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[ & 8 24 #1]

(% & & #]
BIFEDOLBY, BRESNTZEENG, (LFEREROR2WEIBRTREREST « BFR O BN b B %t
TH=AN~7 (BaFHEHKRZ) &AM A~T7 (BaFEARR) LOHARSOFEDEIT RS, B
DOENTA_RRT 4y bEBEZD LRLMEIIFATEL HBT 5.

P, ERGERBSROEEICET IFEEORR. ARBIZOVWTIR, TROAREHFZFMLIE
T, UTOZEIHRECICHERVCHETERB L TELIX ARV HET L,

[ZhEE 1 3%h5R ]
OFMERAMHE
OUIBRARRE/R AT - BFE DI/ Hlfa iz

ORRTAYIBRT RE TR D B R R

OFFEIIBRHEDOHHRRIA P F U o E

OB ENITERES 28 2 HAFME

OB AALFERRIER IHE LGB YIBR R ae2E1T - BROBEE

O AT R BB /0 AT - RS OB b B

OPAALERIER ITHE LI IBBYIBR T2 ET - BRORMBE~A 7Y 7 74 MAREME (MSI-

E

F 7V — R EHEERE 20 mg, [FAFEEFE 100 mg, [FAREFE 120 mg, FAHEEE
240 mg

=AN~7 (BEFHEBRZ)

/NEFEE TR S

Sf2410H 27 H

1 347/ QmL, 10 mL, 12 mL X% 24 mL) FiZ=RL~7 (BFHEEZ)
20mg, 100 mg, 120 mg Xi¥ 240 mg % &/ 7T 5 EHA

ERAEES (1) FPeEEL, (6) FHEEESR

FOEFRAERMS (BEES : (29%) F 406 5. Fp 294 12 A 1 BT EARE
EFEI1201H15)

P ey Rk

High) &3 5% - EEE

NIVO (IPI ffFEMEMME R AIE) _/NEFEE: TR FERES



OB AALERIER ITHE L CRIGEIBR NG 2ET - BRORERE
(FRiH#RERHIER)

[AERUCHE]
< B R fafE >
BE. BRAICE=FRL~7 (BEaFEEZ) L LT, 18240 mg % 2 @RMRX 1 [E] 480 mg % 4
AR CAaBERET S, 2L, BEYREAEICR T 2EBMBRIEDSSIX, BEHRIX 12 7 A /M
FTET S,
RIBCIBRARELREERAEICN L TA LY A~T GBREFHEHBZ) LOATIHEIX. @8, A
=R ~<7 GBiF#E%Ez) L LT, 1E80mg % 3 @EERT 4 BAMBRET S, T0%, =&
N<7 (BEFHE#BEZ) £ LT, 1B 240 mg % 2 #EEFEL 1 [E 480 mg % 4 8 HEE T REFHE
5,

< UIBRA BT - B3O I/ >

BE, RACZ=AN~T (BiFHEEEZ) L LT, 1E 240 mg % 2 BRERFREXII 1 [E 480 mg % 4
1 IR T RERET 5,
@_ﬁfﬁ_ﬁﬂ_mmféﬁ

<m%@%T%R@E$ﬁ®%ﬁEE>
BE., BRAIZE=RL~T7 (BEaFHEHEZ) £ LT, 18240 mg % 2 @REMEUX 1 [B] 480 mg % 4
R T REEET 5,
{EFEFERTGR ORIGUIRTREIIEBHEOBFMIBE IS LT BV AT (BiFHEKEZ) LOFA
THEEIE, BE, RAZE=ALr~7 (BEFH#RZ) L LT, 1E240mg % 3 AREER T4 ER
WEET 5, TO%, =AL~7 (BaFE#Ez) & LT, 1B 240mg % 2 HAREERXIE 1 E 480 mg
% 4 ARFERE CARMEET 5,
< UIERA BB AT - PR oD BB M RgE b £ il >
BE. BRAICE=RL~<T7 (BEaF#EHEz2) & LT, 18240 mg % 2 @RFMBEX 1 B 480 mg % 4
R TRERET 5,
A1) L~=7 (BEFHBEZ) LOEHATI2HEEE. B RACE=ALV~T BETHEBEZ) &L
T, 161240 mg % 2 ARSI 1 6] 360 mg % 3 AR CABEHET 5.
<PAALERRER ICHEE LB OBRTRLET - BROBEE~A 7 o7 74 FNREEMRE (MSI-
High) #8555 - EEE >
BE., RAZR=ALr~T GBFHE#Ez) & LT, 1[E240 mg % 2 BEEFR XX 1 [E 480 mg % 4
T S C AR RRE T D
AEY AT (BiaFHEZ) LOFATIHEEIE. B%,. RAKZ=ALr~7 (BETFEBRZ) &L
T, 161240 mg % 3 @EMMRT 4 BRFEHFET 5, TO%, =FRL~7 (BFHEE:) LT 1
@2wmg%2@ﬁ%ﬁ2@1@4mmg%4@ﬁﬁﬁfﬁﬁﬁﬁfé
A P 2 ST EE A E O B R T ) N, BREULER
E%%ﬁféﬁ%%ﬁ DAACEFIER (TR LGB T - BREOBE., Skt
- i = RO R i ch B B A8 AR R T L ARG YIBR R RR e i




BHE. RAIZIE=FALr~T7 (BEE#RZ2) & LT, 1[E 240 mg % 2 ARRBRXIE 1 E 480 mg % 4
A RS TR RRE T 5.
(FHAREREM, BUHAMEIER, —ERMIIAERRF RO 24 11 A 27 B TEH)

K 38 & #]
EEL) 27 EHHBEEZEED L, BUICERTHZ L,

3

NIVO (IPI fFAIEMERGRE T i fE) _ /EP3E R T EEpk et FEWRSE



Bl
FEHE (D

SfM3FE3IALHE

AHFICBWT, HEEDNRH LERERUVERLERBSESEIEICST 2EFEEORKEFL, LT

DEBYTHD,

FR R o B
© R & 4l

[— #&% %]
[ & #&]
[RFEEAR]
(B - &&]

[ERFERF OZIEE - 2R ]

[FRERRF O L - AE]

F 7R RIEERE 20 me. R AERE 100 mg, FAFEFE 120 mg, FA

TRRE 240 mg

=An~7 (BIEFHEEZ)

NEFER AL TR At

A£fM24£10H 27

134 7N 2QmL, 10mL, 12mL XiX24ml) FiZ=ALr~7 (BFl

#%) 20mg, 100 mg, 120 mg X% 240 mg Z&H T 5 EHHA

OFMtEAE

OYIBRTREZRHEST - T DI/ R

OARIEEIBRA BB UL EF 1 0 B A fa

OFEXTEIRHO TR T VX ) 3 E

OFEXLEREE LA T 2HSTE

ODAALERIERIZHEE L2 IBBUIRT B ET - BROBE

OB AALEFERLI B = IR RE A2 1T - FF3 O BN R Bl

OB AALFIRIER TR LT IBYIBR R 2T - BROBEE~A 7 0

+5 54 MAREEM (MSL-High) &7 5 - EBE

OB AALFRREZR I THE LRI B EIT - BRORER
(BUHHRERHIBR)

<EMEERAME>

BE. RAZZ=ALr~7 (BEFHEBKELZ) & LT, 1E240mg % 2 #@H
FIREIZ 1 [E] 480 mg % 4 AMIMIRGE CAMET 5., 72721, BERAE
(ZB T D MTEMBIRIEDS S, BEHMIZ 12 VARME TLE T35,
RGO ELEERAEICH L T/ Y A~7 GBEEFHERZ) LO66A
THHEAINL, BE, KA =Ar~T (B FH#Ez) & LT, 1E 80mg
Z 3 ERMB T4 BAEHET 2, T0®%, =Fr~T7 GREFE®RZ)
& LT, 18240 mg % 2 ARMEIREXIZ 1 [B] 480 mg % 4 @M CAH
T 5,

<ARIGEIBRABE TR O B M >

BE, RACE=FAr~7 (BEFE#RZ) & LT, 1E240mg % 2 #@H
REIRE 321 1 [E] 480 mg % 4 @ RIS C A EEHET 5,

NIVO (IPI ffFEMEMME R AIE) _/NEFEE: TR FERES



@ kR & 4]
[— #&% 4]
[ & #&]
[RFEEAR]
(AR - & &)

[ERFERF DOZRE - 2R ]

{LERERIBROIRIGEI R IO B MIEEIC L TA Y A
7 (BiaFE#BZ) LHEATIHAIR. BF. RAKEZ=FALr~T (B
FHEMz) L LT, 1@ 240 mg % 3 AR T 4 BEAEHFET S, 0
%, =R~ 7 (BEFHEEZ) LT, 16240mg % 2 BREMRBXIX 1
[5] 480 mg # 4 AR TRMEIEET 5.

< UIBRTREAREAT - FEFE D AEME K i b R fiE >

BE, RAZIZ=FALr~7 (BEFEHRZ) & LT, 1E240mg % 2 #@H
REIRE 31 1 (8] 480 mg % 4 @ FEIREIE CAEFET 5,

A A~T (BETEHRZ) LERAT2HEE1F, @BE, RACIE=FR1L
~7 (BfEFHE#HEZ) L LT, 10240 mg % 2 EERE T 1 [F 360 mg
% 3 R R C AR 5.
<HBIMMEFFRERICHEE LI BYIBRTRRERET - BROBEE~ A 7 1
Y5754 MRLEEM (MSI-High) 28T 5% - EEE>

BE, KAZE=Ar~T (BEFEHKRLZ) & LT, 1E240mg % 2 @H
REIRE 31 1 [E] 480 mg % 4 @ FEIREE T AEEET 5,

A) AvT (BETERZ) LFRTIHEE1T. BE. RAKIR=RL
<7 GEREFHE#HmZ) £ LT, 1[E240mg % 3 ARIKET 4 BAHEFHFET
b, Dk, =AN~7 (BEFHEBEZ) £ LT, 1[E240mg % 2 @R
B3 1 [E] 480 mg % 4 HEEE TREFET 5,

<UIBRFRE/RET - BROIE/NNHIME, FREUIEEEOTHRNS X
VYN, BEXILEREBEE T OHEEHE. SAERERITEE
L7 iBUIBR T RE 1T - BROBE., At am - a s
e B3 AALFIRE R I T L2 RIBUIBR AR

i P Hiat Heg

REZRIEST - BROREE>
BE. RAZIZ=FALr~7 (BEFHEBRZ) & LT, 1E240mg % 2 @H
IR S 1 [E] 480 mg % 4 @ FEIREIRE C RS FHET 5.

(FHRRE B, BUEARERHEIER)

Y — AR A A FRER 50 mg

AV AvT7 (BEFHEEZ)

TYRIN <A F¥—XR7 A THXEH

A£fM24£10H 27 H

1347/ (10mL) FiZA Y A~<7 (BIsFHHERZ) S0omg2EFT5
A

ORIGHIBR e B R AE

ORIE Y BRARE TR O B

ONRALFRER I CHEE LGB YR TR R ET - BROBEE~A 7 o
YF I bPRZEM (MSL-High) 28T 555 - EEE
OUIERTREZHEAT - FFFE O FEME MR b i

(FRREREN)

2
NIVO (IPI ffREMERaE G fE) /N EF3E R TR ST HFhMEE

Hh



[RERFORE - HE] <RIGUIRTEREEECE>
BE, BRALIIA YY) A7 (BEFEBKRLZ) L LT1E3Imngke (KE)
Z 3 ERMR T4 BEAEFHET S, 2B, thoREERESEA L AT 25
X, =AN~7 GBETFHEBRZ) LRI L,
<RIGUIBRARE TR OB MAE, 2ALFERIER ICEE LB
BEREEREST - BROBEE~A 7 ut T I74 NKEME (MSI-High) %
BT HHE - ERE>
=AN<T (BEHEBEZ) LOFRIZBNT, B8F, RAZIEAEY A
~7 GEEFHEBEZ) L LT1E 1mgks (EE) % 3 BRIBIET 4 @A
BET 5,
< OIBRTRE 7R AT - FE%E oD AR N r £ fiEE >
=AN~=T7 (BEFHEEZX) LORIZBWT, BE, RAZEAEY A
~7 (BEFEEZ) S LTl A 1mgke ((KE) # 6 AMMERCRETE

35,

(T #~EREN)
(B b/ dl
1. BEXIIEROBERONEICET B EARUCET 28BS e 4
2. MEICETAEE RO BBEEDBEBE oo 5
3. FERGPRIEFABRICEE T AR R UHHBICI 1T DA DBIIE ..o 5
4. FERERIEMBFERER BT AR R R U IZ BT DEE DB oo 5
5. BHREBRICET IR RUBIBICHIT DBEDHBE ..o e 5
6. AMEFIERBR OBEET 20Tk, BREERRICET 2 BERE IR T 2 FEOBIE. S
7. BRRMA SR VBRI E2MEICE T2 BERECNTHERIC T 2 FEEOBIE o 6
8. HHEIC X AR BEEICRMNT AERENCAR I EAEREE R R OO oo 22
9. EERE (1) TERERCBIBIE I amssa 22
(BEFES—&]
BlEDEED,
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1. EFEXIEEROEREUCHEICRIT 2 HEARRICET 5%k
1.1 H§#MALEOBE

NIVO (&, /NEFER 5 T # kS & UK [E Medarex #: (3 Bristol-Myers Squibb #) (z Xk b Il 7=,
EFPD-1izwtd 5 1gG4 727 72D ME ) 7 u—FAHifETHY, PD-1 OffasEEk (PD-1 VY
Hy FREBRER) IS L. PD-1 & PD-1 U H Y REDEEGEZMEEFT S LX), BAFFERZ
THIBOFEMSE(LEZEE L, BEOHEBEZNFTEEX6L TN,

IPI (%, >K[E Medarex #1: (Fi Bristol-Myers Squibb #1) (2L VAl I/, & b CTLAA4 (23T 5 IgGl
BT A NIE ) 7 a—FAHETHY . T HIFRICER L TWHA (T MEOEM(LZIERIZ
FE) OMBRIEZERETHS CTLAA4 &, JURBTHIIZEE L TW\W5 CDR0 KT CD86 (£ EiL
B7.1 KU'B7.2) i3 FLOREEMEETHZ LICL Y., BATURFERN R THEOEE(LEZE®R L, &
BOWBENHTLEEBZZ LTV,

A TIX, NIVO [2@2014 4 7 A iz MRIGUIBRFER BRG], 22015 4 12 AIC [UIBRATEE/R

1T - RO/, 32016 4 8 AIC MRIGUIBRFEXIIEBEORE MR, @2016 412 A
(R IEEEOEHRARCF ) o E],G2017 4 3 AICTHBREULERES 2 H T HEEE] .
©2017 £ 9 AT TRAALFEFRIER ICHEE L2 IO RE 8T - BREOE®E). D2018 48 AT A
ACEFRIER (T LT UIBR AR RE 21T - BROEMEMEPEE], @2020 4 2 AT [BA LFRER
(SR LB YIBR R T - BROBEE~A 7 vV T 74 FALEM (MSI-High) #H 4 55 -
EBE] RO B AMEFRRERICEE L CRIGURTEREST - BRORER] 228 - 1R E LTK
BENTWB, /=, 201848 A, LEEOQDO%E - hFEH [EBHREAHE) IEEIh TS,

IPI (302015 4 7 A MRIGUIBRTREZEME R AN, 22018 4 8 AC MRIGUIBRTREUIEBHEOR
HMIRERE |, 32020 4F 9 AIZ A LFRERICHE L@ RRET - BROmEE~ A 7o
774 bARZEN (MSI-High) 2F 3 58 - BEBE] 22088 - 2R e LTRSS, A—ERERD
2020 4= 11 AT TUIBRTFREZR LT - BROIE/NERAME] OBhEE - ZIRDEBMER SN,

7233, NIVO RN IPL % TEMEME T RE) 2 FESNS2EE - R L LTENEN 2017 F 12 A RV
2020 FF 9 AICHAEFAERERICEESN TS (FBEES : 29 %) % 406 5K (R2 FE) % 485

7)o

12 BAROERE

Bristol-Myers Squibb #HiZ X ¥ | {LEFEFERE O 2\ UIBRF R ST - RO BB R EBE 4 x5
& L7z NIVO/IPL # 5 O EFREFF MR (743 RER) 232016 F 11 AL EBS i,

KEROEU Tit, 743 RB2 E22RABRE L LT, 2] £ A cBRER O 2V G T2
17 - BR OB+ B35 NIVO/IPL £ 5-1246% 5 NIVO K UV IPI O7&RR B EEAMThiL, KETIX
2020 4F 10 A IZZ= £+ [OPDIVO, in combination with ipilimumab, is indicated for the first-line treatment of
adult patients with unresectable malignant pleural mesothelioma. | & U8 ' YERVOY. in combination with nivolumab,
is indicated for the first-line treatment of adult patients with unresectable malignant pleural mesothelioma.] % %)
BE - IR & LTAR SN, EU TIREFEEFTTH S,

2E, 2021 F 1 ARRRIZEW T, LFFREREO 2V EIBRT R EST - BROEMMEDREICNT5
NIVO/IPL #51%, 2 W ETEB I TV 5,

4
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ARZBNTIE, 743 RBR~0BERE? 2] £ A » oS h,
Sk, 743 REBRE EELRRBAE S LT, LERERE O R WEIRTREREST - BRO BN+ 5 E
(ZX9 %5 NIVOIPL R E DR - ZIREORE - HEEZ BN 5 —ERFEHITbI,

2. @EICET 2 RE R OIS T 5 FEE DO
AHFIIFDEROCFRECRSILOTHY, TREICETIEE FREHSATHRY,

3. FFERAREERRICET D RE R U IZ 01T 5 FE O
AHFIIFOEROCFHEICRLI OO TH LA, [FEAEERRICET 286 (IFIEABRIZF
lFEHTHD L S, FlcLBBRBEITRE STV R,

4. FEBREREDBERBRICE T 2 R R UHE#EIC BT 2 EE 0K
ABHFIIFHEROCHFHBIRIBOTHSH, [FEEREYEERBRICET HEE 1ZOEEARR
WCEEBEATHDH L ., H-2RABAEIIRBIhTuwin,

5. BERBRICET I RRUEEICRT DEE OB
AHRIFHERCFHEICEDIBOTHY ., TEERRICET 286 FEHShTHRY,

6. AEMFEHFRBRREUBET Lo, BARKERRICHET 2R T ERIZIT 2 FEEOB
AHFFITHFDERCHFHEICR L LOTH 20, [EMFEAFRABR R OBEES 5 00mEC BT 5 %k
(IFNERGBRFZ I A TH D & i, FroLRmBAIIRE S h THhzn,

6.1 FRIRIEFRBR
6.1.1 PPK fig#r

EANERRRE (01 B | ERRERRE (025 3B, 026 #BR, 227 RAFR. 743 RBK U ILA RE) K
OMESMEEFERBR (003 3RBR. 012 3Bk, 017 RABkR, 057 3BR, 063 ABR, 568 KB KL U817 Bp) THLN
7= NIVO ® PK 7—# (4,943 i, 19,096 BIERER) ICHES3%, PPK i (fERY 7 b 7 =7 : NONMEM
Version 7.4) REmEI N7z, UEBITORKER. 743 ZBRICHEAANL OGN BAANBE Q3 4]) (2, IPI &
DOPEAT, NIVO 3 mgkg % Q2W, NIVO 240 mg % Q2W X |I NIVO 360 mg % Q3W T# &5 L7=FED PK
NRIA—=FIEIR1DEBYFHIESN, AARABREIZNIVO 240 mg # Q2W (X NIVO 360 mg % Q3W
TERELZBEOBRERIT, NIVO3mgkg 2 QQW THRE LEBOBRERLHE L (REZTTILNT
Hxhi,

#1 BERABFIZBITA NIVO © PK 25 2—% (FHHE)

FlElE 5% AAGEIN
M- e Crmax Caii Cnin Ciiix Cave Cata
(ng/mL) (ng/mL) (ng/mL) (ng/mL) (pg/mL) (pg/mL
482 21.1 122 102 67.2 50.6
Hmgle QoW (19.0) (20.5) (31.4) (27.9) (37.4) (44.8)
68.4 29.9 17.4 144 954 71.8
A0mp QIW (20.0) (16.2) (24.1) (17.9) (25.7) (32.7)
103 374 18.1 171 954 632
s B (20.0) (17.6) (29.6) (16.4) (25.7) (35.8)

SfTEHE (ZBEE3%)

NIVO

(TP1 Pf B R P B i)




6.R HEEIZIS T DEE DOHERS
B, REShWEEEHZE S X, NIVO ORKRERIZET 52 BEEFEOBRAIZOWVWT, TANAEEE
Hr L7=,

7. EREREEZMER CERREIZ 2MEIC BT 2 R T EI 51T 5 B E OB
AMER O RZEHICET 23HER R L LT, R 2 1R TEERLFRFIHERE 1| RBESRH S,

K2 APERUELEICET S EARBRO—K

k| EhE | B = A

X5y | s R4 | 1 XtERBE e R - HEOMERS E T A
mp | 743 {LEFFREREO 2 W AREE| 605 [DNIVO 3 mg/kg % Q2W K UF IPI 1 mg/kg % e

B sem | stme | I 7ELT - BROEMERES| @303 | QoW TEHARNERS e
k FREBE 2302 |@QB4&MA/PEM % 6 ¥ A 7 L EIRNERS

BRARRBROBMEIILLTOLEY ThoTe, 2B, BRARTRD DNIZETLUSNOERFEERIT,
172 BERBRICBVWIRDOLN-AEERE) OHICTERH L,

7.1 FHERE

7.1.1 HEEREFERER

7.1.1.1 ERRSEFSMAERR (CTDS5.3.5.1-1: 743 BB <2016 £ 11 A~k [F—F vy b4 7R .
2020823 A 25 8] >)

{EEFEPRERE O 2 W EIRTRE R AT - BROEMER S ZEEE (B EEFIZ : 600 ) ZXRIZ,
NIVO/IPI #5-& Chemo OFNER VLR L2MEEZHETHZ L B L L= FEREEA(LLERRRM,
A EETe 21 HE, 103 gk CTEBI Nz,

A - AR, 2hEZn U ToLlsh Lahi,

@ NIVO/IPI & : NIVO 3 mg/kg % Q2W K (V' IPI 1 mg/kg % Q6W Tk 24 7 A BIFARN# 5
@ Chemo # : 3 Z 1A 7 & LT, A&RA (CDDP 75 mg/m* X (X CBDCA AUC 5 mg-min/mL
FHYE) K UPEM 500 mg/m® % Q3W TR K 6 41 7 LIRS

ARBRICBE SN EEA{L SNz 605 ] (NIVO/IPI # 303 4], Chemo B 302 #]) 2723 ITT £ & &
., BPEOTgE Shi (95, BARABEILNIVO/IPL B 23 i, Chemo B 37#) . £/, ITT
£HD 5 b IRBREREE SR - 7= 21 ] (NIVO/IPIL & 3 ], Chemo B 18 f51]) Z &< 584 ] (NIVO/IPI
Bf 300 f5l, Chemo B 284 i) NEEMOMITIIRL Ihiz (95, BARANBHEIX NIVO/IPI # 23 fi,
Chemo &£ 36 ) .

ARBROFEIFMER & LT, RERBILEY X OS K& U* modified RECISTY IZ#-3< ER T TOMLH
RHEIZ L D PFS BRE SN, AOMHMEZ BRI L Uiz 1| BOFMAEITAFHE S, 0S O REIT
B UOBMENTIZ., THEN 390 U459 D OS I8 54 XV M BB SN -BATERTHZ L L
&, PFS OEEMHTIL 490 D PFS 1T 54 XV FRBIBEINHATER T LS, L
a Uz s, Eekpanser g s - G

D B\ESREICOW T, EEXIRHRE & ERZT S ROEVEREE (EA) 2REERLLTRAET L ahi,

6
NIVO (IPI fFFEMEMRE B2 fE) _ /NEP3E& Tttt HFEREE



e sheZ d (T = . 7 oS ORI EES
sz e e snre, 2 [
B E 2, ARBRICBT D0 I XRREHTE T S Chemo BED 0OS FREDEEMEA 15
ARG 16 1 AICEE S, OS OHF RN R ORMARITIZ, ThEh 403 R 473 4D 0S I2B§ 5
ARV IBBEINZBRACTERT S L LI (RREMFEELRITSE 2R (201944 A 25 Bf
) ) o 2B, PRMITOERMICHE S F-EOBBRMEROHEIZIX, Lan-DeMets {EIZE-3< O’Brien-
Fleming B0 o R B AEAWS Z L & Shiz,

AT OWT, ERFMEE & Shic 0S ORI 20203 A 25 AT —Fh v b47) OfER
% O} Kaplan-Meier #i#iZ, ZHZNERI RO 1 OLEY THY, Chemo BEIZXI¥ 5 NIVO/IPI BEDOE
BESRIAES s,

£3 0s OFMMITAERE (TTHE. 202043 25 BF—F b v b A7)

NIVO/IPI #f Chemo #f
IE= 303 302
ARy (%) 200 (66.0) 219 (72.5)
rhdufil [95%CI] (A H) 18.07 [16.82,21.45] 14.09 [12.45,16.23]
N — FH [96.6%CI] ™1 0.74 [0.60,0.91]
p fE (Al *2 0.0020

*1: AR (ERRY, 3E BReAY) ROYER (BtE, &tk) ZBHIEF & L72@RI Cox lBiN— FEF AT L FH (95%CI
{3 [0.61,0.80] THh-otc) | *2: EHI log-rank &7E (Cox il — FEF N L REROBHIEF) . HEKE (FH) 0.0345

Y N 5 e it tT - B osms s 2 ([T
B OER R 2R BT A2 L2 B L L "

) —wﬁ%ﬁafxiﬁﬁ-%w%&wﬁwm
B G R Ut 2 T 5 2 & % B L -

7
NIVO (IPI {#£H _ | " [=R=Rl '- / ] '!'ig_'."ii':.-:i:.::.; T ._i': L=#



1.01
0.91
0.81
0.71
0.61
0.51
0.41
0.31
0.21

0.11 \

0.01

H R

Chemo #§

T T N ML S N SIS LI LS ML LS
0 3 6 9 12 15 18 21 24 27 30 33 36 39
No. at risk SEEARIT T COMM (B)

NIvorPI#303 273 251 226 200 173 143 124 101 65 30 11 2 0
Chemo #8302 268 233 190 162 136 113 95 62 38 20 11 1 0
E1 oSO MMITROKaplan-Meierfi#t (ITTHE, 20204382585 — % b v b A7)

EEMEIZOWT, RBRERGHIM S UIHRBRER 5K TH308 LLIAOFE LI, NIVO/IPIH T28/3004

(9.3%) . ChemoR¥T14/284%1 (4.9%) IZRDHHNT= (9B, BARANBEFIZEIT 5L IINIVO/IPIEE T3
| & O"Chemo#®¥2f) . HAEITIZL AL (NIVOIPIEF236, Chemo#f10f) %< BHFDERIL,
NIVO/IPIRE THIZEARSE, OFHRFEE, & Xk, BuifE & O E KIFIRAEGERES 16, Chemo®f TH HilSER
2. HEMEZ, SR RLRUNSCLCEIFITHo7-, AARAABEICBIT AT IRWVTR L EBET
Thole, ZD 55, ChemoFED BRI ER 215 XIBBREOFEMHIC L ST L Shiz, LM T,
NIVO/IPIH#E ThHtilk 2, R KR OB LA LE1FRTEREOFMHICLHEC L i,

7R #EIZBIT 2 EEOBK
7R1 FEFEHZHOWT

B, NIVOIPI 8 50O MER OLEMEIZOVWTIE, 743 RBOBRE L PO+ 558 L L,
AARANBE BT 2EMECOVTIE, TEHEREFRRICET2EANEZLFICONT] (FR 1949
A 28 BAHTEAFAERS 0928010 ) | [ EELFERBRICBETIEANE XS (BEHH) | (250
T) (FAk24 9 A 5 BT EEER) . TEEREFERROFEEOT ¥4 /(BT 2 —RANCE
BHA RTFA NTONWT] (EK304E6 A 12 AT EARER 061251 5) S2EE2, 743 RR%
CESEEROICRIT I H#H L Lz,

8
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TR.2 BRI OWT
X, LTIORTREOREER., (EFEREROLRWEIRTRERET - BROEMEMRE S B EBE 2%t
L T, NIVO/IPI # 5 DFZMEII RS & HE LT,

7R.2.1 MEEOREIZOWVWT

HEEEIT, B RBOXBEL L THLRA/PEM 2R ELZBHRICOWVWT, LT X5 ICHBA L TW
5,

743 RER O FHEBF AIZB1T D NCCN HA FTA4 > (v.2.2015) ZiZBWT, 43 ABOMREBE IR L
T, A&RA/PEM #50EWEZMENRRD b= EO#ME (J Clin Oncol 2003; 21: 2636-44) H(iZES
&, BE&RA|/PEM BRI TW=Z b, *REEL L THE&RA|/PEM #5258 E LT,

WiEIZ, FEEOBAE TAL,

7R.22 FREOTMEE K UFHERERIZ OV T
743 RBRIZBW T, FEFMIER & iz 0S 122\ T, Chemo #5425 NIVO/IPI BEDE B2
fEEhiz (7111 88)
Fio, T3 RBOBARAERIZIITH OS O PEEFENTRE R & O Kaplan-Meier #ifiX, Zh£hk 4 &k
VCHE2DEEBY ThoT,
£4 BARANEHICBT S 0S OF MR (TTHEE, 202043 25 BF—F Vv bA7)

NIVO/TPI #f Chemo #f
1= 23 37
Ay b (%) 19 (82.6) 30 (81.1)
thifif [95%CI] (H1A) 12.25 [10.74, 17.94] 11.96 [8.38,17.18]
NPF— FH [95%CT] * 0.92 [0.52, 1.63]
*: JEEHI Cox HLBINF— FEFT L
9
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No. at nisk
NIVO/IPI #% 23

Chemo #§ 37

3 6 9 12 15 18 21 24 27 30
BB T HO0HM (H)

21 19 18 13 9 7 7 7 6 4
33 28 22 18 16 12 9 7 7 5

E2 BARAKHICHITS 0S O MARHTR O Kaplan-Meier Bi#t
(TT 4. 2020438 25 BF—F Ay b 47)

BENZEELIARIL UTOLBY THD,
TROBHAFEEZER TS L. BAABELZE D, (LFREEROLRWVEIBRAERET - BROBEMEIE
o B i FB 2 L2 03 A NIVOAPIHR 5- O A IR S LIl L=,
s TBRBRICBWT, FEFMERB & &7z 08 [22W T, Chemo #£(ZX9 5 NIVO/IPI B D EMAEAS
rEhETZ &,
e 743 RBRIZBUI2AAANOBERIIRONTEY, YERARIIB TS5 ARANERAOKROARIZES
EHARANBEICBITS NIVOIPI #50OFMUELZFMT 5 Z LICHBRRAVBHDLEZDLOD, £
FEAORKE L HICR L 2HMIIRD ATV N &,

33 36
1 0
3 0

TR3 ELHIZHOVT (BAHFERIZHOVWTIE, 72 BERBIIBVWTEDONEFEESRE) 0FES

)

BT, UTISRT R ORR. YIFRAREREST - BROBMMBE S RERE (23 5 NIVO/IPL 5
FRCRICHERZET 28 EFERIT. ONIVO K UQIPI OBERGRDOZIHE « 2R3 2 KEBRFFITHEREN
VELHMINZZENENTROERTH Y . NIVOIPI B E5IZH > TR INODOFEEELOREBLZE
BETOLERHD LML,
@ ILD, freREREs, FORIRBEAESE . TERAMAERS . infusion reaction, SIMMEE, KB - /IMER -
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HEOTH, EEMHENE - LHR - BIUGRAE - HR, PRES, BEE. #R0LRE - 2
iE. BIBREE, K. 1 BERA. ERLmKES, OREE, BEZEROER ( [9F24 10 A 20
AffitEERESE 47V —RARFHE20mg, FRARFE 100mg, FARERE 120mg, FAHER
240 mg) H2M]) .

@ TH - KR - HILERIL. REREE. FFEE. TEEK - TEEEBEETE - FRIBEEETE -
BIRMEEr 2, RitE=a—a 35—, BEE, ILD. HE. LHK KV infusionreaction ( 4550 2
10 A 20 BT HEEREE Y —FRA AFHTKSomg £28) |

F7-, HEIX, NIVOIPIL R 5IZHT- > TE, LROFEFRORBUCERTRETH D, BALFE
BT - BREFOEMICL - T, AFFROBE, BEORERICICESBERZEEL
TERIZEOEE, NIVO RO IPI OREZOHEY e iEnii 2 s O ThhE, YIBRTERET - BR
D FEME I R AR 128\ ) Th NIVO/IPL & 513 A A w6 & ik L 7=,

7R31 Z2HDOTu T 7 A NMIZHONT

HEEE L, 7B RRIIBVWTRD bW Z2EFREEIC, NIVOIPLREOZLE T 1 7 7 A Mo
WT, UTOXSICHBALTWS,

THBRBRICBTHIELEMOBMEIT, R5DLBY ThoTe,

#£5 HLEOHE (743 BB

BlE (%)
NIVO/IPI # Chemo #f
300 {1 284 f

2HEES 299 (99.7) 277 (97.5)
Grade 3 LA L DEEESH 184 (61.3) 131 (46.1)
HCILE-AEES 34 (11.3) 16 (5.6)
BELAEEES 164 (54.7) 72 (25.4)
BEDIICE-T-HEESR 88 (20.3) 58 (20.4)
HREIZE-HFEES 156 (520) 90 (31.7)
BRICE-T-FEES 50 (17.6)

—RERELL, *: ERERSHHTRECERSHKRT 70 30 AUNICEZRUIMELFR

743 BRIV VT, Chemo F & L L T NIVO/IPI B TREBEN 10%LL E@d - 722 Grade DEEFS
%, F# (NIVO/IPI & 94 1] (31.3%) , Chemo & 32 fi] (11.3%) , LT, FRE) . PRk EIEE (78 51 (26.0%) |
41 7] (14.4%) ) . %Wk (65 B (21.7%) . 226 (7.7%) ) . & 2 EE (62 il (20.7%) | 4 4] (1.4%) ) .
2 (60 B (20.0%) | 21 B (7.4%) ) . FEEL (55 f7] (18.3%) . 13 f5] (4.6%) ) . BIEH (40 B (13.3%) .
361 (1.1%) ) BROHIRIRSEEEK TAE G8 #1 (12.7%) . 361 (1.1%) ) Thotz, RERIC, FBHEN 2%
U E@dr o7z Grade3 L EOFEFFRIT, BHEHFAEWET 2861 (93%) . 1341 (4.6%) ) . V~—F
B (16 B (53%) . 18] (04%) ) . TH (1261 (4.0%) . 28] (0.7%) ) . 7IZ7—E#EmM (9 #

(3.0%) . 161 (04%) ) ROCALT 8800 (641 (2.0%) . 0f]) THotz, FEEIZ, BERRN 2% L&
MoOTRHEILE-T-AEERIT, BUHEFAYET Q5H 83%) . 1261 (42%) ) Thotz, RERIZ,
RHEN 2%, L@ BEERAEEFFRIT, BEFHAYET G261 (10.7%) | 13 ] (4.6%) ) . FEE

(13 45 (4.3%) . 24 (0.7%) ) . KBBZ% (9 (3.0%) . 0f) . Mk (9 (3.0%) . 2% (0.7%) ) .
fiifigz (761 (23%) . 061 ROEANCHEIBIE (TH] (23%) . 06]) Thotz, FERIC, FEHRER
2% E@D o e IBBREOREPILICEST-AEFEERIL, TH (76 (23%) . 06)) Tholz, FERIZ,
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REBLED 2%LL L@ o TLIEREOREICEST-AEFEFRIT, TH Q1A (7.0%) | 28] (0.7%) ) . ¥
B (146 47%) . 06 . FEH Q26 (4.0%) . 46 (14%) ) . HilgkE (12 F (4.0%) . 0Fl) .
M7 V7 F=8m (10 Fl (3.3%) . 0Bl) | PRIREEE (9F (3.0%) . 261 (0.7%) ) . BHEiE 8
Bl (2.7%) . 0Fl) . TIZ7—EHmM (7H (23%) . 0B . ALT M (641 (2.0%) . 0F)) . R
RS REIE THE (6 1l (2.0%) . 0 6i) RUFEZ (661 (2.0%) . 04l) Thotz, RERIZ, FBLERD 2%LL
ERPo BB EOBEICEST-AEFRIIFBO LN,

F7o. BEEEIL, 743 RBR L IRIGYIBRT BN RAERE Z R L Ui SR (067 38) |
RIGUIBRRREZ RCC BEZ 3R E L-EHEREFB MR (214 RER) KRUUIBRFERET - BRO
NSCLC BE %25 L L-ERERFEMHERAR (227 RBR) & OB TO NIVOIPL #5DLELMETn 7 7
ANVDERIIOWT, UTOXSIZHHALTND,

743 RERD NIVO/IPI BH#IZBWTRD b HEFFRIZOWVT, 067 R, 214 RBR O 227 RBRO
NIVO/IPI BEZ BT 2 HBRDL L B L7-fE R, R6 D LBV ThoT,

#6 BHEMBEGREE, BitREGHE,. RCC RUINSCLC BE 0RO BE!
(743 BBk, 067 B, 214 RERE UF 227 BB D NIVO/1PI )

FilE (%)
Ef R ERE  ENRAESET RCC BA#F" NSCLC B&™
(743 #5) (067 FAER) (214 HE&) (227 #5)
300 {3 313 fl 547 576 fl
LHEFS 299 (99.7) 312 (99.7) 544 (99.5) 568 (98.6)
Grade 3 Ll FDHEEFH 184 (61.3) 241 (77.0) 374 (68.4) 396 (68.8)
RCICE-AEES 34 (11.3) 25 (8.0) 25 (4.6) 91 (15.8)
HELREESER 164 (54.7) 223 (71.2) 305 (55.8) 355 (61.6)
BERILICEST-AEES 88 (29.3) 147 (47.0) 168 (30.7) 190 (33.0)
HREICES - HFERES 156 (52.0) 182 (58.1) 293 (53.6) 305 (53.0)

1 RBRERSHRPRUERELETHD 30 BUNICRBAIHEEL-FS, *2: NIVO 1 mgkg & ' IPI 3 mgkg % Q3W

T4 EFRAEES L7, NIVO 3 mgkg & Q2W TEIRNIRE, *3 : NIVO 3 mg/kg U IPI 1 mg/kg % Q3W T 4 [EIFFIR

P#E L=, NIVO 3 mg/kg # Q2W TEIRINIRE, *4 : NIVO 3 mg/kg % Q2W BN IPI 1 mgkg & Q6W TEHIRAR 5
(LA - AR TRESRZS—F 1a BTV 1b DEED)

067 B, 2URB RV 227 RBOVWTI L B LT 743 B CTRILEN 10%LL @& H> > 724 Grade
DEEES, TOICEBEENI%UEE -7 Grade3 UL ELOFEES, BT ICE-T-FEFEESR, EER
BEFR, BBREOREPLECETFAEFRRUREICETAFFRIIBD ORI o7,

F72, 067 B, 214 RBR KL 227 ABR O NIVO/IPI # T3z H b1, 743 3B NIVO/IPI # THi /-
RO LI, NPOEBER 2% EThHoTmAEFEFRIIBO N o T,

PlEX v, BrERREG R E L BERGROEE - R & O T NIVO/IPL £ 5 DOREMICERITRVEE X
B

BWHENLEBEL-NBIX. LT THD,

TROREZEET S &, BERBEPEEBREIZ L TNIVOIPL 57 5B, F-icERTR&EEL
P EOBERIIFEOONTELT, 5 EMEBAFREC TS EHE - BREFOEMICL >~ THEE
SOBE, BEOHRERIGIZL DBERZEE LI-ERRZECEHE, NIVO KU IPI ORI 0@ d) 225t
SRR ENSDOTHIIE, BHEMREDEEREICH VTS NIVOIPL #5132 FEE &l L7z,
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o 743 RRIZBWT, BEOCRERGICEIBIEALEA LN AECHABEOLNTNDEHDOD,
Chemo B & H# LT NIVO/IPI BETHEBERNVE N> EEFERDL < 1Z NIVO i IPI OBEsOHF
EFERTHoT=T L,

o BEEAROZIEE - IR L HE L T, BHREPEERE CTRAESHLMCEWEFERIIFED LN
7, NIVO XU IPI DRFEZIZ L Y HAREETH 7= 2 &,

7.R3.2 R2HOENAEIZHONT
HEEE 12, NIVO/IPL # 5D LMD EMNSEICOWT, 743 RER O NIVO/IPI BEORE 2 2z, LLTFD
LOICHAL TS,
743 REBR D NIVO/IPL BB 1T 5 HAANBERCABABREOREMHOBBEIIR T D LB Tholz,
£ 7 ZEEOHE" (743 BB D NIVO/IPI £)

FlE (%)
HARNBE NENBE
23 fil 277 #
LHEEES 23 (100) 276 (99.4)
Grade 3 LI FOHEESH 15 (65.2) 169 (61.0)
HCIZE-TAEES 3 (13.0) 31 (11.2)
EELAESES 17 (73.9) 147 (53.1)
BERILICEST-AEESR 10 (43.5) 78 (28.2)
HREIZCEST-HEES 13 (56.5) 143 (51.6)

L RBREREHRTRURER TH0 30 HUNIZEAXIEEL-FH

SAENBRE L B L CHARANBE CTREEN 10%LL E@EH - 7-2 Grade DFEFESRIT, AREKEE (A
ANEE 116 (478%) . SEABRE 60 (21.7%) . LT, FIE) . %2 (104#] (43.5%) . 50 #i
(18.1%) ) . ZE (10 il (43.5%) | 456 (16.2%) ) ., AFEEsERE (9l (39.1%) . 24 (0.7%) ) .
Bl 84 (34.8%) . 6561 (23.5%) ) . BHEFEMET SH (21.7%) | 276 (9.7%) ) . TEMAHE
RRIETE (5# (21.7%) . 16 (04%) ) . EMEERKE (461 (17.4%) . 156 (54%) ) . mfLE (4 #
(17.4%) | 106 (3.6%) ) . BREARZ 4 # (17.4%) . 9B (3.2%) ) . &AL Y 7 AMfE (3 6 (13.0%) .
786 (2.5%) ) . f/hREGRA (G F (13.0%) | 16 (0.4%) ) ROHE (G #l (13.0%) | 141 (0.4%) )
ThoT-, FHEIC, BEED %L L@ -7 Grade3 UL EOFEESIT, FHERE 6 (21.7%) .
of) . A (G (13.0%) . 56 (1.8%) ) . TEFEEETE GH (13.0%) . 06) . 7IF7—
M QHl (8.7%) . 76 (25%) ) RUEME 261 (8.7%) . 46l (14%) ) Thotz, RERIT3HE
BEPN 3% E@mP SR CICET-AEFEEFRIL, BHEHEYET GHl (13.0%) . 226] (7.9%) ) T
bolc, FRRIC, BEREN SBULEI-T-EERAEESERIL, BEHEWET 6 21.7%) . 27§
9.7%) ) . AFHERERE (S#1 (21.7%) . 0%l . TEAEKEIETE GF (174%) . 0f) . KIBX
Q#H (8.7%) . 7H (25%) ) RUME Q#H (8.7%) . 0fl) Thot-, R, FHEN 5% E
PO T IRREOREPILICEST-HFEERIL, FFERERE 6 (174%) . 06)) Thol, FERIZ,
RBEDN 5%LL E@mP o T IEREOREICET-AEFRIL. FFRERE (4 6] (17.4%) . 1 6] (0.4%) ) .
TEFEEETIE 44 (174%) . 06]) , FEE Gl (13.0%) | 11 #] (4.0%) ) | Fifgxk (2 F (8.7%) .

1061 (3.6%) ) RO7TIZ7—E#M QHl (8.7%) . 541 (1.8%) ) THhol,
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BENBELI-ARTIE, UTOLBY THS,

743 RBRIZBW TR SN BERAOBEEIIR O TE Y, BEMEOENSZEIT OV TRUE 2
THZLICIHRARHDHDOD, TROKEFELEET DL, NIVO R IPI ORFEFEDOEE 2251 &
v, BAANBREICEWT NIVO/IPL # 5|3 B4 TTHE &Il L7-,

o HNEABELHELTHAANBRE CTERENEI -7 Grade 3 U LOFEFRERRDOOLNZHD
D, NIVO I IPLIZBWTBEMDOBEFEER ThoTZ &,

o HAEABELUB L TAAANBE CRELICEAFEFROEHARNHASLNCHWVEMITED LN
otz &,

TRA4 ERREINLEN TR USIRE - ZhRITONT

A—LEHFEILFR D NIVO O BHEREE - ZIRICOWTIE, BEARODE - R TH D [DBALERER
[T L7 UIBR T RE 01T - BROBMHEMEREIE] % [URFERET - BROBMEMREREE] <
EETHILEENTWE, IPLOHEREE - ZIRICOVWTIE, THIRFRERET - BROEMMES &
fE] LRREINTWE, £, A—EHFEICHRSD NIVO KU IPL O%RE - ZIRICEET 2 EBOHEICO
WTIE, A—EHFERIUTOLICRES N,

<ZhEE - HRICEHET IEE >
NIVO :
o NIVODOFiTOMBIFIEIZEBIT 2 B ER ORI L TR0,

IPT :
o IPIOFOMBIIIEICB T 2EIER CLEL2MEITHESL L TV W,

Wi, [TR2 AHEICIHONT) BV [TR3 ZE2HiIZo0\WT) O, WNZLL FOEIZ R T
DORER. 2 - D RICBHETIEEOEZ LEO LB VR L2 LT, NIVORVIPIOZIEE - 3 E % H
BV [UBRARERET - BROEMMEPRIE] RETHIZENBEITHS LHEr L,

7.R.4.1 NIVO/IPI B E DRI EM TR OHEBEIZONT
ERS OB A K7 A v RUBRKIEREFEORKRALREREFICL T 5, (LFHREREO R W EM G
FREIC*4 % NIVO/IPL R E IR DZATIILUTDOLBY ThoTz,
<BRHAFTA >
* NCCN #HA R4 (EBHEMBEEPREZE) (v.1.2021) :
{EZEFRIERE O 72 W BRI R R E 25 2 16D —o & LT, NIVO/IPL & 5. 13#E s h
%o

B, NIVO B 52545 IPI OFFRBEICOWVWTHAZRYD, BFEFIEILTOIL I ICEZEL
15
TROKEEZEETDH L, NIVO BMEEIZXHT 3 IPLOFAERIIR DA TS EEZ D,
s (bFEREEBRODLHUIRFELRET - BREOEEMERRERE X412, NIVOEME SR
NIVO/IPIH 5O F MR R 22 Bitd 5 Z L 2 B9 L L-iBAE DR (MAPS2RE) 28
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VT, NIVOHUMEE & UNNIVO/IPIBEDOS (FFRAH) 1T, ZNENI11IKR TS9N A TH-o7=Z & (Lancet
Oncol 2019: 20: 239-53) .
s (LEMEEROLLUBRARELET - BROBMHMWEPEEBREZ R L L-EAEIHERAR
(MERITRRER) (2331 T, NIVOHRLI# 5 (Dmodified RECISTY (233 < i sfliEIC X 5 FERHEIT29%
Td Y (ClinCancer Res2019:25:5485-92) | [RIEROBE Zxfg & L= IHREBR (INITIATER
B&) 128\ T, NIVO/IPIHE 5 Dmodified RECISTY (23 < FRHEEIZ L A2FEHRII% TH 7= 2
& (Lancet Respir Med 2019: 7: 260-70) .

BEHEIX, (LR O 22\ BIBR T HE 72 1T - R O BB BB 12 331F 5 NIVO/IPI ## 5- 0 EgER
FINLESH T R OBEE - IRICOVWTHBAZ RS, FHEEIIUTOL I ICEE L,

TASRBROFE R (LFERIERE O 72 W IR EE 72 ST « 5 O BRI BB (2%~ HNIVO/IPIR &-
OEEFRME RIS REREZZ L6 (TR2EVIRIZBH) | NIVO/IPHR & (X 5% B (254 S ERENE
mDO—2L LTHBEMTONDEBZZS,

7, TA3RBROITTERIC I8 ST (LR, FE ERY) BIDOSDFE F B UKaplan-Meier i1,
FhENRSRVEBOLEBY THY (2020F3A25A T —# v bA7) | WThOFMEEE TH Chemoiif
& Ll U ONIVO/IPIBEIZ IV T L MM T 2 BmIERD b o 7= Z L &S, @RI 0 b
53 NIVOMPHR G OFMERMIFTEZHLEEZ 5,

#£38 AMBAIOO0S OPMMEITRER (ITTHE, 20204325 BF—F by A7)

=2 JE FER
NIVO/IPI B Chemo ¥ NIVO/IPI B Chemo B
il 236 235 67 67
A~ M (%) 157 (66.5) 164 (69.8) 43 (64.2) 55 (82.1)
thafl [95%CI] (A H) 1873 [17.05,21.72] 1623 [14.09,19.15]  16.89 [11.83.25.20] 8.80 [7.62,11.76]
»H— K [95%CT] * 0.85 [0.68. 1.06] 0.46 [0.31.0.70]

* . JERA Cox LN — FEFT L

oRg,
T
0.9 _\1—\
os NIVO/PI B
o Wy A
% & 0.6 -.". L—';
4 it 0.5 _l—_
i : S
0.4 s
N .‘I.-l" —\_...\_L'ﬂ
0.2 '"“-.__
0.1 ll-“-- ------------------
0.0L, T T T T T T T T —— T 0.0 Chemo 1
o 3 & - 12 15 a8 21 24 27 30 3 £l an 2 3 [ 9 1z |': ,;7 1‘; g: gly 30 33 38 39
No. at nsk EEARFTHLEOMM (A) No. at nsk EEABMTHEOMME ()
NIVO/IPIBf 236 213 157 177 159 140 113 88 79 48 22 6 2 0 NIVOAPIBE 67 60 54 4¢ 41 33 3 26 2 17 8 5 0 0
Chemo 8% 235 212 19 152 142 120 100 8 57 3 18 & 1 0 ChemoB¥ 57 56 a4 20 20 16 10 9 5 2 2 2 o0 o0

3 @O 0S @ Kaplan-Meier gh#t (ITT MM, 202043 A 25 BF—# v b3F7)
(X : EEE, AR : ¥ EER)

7238, NIVO/IPI ¥t 5 O R O fBLERE & L TOEIER OZEM e U - BB R
FHELNATWARWVWZ b, TRTR IR EERE L LTO NIVOIPL #53HR I 2 VWE2E
BRI A5Z L@ EERD,
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UUEX Y, %heE - W RICBEEST 2 EBOE CEHTOMEBRIEICE T 2 590 R OEL2MIImMSL LTy
RWEEREFEEWRE L= LT, NIVO RUIPI OZhEE - 2R % UIRTEeRET - BRE OB R E)
ERETHZENEYTHD LHBT LT,

BT, REEEORALTAL,

7.R.4.2 PD-L1 ZEEREHI D NIVO/IPI B EDFE MR VRN IR EHRIZOWVT

HiEIX, NIVOA b FPD-1ZHT A HBREEZTHH Z &M b, PD-10 Y H 2 K THHPD-LIOFEEIR
WYBIONIVOIPHE 5 DA R L2, TRCERERRIZOVWTRHAZRD, BHFEHFEFLUTOLS
IZEE LT,

743 3BA TiX, DAKO #:® [PD-L1IHC 28-8 pharmDx | % AV T PD-L1 OFRHRRMSEE S 41, PD-L1
DFEFRR (Fy A7 : 1 T 50%) B NIVO/IPIL #50QEMER QELEIZFhEFNTRED
EBY ThoTY,

O BBHE
743 RERO ITT £H (21T 5 PD-L1 BBRK (B v bATfE 1 i 50%) BD OS DOif K& U Kaplan-
Meier fi#RiX, FNENRIRVKA4DLEBY ThHholz 20203 H25 BT —F Wy bA7) .
WEThoXy A Z7{E TS PD-L1 BHEER R OeEER & ©iZ, Chemo B & H#k L T NIVO/IPI B
BOWTHLMNZEHET 2EMIETEED DhiehrofzZ £ %, 5, PD-L1 ORBIRILITH D 5§ NIVO/IPI
BREDOHEEIEFTEZLHLEZS,

4 [EEAEERIC B S PD-L1 2% L EEMAES 5D 584,
5 NIVO/IPI £ 303 ffl, Chemo Bf 302 Fliz2>W TR AT, 5 B, NIVO/IPI # 289 |, Chemo £ 297 il TE &R 221
ERFRETH -0,
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#9 PD-L1 BHRMFID 0S OPMAHTRER (TTHRE. 20204E3 25 BF—Fhy b3 7)

thdufif [95%CI] A - A
PD-L1 % BEH k= (#8) [95%CT] RZEER® p ™
NIVO/IPI 57 17.3 [10.1,24.3]
<19 i 62, 1.
i Chemo 78 16.5 [13.4,205] 094 [0.62, 1.40] 68t
NIVO/IPI 232 180 [16.8,21.5] '
=19 ? i .55, 0.
=1% Chemo 219 133 [11.6,154] 0.69 [0.55,0.87]
NIVO/IPI 229 179 [16.3,208
<50% [163,20.8] 0.82 [0.66, 1.02]
Chemo 252 15.1 [13.4,17.9] 0.0240
NIVO/IPI 60 20.7 [13.0,29.7] ’
= ’ . .30, 0.
=0 Chemo 45 94 [6.2,13.0] 049 [0.30,0.78]

*1: BERLHETR L LZFEBR Cox HFINY— FEF N, *2: Q5. OPD-L1 EREERKRVOEEH L PD-L1 R
MEDEEEAZ®HER L LZFERBY Cox HfiN¥—FEFT L

1.0-\ 1.0 -—\:1; .,
09- 0.9 -
= %, NIVO/IPI o \L“; k
07 Y \\ 0.7 Wy NIVO/TPI
%D.ﬁ "‘._ \ 4 0.6 3 1_-. /
# b “‘ . \ % 0.5 ‘ﬁ—"}‘._—\“
% o4 e 0.4 R
s i = :—H]
0.3 e S L
- eh 0.3 1 l_..-..]
02 ll - \_ - -
e 0.2 i e
bl Chemo . 0.1 Chemo B
o0 o - ey . 0.0
el ) 6 ’ b 13 b 1 4 i b » % 39 : 3 I9 ‘IIZ !‘b 18 ZIT ?.ll 2.! 3‘0 .t..l y I
No. at risk S{EHEHTALOME (1) No.strisk = EEABTHLOME (B) w -
NIVOIPIBY 232 207 194 177 157 135 108 93 76 5 M @ F] ° NIVO/PIEE s7 53 a6 38 33 20 26 22 18 12 6 2 a 5
Chemoff 219 188 162 131 111 92 78 56 44 24 9 6 1 Ct Mo 75 & 8 48 4 3 @ 1 OB W 8 o )
1.0"\‘ 1.04 -
0.9 r:_l-—-‘ o9 ‘\\"’"\\
os| L k‘\\—._‘ NIVO/IPI it 08 \\
0.7 gy 07 e
4 06 N ‘LH‘-‘ 4 08 p: A NIVO/TIPI i
L o 0.5 0 l\ = i 05s ‘.
g . ‘ ! _‘-ut‘-_ g : N\“bg‘
0.4 A 0.4 Sy
03 R L 03 g, !
- - -
0.2 ! 0.2 \“g._‘_{l
N ey
0.1 \ 0.1
Chemo B Chemo Bt
Dlol T T T T T T T Y T T T T a0 T T T T T L T L] T T T T T
p 1 3 € s 12 15 1@ 2 4 27 30 33 3/ 39 0 3 L] 9 12 5 18 n FL 27 3o 33 £ 9
No. at risk EEXBHTHOME (7) skt BB 2 50MME (7)
NIVOIPIBE 60 54 Si. &1 e« 33 28 2 235 18 10 § 0 0 NIVOIPIEE 229 206 189 168 150 131 106 B8 69 44 20 6 2 0
ChemoBf 5 34 22 2 % 1@ 1 10 & S 3 1 0 o Chemo Bf 252 229 200 164 143 119 100 83 S3 32 16 10 1 0
E4 PD-L1E3RHBIO OS @ Kaplan-Meier BhfR (ITT MREH, 20208£3 8 25 AF—F Vv A7)
(ZER : 1%L E, HEE : 1%FKM,. ZTH : 50% E, FTE : 50%3kH)
@ =&etE:

743 RBRIZH 1T 5 PD-L1 RBRAMNOLZLUORERIL. R10D LBV Thot,

PD-L1 REKHB D NIVO/IPI B E5DELEIZHONT, BEEMBBRONTWA-DEROMRICIRER
RHHLDOD, &Hy A 7HIZEBT % PD-L1 R & EYERR & O T NIVO/IPL # 5 D2
AR EZREIBOONEPo=Z &6, PD-L1 ORBERRICH DL NIVOIPI #EIXBETRET
HDHLEZD,
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# 10 PD L1 BEEMHOLELEDOEE (743 RR)

¥ (%)

PD-L1 ¥ <1% =1%
LHESS 57/57 (100) 228/229 (99.6)
Grade 3 LI FOHEESH 37/57 (64.9) 137/229 (59.8)
HEELRAESS 29/57 (50.9) 127/229 (55.5)

PD-L1 R <50% =50%
2HEFS 226/227 (99.6) 59/59 (100)
Grade 3 LI LD EEFS 134/227 (59.0) 40/59 (67.8)
EELAESR 118/227 (52.0) 38/59 (64.4)

FRRORUVO@OOREHFE RN, (LEREREO RWVEIRTEZRET - BROBESMEFEEREICB W
T, PD-L1 OFBRIRIZH Db 5T NIVOIPL BHENRHEEEINS LEZ S,

BENBELIZARTIL, LTOLBY THD,
FROHEFEEOHEAEZTA L, 2B, NIVOIPI #502EFRIR I+ 2F®Ic>\ T, PD-
L1 UADORTFHED T S FRIE L, F-2ERRBONEHE I, ERFBICEYICHERR
s rNERD D LT LT,

7RSS HiE - ARV T
A—EHFIZFRD NIVO RO IPL 0 fiE - AEROHE - ABICEET 2EEDEILZ. TN TE
DI HITHEREEZIN TV,

Ak - A& A - ARicEET AEE
BE, RAIZIZNIVO & LT, 15 240 mg % 2 HEERH
FR3ZiE 1 [a] 480 mg % 4 BRI CHEFET 5. NIVO B 50— RIGEIZE T 28R UL
NIVO |IPI & P35I, @%. BRAIZIZINIVO &£ LT, 2MEIIFES LTV AR,
1[8] 240 mg % 2 BREIF L 1 [E] 360mg % 3 BRI |+ NIVO X, 30 5L EM TAMEET L L.
TriEfsES 5.
NIVO & DOffFRIZEB T, #BF,. AR IPI LTI
Bl 1 mgkg ((K&E) % 6 BEBRTAFERET D,

RIERZEBEEOEREE - FIEORZEITONT

il IPI i, 30 97 CAMERET S - L,

gL, [TR2 A&EIZHOWT] B [TR3 ZEL2EITHoW\W T O, WIZLL T OEITR TR
DOFER, NIVO R O'IPI O - BEICEAETAEEDEIZBW TR, TRAENLUTO LBV EEBRIE L
7o BT, NIVWORU'IPIOfE: - HBZHFBFLEBVRET LI ENEYNITHS LB LT,

<R - AECEETEERE>

NIVO :

o (bLEFEFRERIGHEBE IR 5 NIVO B 5 0OF MR LM ITHENL L T2,
* NIVOIZ, 30 3L I THRE#ET S 2L BERBONELFE).,

IPT :
o EIERREBFEOKRE - FIEOBRIZONT
o IPLiX, 30 i CARETSZ L,
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7.R.5.1 NIVO XX IPI D - AEZIZOWT

HEEE X, (EFRERORWEIBRTREEST - BROEEMESRERE I 20EHE - RO
RERIIZHONWT, LTO X IZHAL TS,

743 BB TIL, MEHAE [HHEER 012 RBR) OfFR ([FM2410 A 20 BT EEREE 47V —
R ATERTE 20 mg, [FAFEFRE 100 mg, FAHERE 120 mg, FAMERRE 240 mg) 2R) ZicE ST,
NIVO/IPI # 5 D ¥ - AEIZ oW\ T, NIVO 3 mgkg # Q2W KM IPI 1 mg/kg # Q6W T#ARMNZET 5
ZEERELE, 743 RBORER, (LFRERO L WEIBRTRRERET - BROEM S R ERE IO
+ % NIVO/IPL # 5 OBEKRHA BENRENZ (TR2KECTRIZBM) Z 22z T, NIVO DA% - A
BiZHoVWTiE, TRROAELER L, 743 AR CRE I 3 mgkg Q2W » 5 BEEHAED 240 mg Q2W
Xix360mg BW IZEETHZ LIXAEEE B X 5,

*  PPKRTOFRER (6.1.1 M) 2EET 5L, 3mgkg QW 75 240 mg QQW X i 360 mg Q3W (2%
B4HZLicky, AENEETIAEHIMENEEZSZ L,

o 743 RERWNC NSCLC BEZRR L L= 227 RBR VN ILA RBOT —#9 |[ZHE-3&, NIVO DB
BEL Grade 2 L EOREHAEREERORAEEL OELZ R L-ER, BrEMES R EEEIC
*t9% NIVO 3 mg/kg Q2W, 240 mg Q2W X | 360 mg Q3W & IPI 1 mgkg Q6W & D& 5z E
7% EROFEFERORBRIIFARE FRISh=Z &,

2B, 1B RRCB I EEEEREFO PIOHAERGEEIC W T, AR LFAFEONEIRE
Eh, M3 RBROMBEEFICHT A NIVOIPL EEOBEEAFERENREN-Z D, A—LHEICE
WTHIE - BBICBEETHEEOIED IPL R 5B 2% - FIEOBRIZOWTIIEE LRV,

BT, FEEOBRETAL,

7R.6 BUERFER OBRNERIZONT
HEEE I, EMERESEECHR D NIVO RO IPI ORIERFEFAEOFHEIZOVWT, UTOX S ITH
BHLTW5,
TROREN DL, NIVOAPL #5122\ T, BRFE CIIAR—EHFEICHS Fi-2ReE LoBRaidn
LEZS,
o 743 RBRITEIT B NIVO/MPI 5 DZEMETa 7 7 4 L & BEERORIEE - I RIZE T 5 NIVO/IPI
BEROLZEET a7 7 A VICHABLREZRIRVBO R P72 L (TR31BH) ,
s TBHRBIIBVWTHARABFIIHAORZEE LOBRSIIRBD Lo/ L (TR328R) .

FFIZNIVO iI22oW T, ERICMATTREORFLEET 5L, A EHRFOARDEREDLICHE
IRFEEEAEL ERT S LEITRVWEEZ, BEORTEEERFEDICL VW E2EFRENET 5.
o EMHEPEE, NSCLC BEZSZ2HE L L NIVO B s, TONCEHRGAER P RCC BE %
xt5 & L7z NIVO/IPI # 5 ORERFEEHRE" BSERIN THY . BARABEIIRT 5 NIVO & 55

6 743 3B& 579 ], 227 3B 1,526 il L U OLA B 697 DT —Z ZHWT, BERISEFABEEINTE,

7 NIVO By 50 BERF S HEITOEME2EE, @NSCLC, @RCC, @FUF Y v E, GFEGENE. OFERV
DOEM:REG EERE, NIVO/IPI #E5OREERTHFEICOEMEAEREUVORCC BEEZHE L LTERESLTY
%, 2020 5 7 A REAIC BT 2 BEHEIT, ThEhO3,585 fil, @22,081 fil, @3.462 fil, @328 ], B5,944 ff, ©654
B, @os B, ®180 FIR V@162 FITH 5,
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DREMFERII—ERENESNITNDZ &,
o HEAE TCICUEAETICBVWTRESNEARAANBEOREMERI LI, F-L2t LoBs
R b TWinwkEZEZA3Z L,

— 7. PLIZOWTIE, BARADOEMEMESRERE X L TRE LEBROR2EFRIIB O TVS
TLERERTHL, MERTFROFEREERTICBTILLMHEZRMT S Z L2 BN L L RIERTE
BREZTOZILE L, TROZLMEBRHNFE, AETEEABRUBENM TERT 5,

* AMREOREMRHFEIC OV T, BEAROEBHRAERER O RCC BE L BN+ BER
#HL OB T, NIVOIPL B EDEREM T 0 7 7 A MIHRERERIIBO bhhno22 L (TR31 3
) S2E8 L, BEERPORERFEHECSTALLERNEETH S KBEL - TH « Hik
BERLROTFEEEZRE L.

o FAETEEFEICOVT, 743 REED NIVO/IPI BT 2 KIB% - TH - LEZRILROFEEO
REBERMEZE L., 60 fi L RE LT,

o HBEHMICOWVWT, 73 REBIZBVWTRDOLNEAFEOLEMHRMNEEL L TRETIERIT
NIVO/IPL # 5 OBtE» Lt 6 7 ALNIZRD 6N TS Z L #E[E L NIVO/IPL #5-Bitatk 6 7
AR LBRELE,

BENBELIEATIL, UTOLBYTHD,
ONIVO K UQIPI £k 5 WIS ARFEHFEDOFHENZOVT, TNENTRO L 5 ITHEF L7z,

@ (7R3 ZR2MHITHOWT DEIZEIT 2REO/R,. RUBEARORE - 1R ExR L L-RER
RERESEBINTEY ., BAABEFICBIT S NIVO HERFORL2MEFERII—EREEEINT
WAHZLELEEL, AT, NERTEREZARBSHREDICERT 2 LEMITELS, &5
DELMEREEIC LV ZRMEFRENETHZ L TELI AR,

® HARANOEMREFEESREIC IPL 285 LEBOR2MERIIBONATHWEZLEBETH L,
LEERENET 2 LEZAML LI-RERTEERAELZERL, BONLZ2MEOREFREE
RERGCERRET 2 LA TH S, AEHEIOVWTL, FEEPRTTIABTELX X
780,

72 BERRBICIBWVWTROD O -FEESRYS
REHFMOT-DREINTEZEEHI BT 2BERRABRKED > b, HTIZOoWTIE 7.1 FHEEEHN ©
HIZGEE LR, BELAOELREEERIIUTOLEEY THoT,

7.2.1 EBREFFMAARE (743 RER)

B EESILX NIVO/IPI # T 299/300 i (99.7%) ., Chemo #£ T 277/284 ] (97.5%) (238 b, JRERIEK
EORRBEFRABTETE2WVWEEFEFESIT NIVO/IPI BT 240/300 il (80.0%) . Chemo BT 233/284 fil
(82.0%) IZ@BO BNz, WTHDOOBETEEAERN 10%UL LOFFERIIRIIDOLBY Thol,
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F 11 WThhoREHRETHEERER 10% LOFEESR

BilE (%)
SO}ST NIVO/IPI B Chemo #¥
(MedDRA ver.22.1) 300 il 284 i
4 Grade Grade 3 L |- 4 Grade Grade 3 L1 |

EHESZS 299 (99.7) 184 (61.3) 277 (97.5) 131 (46.1)
— % - 2HEERUE S HAAORIE

HEH 86 (28.7) 9 (3.0) 77 27.1) 5 (1.8)
R 55 (18.3) 4 (1.3) 13 (4.6) 2 (0.7)
= 1E 49 (16.3) 4 (1.3) 57 (20.1) 12 (4.2)
FRAEPEEE 45 (15.0) 0 18 (6.3) 0

FE LB R 40 (13.3) 5 (1.7) 14 (4.9) 1 (0.4)
HBEE

T 94 (31.3) 12 (4.0) 32 (11.3) 2 (0.7)
Ei 73 (24.3) 2 (0.7) 123 (43.3) 7 (2:5)
B 56 (18.7) 1 (0.3) 84 (29.6) 2 (0.7)
jg i 43 (14.3) 0 52 (18.3) 6 (2.1)
iR 31 (10.3) 2 (0.7) 12 (42) 2 (0.7)
FER SR, HIER R O REE

Ve f R 78 (26.0) 7 (2.3) 41 (14.4) 9 (32)

73774 65 (21.7) 2 (0.7) 22 (7.7) 0
B R OH TS

F O PEIE 62 (20.7) 3 (1.0) 4 (1.4) 0
®Z 60 (20.0) 3 (1.0) 21 (7.4) 0
KM EUEEEE

BAEGR 71 (23.7) 3 (1.0) 72 (25.4) 4 (1.4)
AR EESHRES

BE EnfE 40 (13.3) 3 (1.0) 3 (1.1) 0
Mgk v RESE

=il 43 (14.3) 8 (2.7) 119 (41.9) 39 (13.7)

U P ERDRE 5 (1.7) 3 (1.0) 79 (27.8) 45 (15.8)

[/ A iE 3 (1.0) 2 (0.7) 31 (10.9) 11 (3.9)
oIS

R R RE (R T 1 38 (12.7) 0 3 (1.1) 0
B, BEHRUSEMAHOHED (BREURY —T2E5T)

EMEF A ET 32 (10.7) 28 (9.3) 14 (4.9) 13 (4.6)

EELAFERIT, NIVO/IPI BT 164/300 i (54.7%) . Chemo BT 72/284 il (25.4%) IZFBHHH
Too BEHTIFLLEICRD ONT-EERAEFRIL. NIVO/IPI B TEMEFAMET 32 61 (10.7%) | ¥
13 (43%) . Wk 11 B (3.7%) . FAKEROKBRE 9B (3.0%) . Mgk, SHEBEEEROCEA
WD R 76 (23%) . THI 6B (2.0%) | FRRFEE, FFEEERE RORME S F (1.7%) . EE.
Kass ., FE BN R O T EREMERTES 461 (13%) , ®AA Y7 LME, BEFRFL, BEE,
FHEERRAE, BEZC. Rth, LEME), AEFEA K O R4S 3 # (1.0%) . Chemo Bf TREMH AMET
136 (4.6%) . Al 8l (2.8%) . FWFREE 6 B (2.1%) . Fi%k SHl (1.8%) . MERE, FHEMELT P
BRBUE B O ILERBAE R 3 il (1.1%) Thotz, D55, NIVOIPI EDO KGR 9 Fl, HEAIZHS
RO 6 B, FFHERERE . SHEREFERURHBEAS 5 6. TRHAUTEEEEETES 4 61, REEFR
ROFEE 3 B, S 2 B, Chemo BEDE M 6 i, FEMELF PERIAME K OCILIMERRAFES 3 F], Bk
183, BBRE L ORRBERPBTE S NPT,

BREORERIEIZE = HFERIT, NIVO/IPIEE T 88/300 ] (29.3%) , Chemo £ T 58/284 #1] (20.4%)
RO LN, FHTIFLECRDONEBBREOREFEICESTEAFEFRIL. KBREUTHE
761 (2.3%) | Bl R ONEAIZRE D RSE 5 B (1.7%) | FFsRE R R BT A METS 4 6 (1.3%) |
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SHEEEE RO ALT #8804 3 # (1.0%) , Chemo B THIM 11 ] (3.9%) . FHEE 6 B (2.1%) | .
TF BRI AE , D R O/ MRV IES: 5 1 (1.8%) . EMES AW T, BT R O HE T £ 3 6 (1.1%)
Tholc, ZDHH, NIVOIPLEORBRK O THE 76, MilgE R OCHEAICHE D BUSE 5 Fil, FF#EE
B A0, BMBEEROALT 804 3 #l, Chemo BEDE M 11 #, #EAE 6 F, HFPERBME, Bl
B OM/MRBAES 5 B, 57 MR UBEAE TS 3 filid, I6BRE L ORRBERITE SN R1oT,

8. HHEIC X DA BT R E RN D E A IR RS R R OB O HI T
8.1 WEMEFEMAEMRICX T DHEMEOKIE
BRIEREERBT THY . TOBMRERUCEEOHBNIIFEERE 2 THRET D,

8.2 GCP EHIFHZERE RIT x4 2 5 o0 % b
REREE/RP TH Y., TORBREUEEOHBIIFEERE Q) THRET S,

9. FTEHRE (1) ERFRCIT 5RETHE

BHINEEER D | LFEFREREO 2V EIRTER 2 ET - B3R OB+ FiE Iz %h4 5 NIVO/IPL #
EOFPHITTRIN., BOOLNEA_RT 4 v MEBE 22 L ZEHITHFATRLE LS, NIVOIPI RS
(X, LFERIER O R WUIBRTRE ST - B O BB PR E I 2 IEERIRIRD—Do L LT, BRIE
MEREL DD EEZXD, o, BT, BROMEM T RUZRE - BHRIOVTIE, EHICRMNILE
LEZD,

EMHBETORM B E 2 THICHIBER 2V L HTE 25810, REBEZARBLTELIZARY
EEZD,

Uk
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FEHE

SFfn3FE14H6H
F 38 & E
®© Bk =& 4l F 7T =R R ERE 20 mg, FARERE 100mg, FARETRE 120mg, FA
T E 240 mg
[— & 4] =AN<=7 (BEFHE#EZ)
[ 7F #] /NEFER AL TRk E
[BHFEEH B] SF24E10H 27 H
@ R =& 4] Y — A A RRERR 50 mg
[— #& 4] AV a~7 (BFEMEZ)
(B & #*] TYVRARN e XY —RARAT A THERESH
[BHFEEEH B] Sf24E10H 27 H
(BEFEE—%]
BlEED EED,
1. BEAE

HMBERL T OROEBICEIT 2FEORKI. UTDLBY THD, k. AEMHROEFME
BiX, ARBIZOWTOEMZENLOR LHFICESE, [ERLERESROHREICK T 25ME
HEOEMICETSZE] (FER204F 12 A 25 BT 20ZFFE8F) OREICLY, ALK,

1.1 FPHEIZONT

WL, FERE (1) o ITR2 HHHEICHOVWT) OHEIZRIT ZBRIFTOME, (LEFEREO 22\ HIER
TREZRET - BROEBMEME P RERE 2R L L-ERLRFEIHEARE (743 RB) B\ T, £E
FMEE & Sz 0S 12 DWW T, Chemo BEIZxd 5 NIVOAPI BEOEHIEN TR I Z L &0 b, 4%k
BROXTRBE IR 5 NIVOIPL B 5 OB IR S iz LIl Lz,

HMBHERICBV T, U EOEEOHBNIEMERICL Y Fshi,

1.2 RE2HEIZ2SNT
gy, FEHLE (D) © 1TR3 RE&HEITHONWT DEIZEIT 2R OM/BR., (LERIEREO 2V IR
THE/LHEAT - BROEMWE G EEBE AT 5 NIVOIPI #E5IFICERLZETIAFERIT. O
NIVO K U'@IPI DEEAGEDZIRE « ZhRICH T 2 AR EICERENLE LA SNt Th U T OFESR
ThHY, NIVO KO IPIOBREICHE> TR INOOAFERORBICERTILENRDH S LHIMT L=,
@ ILD, fFeéeElEsE. FORIRERERE . TEMAHERES. infusionreaction, FFHEE, KBE - IBHX -
HEOTH., EEMENE - LHKX - BEUGRMARE - R, #REET, BES. SRneE - £
fE. BIBFEEE. Mk, | BUBERG. ERELMEER. OREE. Sk UHR
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@ TH - KIBK - HLERIL. REEE, IFEE, TEARX - TERBEETE - FRIBEEETIE -
BIEH#ELRE, Kitt=a—u/"F— BEE. ILD. HE. LHK KV infusion reaction

Tz, I, NIVOIPLEREICHT=>TL, LREOAFEROEFAICEETREITHHLEZXD LD
D, BACEFEC S emdE RBEZFOEMICE - T, AFFLROBE, BEORERINCXHE
ERZEE LB IOEE, NIVO KU IPI OREZE @ 25t iE2 2 S b O Thivd, BIRTEE
7REFT - RO EMHIE G R EREICHBV T NIVO/IPL # 513 2 A v 6E & HIlr L 7=,

HEMBECRV T, U EOEBOHBNIFEMEZRICL s hi,

1.3 ERAREIMLEN T R USRE - ZhRIZONT

WL, EEWE (1) 0 [TR4  BEERANMLER T R OB - 1ROV T OIEICRIT 2RO R,
ShEE - HRICEHETHIEBOEIIBWTIUTOEZERMRE L= LT, NIVORUIPIOZEE - 2R % H
BBV TURTREELET - BROBMEMETRE] LRETHZLN/EDTHD &AM LT,
<NIVO>
*  NIVODFHiORBIFIEICB T 2B IMER L EMITHEL L TV,

<IPI>
o IPIOFTOMBFREICB T 528MER UL 2MITMESL L T e,

E@E#ICBV T, DL EoBEOHBNIFMZRICX Y XFshiz,

PLEX Y, i3, EROX S ICHEE - BRKR U - DRICHEET LEROELRET DX ) HiF
FiZHErL, FEFIER NI BEEIE L,

14 A - ARICHONT

Mg, BESLE (1) © 1TR5 BE- BAEIZ-W\WT) B T7TRS51 NIVO RUIPIOAE - AE
ElZONWT | DEICE T 5B ORER, NIVO RN IPL DAk - AEBROHE - AEICEE T EEDE
IZOWT, ENENTROILIICRETHZLHREYITHD ¥ L7,

ik - A& - ARICEETA TS
EE. BRAIIEINIVO & LT, 18240 mg % 2 EREHM
FR i 1 [E] 480 mg % 4 BRI THABEEET 5, {LFRERBRBEICRT 5 NIVO B 50F
NIVO |IPI & HFAT 551, @%. RAIZIZNIVO & LT, it B N RS L TRy,
1[E]240mg % 2 BHEIFERR XX 16 360mg % 3 ERME |« NIVO X, 30 FLL EAT TARBEEHET S Z &,
TRibEHET 5.
NIVO L DOfFRIZEWT, #FE, AP & LT 1
[E 1 mgkg ((AHE) % 6 BRIKR TABSET 5.

RBIERZEHEEEOKREE - FIEORZFIT2NT

o PLIZ. 30 50 CARMBET S Z &,

FMHEICRV T, U EOEEOHBNIFEMEZRICL Vs hi,

PLEX Y, i3, LROXSICHE - AERURE - ARICEES2EROEEZRET D X 5 HiE
FiCHERL, BFEFRILCES BEEE L,
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1.5 EXR) R/ EFEHHE (R) o1 T
HEEE I, EERESREEICHRS NIVO RO IPI ORERFEZFAEOFHEICOWVWT, TLENRLLTO

LOKHBHALTVS,

* NIVO {Z2WT, BFATIE, A—ERBEORBIGHRELICNERTERELZEMT 2 LEIIR
WeZEZ, BEORESMERIFHICL VY Z2ERREIET S,

o IPLIZ2WT, HAADOEMRMESEERE I L TRE LIEBEOZ2EFRIIBOALTND Z L
Z2EEL, NERTHEOFERERETICRIT S NIVOIPL #E5BORZEMELBRMNTIZLEZE/N
& LT, ZEMBRHNFEEZ TH - KIBX - LB RILRONES, AETEEFSE 60 i, BIZH
Mz 6 AWML T HRERTEEREOEMAFE L TWVD,

i, FEHRE (1) © [TR6 [ERFBHOBNEEIZOWV T OIEIZEBIT ABRIFTOFRER. NIVO
B ONIPI ORGERFTEHFAEDOHBEIZOWVWT, HEEORTTIANETEL IRV BT LT,

EME@EICBWT, DL LEoBEOHMNIFMERICX Y XiFshiz,

7o, B, FROBRAEE 2. BEEAICRBITS NIVO ROV IPL OERE Y 2 7 EHE ()
IZ2OWT, ENENR 12 KUK B IR TREMERHNFRARETH 2 L, HWITR 13 KUK 15 1T7R
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CBDCA carboplatin ANRNTZF
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i confidence interval fEHE X R
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ITT intention-to-treat
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NCI National Cancer Institute K EE LA ARFZERT
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PFS progression free survival e 48 B A 1F HA RS
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