WEMERBN D 5D Z ENH DD T, KFOBEIZH T > TiE, PIHE
W (BG0dv, PR IREE, WmkeE) OfER & O X fRfrds o i, BlEx+
TFWATH Tk, Flo, BEITSUTHWE CT, MG~ —7 —%Ok& % FEhid
HZE,

infusion reaction 23 & 55D Z L 3B 5, infusionreaction NFRD HILT-HEIZ
X, WURREZIT S & & bIT, IEIRDEIE T 2 £ CHRE DR L +/0IT8l5
T5HI L,

FORBRBERERRE S . T RISAERE X ORIBHEREN L D DLNDLZ ENHDHD
T, ARFIO B G- BAART & O G-3RI H 3 E IS N WS RERR A (TSH. bEhf
T3. 78 T4, ACTH, I =Y — L SDllE) #Eiid 52 L,

FFHERERS . B LIERRE RN H B D Z LR H D DT, AAIDO B 5 BRLART &
OGP I e I REME (AST. ALT. y-GTP, Al-P, BV /LB %
DRE) & FEhdT 52 &,

SEIFER (R CEBREREZET) SOERERREENS bbb
ZERHLOT, EMNICIROBE OFEEMRT H &, £z, IROBEFN
RBOOLNTHEITIE, HONCERENZZ2T2 L )BEFELRET L L,
AFNOFEGIZ LY BEOGRERISIZER T 5 &5 2 b bkx IR B
NHLONDZENHD, RENROONTHEIIE, BELEFRIISUTE
B 70 ik & R BR A RO BE AT & EE Ui U] e 8RR M A2 1T\ B E D5k
FOSZ £ B RIWER D S 2355101%, AR OERIETH I, R ORIE RE R
IWEVAIOBRGEZEZRTDHI L, ok, BIERERLVE L OEREIZEDENE
A OYGENRFRD IR WIGEITIE, BB RE ARV o LISt O Sz i Floisin
LEETDH L,

WHETH, BEBN OB ARE L COLRIERANEERT L ZENH 570,
AFN DGR TRICHRIEHORBUZHSITHEET D Z &,

1 BB RS (BE 1 BUBEIRIS 2 & Te) BNd bbiv, BERFBEMES b7V R— &
IZELZENRBHLOT, g, L, EHEOTEROFEHRC M ED LA+
IEBETDHZ L, R RBEAEDNIZGA TR G2 IE L, A2 ) il
Fl OG5 OME) I LEEITH Z &

AR OEFRRERIZ N T, GBS 12 W Z L IZAMEOFIZ1T> T\ Z
EEBHBID, ARG TITIEHRICEIGRE THROMEREZ1T I Z &,


Administrator
楕円


