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EBRES R

TECENTRIQ Z— 5 A TR R HIE B A | (PD-L1) FRETHUA :

e/ B BTRE (NSCLC)

o F1ERE || H1ZE 1A 2§ NSCLC, MEZRBELY PD-L1 Rk > 1% (H
FDA #EMENHE) , EFARVGIFESHEUTZENRAESE
RIEBENEST. (1.1 F114.1)

o BMTHEEHEBM NSCLC, MyZER% PD-LI 5FKiA (BhE4HAE PD-L1
e > 50% [TC > 50%)] = PD-L1 F & g 258 ey 40fe [IC] = =
BEERRAY 10% [IC> 10%])  (F3 FDA #iERIENTRE) AR
B4R F324 (EGFR) 8l & itk BB #Es (ALK) ERETRAMA
BEMN—LAT. (1)

o SN BER. XUBNFHKEAY ATEFEBMESRK
NSCLC B EGFR = ALK £HE T FHMABEN—LAT. (1.1)

s SAEALARLMENFHKEAY ATEFEBMESRK
NSCLC B EGFR = ALK 2R EFHMABEN—L567T (1)

o ATEEHMSM NSCLC HAESHBEAMMNLT Bz EH &R
HERHRAERSERTT. 7% TECENTRIQ /7RI, 77 EGFR =
ALK 2R T FH BEAIET FDA HUEA XTI 263 57 49 NSCLC 35
RS HIMERER. (1.D)

/NRBEpT #E (SCLC)

o SRMUITAEHEGAY, ATER ZH/NEEAE (ES-SCLC)
HRABEN—%ATT. (1.2)

BE4fEEE (HCC)

o SNEKHKBEMEKARY, BTEEARITYRIES M HCC BRAFR
ERELSREMATHNRABEET. (L3)

2ERE

o SEILERMHEIEREKAEAZ, ATES BRAF V600 REMR MR
YIRS EBEERERBIRABREERT. (14)

BRIBARER 4H 21 I B8 (ASPS)

o ATEAXRTYRRIERM ASPS WRAFI 2 (&) MEJILEERE
JB¥r. (1.5)

FIEE%%

FRMk%E TECENTRIQ Z/D#55E 60 ¢h. MR E REENBEM M4

R, WHEEABRETEYSRE BEDIFE30 24,

NSCLC

o WFHEETT, EFAVIKRUERRES 4 MAXNTTAHZ/E,
TECENTRIQ %44 2 F%75 840 mg, 493 F 1200 mg S5 4 [
1680 mg, HKFFEL1F. (2.2)

o XtF#F%, TECENTRIQ k4% 2 F%4 75 840 me, 45 3 & 1200 mg
o4 4 F 1680 mg, (2.2)

o EE5WTIEAY (FASAFAANKEEN) i, MRE—XREHA,
BEMFTANKERETR AZA A, § k4T TECENTRIQ, (2.2)

1IN B R

e TECENTRIQ s 44 2 F#75 840 mg, 5 3 [ 1200 mg 45 4 &
1680 mg, SREMEKITAER A RAN, ER—XRMAUFT =5, 8k
#515¥ TECENTRIQ, (2.2)

BT 4mAE R

e TECENTRIQ k44 2 %75 840 mg, 5 3 A 1200 mg 45 4 B
1680 mg, MRRE—KR%G7, EINKKBRBAZR, #ikET
TECENTRIQ, NkEkHHAZE AT 3 B4 15 mgke, (2.2)

RERE

o EEILBREMARIRN 28 RAHALERAE, TECENTRIQ A%
B4 2 AZ75 840 me, g 3 [ 1200 mg 545 4 [ 1680 mg, ZELtLHAE O
BRELLEE 60mgBA—R (RA21 K, FAHTXR) . ARERTE
JE 720 mg AR, (2.2)

ASPS

e F{A : TECENTRIQ Fii%k k45 2 F£25 840 mg, 4 3 A 1200 mg %5 4
& 1680 mg. (2.2)

2% (&) MEJLESRE  15megkg (REHZH 1200mg) , 3 F—
R (2:2)

FIR 54%
ISR BFIE/NE, 840 mg/14 mL (60 mg/mL) 1 1200 mg/20 mL
(60 mg/mL) HH&, (3)
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o HIHTRERGHNAR T, HIRLEFEAFGTHEENSIUR
RRE, HPEE: RENSEREL. EENSHEREL. &EN
SHFL. BENSHERDBER. RENSEERKARRE. &
BNSHERMENEALEURLEBRERERRFRE. 5.1)

o AN, RELAWMEIE., LEBELIAE AR EE TG
Es. FLEFFIRUIRERINGE. (5.1)

o RERNMNTEREMRIEFEABIARAEH. G.1).

o BMIBMHXREY  RIFEHESFREMNT™EREPW. BEATERSR KX
&5, (5.2)

o EFRER HSCT HAfE : 7E§% 2 PD-1/PD-L1 FHBTHUAIE T Z AT
ZEEZEMHFERHSCT NEETREAERGHEREMTEF X
fE. (5.3)

o PRRE-RE)LSM  TTHEXIRRILERGE. EBERELEEMEILE
BENRE, THBWUKEBEXRMNBEZ2IER. (54, 8.17F183)

TRRE

TECENTRIQ HZ53457

o TECENTRIQ BEZEi7H, RELMNFARRR (220%) BIEE /&
55. BAUTREE. Bl BRI FERE, (6.1)

TECENTRIQ 5 H b3 fhsE 258k 53877

e NSCLC 1 SCLC BEFH&ENHNARRE (>20%) BIERE»/EH. &
i Bk, R, BEISFIRACTMHE. (6.1)

TECENTRIQ 5 UK EREHBEEIGTT

e HCC BERFENNARKE (20%) BiEFsME. BHMEAR.
(6.1)

TECENTRIQ 5%t & B ML RB &R

e }#% TECENTRIQ HREBRBEERFTIINNARRE (220%) BIER
2. ABKRER. BS. HFEM. &R, B, BE. Kb, OF
#. FRBVSERBMABRN. (6.1)
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1 ENESRZE
L1 dR/NRARATRE

e TECENTRIQ Bz5F{EEH I £ZE 1A i 55 GRS (14.1)]E/ N REa
(NSCLC), BhyE4Hpefy PD-L1 Ri& > 1% (H FDA #AMKNFHE)  f£FAVIKRHE
EZARMITTZENRABRENEEAT (BEINESSH 2.1)).

e TECENTRIQ Bz5HFE2H#Z M/ AR (NSCLC), B RE PD-L1 gFkik
(AIEZRAR PD-L1 2 > 50% [TC > 50%)] = PD-L1 = f R 48 [IC] B=
> B EAREY 10% [IC > 10%]) (H FDA HUEMKENHE) | RERREKRFAFZE
(EGFR) Fjg) & MM EEHEE (ALK) ERTRORABREN—XETr. (FEUFES
2575 (2.1)],

o TECENTRIQ 5I{XIxBEH. KB RHKEMA, ERTRAESMHESR
NSCLC B EGFR = ALK ERZFIMABEN—LIETT .

o TECENTRIQ 5HEAGREEMENTHEKAAA, EHTERESMHIESHR
NSCLC B EGFR = ALK R L FIMABEN—LIETT .

e TECENTRIQ $#25iE T EF M NSCLC HAERRX AN SaMz EHI
R RIMARBZE R . 3% TECENTRIQ J577H], 77t EGFR 5 ALK EFN %
FHBZAEX FDA HUEMS IR TR NSCLC )afr N2 I RREH R

1.2 /NREEE

TECENTRIQ 5R#afIkITAERK A%, ERTEB 28/ AR (ES-SCLC) A9
ABEN—ZIRTT.

1.3 FFempRdE

TECENTRIQ 5k B4k 5 HZy, BERTEB AT VIBRIEZ M FAERE (HCC) B
BEREXIEZ AR AT NAABERT .

14 RERE

TECENTRIQ 5%t # R B H A fRRAS FZS, AT AH BRAF V600 S8 MR ]
BREBURERENAABE AT (S ANESEY 2.1).

L5 BROEREREL R

TECENTRIQ B4 AT BB NI VIR EB MR IRKA R AYE (ASPS) AR 2 &
(&) MEJILERERTT.

2 FESHRH

2.1 xR NARENRE RERTHNRERRE

RIBAEMARA PD-L1 3R1L, %E#F L HIE 1A HA3E/ \RAEAhE 2% 1% TECENTRIQ &
wiaTr BZNIRKME (14.1)],

R IERR T AR PR R AR AY PD-L1 Jak, i EF—Z BB MR aieihE S5
% TECENTRIQ 8257577 155 WIRKWIZ (14.1)],



BRAEES MR/ NAIEFRET PD-L1 FRIAM FDA #UERNNESR, 1BAE

http://www.fda.gov/CompanionDiagnostics,

EFIIATFTE BRAF V600 RE 5, EFEAUYIBRIEFZERERBEEZIES TECENTRIQ
S5X L BERMERIREHK AR IBSRIGRMER (14.4)]. BXRENMEBEZRES BRAF
V600 RET A FDA LA NBE AR, 1EIAE ¢ http:/www.fda.gov/CompanionDiagnostics.

22 HEFE
Bk T TECENTRIQ BZ5p IR 1 Fror.
% 1 : TECENTRIQ BARHEFHE

‘ HE Rt
e £52[F840mgd BEsEIAR
455 M NSCLC © §3F1200mg TSNS
V=1 =] .
o =4[ 1680 mg 3 1F
o] Fs—
o 32 F840mg F, BRIEE
NSCLC HHBIaTY e 433 & 1200 mg mELEA
. 4 [F 1680 mg AR
s M
‘ o 2 E 840 mg I} B IRt
ASPS (BXA) o %3/ 1200mg B HIR
. 4 & 1680 mg JEXNE
ASPS 2% (&) MALE

* 60 SeREREIE. MREREIEN BEWREE R, WHEABNETELRE BEEDHL 305
.

TECENTRIQ SEAATy AWK SR (REEL) NEEFEMNR 2 fr, HXRES
HIEFFERER, 1855 TECENTRIQ BX&EANEMET AMNHENLTTES.



% 2 : TECENTRIQ S5 HAfiafr A S ANEENE

ERE TECENTRIQ Ry FIE* AT SRt E
. 2 [ 840 mg = BEmEmEREE
. 3 & 1200 mg = HI AT EZH
NSCLC . 4 & 1680 mg FHALE

MRE—RGBZA, HEhTHIEERER
75z 8y, #Bk#nE TECENTRIQ,

. 2 [& 840 mg =

. 3 /& 1200 mg =

SCLC o 4 & 1680 mg
ER—RUTZRT, ERBkET
TECENTRIQ,

o 132 [F 840 mg I
o £33 [F 1200 mg =
o %4 [F 1680 mg

MRE—K%?, EINXRFERBEAZ
B7, E8Rk#E TECENTRIQ, M{EEks
W% NG 3 A% 15 mg/ke,

o 132 [F 840 mg I
o £33 [F 1200 mg =
o #4[F 1680 mg

ERk#T TECENTRIQ, OBRELLEE
60mg HFH—X (R#HA21 K, A7
B X)), ARAEEIER 720 mg EHR X,

fEFF45 TECENTRIQ AR, BEN
SER—NEITER (28 X) |, BIOAR*E
tEbE e 60 mg HH—X (BRZA 21 X,
2257 X) FOREZREIEE 960 mg
BRX (8121 X) , AEORKEIE
B 720 mg SHFR (582228 K)

HCC

* 60 HUMEIANE. WREKEINBEM RN R, NEEAHHEELRE, BEDFHE30 54,
23 HWNARREHFIERE

RNEWRD TECENTRIQ FI &, —MKiE, KETE B R) RENMNSUEARREY
B, NE{F TECENTRIQ 4375, HRAERBREGH (44R) RENSUIARRE. FE
EHEEAHAATNELMTE CR) 2ENMSRESEFHELERRANAE 125
NERXBEENFIELER D ZEGH <10 mg XM FNFE, MRKAFL
TECENTRIQ 4575,

EXHMNFEARRE (FEXMEXLE—RIEFAENEERR) 19 TECENTRIQ 7
BT, BHMHK3.
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EENSUARREFZNEESTEEM (5.1)]

i 258 Yk
L EYL XA
T Y EED R
455 XA

AR, FIRELTHEXR

ALT 8 AST #Z 3-8 £Z ULN
.
BRI EFE 1.5-3 Z ULN

HiFmn®

ALT = AST HZE 8 =) k-
ULN &
BRI EFZE 3 511 £ ULN

KA

A&, FIEMEXR -

B2 ASTE ALT 1K%] 1-3 4%
ULN, FEEHZE 5-10 % ULN
Ein

FH2 AST 5 ALT K% 3 -5
fZ ULN, FEEFHZE8-10
ULN

HiFm®

ALT = AST HZE 10 £}l £
ULN 5}

BB ZFE 3 5 F ULN

KA

R IR 3R 4R R EIm R E RS Z
B ELZ, SRE™
BREKAEHA
BRHFEE NGRS 2 2% 3 RIMALET S HEhb
4 R IMALEFFHS K ANEY
FI B 1 2 AR TR £%{L SIS. TEN = DRESS =TS
#i2 SIS. TEN = DRESS KAIEZL
IR B K 2%%. 3R 4% KAEH

mERGHM

2 2% BN
3 KK 4 4 KAIEH

HthFRR K

WREXRY (FEINEES5
EREM (5.2)]

1 4R8 2 2%

o B B R E TR R

3Ry 4 R

KAIEE

CARIEAREMBAARIERAE (CTCAE), fRA 4
"REKEBERAERTEIMNED (0E 15) NEFTUEHRTIRAZR., MREFIEXEERAE 12
BREERESEMAER, SAETHREEERAR 12 BRERMHNFELERSEER <10mg (HFX

HE) , WAAEHA

CONREL ALT M AST/NFEFT ULN, MHREFZ (FRLTHERZR) FRERENZWEFIKAEFL

TECENTRIQ #5745

ALT = SR¥EEE, AST=AFEHEE, ULN=IEE{E LR, DRESS=#AYREHERNARESNES
MAEIR, SIS = SEFHT-AWMHLEIE, TEN = hHMREIRCAR BRI




24 HES5HH

ey

REBRMBHAF, BAERAREAREARESARNIMECRERL. WRBRE
M. REFURB T GR, WEFGM. NSEEHM.

BAREEMT

o RIELATHEEZFEENHM.

o ERMELTEFKAIRR, MAMIMEFFFATRA TECENTRIQ,

o ZEEH 0.9% FLINTEIR (USP) NESEZIE (PVC). BZM% (PE) B KR (PO) ik
Reh HBEE 3.2 mg/mL E 16.8 mg/mL FILLIRE,

o RF0.9% SLIESR (USP) # k.

o REMFIEMBNAR FEHESHY. FHER.

o ZEFMIH =R TECENTRIQ Zif.,

iR

K REBE.

wEEBISZ. ARIRMEABEEN TECENTRIQ Biaik, ST M TR T 7

AR

o AEEBEUHTHEAET 6/ (MEIENEER) . XEFRRINEENERE
R ERRR G AR E, 5

o 7E2°C E 8°C (36°F £ 46°F) RBFKM TMEHFAET 24 /M (MNHENEEE) .

RER K.

AEER.

87

BORERBDER B 2/ D154E 60 03h, BEALEE. AR, REBEASGHLTLIES
(FL12 A 0.2-0.22 7K) [T, WRERGINBEMX MR, MEER%SHANETE
S5, BEDIFE 30 2.

A EEHMBAYFERAR—FHRRESRT.

G IR TS R E AR TN TS 24,

3 FIRSHE

SIS BFIE/N R, 840 mg/14 mL (60 mg/mL) F1 1200 mg/20 mL (60 mg/mL) ¥i#&, &
BEXEBRRK.

4 EBERE

o



5 EBESEEEM
510 PENEGHRARNSHEARRN

TECENTRIQ 2— & sititk, BF—H5RFIILT 4 | (PD-1) RFM TR A
I (PD-L1) L& 8925%), ©TIBEMT PD-UPD-L1 &%, MAHERX B SR A9HIH), T4E
TOEMZIBILEENSUARRY, & "EESIRERN TIHLNERLENS
MARRRR TR R BB TN ENHSNREN SR

I ISREREHART, HURAETEIRTHEENSUEARRY ., EFRES
PD-1/PD-L1 lEMIIEETT 2 G, N TRALEEENSHEIARRE. BREENSHEAR
RRNEE IS PD-1/PD-L1 [B¥RMASETHAE, BERENSHEARRN BT
IL7E1=F PD-1/PD-L1 [B¥iiAZ f5.

REAPUNEERENSUTRRENFRLZEMHEM PD-1/PD-L1 AHAEXER. &
ENEEREFEURSEERENSUTRRENMARIVERIAL. ZREL
FEa T Ba B A T ES . ALETAMAELRBRINGE . WTRENSHARR RN HZEIE
B, EHELSNRERENHREMRE, SERE, ERNHETEEE, SHlEEn
TR,
RIET=EREEFIKAFLE TECENTRIQ 4% (RS NHE SR % (2.3)]. —RKIR,
AR TECENTRIQ BEFEHFZ, NnTEH5MRAEEEREES (1 £ 2mgke/BXfE
MHBFRFE)  BEXNEBE<1RAL. ERIEE<1LN, TRk EEE
B, FEEZED INARFERE. WTREEBEBEG TEEHREN SFHAR KA
BE, EERAETHMESMREITIF .

A—EFEESMXERGTNARRE (FIASRIRIKREY) NS EEIERN
TRk

SN SRR

TECENTRIQ FJ SERENSMIM XK. BERITMEIBITNEEREMRNEREE

=

=l o
TECENTRIQ ¥ 253457

7423 TECENTRIQ 25857 HMET, SBNSHMERHEN 3% (832616), HbE
FEETEME (<0.1%). 4 2% (02%). 3% (0.8%) F12 & (1.1%) FRRA. RIb%HSHK
TECENTRIQ K A 25498 fiLL 4 0.5%, S5 TECENTRIQ 4254 &ty 1.5%.

55% (46/83) MR BERTEE MR EEKERE RSy . 83 flBERHT 69% MK IHER.
AR & MmEfF TECENTRIQ 5291 39 B BEH, 25 HIFEAEIRSEREH TR
TECENTRIQ %%y, H 4% fRE L.

£ IMpower010 B33, ##5 TECENTRIQ BARTTNEFEL L RN FHMR N ZRE
73 3.8% (19/495), HAEFEEILM (0.2%), 4 2R (0.2%) F1 3 2R (0.6%) SRR . BEIH#
52 TECENTRIQ sk AFZHBE L2 2.2%, FE TECENTRIQ E{FHRZHM AL A
0.8%,

63% (12/19) MR BEFTEE MR EEKERE R . 19 fBERT 84% MK IEER.
TECENTRIQ 5Z& b B R MG R ek 5a7T

X



##X TECENTRIQ 52 B BMAREREARTHNEED, RENSHMRERRE
H13% (29/230), HAEIE3 K (1.3%) F12 R (7%) FRRN. EFXHSE
TECENTRIQ sk A {25 BE HEL 5 2.6%, SE TECENTRIQ H{EA M S LR 7.4%.,

55% (16/29) MR BEFTEE S MRFEKERERST. 29 flBETH 97% HXIER.
AR X MEfF TECENTRIQ 529k 17 B BEH, 10 fIFEERSERFEH TR
TECENTRIQ %4525, H 50% fRE X

BRNSHEBR

TECENTRIQ Tf SR ENSHERHLX . EBAUTRMNAETS. BB TELE (G) &
M., ZEEREEERAMEENSHEERLBREDIRE T EARRKRE (CMV) BL/BH
E. W TREREEEMAMEDARL, ZEREMBELFBERLEMNHEGREMFRE.
TECENTRIQ #253457

7e1%5 TECENTRIQ 225577 MEEF, RENSMHEBREREN 1% (26/12616), HHF
BIEE3 R (0.5%) F1 2 % (0.3%) FRRN . EEBATMSE TECENTRIQ K AEZHHE
Z 4R 0.2%, §E TECENTRIQ B4 ARG LEEA 0.5%,

50% (13/26) NEBRBEETES B R EEEEGT. 26 BIEETE 73% NEBRE
B, ER%EBAMEE TECENTRIQ 42440 12 BlEEH, S BIEERNEFEHTIH
TECENTRIQ 4525, H 25% EpKE X

BN SR
TECENTRIQ T SE R RN SFHFX.

X TECENTRIQ BZ5aiTINEEF, RENSMFREREA 1.8% (48/2616), Hr
BIEFFEM (<0.1%). 4 2% (0.2%). 3 2K (0.5%) F12 R (0.5%) FREK. FFEmHSE
TECENTRIQ 5k A 225195235 fEb 4 0.2%, 53 TECENTRIQ H{E4 254 5 EL 4 0.2%.,

25% (12/48) MR BEFTEE S MR FEEERGT . B HIBERHE 50% HAFRIHR.
AR R MEfF TECENTRIQ 5401 6 BlBEF, 4 flAERNEREHITE
TECENTRIQ %375, H 25% HREX.

TECENTRIQ 5Z& b B R MAE R eBR7aYT

42 ¥ TECENTRIQ 5F LB EMERF R BT NBET, RENFHFRERE
7 6.1% (14/230), HAEHE4R (1.3%). 3 %K (1.7%) 2 2% (1.3%) FARRN. BEFEMm
S3 TECENTRIQ sk A S Z8E HEb 4 2.2%, SE TECENTRIQ E{E4A 241 Gt A

1.7%.

50% (714) MR BEFTEEGURFEKEREGTT. 14 f8EFTHE 3% WHXHEER. &
A A% M {7 TECENTRIQ 225Ky 4 HIBE T, 3 fIFAEERHE FEH T4 TECENTRIQ
75, H33% FREX.

BN SR D WRR
B FIRINBER &

TECENTRIQ TJ SEURAMHA L ME LIRERE. NT 2 RAFSEAAE LR
AR E, NFAXAERSr, SERERKETHTHRENGT. REFEEEEER
sKAfELE TECENTRIQ 8% [(BENFIB5H%4(2.3)].



X TECENTRIQ BT EBET, B LRINEARERBEN 0.4% (11/2616), H
BFE 3 2R (<0.1%) M2 2% (0.2%) FARRN . H'E LRNEAENSB—HFIEEKAFL
TECENTRIQ 4%, —fIEEE{F TECENTRIQ 4375,

82% (9/11) U'B LIRINBEAE B EFTES S MRRXE ATy, HP 3 FEFHFEESZS
SMRREEREATT. BB ERIEEAEMEF TECENTRIQ 44— BIBEHREH
FF44 TECENTRIQ 2424,

£ IMpower010 B35, #5 TECENTRIQ BARTTNEFEL LR LIREAREHRIRE
A 1.2% (6/495), HHEIE 3 %K (0.4%) FRKRE. F'E_ERINEAREMSE TECENTRIQ
KAFHNBE G 0.6%, B TECENTRIQ E{FL4 258G LEH 0.2%,

83% (5/6) 'E LRNBEA S EERTEL S MERKEREGT, HP4PBEFTESS

S MK EEKERRETT .

TECENTRIQ of SEREN SHEAK, BEARITRIAS SN IEXOEMEIR,

BlanskiE. BASIMAO T, EERRTSEERTIEBR. REBRKEEFREEER

BT . WRIETEREE{EH Kk AZEIE TECENTRIQ 475 55 IFIE5425(2.3)] .

7E#%5 TECENTRIQ B 25877 B EF, EERKEAREA <0.1% (2/2616), HFBIE2 %
(1fFI8E, <0.1%) FAfRRN. FAEEXNSEH—BGEEKA{SELE TECENTRIQ %4574,

XA EEFTEL(F TECENTRIQ 4574,

50% (12) NEAREEFTESSMHRREKERET. X2 HEENEFRKER.

FURBR R

TECENTRIQ T SE & ENSHFRERER. FREXITHEEIAMEEANDTBER. F

ARBRIIBE BRI OJ 4k A T FORBRINBETUHAE .  IRIBIGPRIEAE, FHEAXT FIRARINBERBURAE

HITHREBRGTT, SRR TTHERTHY AT . REFERELEFEIXAE

IF TECENTRIQ 475 [i55 A8 5425(2.3)].

FRURBR %

7E#%5 TECENTRIQ £ #5567 rINEE TR, FIRBRREREN 0.2% (42616), HPEIE2

R (<0.1%) FRRY. FIRBREHFRSEIXLEZ FAEE—FIk AELE TECENTRIQ

07y, BSEH—FIEEE{E TECENTRIQ 457,

75% (3/4) FRIR R BEFTERRBNRIET. 25% (1/4) WHERBRALBRERTESIMER

KEBZRTT. 50% HEZFIRIRZIER, EFIRBRAME S TECENTRIQ L2559 —1fF &

FEHTT TECENTRIQ 4475, ILBIBERBFMRBRALELX.

7 IMpower010 i3 H, #5% TECENTRIQ BZ5 8T MEB B R ERRRRNERE K

1.2% (6/495), HPEE 2R (04%) ARRN. FAFRFRBREMSH—FEEEE

TECENTRIQ #4474,

67% (4/6) IR R BEFTERZEBERIATT. 33% /6 NHERBRREETEEEHRR

KEBATr. 50% HEFFIRELER.

FURBRINEE TTHEIE ¢



TECENTRIQ #253457

7fE#%% TECENTRIQ 2255770 E R, FIRRBETHELRE A 0.8% (21/2616), H
REE 2R (04%) FARRN. FURRINGETHEHFRSEXLEEFHNET—FIKAE
1F TECENTRIQ 4575, {ES%0.1% H9EFH{E TECENTRIQ 475,

29% (6/21) IFVRIRNEETTHHE BB FT BN RRRAYIGTT. X 6 flEED, KEH
SEBEZHPRRAYET. ERFRRETHEME S TECENTRIQ 437569 3 &
Eh, 1 BIBFEF A TECENTRIQ 427, WHIBEZFRERRRINETHERE L.

£ IMpower010 B33, ##5 TECENTRIQ B278yT 98B F L 4 FIRIRTIsETTRHERI 7%
RA 6% (32/495), HABIE3 R (04%) FRRE. BFIRARINGETHE M FE
TECENTRIQ ;K AfFZAHIEZE G L 0.8%, FE TECENTRIQ E{R4L M LA 2.8%.

38% (12/32) FRRIRIBE L HE BE R ENMFRBAYETT. EX 2 HIEES, K%
OSSR SRR A 6Ty . R FRBRINGETTHAEME & TECENTRIQ 4525/ 14 43l
BEF, 9 BIBFBEFFE TECENTRIQ 474,

TECENTRIQ 5Z& b B R MG R ek aIasr

1% % TECENTRIQ S5Lt B RS REASTHEES, FREDIEUEERAE
0 19% (43230), HAFEE3 B (0.9%) T2 R (78%) FREK. EFRBRNELHENS
B TECENTRIQ K AfFARIEE (HLE 4 04%, FE TECENTRIQ E{FLHAI G LA 10%.

53% (23/43) KRR TIGE U E B E T EMF R AWM. EX 23 FIEEFR, X%
B SEIMERRAYATT. ERRRRINGETTHEME S TECENTRIQ 252549 24 4]
BEF, 18 HIBFEHLE TECENTRIQ 4575, HA 28% FIRIRMIETHER K.
FURBRTIBE BIRE

TECENTRIQ B #5387

7E3%5 TECENTRIQ BEZ556fr B E S, FIRIRIGERIRERZRE A 4.9% (128/2616),
HApEHE 3 2% (0.2%) F12 2% (3.4%) FRRN. FURBRINEERIBREF K SEUX LB E A
T —Hk AfE1E TECENTRIQ 4574, {ES%10.6% FYEEFE {5 TECENTRIQ 4%,

81% (104/128) U FRERTIRE RUIRE B E T EHTBNRIATT . KASHFRBRIERERESR
ERSEEIFRERZEREGT. ERFIRIRIIGERIREME (S TECENTRIQ 44756 17

BlEET, 8 FITEERKEREH 1A TECENTRIQ 474,

7 IMpower010 #f53H, %3 TECENTRIQ 25757 M BB R 4 FIRIR ML BIREMN KB
K H 17% (86/495), BH FIRBRINAERIRAE S 2 TECENTRIQ ;K A EAKEE HEL A
1.6%, S%{ TECENTRIQ B{Z4 250y GEEA 1.6%.

57% (49/86) FIRBRIBERIBEERE BT EMNZTBRIATT . KSHFRBRINERBREERS
FEEZRRBRERENRGTT. ERRRRINEERIEME S TECENTRIQ £ 2569 8 41
BEP, 3 GITEERBEREHF 4R TECENTRIQ 4474,

TECENTRIQ ST AYMEL&IRTT

%455 TECENTRIQ 5 $A2LI7 59K 34774 NSCLC 1 SCLC Bh, FURMRIAEA
BRIEAFREA 11% (277/2421), HHPEHEE4 2K (<0.1%). 3 K (0.3%) F12 2% (5.7%) R



R, ERVIRBRINEEBIRAE M S8 TECENTRIQ sk AfEAMEE LA 0.1%, FE
TECENTRIQ B{F4& M Gt A 1.6%.

71% (198/277) M RRBRINBEBIRIE B E R ERRERIGTT . XS HPIRIRINERRAE R
BEREEIFRRARBRET. ERFIRBRIIERRAEME S TECENTRIQ 42519 39
BlEZFF, 9 BITERBEFEHFH TECENTRIQ 4725,

TECENTRIQ 5% tt B e MR eB G877

X TECENTRIQ 5X L R e MA R RGBT INEEH, FIRIRINEBBRERR
ZR 7 26% (60/230), HPEIE2 %K (9.1%) FRRE. FRIRINEEBIREH RSBIXLSR
EPNEE—BIsk A fF1E TECENTRIQ %475, {ESE2.6% 19EBEE (S TECENTRIQ 4575,
52% (31/60) (NFCRIRIBEBREEREREMRZB NG . REBFRRIERRERE
FEEIPRBRERERET. EERRIRINEHREME(F TECENTRIQ %4254 6 1l
BED, 4FEERSERERITIG TECENTRIQ 4475, KEZHFRIRINEEBIREBE
BEKHPRBRERERET

1 BUEPRYS, SR AIEIRRERER T 5

BNEERER S MENEMBERBEEMNER. REGKRISITRREZET. RIE
EEREEESKAELE TECENTRIQ 4% [(BESUFIBE54%(2.3)].

##X TECENTRIQ BT MBE S, | BIERBARE R 0.3% (7/2616), HpEIE3I R
(0.8%) #12 2% (<0.1%) FRRE. B 1 BHERF M-S —HEEKAFLE TECENTRIQ
ey, MBIEEEE TECENTRIQ 4374,

FERS | BRRRNEEHBERGTAT, FHOBIRRSTAT. E8 | LRR
T4 3 TECENTRIQ 4750 2 Bl R, #BEHFF44 TECENTRIQ 557 .
SENSIHERHEEENETS

TECENTRIQ T SN SHE .

TECENTRIQ B 755877 -

A4 TECENTRIQ BIGASTBE T, SR SIS LIS WL EMEY <0.1%

(12616), MX—BINRRNZ 3 & (<0.1%) ARRN. F'EXmSBUEIBEKAFL
TECENTRIQ #4474,

WhHBEFEE MR FEEERAT. HHBENERXKEER.
TECENTRIQ 5Z& LB R MG R ek 7Ia)T

15 TECENTRIQ S¥ LB RRARERRSATHBET, RENSIELHHE
TIRERR RN 13% (3230), HebiE 25 (13%) FREM. FEATHSH
TECENTRIQ ;k AfFAHIEZE G L 0.4%, FE TECENTRIQ B{F4L MY AL A 0.9%.

67% (213) B RBEREESMREKERGY. A 3FBENERIYER. £RE
#KME{F TECENTRIQ 32509 2 B BE R, #AERMEREH T4 TECENTRIQ 4575
, MEABREXR.



BENSERKAR RN

TECENTRIQ T SHEENSUE B R K. 7E1E2 PD-1/PD-L1 [HEHUASE 7 & 4 F
BiMERE & B3RS ESCHT-AEAES1E (SIS). AW R N LR f MRS Z e 5 MR
(DRESS) M F M REIAFLIAFERIE (TEN), NTREPEEFIFEMEERZ, TS TINHE
BRFIF/ MR K E BRI RI T, RIBERFEE kAL TECENTRIQ 4574
[EZRFEE%R?5(2.3)],

7E#%5 TECENTRIQ B8 NEEF, RRNSMEKRARRNEERA 0.6%
(15/2616), HAEHE 3 % (<0.1%) F12 2K (0.2%) FRRE. EEENSHEKSRRE
5% TECENTRIQ sk A B2 B E HEL 4 0.1%, S TECENTRIQ H{E425H HLEL 4
0.2%.

ERERBNSHERTRENOBET, 20% (3/15) HEEBES SURFEXERE
7. 1S BIRES 87% MEERRRRAEE. EREN SRR SR T &
TECENTRIQ 4250 4 il 1K EH 44 TECENTRIQ 425,

M BN SHARRE

N TEIRRE X RBEN S MR RREERES TECENTRIQ AT EETRE (RER
<1%, BIEBHURE) SEEAEM PD-1/PD-LI BUFFARIRE, HE—SEARRRE
A E S R BIR

ORE/ME AL, D EATMEL,

MRS WA, K. BEATEES. NEHSAI/ERIEN (BEE

) . Kbk BRSO, WARENE S REIEMER.

R TRABHEL. EANEARBAESY. BLRETESARMEREE
%, THRESHEEONIRE, GF5H. NEEEEASHOEENSHRR
RRHERERE, NI A Vogt-Koyanagi-Harada 53 & E F9R1S, EARTHBES 5
MREEATT, FREREEA AR LR

BH  ERE OFENETNERETEATIE. BARNTEHA.

ALABRMERAR | JIR/EXMIK. BSUEBNEXEERE, BSRERB. X
TRMMEMZHLE.

R - IR RRINEE RURAE -

Hth (Mg/%&E) FMMRM. HAERSMRM. B MDA MNRE AR R MG EE.
EERERNLEGEM. ALEMBIRTERELER (BHERELER) | EHK. BEMEMm/)N
R DR, LEREREERRY. HitbBE (BFEAERE) IRRE.

52 HBHEXRE

TECENTRIQ TJ SE™EH B X A i iVRER R .  HEN% & A8 < &N B AE FIE
Ko RFPBCEEREFW. BREEEIEZXRSKAEL TECENTRIQ 475 155 IFIE5%%
(2.3)]. XF 1 Ry 2 REBIEARY, ERSLHREETAATT.

£ 2616 3% 2 TECENTRIQ £ 253877 (BB NARKRE (6. )] ARBEELEES SRR
WMRF, B 13% WEZSAEHRBARE, EHBHE3 %K (02%), LiteXNBELERE
AEM B E LT TECENTRIQ 2257577, X2 SHMIMMEAMELSIATY (NSCLC Al



SCLC) , AEAEEETIETEE (840 mg Q2W ZE 1680 mg Q4W)RN4 7, KEHIREXR
NSRRI = E R KL,

5.3 {&£A PD-1/PD-L1 MHIF/FREFHFER HSCT F LI

X PD-1/PD-L1 FMIHUIAA T 2 B < R X E M FE R IE M T4H54E (HSCT) &Y
BEUVRREBGHERAMTEFRE. BEAXFRESRERMBEYIE TR
(GVHD), =& GVHD. 18 GVHD. @ iksa EMIEEm /e kA ZERm (VOD) MF
BREBRTNARGEL (EREREMKRA) . RAT PD-1/PD-L1 [HET S5EMFE
HSCT Z [E#TNANGET7, BUfREREF L.
BEVENBEREBERRIFLENILRE, FERANGT. ZEREBEFERMFER
HSCT Z B8z /53 % PD-1/PD-L1 FRETHUIAIET T AO3R & 5 XS

54 BRBR-RRILEM

RIEVERMALS, X2 EMZ5RS, TECENTRIQ T gEXfAaILIEMHE. HEABRZAER
TECENTRIQ 9] l#dE. zh¥iiziaRiE, PD-LI/PD-1 &Z2a9HIHI T SERE PRI
REBOLM R AR MHE R R A KBS IE AN,

74 TECENTRIQ 4252 81, WIFBWMILM NIRRT, @ERBLMENMAIL
MBERE . BN ERILEZEE TECENTRIQ AT MIE MR ARABEZD 5 A
ARBA BRI 55 UEHABRL 5.1 F18.3).

6 AFRRN

UTHIERE XA R R AR R HAMER 2 AL

o FENBGHNRENSUARREY (BZINEESEREN (5.1)]

o WRMBARN (BZNEESSEIREM (5.0)]

o {&/ PD-1/PD-L1 #IFIF/FREMFER HSCT FLIE [(FENEESEREM (5.3)]
6.1 IERIXBEE

FARKRREEAEZEFRBANFH TR, MNE—HAYRALETUEINIRRE

RERTEZSR—MAYRRRETNEAEREREILR, BAERRAESEPUREINE

EESEREI FTREIERB 2616 fIEF R TECENTRIQ B4 75 T HIRTEENR,
XLEBED HRWAFEIA XS BRIFZE (POPLAR #1 OAK) /NAM=AFHXBEHR

(PCD4989g. BIRCH #1 FIR) /\¢H, HHFH 1636 fiLF% 1 NSCLC £, 980 ] EH bk
BMAERE. B PCD4989¢g 5, HFTA#SAH, TECENTRIQ 432515 A #EMkENE
1200 mg, £ 3 F—XK. 73X TECENTRIQ B25;5771) 2616 BlBETR, 36% RERE
B 6 MR, 20% RENEEE 127MF. £ANEX TECENTRIQ $255a77 1B E R
EERE, 7 220% NBEPTRENNIARRE BIERKF/ES (48%). BT (25%).
il (24%). TZWK (22%) FFPIRRIME (22%). Lb5h, EHRIE KRR 495 B2 HI NSCLC B#
#X TECENTRIQ B AT IRTEER, XEBESS—MENIHR (IMpower010),



Eboh, EIRE KBk 2421 5] NSCLC (N = 2223) 5 SCLC (N = 198) £2381%5 TECENTRIQ
SHMMMEAKSETHNEEEN, XEEES5ATMBYMRMETRIXE, 813
IMpower150, IMpowerl30 #1 IMpowerl33, 72421 fHlE2EH, 53% %5 T TECENTRIQ
i 6 M, 29% RKETF TECENTRIQ Bid 12 MH . 763%5 TECENTRIQ 5 H iy
HELS AT 2421 I NSCLC #1 SCLC B2FH, RELNIFARRE (220%) BiFRK%/E
55 (49%), il (38%), ik (35%), 1E#h (29%), FEIE (28%) MBANTFE (27%).

FIRIE R B 230 5B F % TECENTRIQ 5 XL B e MG EIERBKERAAGTTHNRES
S, XERESS IMspirel 50 ., 7 230 FIEEF, 62% FE T TECENTRIQ i&1d 6
ANA, 42% REF TECENTRIQ #Bif 12 A H.,

3E/NRAE AR (NSCLC)
B HA NSCLC BIsEBETT

IMpower010

IMpower010 2—IR % iy, AR, FEVUIEAKIRNG, FFi¥h TECENTRIQ 7E IB Hf
(FhEE >4 cm) - IIA HiNSCLC 2% (£ VIBRMEHEZIKIX 4 NEEINAZEHE

bfr) HEaTT FHRBER MR, RIEFEFRERSEAATEZINTH, SUEE

X% 3 §—>X TECENTRIQ 1200 mg #5577 (n=495), #H%14F (16 0FH) | i

RRIEXFRT (EZIRKWSR (14.1)], #2877 BENHP AL 16 CEE 1, 16)

74 TECENTRIQ 7 MBE S, BHNWFARRERERY 1.8%, R OESHE
MBS AME. S0, BRMIR. DRKE. 2MUNTIE. LK. BDERS.
WREETHARMRANLRE (5 16) .

fE4% TECENTRIQ SASTHBEF, FENARRNAER N 18%. HERHTERR
R (>1%) BIERERERE (1.8%). M (1.6%) F1&H (1.2%).,

AR RK M MSE TECENTRIQ (S48 8 E GLt 4 18%, FE TECENTRIQ {#AKKRE
HARKEL (=1%) BIEMA (2.2%). FURIRIBERUR (1.6%). REZRIEIS (1.4%).
KT (1.0%) MERLZREAS (1.0%).

##X TECENTRIQ BT B ET, SBRATMNARRERERA 29%, &EILH
ARERK (>1%) BIEERZ (3.0%). FURIRIIBETTH (2.8%). FIRBRINBERIR (1.6%). AST
Tt (1.6%). &I (1.6%). ALT Ft5 (1.4%). EFFIRIERZ (1.4%). K@ (1.2%). FEE
FREZAREE (1.2%) MfH K (1.2%).

% 4 F0% 5 LA Mpower010 BF5t 4% & TECENTRIQ 3477 M B 5 R B K A R A0
LR,




3 4 : 7£ IMpower010 55 H#E2 TECENTRIQ 4TI R HI NSCLC B & hE 4

210% HARRRE
FRRR* TECENTRIQ REXHAT
N =495 N=495
FRE %7 3-4 4% & %5 3-4 %%
(%) (%) (%) (%)
FRBAFI R T4A4R
B! 17 12 1.4 0
R 10 0 0.6 0
53 b KT
FRBRIhBE R AE ° 14 0 0.6 0
WIR. BIERFNZAFE
Mz B 16 0 11 0
—%
Kh 4 14 0.8 2.2 0.2
N 14 0.6 5 0.2
WMERGRR
B E#MERLE ¢ 12 0.4 7 0.2
IINAR =g S e 2
A FERERE 14 0.8 9 0.2
K ® 11 0.6 6 0
*#R4& NCI CTCAE v4.0 9>4%

'BERE. RER. £ESRE. RERE. EE. A0S, BP. RTEEE. THES. KKK, &
LR ERRIE. THRZ. B2, . RBEE. PEMRBTERRRK

*EERRRIBERRAE. B SRR FRRGERERE. RAMFIRRINGERREMMEFRREETS
SR, £ ER S (A K

‘AR RETITSTEETS
P BRI SS

SEERRFE. INEHELRE. INEARREHALRF. BB, ZAMHELRE. Bk, wLRMmRE
2%

TEENE. BE. 5. AR, ILABKREE. NEVEE. TEpRE. B0RMRE. IIABERRE.
A BREENIAERER

SEEATRAMETR



% 5 : 7 IMpower010 55 HE2 TECENTRIQ 4TI R HI NSCLC B & & 4 E

220% MKBERE ((LELE)

XRERE' TECENTRIQ? BEXIAT?
B %5 3-44% B %5 3-44%
(%) (%) (%) (%)

4=

AEERABTS 34 2.5 18 0

AAREREHS 30 33 19 0.4

= H#MAE 24 3.5 15 2.5

MmANEFF S 31 0.2 23 0.2
'#R#E NCI CTCAE v4.0 04, EAEASR, XRABFERE | FSHEEEX ERBENEHASHESE
(NCI CTCAE v5.0),

RIEREEGENELS—NMETRENBERE, ATITEREXNDE (BSC AR 78-480, FIEFITRE
A 483) XETAEEXINERITER.

M T#0ia NSCLC
IMpowerl 10

E-ImZ 0. B, B FTRIPTR IMpowerl 10 1, 1¥{if; TECENTRIQ 7 IV £
NSCLC {Liy#1ia8E (815777 EGFR 8 ALK ERERNEBE) AIrPmzett. &2
F# %4 3 F—X TECENTRIQ 1200 mg FZ5577 (n=286), SHEFEFHINASHEFH
B H MRS AARAST (n1=263), BEFERERFBIAACTEINSMHAL [FF
WIGRTR (14.1)]. #£%5 IMpowerl 10 AR BE S, MBERES PD-L1 Fi& (FyEH
ffl [TC] #9 PD-L1 38 > 1% 5{ PD-L1 & MERIEEZM [IC] BE = MBEIRA
1%) . #F&T TECENTRIQ HRRAFF4ERS[E A 5.3 MR (0 E33 4 A) .

e85 TECENTRIQ AT MEET, BOMARREKXERN 3.8%, HAGHEIET (]
EATEBROETMREREMNIET) « BRA. BHERMEIRK. HEE. 2HUIE
BB DREEE. AUMLMERAIEME . K. IRESEANSSIIEEE (& 14]) .

e85 TECENTRIQ AT MEET, FEMARREKRERH 28%. HRELNTELR
R (>2%) BIEAGEBRRE (2.8%). 18 MEPEZEMMRE (2.1%) FFK (2.1%).

AR R &R M52 TECENTRIQ (S5 89 8& G2 6%, FE TECENTRIQ SR &RE I
AREE (=2618%) SREEEHEREMME.

e TECENTRIQ ST HIBET, SBABTMNTRRNRERN 26%, RELLY
ARRE (>1%) B1E ALT F15 (2.1%). AST It (2.1%). BH& (2.1%). K# (1.4%). ff
HRRRR (1.4%) A1 EFFIRIERREE (1.4%),

Z 6 3k 7 L A7E IMpowerl 10 55 5% TECENTRIQ &7 I EE N R RN FFFE AL

A S Bl

—‘_‘LE#% o



< 6 : 7E IMpower110 53 F$%5Z TECENTRIQ 3557 NSCLC
BEREEE 210% HABRN

FBERRR TECENTRIQ $ASALST
N =286 N=263
FrE %5 3-4 4% FrE %5 3-4 4%
(%) (%) (%) (%)
=17
20 14 0.3 34 1.9
{EH 12 1.0 22 0.8
i 11 0 12 0.8
— %
K5/ 5 25 1.4 34 42
B 14 0 9 0.4
RiE5ER
BRI TP 15 0.7 19 0
IR, REERFIZIARR
I 0%, (| 3 14 0.7 10 0
M5 12 0.3 10 0

238 NCI CTCAE v4.0 2%



%= 7 : 7£ IMpowerl10 Tf5s H3%% TECENTRIQ 87 EP L £ &R

220% MKBERE ((LELEE)

XRER TECENTRIQ B3 %7
& %7 3-4 4% & %7 3-4 4%

(%) (%) (%) (%)
1 %=
R 1m 69 1.8 94 20
WREEEKR D E 47 9 59 17
A
REBME 48 0.4 39 2
TR BRREE TS 46 2.5 42 1.2
kA M E 44 9 36 7
ALT 75 38 3.2 32 0.8
AST H5 36 3.2 32 0.8
= $R ME 29 3.9 36 2.7
K5 M 24 1.4 24 2.7
MmAEFFH= 24 0.7 33 1.5
ik wk M 23 3.6 21 2

BIHGMEREARBEE DA — I RLRENSETANBELEITE  TECENTRIQ (EH : 278-281) |
fAKATT (GEE @ 256-260) . #RIENCICTCAE VA0 %k, MAIEASRERICNERS TLEESEENSEE.

IMpowerl50

HE—mEHl. EiRE. L. A iEE IMpowerlS0 1, ¥4 TECENTRIQ 5 Il fXZk

B, EZEMTHKE MAESRHE IFERIR NSCLC /19 393 filfbyr #1a 8

BITPHNRE

M. i, BEHEES TECENTRIQ 1200 mg 5 I {XIXEHT 15 mgkeg, K182
175 mg/m? 5% 200 mg/m? F1£4%3 AUC 6 mg/mL/min Bx & F 7455877 (BaikE T, 3E—
R, mEKFE 456 MNEAE) |, R332 TECENTRIQ 1200 mg 5 I {KEZREHT 15 me/kg
BERAET (BT, 3E—X, BEFERERSEIMATEZNSMHAL) 15
SRR (14.1)] . %S TECENTRIQ 5D fKEk £, KMEMTHKSAAETHNEA
EFHE T TECENTRIQ By A F4ERT 8] 4 8.3 N H .

3% TECENTRIQ AT MIBET, BN ARREXERA 6%, HbhaHERM. X7
MR RRR D AE . BPAREE. R, JET. OMERE. MMERSS. FEBEE. RA

MERTR . BMEEMMR. MALL. BERE. ik, BIEEMEKEE.

FENTARREXERA 4%, RENNTERRRE (52%) BIEEHAM T IR 28R
DIE. FEBERZ. BRI AR,

FR R &R f5E TECENTRIQ S5 8 E GEE4 15%, SBEANRELITRREZ

fi & (1.8%),



SE TECENTRIQ £ H N ARRNEEE A 48%, RENNARRE (>1%) B1EF+
MR ARBRR D AE . MU MRBUAE . S/ RESS. BBI5. FURBRIIBERURAE. M. FiERRk

Z. Rk, RURIRINGETTHIE . RPVEP MMM E. ALT 5. FIREME. K
MEBK.

< 8 F3k 9 5L A7 IMpowerl 50 #5352 TECENTRIQ 5 Ik Ek#i. LB R K AEE
ERARBITHNEEARRNMLEETRE.



%< 8 : 7£ IMpower150 53 F#%5Z TECENTRIQ 3557 #) NSCLC
BEREEE 215% HABRN

TECENTRIQ 501{k¥k g, £45 DRER R, EMEfKE
EEFREABAS 2
ARRN N'=393 N =394
FrE &5 3-4 %% FrE &5 3-4 %

(%) (%) (%) (%)
WMBZRG
GEZIE 56 3 47 3
S5 16 0.8 13 0
—
K5/ 55 50 6 46 6
K 19 0.3 9 0.5
RERFIE THR
B %& 48 0 46 0
BB 2 23 2 10 0.3
GIRSR=g: gk 4
BNy / & 3 42 3 34 2
LA 26 1 22 1
BB
s 39 4 32 2
B854 33 6 25 0.5
& 30 0.3 23 0.3
M it 19 2 18 1
Rif5EF
BT 29 4 21 0.8
mE
= [ F 25 9 22 8
15213
2% 20 0.8 19 0.3
Edm 17 1 22 0.3
B i
EAR® 16 3 15 3

#R3E NCI CTCAE v4.0 428

'EIENERZRT. SMERERER. BRERE. BESE. BRERHEMES L MHERH

PEEES. RS, B2, B8, THES. B&. BMEL. 42325, 5. BEMERD. BEEtR
RANRBIFIRE %

EEmETERE. NASEKRNE. NABKRNE. SIEEE. T8, IBENERE
‘HIEEE. Sk, EBRRFNGERK

SHIBRTEMIE, RAHKREGHKESARNIRTHIE



% 9 : 7£ IMpowerl50 ff5E H3#%% TECENTRIQ 87 EP L £ &R
220% HIXRERE (KTEZ)

TECENTRIQ 5 R{kZk#i.
SRR R BENRHRKE RS DR, BB
& %7 3-4 4% & %7 3-4 4%

(%) (%) (%) (%)
1 %=
1 83 10 83 9
A s 2 B R < E 52 31 45 26
WREEEKR D E 48 17 38 13
A
Sk 61 0 60 0
BUN #35 52 NA' 44 NA!
R M E 42 2 36 1
RERME 40 3 31 2
AST #5 40 4 28 0.8
kA M E 38 10 36 9
TR BRREE T S 37 2 32 1
ALT #5 37 6 28 0.5
TSH #35 30 NA' 20 NA!
= $R ME 28 3 25 2
NEFHS 28 1 19 2
K5 M 26 3 21 3
ik wk M 25 4 18 4
iigzNiknd 23 7 14 4
= B AE 25 NA' 19 NA'

B NEAREREBERERELEXBE D IMHRAXIRENEETHNESE=1TE
TECENTRIQ 5 I {kEk £, EHBEMHKSHAZA (CelE : 337-380) , NER¥KEH. E458
FE44 (SEE : 337-382) . #R#E NCICTCAE v4.0 44%

'NA=AREMH, NCICTCAE RIZHXELEEFERN 3-4 REX

IMpowerl30

Il EiRE. BB, TR IMpowerl30 1, 1F{4 TECENTRIQ 5B EH
SELRVEFEEMRAKA BAEERFIESHIR NSCLC 19 473 BT Ve BE AT PR S
o AT, BELREESD 21 REHNSE 1 X#EX TECENTRIQ 1200 mg 5K4H
AUC 6 mg/mL/min BX& M2 AR | K. % 8 RME IS REXOEQESVENE
100 mg/m* MZ5iayy (FabkEnE, &IKHFEL4 306 MERE) | A5 TECENTRIQ

1200 mg Mzyiayy (FbkEnE, &3 F—XK EIRRERSBIAATEZNSMEAL)
[EZ IR (14.1)] . 3% FZ TECENTRIQ JRTHIEBE R, 55% RENEAZISET
6 MR, 3.5% RENEBE—F.



e %% TECENTRIQ JBiTMEER, BN ARRNKREEA 5.3%, HApHERL
(1.1%). FHHZE (0.8%). (OAESE (0.6%). (OBFEME (0.4%). Fh& (0.4%) A BIMME. K
M ART. ERERMAE. ®A. FREFE., OHBE. EHOHEER. LT (RA1T
UER) FFFHREL (B4 0.2%) .

fE4% TECENTRIQ SASTHIBEF, FEMNARRNXER N 51%. RELNTELRR
KRRz (>2%) BiEMG 2% (6%). BEE (3%). FEBREF (3%). FHHRE (3%). 18 MPEZE bR
AL (2.5%). IR FEIRE (2.3%) FOA PV AR R SRR R D AE (1.9%).

AR RRN S8 TECENTRIQ FHAMNESE Gibh 13%, SBREANEELAIARRRE
FEREE (0.8%). FHARZE (0.8%). e (0.6%). WEIRFEME (0.6%). fliz (0.6%). AR
FRURUDEE (0.4%). il (0.4%). B 38 (0.4%). (AR (0.4%) FOMUM M4 IR TE (0.4%).

##X TECENTRIQ BT B ET, SBRATMNARRERERN 62%, &EILHN
ARER (>1%) SRR A IE . M/MRRDE. RN, BE. &5/ESE. FEs
R, FPIREME. B, & BO. BB, Kk, fieE. XTE. BREXK
K. BEfE. 1BMEFREMREML. BKFRFMIE.

& 10 A%k 11 )L 27 IMpowerl30 #5315 TECENTRIQ 5 ER SRR KA/B KA
KERABTNBREARREMILBERFT .



= 10 : 7£ IMpower130 #f5 H1#% 5% TECENTRIQ 5779 NSCLC
BEHEEE 220% HARRN

FTRRR TECENTRIQ 5B ZEA4SREVE | AEAZAREMENRH
MRERSAS
=473 N =232
& %7 3-4 4% & %7 3-4 4%

(%) (%) (%) (%)
—
/58 61 11 60 8
B
Rl 50 3.4 46 2.2
g5 ! 43 6 32 6
EE 36 1.1 31 0
it 27 2.7 19 2.2
IINAR =g S e 2
AL/ ? 38 3 22 0.4
WERRG
HERET’ 33 2.5 28 2.2
WIR. BIERFNZAE
IR 0%, R 3 32 4.9 25 1.3
12 8k 27 0.6 17 0
FRBAFIR TR
¥ 32 0 27 0
BiES 20 0.6 11 0.9
R5EFH
R TR 30 2.1 26 22

#R4E NCI CTCAE v4.0 94%

"B, SBHRNB A

‘EEEE. AR, B, NIREHREE. 58, 3%
PEIRSNEHARE. SNERIEIER. BICRIR. Eﬁa‘%
CELIERPIR AR . T Eh M PR A S

CHERZ. MEZ. B2, RPEE. AP, KA. BRMRE. A, RaMtRANNS.

BRAE

FeRAALA
w . BICORFEMZ LA



3 11 : 7 IMpower130 T 53 %5 TECENTRIQ Afr B EHh R £ R
220% MXKBERE (RTEZ)

KXRERE TECENTRIQ 5AZE AL SR K BEASSBESENRA
EEFRHABE A
N =473 N =232
FrB &3 3-4 4% FRrB &3 3-4 4%
(%) (%) (%) (%)
&
#1m 92 33 87 25
FR MR AR R 75 50 67 39
iR RE 73 19 59 13
W EER R M 71 23 61 16
A2

Sk 75 8 66 8
REMAE 50 3.4 42 3.2
kA M 37 9 28 7
RERME 35 1.3 31 0
ALT #5 31 2.8 24 3.9
K5 M 31 2.6 27 1.8
kBt M 29 6 20 3.2
AST H5 28 2.2 24 1.8
TSH #35 26 NA' 5 NA'
R M 26 6 24 4.4
MRS 25 2.6 22 1.3
MAEFHS 23 2.8 16 0.4
= B MAE 21 NA! 13 NA!

BN EFRERBEREELEXBFELP—AMRLELENEETANEELREITE | TECENTRIQ 58
EAEAREMENRIKEAY CERE : 423467) , AEAEAREHENRSA CEA : 218-229)
#R#E NCI CTCAE v4.0 4>4%..

INA = RiEH., NCICTCAE FRiZ{ix e srisss

L= iaTr mEstt NSCLC

A& dul. EiRE. L. ARt OAK #, 1¥{4 TECENTRIQ 47514
NSCLC BFArPHREN, XEBEAMXAYNATIRNRABMZEHIER
R, Mt PD-L1 FRIAWNE [AFZIIGIKIAR (14.1)]. 7 609 flEEZEZE 3 F—XK
TECENTRIQ 1200 mg #ikEnE (EFHARTEZNEM, NP ERFERIIERER
Alb) | SERE 3 A—RZAEMSE (0=578) 75 mg/m’ FiKENE (EZIHAFTEZNS
MR mtRAL) . BERSGUSRTASRENARIBTEE S MR TEKERIGTT
MERRHNBERBRAEN RS, £ X TECENTRIQ BT NEBE, REPMFFENEN

FEN3-4 REX




3440R (02261 F)  MAERRZAMIATTNEET, REPAIFENEA 2.1
A (0E231H) .

MRARHFIERIE - PRFR A 635 (25FE85%) | 46% A 65 FHULE, 62% AF
M, 71% ABAN, 20% AEIHA, 68% AHERERMEE, 16% HBERIKMEE, 63% 8
ECOG &R TERD 1,

HEESZATHNERT, BEPNARREEERN 1.6%, EFEFESFEMA. BME. K
mpERse. WEREXE. Fdm. B3, ONERMES =8,

HEEZARTNEEY, FENARREEZETR N 33.5%, RENNTEERARKEY (>1%)
BEME. WMGE. FEREME. BMERE. RE. ZRFFERIE~RE.

A AR &R fSE TECENTRIQ FA M EE St A 8%, FE TECENTRIQ (FAMEENL
ARERNBIEES . BREMFRER. EEZETNEETR, S TECENTRIQ L4 H
B ARRN K ERH 25%, RELNARREY (>1%) GFFEME. BRKERE. T
REME. Fm. KBRMERE.

12 705 13 HRLCAE OAK IR PR AMNFRREMIBRERE .

& 12 : £ OAK #5t 3% TECENTRIQ ;857 9 NSCLC
BEHEREEX 210% HFARKRN

TECENTRIQ ZHhE

CERR N = 609 N=578
FRRE FrE &7 3-4 2% Fr B &3] 3-4 2%

(%) (%) (%) (%)
—
Ko/ RSS! 44 4 53 6
B 18 <1 13 <1
IR
M2 Ik 2 26 <1 21 <1
IR R 3 22 2.8 21 2.6
RFESER
BT 23 <1 24 1.6
IRSR=g-
s/ s 20 1.3 20 <1
KTF 12 0.5 10 0.2
B
I 18 <1 23 <1
L0 18 <1 14 <1
i 16 <1 24 2
R RR
B | 12 | <1 | 10 0
#R#E NCI CTCAE v4.0 5>4%
' B SR
? B FRNZ AN I B M K

‘EENAERAE. NNERERE. NASREEMNE
CEERE. AE. £3MEE. RERS. B, BEURE. REPHNEXRE



% 13 : £ OAK iR H1#E % TECENTRIQ BT B ERRER 220% NXBRERFE

(ETFEZ)
TECENTRIQ Z mfh3E

KRR B R 34 %R A B 344

(%) (%) (%) (%)
&
M 67 3 82 7
R ES A REURS /D RE 49 14 60 21
A2
REBME 48 4 50 3
g% alinknd 42 7 31 6
WM S 39 2 25 1
AST 7t 31 3 16 0.5
ALT #5 27 3 14 0.5
kBt M E 27 5 23 4
REMAE 26 1 21 1
BN Sae=) 23 2 16 1

BIHMEREARBEE DA — I IRLRENEETANBELEITE  TECENTRIQ (EE : 546-585) |
Zfh3R Rl @ 532-560) . #R#ENCICTCAE fRAN 4.0 734%

NERRRfT#E (SCLC)

E—TEN. ZF0. WNE. LEFIXNRIXI IMpowerl33 H1, #¥{h TECENTRIQ 5K%H
MR BB S A 257 393 f5l ES-SCLC 8EFa7 ML E M. Atk BELESE
21 REEARYEE 1 K3 TECENTRIQ 1200 mg 5%4 AUC 5 mg/mL/min BX& 257577
FAESE 1 R, 582 RKME 3 REZKITAE 100 mg/m* BZaTr (FlkEDE, &KFE4
MNEHY) |, AJF X TECENTRIQ 1200 mg AZ5787r (83 BA—RK, EIERERIEI
Ao EZNFMALL) NEERIERMSR (14.2)], fE#% TECENTRIQ JAf7 Y 198 & #H
R, 32% REMENAZISEE 6 MR, 12% FEREEE 1218,

£ TECENTRIQ AT HUEE T, PEMARRNEEE D 2%, HPBHEME. FK
=B, PHENARBERDEMNET (& 146]) .

7E#%5% TECENTRIQ AfTHVEETR, PEMNARRNEEZ A 3T%, FENAIRRN
(>2%) ELFERT K (4.5%). HIERARRME (3.5%). &I MR 48R R A E (2.5%) A0
/MR EE (2.5%).

FHAR&NMSE TECENTRIQ EAMBE LA 11%, BEFTEXAGFANRERE LR
RRN (2%) 2 RERR Y (2.5%).




HEZBITHNEEP, S5 TECENTRIQ AAFMANARRNEZEE A 59%, HENH
ARRE (>1%) BIEF R ME (22%). R (9%). BARRDAE (7%). /)R
BAE (5%). T (4.0%). BRBERRE (3.5%). BHK (2.0%). KEvM MR AR
fE (1.5%). ALT F+5 (1.5%) FEL (1.5%).

%= 14 13k 15 9 30)C 2 7E IMpowerl33 ff 33 3% % TECENTRIQ 5R4AFKITHEBE B
WARTHNEEIARRNALKERE,

% 14 : 7£ IMpower133 33 H3# 5 TECENTRIQ 55578 SCLC A& RER

220% HARRRKE
TECENTRIQ 5R$AH{KITAHHKES | LREASFHIMKTAERS
A%
FTRRM N =198 N =196
Fr B &7 3-4 4% Fr B &3] 3-4 4%
(%) (%) (%) (%)
—
EE/ RS \ 39 \ 5 \ 33 \ 3
=17
T 38 1 33 1
L0 26 1 30 1
X nt 20 2 17 3
RERFIR TR
Bk \ 37 \ 0 \ 35 \ 0
RFESER
BT ‘ 27 ‘ 1 ‘ 18 ‘ 0

#R$E NCI CTCAE v4.0 9345,



% 15 : 7£ IMpower133 33 3% TECENTRIQ 55578 SCLC A& hRER
220% MXBERE (KTEZ)

XRERFE TECENTRIQ 5R{AFKITAE | ZEFASFHMMKTAERS
BE A%
B %5 3-44% B %5 3-44%

(%) (%) (%) (%)
Mm%
Gzl 94 17 93 19
ch MR BB M 73 45 76 48
/iR M E 58 20 53 17
W EER R ME 46 14 38 11
a:-2
5 & 67 10 65
WM RS 38 1 35
3%zaNiknd 34 15 33 11
REHME 32 1 30 0
TSH TB& 2 28 NA' 15 NA!
RS M AE 31 5 35 6
RS M AE 26 3 28 5
ALT H5 26 3 31 1
AST F5 22 1 21 2
MmAEFHS 22 4 15 1
=M 21 NA' 23 NA'
TSH #5 2 21 NA! 7 NA!

BTN ERERERTELENFELMMALBRENEETHNEEREITE | TECENTRIQ (5
#R#E NCI CTCAE v4.0 2>4%

S 181-193) |

ZEF CeE @ 181-196) .

'NA=RiER, TSH= {2 ERIMZE, NCICTCAE v4.0 FEIEXES B =,

RS (HCC)

A—mME 0. BirE. L. FRIHE IMbravel50 A, 3¥fk TECENTRIQ 5 Ik ¥k
BHRERARAERTIRAEZI 2SR GG BMR s S S A VIR A E
BEBTHNREN NEZNIERTER (14.3)]. BEWCKIES TECENTRIQ 1200 mg 11
fRIREBAL 1S mg/kg (n=329) E#AkEELR 2y (B3 A—XK) . HEABRRIIEE (0=156)
BRR, HEEmERSIHAATEZNFM AL, FFET TECENTRIQ AP ArFFE:R]

BA 74408 Gell :0-16 MF) , RETIIAIRBAFAIFENER 6.9 1MH (&

. 0-16/I\H) o

7E3£% TECENTRIQ S5 KEHKEMBKEHAAGTHNEEY, BoNIARRNAEEXR Y
4.6%, SERTHREIARKN BIHEMEMEEERIKIKE M (1.2%) FRE

(1.2%).




7 TECENTRIQ 5K BHKERAHERNBED, FENTRRERERA 38%., &
FHNHNFERNRRE (22%) BIBLELM (7%). B (6%) MEH (2.1%).,

# TECENTRIQ 5Kk SIS MAARNEBEHR, FE TECENTRIQ AR K
RERA 9%, FETECENTRIQ FHMNHRENARRNEZEM (1.2%) (BIHENE. &
AR T RERfTH M) | HREEHRABLRAS (1.2%). BWREXRAE/AEEFERGAT
(0.9%) M8 &R &A% (0.6%).

7£ TECENTRIQ 5 {KER BB S AAEANEEF, S TECENTRIQ L5 HMHNAR
RNRERK 41%, BENNARRE C1%) EFTESRERE (%S, Ba
KRR MRS S) (8%). BXZE (6%). JBHEH M (3.6%). M/ D/ M/ MRiTEFE
i€ (3.6%). FUIRRBRINBETTH (2.7%) FIE A (2.1%),

£ TECENTRIQ 50X BB EHAENEET, FTELHSUREEBEERITHNREE
HERRRNEAERN 12%,

%= 16 13k 17 2 3)C 2 7€ IMbravel50 #ff33 F3%5% TECENTRIQ 5 XX BB &
HAABITHNEEINRRNAXLEERE.



%% 16 : 7£ IMbravel50 #f3 H#%5Z TECENTRIQ 3557 A HCC

BERRER 210% HFRRE

TECENTRIQ 5 {REk BB & H FhiiEfe
)
FTRRM (n =329) (n=156)
FrE k5 3-44%* FrE k5 3-44%*

(%) (%) (%) (%)
il =323 75
= ME 30 15 24 12
SRR RAHPANEH R
/5! 26 2 32 6
R 18 0 10 0
'S HE R R R SRR
=07 20 3 7 0.6
BE
HRE T 11 0 10 0
A AN A 33
P AL 19 0 10 0
5 12 0 17 2.6
HAERR
;] 19 1.8 49 5
& 13 0 14 0
Jii=E=3 12 0 17 0
PLITR 12 0 16 0
Xt 10 0 8 0
RFREFEER
BRTPE 18 1.2 24 3.8
FEIR . BERFINPR TR
2% 12 0 10 0
248 m 10 0 4.5 0
BTG, PERBEHFKE
B AR R R 11 2.4 0 0

' BRI STESS
2 }R4E NCI CTCAE v4.0 545




%% 17 : £ IMbravel50 #H3 FiE 5% TECENTRIQ j557#) HCC
BEPEREE 220% LB ERE (KTEL)

TECENTRIQ 5 M{kZk g7 ZhIER
BAR%
XEERE (n = 329) (n=156)
B! 344! B! 344!

(%) (%) (%) (%)
4=
AST FH5 86 16 90 16
M R B T 70 4 76 4.6
ALT 75 62 8 70 4.6
AEHTE 60 1.5 54 0.7
HTBE 54 13 49 9
BEEAS 48 9 43 4.6
AN 30 0.3 35 1.3
BT FE 26 4.7 58 16
BT S 23 1.9 16 2
RS M AE 22 0 22 0
%z
/iR T B 68 7 63 4.6
AR TR 62 13 58 11
M E/TFE 58 3.1 62 3.9
BIEHS 57 8 59 14
[ IMmER & 32 3.4 29 1.3
HR PRI AAAE T PR 23 2.3 16 1.1

BN ERERERFRLENEEPE I MRLRENEETBNIELREIE
TECENTRIQ fnIlfkZk&H (SEE @ 222-323) |, RiudEfe (el : 90-153)

1 R4 NCI CTCAE v4.0 4%
RERE

AENEREY (1:1) LRI RS Mspire1 50 1, PFHf TECENTRIQ 5% b & e MR IF
JEBX & MZ57E 87 BRAF V600 REAMEBUHATTIRNARCRERERTTNLE
t BZWIRATR (14.4)] . BEF#EX TECENTRIQ 5SE LB R B RIFRIK&IaT7
(n=230) LRF| SHELLERMAERIFRIKEIAST (n=281),

3% TECENTRIQ 5X Lt B R MARERBXS AR 230 flEEF, RET

TECENTRIQ B9 FF4eATE A 92 N (GEE : 030 MB) | BRETHILLBRIFAE

ZERYtiEy 10.0 M8 el - 131 1N A) |, EETHEIERNPRAFEERE A 9.8 A
(SeE : 1311 A) .

# TECENTRIQ 5Z Lt A MARFRHKEMAANBED, BN ARREEXERR
3%, SBOLCHARKRNEBHEMRE. R2AMAR. BME. BlPEARs. Ao

Bi=.



% TECENTRIQ S5 BRMSH RR 2 AE R BED, FENTRRNLEE .
45%, BENHFERRRR (22%) SFEFEYE (%), KH(6%), 15 (@.3%), BHH
B (2.2%) TR M BRI (2.2%).

% TECENTRIQ 5%t # R AR RBAMAMENEES, S5 TECENTRIQ &2k
AREREEERH 21%, FE TECENTRIQ FEHMNRENARRL (22%) B ALT A5
(2.2%) FAfH % (2.6%).

# TECENTRIQ 5Z Lt B EMARIF el e HAEANBES, FE TECENTRIQ 4525

BTN RRNRERA 68%. FE TECENTRIQ [ HMIHRE LA RRE (>2%) B1%
K (14%). ALT FH5 (13%). FURBRIIBETTHEIE (10%). AST Jti5 (10%). BEREETHS
(9%). EMEETTS (7%). Bz (5%). CPK F& (4.3%). &5 (3.5%). HiEBEZ (3.5%).

RESS (3%). KB (3%). MR (3%). KTHE (2.6%). K5 (2.2%). FFIREIME (2.2%). WK
(22%). SMNEKER (2.2%). FEERL (2.2%). XTERXK (2.2%). FIRIRINERIRIE (2.2%)
FORFIRIE B (2.2%)

R 18 F1F 19 9 BT A7 IMspirel 50 IR P LA A NAR RN MLRERE .



% 18 : 7£ TECENTRIQ 5% [t MRS AAARNBEPFRER
210% HLBFIMELLEMERTFENBANBEILREREENAIARRE (&
IMspirel50 #f5iH, TECENTRIQ AFFAHEIZER 25% (BTELF) =% 22% (3-4

%) )
TRRM TECENTRIQ 5%t & B MfR ZRFSELLERMERIER
ERBKER%
(n=230) (n=281)
Fr B &5 3-4 2% Fr B &5 3-4 4%
(%) (%) (%) (%)

REA R T HREERR
B! 75 27 72 23
B 26 <1 17 <1
RN 21 <1 25 3.2
25 MRREAHBNEMRE
K5 51 3 45 1.8
B 49 1.7 35 2.1
7K B 4 26 <1 21 0
SHERR
&M 50 21 36 13
B 30 <1 32 2.5
Of © 23 1.3 15 <1
LA B ML S AR &R
LA BB \ 62 43 48 3.2
A5k 5
FURBRIhRE RORAE ® 22 0 10 0
FARBRIIRE TTHEE 18 <1 8 0
EEBG. PERBEFRE
BB R | 10 | 2.6 | 8 | <1
MR, BSERFIINBR &R
fifi 4 10 \ 12 \ 1.3 \ 6 \ <1
MEER
SME " \ 17 \ 10 \ 18 \ 7

BiERE. REZ. EENRE. B, 408, BF. RERE. L8, K2KA. EAlhEe

fE. K. BRMMRE. ZRMAR. KBEE. AP EOHRE. I8MEE. RBMRE. R

BMRZ. £5RBMERBHRZ

PEIRET. EBNZN

PERARNEETS

*EIESNEKAR. HREKAR. KA. EEBKAR. BREGKAR. RERIKAP. EERKMPFIE & MK

ERAREAETS. AERRETS. MBLES. RaiEHs. HX. HEHs. A5t 5
®REBLE. F6BAxHS. HARKRG. SBLRME. RIgREHs. Fxb. FXURL

MRS ERS
CEEORER. MRRE. OBMWRE. DERE. BRAER

TEEXTE. B, MEAE. BE. ABRAR. XhA. SRR, NASREE. RS

BE. . FFE. RENSHXRTL. XDHEENIB OIS
B FURBR T RE RUR EM MR FIRIRA R TS
BRI R R R ATE SR

10 0 FE R A A8 B RS

"EEshE. IEFASNS0ERER

#3# % TECENTRIQ 5F Lt B BB RF RS AZETNEES, BRT 10% NE2E

MEAEETNRRN B



ORER O OERRE . FM RO EE QT EHEK
iR - AR

HIERS | BRARK

R RARFLIRR | MR AIRBE R

R REFREER | SMHE

WMERGHER | kB KRERSTER

RROUR . BOERFIZARR A« FPOR R ME AN O IR
RERB R TRRA KRR - BB



% 19 : IMspirel50 H53H, # TECENTRIQ 5FLbEEMAEREREKAHAANEE
RERER 220% HREFMELERNEZEFENBRENBEIRERESHRTES
MR =ERE CARFAEER 25% (FAEEF) = 22% (3-44%) )

XRERE TECENTRIQ 5X% Lt & B MfR ZRFIEXILERMERIEE
ERBEEH%
(n=230) (n=281)
B %5 3-4 % B %5 3-4 %
(%) (%) (%) (%)
il 3=
B AR T BE 80 24 72 17
MmaEB Tk 77 2.6 72 2.2
/iR & 34 1.3 24 0.4
e AT SRR T R 26 2.2 19 1.5
4=
LB M EsH S 88 22 81 18
AST & 80 13 68 6
ALT HE 79 18 62 12
=Bt HE RS 75 46 62 35
WM BRI S 73 6 63 2.9
BT B 67 22 64 14
MBS 51 13 45 13
MERERFHS 47 NA! 37 NA!
HER Tk 43 0.9 34 1.5
BB EHS 42 3.1 33 0.7
ETRpE 41 1.3 28 0
T BE 40 5 34 7
& FRBR R T b 38 NA! 23 NA!
RERBREEAS 37 NA! 33 NA!
NS 36 5 22 4.3
=HRRRERRAS 33 NA' 18 NA!
HERRREAS 32 NA' 21 NA!
REMRRIR R R B 32 NA! 8 NA!
S 29 1.3 19 1.4
=HRURR R B PR 27 NA! 21 NA!
S 20 0 13 0.4
212 NCI CTCAE v4.0 948 .
FIRNEREREZFRLENEEVDE—MIRLEENEE T ANEEZHEITE | TECENTRIQ i
LB EMERIERES AZA (28-277), REFINELLE BHMAERIERXRA (25-230),

I'NA = RiEF. NCICTCAE v4.0 A FEXLEStIsEs .

MERRBEHEASHNARZR <S% (FME45))  BHEFEENENTHERIEKRTEM,
ARk AL RS M BRI EIRER ZE LR A 28 (ASPS)
7E 47 FIR AN BBEF 2 ) LZE EES 5K ML39345 it /, i¥{4 TECENTRIQ 7EiX L &2

BITHHNRE M (ESRIRKWER (14.5)]. BABFZERE 3 H—>X TECENTRIQ
1200 mg AZ5ES7, JIZEEEFESE 3 FA— KX 15mgke (&% 1200mg) AR, EE
EiRERE B ATEZNEMH AL, BET TECENTRIQ B FE:RS[E] A 8.9 1N B

(1LE401MA8)




7152 TECENTRIQ AT B ET, FENFRRNAEEY 4%, BERNFERS
RE (>2%) BIERS. MERR. IbHmAms (25 41%) .

AR &R M58 TECENTRIQ £ 25 R AB3E St A 35%. % TECENTRIQ 4325
MR B WA RRE (23%) BHEMAMEERRE (FHh4.1%) .

2 20 F13 21 £ BT A% ML39345 A &4 MR R R HIRBERY,

= 20 : 7£ ML39345 #ff53 F3% % TECENTRIQ 3557 Hy ASPS
BERELEE 215% HABRNE

TRERK TECENTRIQ
N =49
FrE &5 3-44%
(%) (%)
EHMERRRAABUETHRE
] 55 2
BH 25 2
PR ESE3 T 18 0
SHLERR
I 43 0
it 37 0
T 33 0
85 27 2
e 25 0
R R E I LK
RATBE 22 2
WIR. HIEBFNZAFE
Mk 2 45 0
I, R 3 33 0
HEMBE 16 0
A B R AR AR KR
AL BB 67 8
BRR R KR T AR KSR
e 47 2
WMERGRR
K 43 4
KES 29 4
MmE R
& 43 6
i1 29 2




BHRR

KR 27

EE 25

1O BERS

IMEKRE 7 22

A2 b K

FRRARTIRE R IR AE 25

HE

RE T BE 18

HEHS 16

#R$E NCI CTCAE v4.0 9348,

| SRR L AR

P B SR GR S AN

TEEXTE. IEARE. U, BOEMRE. SEERE. IIRNEREBENERE
CERNED. KB, EEHRRK. B2, REBENAS

> BIREREMLE

CEFEREM. R, FRRHM. BHm. MR, B MRS M
TEEEE. EMOsEE. EWOSTENELOEIEE

* BILFUIRAR T RERUR AEF M2 FURBR =TT S



3 21 : £ ML39345 W5z 3% % TECENTRIQ 457 #Y ASPS

BEPRER 220% UXRERE (RTEZ)

XEERE' TECENTRIQ?
FrB &3 3-4 4%

T (%) (%)
MmaEB T 63 0
1/l B 27 0
M/ RFS 29 0
a2

WM BRI S 29 0
SER B TR 40 0
IS 20 20
GEEIEIN 49 0
5 TN pE 47 0
EitE 25 14
BEE TR 33 0
BERAS 78 0
EERETR (Z8) 25 0
BT 21 0
B®HE 26 26
AST #5 39 2
ALT 75 33 2
T RE 43 0
BERAEE TS 25 25

"% NCICTCAE R AREM KR ERN th BEERERITHEZR, BESEAEMNIREL R CEHET

LR AN IATEAE o

PIREEFELENEL —IMRLRENEENSERE, ATHERERNDT (M 449 Tk) MR

BRXCMRIFER,

6.2 LtWEER

AL M TECENTRIQ FARMU TARR R
BIREN, FrUFARESREGUEMMETTHRRS SHYRBREIARIR.

o OME I UBR. LERRMOEIESE

AXER N ZRRAFHENARE




8 HRHABHAZA
8.1 HFiRHEA
X Be fE iR

RIEVERYLE FZIIRRAIES (12.1)], X2 AMZE, TECENTRIQ T 8EXfARJLIEAK
fhE. MAHXZEMFEM TECENTRIQ H97] FHEUEE.

I RARE, PD-LU/PD-1 #ZAHIH o SEA B PHRTRESISE M RRB X F
REANEIEM (FZIEE) . mERHALEEMXIEILAEBEN .

FERE —RARD, WRIATERAZEEREREEIR~NMETESKED 30 2%
ZE 4% F 15% ZE 20%,

Bk

IR R EIE

%k $txt TECENTRIQ FF RN E RIS IR X TR LR B 10, T 30mk
BYLE TS IIE(E R B, PD-LPD-1 SR ML DI AR I (RN R L SR 2 L
PR, 70 BRI R SR, BN PD-L1 5B TR LA S S 3t SEAT
B, Wi, fHREI%T TECENTRIQ ME7ER K BIER = ERIEIMIBM. B
R, FEXEHYHERE, KNS5 PD-LUPD-1 {52 B EUTRX MR LT, {87

PD-1 5 PD-L1 HEMB IR R L L RBEN GBS, WRIERNG, BILEBTREH
BTSN £ REN SRR AR TS S ERNMRE .

8.2 WTLHA

Rtk

BRERTALTEEFEMBNIRET . MEFLRALEILNR X BN WNE
B. BEHAAELIGEAILFDW, FrAXNZEILAREFRENTTEME R, BT
TECENTRIQ 7L MRF 2L BB AENTEFARRE, B ZtAERr HEMNkE—
RGHRED 5 PAAREHIARS.

8.3 RFLHBERINZMEMEMY

RIS E

FEFF95 TECENTRIQ 4525 2 51, SE BISHA L MAITIRIRTS AES IR ABERZ 8 D).
BZ

itk

RIBEANLE], XZEMAZR, TECENTRIQ fJaexBa ) LEMGE [(ESFRAREAA

(8.D)]. BIWHWHL AR TECENTRIQ JaT BBl MR RRABHEELD S MARXRE
BRI IR

A%

Zit

RI\ENMAR, X TECENTRIQ JBIT B M RBEBRENNLMBENLEFT N [1F
ZNIEEAKRFIES (13.1)],



8.4 JLEH#A

BRI AR A

2% () WELEBHD, TECENTRIQATFNATTRAEBIE ASPS R IHH
HRUERE. EHH ASPS MAABEF 2 BULERE (12 HRIMLE) PHRS
TECENTRIQ FR#75) B RAFH BIBTSTIERR, TECENTRIQ %M i EREREH
%, MELILESE QHE 17 HUT) OBERANFHRSUBECEPI—K. X
BORRM, 2 YR LI EREOFSHRLARFRSMANY, FIHAZSAA%MN
MELMAER FESRARRRE (61). BHRANE (12.3) MEFHR (14.5]. 2F 1
%)L B SRS D EBE T TR ASPS RRRAEHARNL, L 7T LT
X2 BRI LI EREOERI TR M.

2 HTILEBE D, TECENTRIQ AFTRY ASPS (R & MAHRMARE.

SEAR BRI

B NN RN, AR G 2 RS, TECENTRIQ A
Freag e R M IMATE.

B8 TECENTRIQ M2 MAH R Z IPHE, (B7 60 64 RS R SCA AN
EEM T AAE 17 ST ESESSHEE. SH0. SHIILE (NCT02541604)5
FRBE. ERTRST, FFANRE I EEEEFORLES.

85 EFEBERH

IR 3R 1% TECENTRIQ 257577 HY 2616 515675 NSCLC R HAhK R A phiE 2
EZh 49% h65SFRIUE, 15% A 75 5 RIME,
GRS 15 TECENTRIQ 5 H M EZAE 5567789 2421 f5) NSCLC #1 SCLC &
EZth, 48% H 65 FRIUE, 10% 4 75 F&kIAE,

65 FYENLEBEEFRBEZNE, REVUSEI eI EMNZEER.

11 fEik

P EMERBIE—TREFHIET RS 1 (PD-L]) BEHUE. FIEFIRBERZE—F Fc T
. AR, EREEREML Gl « RERER, HEDTEN 145kDa,

FT8#BkEER) TECENTRIQ (FIERMIREN) EHRE—MER. FA2MEH. TBE
AREMNEFENUAR. Sl 20 mL FAREH 1200 mg RIAFIRBH, 5 AHERLKEE
B (16.5 mg). L-4AEER (62 mg). ERLIHLES 20 (8 mg) FNEEHE (821.6 mg) FLl, pH {EX
5.8, i 14 mL HAEEH 840 mg FIBMEREH, fEAERIKEER (11.5 mg). L-ARR
(43.4 mg), BR(LIZES 20 (5.6 mg) FIREHE (575.1 mg) o, pHIEN 5.8,

12 ImKR#AEE

12.1 fERAHH

PD-L1 T FRiA7E PR RE AN/ AT /2B M R R 4Ae L, B BT 7 A B bR 5% A HD 1) 70 A
BRENE., PD-L1 5 THAEEIRDSEME M PD-1 1 B7.1 ZAEE50HIH MBS
M T AN, T AR ENMEERE T ~=4.,




& F kB E—Fho] B4 4 PD-L1 AT S PD-1 1 B7.1 k> Bl BEER &
TR, XS#@ER PD-L1/PD-1 N"SHEENEIF, S8EENMMEEENE AL
R R MIES M. ERRE/NFMEER G, [HET PD-L1 SEM o EME L KIS
ENRFEEER G, SEMEREA T HEEL, PD-1/PD-L1 1 MAPK 3&12 A9 X E H ) 18 i 15
MR EBEMN T MRS AR H EE K I EMERER M.

12.2  h¥ss

I EFIRBM MM EIMNANERNNERE - RN X R EEELEE e R,
123 #HRzhhF

7t 1 mg/kg & 20 mg/kg (0.07 E 1.33 FHUEMNHEEFE) FIETEA, AEFHRERRE
EEBFEZLAIMHS, B8FE3A—XAH 1200mgFIE. ZRAKEEIRER

BERS. 82 BARE—RNE3 ASKA—RXNEREFRRELD B4 3.3 1.9 &,

éj\

RSP AERRA 69L,

HER

BERE (CV%) A 02 /KR, BRERFERA 27 X, RIFEFZRBHUSERR MR 836
BmpER, BANTREZE 17% B FHRKRER (CV%) BEA 41%. Rf, BRENER
BWINAS IR K

FEIRANEE

UTHEAZENFEFRENNESEEXEREAEEZEEZN F8 QE9 %) | FE.
Bl. BEBKFE. ERE. XK. BRESIERG [(HiTta'S/hBRIEER
(eGFR) 24 30 & 89 mL/min/1.73 m?], 2EFIheE#H (BBZLE <ULN H AST >ULN, =}
BB4T& >1 £ 1.5 x ULN, AST AFE{E) . PREFIERG (4% >ULN B

AST >ULN, HPELE >1.5 F 3 x ULN, AST A{EE{E) . PD-L1 FEKFHE IR
Jo

ILERE
EREERSHRMLEETIHEBNILESRE CF5EITUT) F, REFEFERY
(15 mg/kg, &% 1200 mg, 53 F—XK) MAENRERMERESEXS 3 F—X
1200 mg AZHATyMIAMABERY. BER 2 5PUTIIERENREETERR, BXE
IWASRKRILR.

12.6 EEM

SR AHUA (ADA) RERSEMRB TN ENBRMENSFRE. BTNENEFEE
. TR TRMRFH ADA ZAERGSHM™ RHPH) ADA RERFHITHERE XA,

# 8 Blm R R 4% TECENTRIQ Jair MIE—F, 13%-36% M BEF HIH I EFIRE
MAHE, ADA N2 MRMAEZE BN BHUSBRE R AIELE ADA 1Rt
MEENMBHIRBYUSKRES 19% (&K 18%, &S 49%)  XFERENZUIT
=177 9988



7 OAK Al IMbravelS0 #i53 7, IRRMDHTREA, 5 ADA N EAMNEEMLL, ADA
M BENTFHUTFEERNTN (NBEFROFENE) AESIIRKHAR (14.1F0

14.3)] . £ IMpowerl50 51, ADA MM m il Fg B mREX [(EZIIREKTAR
(14.1)]. HEHROWVRS, REEBAEERKIL ADA XT7AF M.

ADA NBEAENARRNMNA A RS = EREREIRKEZZH,

EETIRKRFRF, 4.3% & 27.5% HFFPE (NAb) o] G BEEE T 5T a =
HEBREM NAbIRZS, NAb WHEFIKENEEEMNLZEMHNF LB IRRE X
BTHEARE/N, NAb X EBT L SRS A E .

13 FiEESEE

13.1 BB, BRTHMEFTHRE

8 A X P & F) Bk AR B E B M Bk EE M T B AR

EART P ENRBFTRAMEFT LR, EAERER 20 FERRKATUMRT B
EHMEEAERENITG. UESHENE YHKRERS% 1 XN, MENKET
SEMRA ZEMEE, BEWEPRZHERE. ERBEEANAGHEEFEMLITRE
B AUCH 6 ERREXFRY, ERUEN., NHEREEREREF M.

132 Y FEEN/NAES

AEFPAEEF, )% PD-L1/PD-1 FSESUBINIRLERLNTEN, FEBBRERN.
5 B4R REL, SO E RN PD-1 EREB/ N\RRUHEBZRREER, X
SXEHYERIB NN BEIBENKERNZEX. PD-L1 M PD-1 ERmR/NR5ER
PD-L1 FHETHUA R/ MR A RN b B AR BB M BN IR R S B R R I T R PR AR

14 IEEHR

14.1 FE/\4RE b
PD-L1 ik >1% B 1I-1HA #§ NSCLC BZE a8

E—mEH0. L. FREREE IMpower010 (NCT02486718) A1, 1¥{f TECENTRIQ 7£
sEEVIBRIET B RAREZINTAKH BN LS B9 NSCLC BEHBIATT PHBERME. AR
BHEERIE, BH BH (MUZE>4cm) - 1IA # NSCLC (ARIEE FRifER: R/ X E T
BKAESMIREE THR) NEE. HBREFTIRHINEE  FESREMERRE
FR MY, YRR, AYMBESHMRRER MR RE, SRENMEMEIE
18 ERBYLLET 28 RNBEMITREFEREE | EBILE 4 AREZET £ 5 2 RRMAY)
SRR 2 BREZ TS 52 RINF5Y,

TEVIBRMB I T IR /E, £F 1005 flEEFERZ L1 LLEBENER
TECENTRIQ (F#fkiE 1200 mg, & 3 F—X, 2 16 MEH) S&EXFIATT (BSO),
BRAIFRREASERATHEZNS M. R, BRoH. ARFEM PD-L1 RAHTHE
D=

AEREVCBT R E Lt T, UARES | B#% | KEN—FR, 84 MRHiT—
R, REGONAHET—R, BEEESE, ZRFGFHIT K,



MR 62 %5 (SoFE 26 E 84 %) , H67% BENEM, KEIHEBEZEINAA (73%)
FIMA (24%). KEBEEBE A LR TREE (78%), BHEMEL ECOG F RS
373 0(55%) 5 1 (44%). BELE, 12% EBEFEF B EER, 47% B8 &R, 41%
= A #8%5%. PD-L1 &k (EX HRIE VENTANA PD-L1 (SP263) U EHFRIA PD-LI
FIBARE L) >1% BB EE G b 55%, <1% BYGEEA 44%, KREGLEER 2.6%,
FEBYNMERIERAMARBZ AN TR EFL (DFS), FEBMI T AR (n=476) &
PD-L1 33% > 1% HIFE4AAE (PD-L1 > 1% TC) {9 11 - ITIA 2§ NSCLC £23%&. DFS X 34,
MEEVLL B EAZE N TSERIEAHREMNRNE - BERIEREEREXR. FHREAM NSCLC 5
SERMIET (UEREZLE) . RBEREBFUUERIENRARRGT AN 2EFH
(08),

DFS B8 #7Rt, #F5R3AE, 7£ PD-L1>1% TC f§ 11 - IIIA #is2E A B, DFS £ EH
FITENHINE.

BRMERINZE 22 FE 1 .

%% 22 IMpower010 #f5s & PD-L1 53k 21% TC #y 11 - IIIA #§ NSCLC

BEAHNEIEER
A 4R : B4 :
TECENTRIQ RIEXFATT
N =248 N =228
EREFH

EHEH (%) 88 (35) 105 (46)
AL EERTE) (B) NR 35.3
(95% CI) (36.1, NE) (29.0, NE)
KB&EE ' (95% CI) 0.66 (0.50, 0.88)
p & 0.004

Cl=E&f5X|8, NE=ARo{fit, NR=FRLEZ|
'RERO . MRIFAREN R

ZE— TS E KR PD-L1 > 50% A4 11 - IIIA Hf NSCLC 2E A BT A (n=229)

b, TECENTRIQ AN & EHRIAF L DFS (95% Cl: 423 4B, NE) , BEXEET

HRNEEHNISTANA (95%CIL:29.7, NE) , KPB&Et (HR) 24 0.43 (95% CI : 0.27,

0.68) ., ZE—IIPD-L1TC 4 1-49% #4911 - I1IA #§ NSCLC 2EAB MR Z T AN

(n=229) ff, TECENTRIQ 4HK 2BE KL DFS 4 32.8 N (95% CI : 29.4 28,

NE) , BRETIFETERNEEN 314N (95%CI1:24.0, NE) |, KB&LL (HR) 4 0.87
(95% CI : 0.60, 1.26) ,



B 1 : IMpower010 fff5E & PD-L1 3R3%k 21% TC By I1 - IIIA I NSCLC & ELwEEFH
Kaplan-Meier %% &

0.1{ —— TECENTRIQ
""" BEXFETT

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54

SF R SAR Btie (B)
TECENTRIQ 248 235 225 217 206 198 190 181 159 134 111 76 54 31 22 12 8 3 3
SETHIEYT 228 212 186 169 160 151 142 135 117 97 80 59 38 21 14 7 6 4 3

DFS Hi4hf, 7 PD-L1>1% TC g9 11 - IIIA HiEEEABEH, B 19% HEERT. &
tbBHE AEEH, RIEOS BREMSELEMSE HR 4 0.77 (95%CI : 0.51, 1.17)

84 PD-L1 SRKMEZ M MUT 4178 NSCLC

rE—mEFi. Birf. B, AR IMpowerl 10 (NCT02409342) Hr, 1{&
TECENTRIQ ZEffEEHEH PD-L1 Frik (FRELBEEY PD-L1 & > 1% [TC > 1%] = PD-L1
Ze g R B R (IC] BE = MEERMN 1%) NREREESMHERULTHIV ]
NSCLC B2F/RTHIBEM M. RIEEA VENTANA PD-L1 (SP142) WE MR EHLR (L
(IHC) ¥, #E PD-L1 IR, BRMIFHETESE PD-LI §3FKI1& (TC = 50%
IC>10%) MEETH, ABEFEFEEGFR H ALK EFRETRNEE, RRHBRER TS
BHIEMESE EEESREMERE, BV 28 RNEMIDRSERE, EMHxR
JAITEY CNS 7%, 7EMEVILET 4 BAEZEREE R R R R A EREYVIIE 2 AR
B RGEM R A,
RBMR. ECOG PR . ARFRE (FE8HIR 58K) MK PD-L1 Rk
(TC>1% B IC AFERESE TC<1% B IC>1%) #THILLE. BEFIZRE 111 /9t
BIREN EZ U TRARTZ— !
e A% : TECENTRIQ 1200 mg, & 3 F—X, BERlEmIERIERATEZMNEEANIL
e B4 : fAKAST

FEISIEBEIN NSCLC (9 B BRIy TR ETE, MU 21 XA L MNEH, A% 1| X
ZIfEA (75 mg/m?) FIFR A ZE N (500 mg/m?) 54 (AUC 6 mg/mL/min) FIHE 5 i 28

(500 mg/m*) AZIET; (RKHFFLE 43 6 MEH) | REHEFZIHFME (500 mg/m?) AZ5A
7. BRlRmERSIE AN TEZNFTEH L.

FIXBEIRA NSCLC 19 B BRI REHE, 21 XA 1A, A&EARE | REX
JR5A (75 mg/m?) FESE 1 RME 8 REFEZ T MR (1250 mg/m?) MZEST, HAS 1 X
#EX K1 (AUC 5 mg/mL/min) 375 | KNS 8 KiEXFH AR (1000 mg/m*) MAETr



(RKIFELAH 6 NEY) | REERREFET, BERPHRIEARNTEZNS
AL,

FUVFFE RECIST E X R mEt Rz SMEM TECENTRIQ, 4% | A% 1 X5, 148 &
R 6 B#HTIENE, /T 9 F—XK. AFUOXEEMEF VENTANA PD-LI (SP142)
ME, NBIRAFITIIEMNIE, ERATEXENENT AP,
TEANMERIEFEE U T ARG 2 EFH (0S), FEIEFAE EGFR 5
ALK EATFAESE  TC>50% 7§ IC >10%, TC>5% g} IC > 5% F1 TC > 1% 5 IC

> 1%,

7 205 518%F PD-L1 %Kik (TC>50% 5 IC > 10%) 9 IV #i NSCLC {Ly7#58 2&Hh

(FBIEFE EGFR 3 ALK ERERMESE) , PAUFR IV 65% (SElE : 33 £ 87
%), B70% MNEEAB M. KEBBAPEEANBA (82%) FIMA (17%), BEINEL
ECOG A& JTIRETED B 0 (36%) = 1 (64%)., 88% BYEE A BB REREE. 76% K&
F B H SRR, M 24% NEEBESRAER.

OS AT, WK ME, BB PD-LI §FK (TC=50% 5 IC>10%) HYEE OS HiIll
AREGUHEXMNNE. MEPHSREDHE, AW PD-L1 LA (TC>5% 5 IC >5%
FTC21% 8 IC=21%) A OS RHIMAFMAKBEXNER. BE PD-LI 5FRIEN
NSCLC BEaiT AN E RN 23 FE 2 Fir.

% 23 : IMpowerl10 FizzH A% PD-L1 &% (TC 250% =% IC 210%)
B 7 EGFR 5 ALK #E T 7 NSCLC &8 ITHNENEER

A 4H : TECENTRIQ B 48 : $AKALST
N =107 N =98
B4R
FET8 (%) 44 (41%) 57 (58%)
RAriFEERTE (B) 20.2 13.1
(95% CI) (16.5, NE) (7.4, 16.5)
KB&EE 2 (95% CI) 0.59 (0.40, 0.89)
pf&E° 0.0106*
'iR$E OS HHAN . BEMNPANAEFEIHHEHR 15718,
2 MBI ECOG & SRS B
IRIES A AXTEL 4= log-rank 636
5 hitk R EAD A ECAI M o {E (0.0413) 4HEE.
CI=EfSX[E, NE=AaJfhit




B 2 : IMpower110 Hf5HF AF PD-L1 55FRiX (TC 250% 5% IC 210%) EJ EGFR 5
ALK ERZT %A NSCLC EE 1 E £ FH Kaplan-Meier fiZkE

1.0 —— TECENTRIQ
0o — {5

0.8 1
0.7 1

0.6

g 0.5 1
#H o4
0.3 1
0.2 4 L
0.1
Dolxlll||v|v|1|1|\1|\v\v|v|v| IIIIIII
012345678 9101M121314151617 181920212223 24252627 282930 313233 34353637 38
2F RBHDAK Btie (B)
TECENTRIQ 107 94 85 80 66 61 48 40 34 25 18 16 11 7 6 5 2
1154 98 89 75 65 50 40 33 28 19 12 9 7 6 4 3 3 3 1

H3REH A PFS B78 HR 4 0.63 (95% CI : 0.45, 0.88) , TECENTRIQ AN EER T
AL DFS A 811H (95%Cl: 6.8, 11.0) , $AXMIFTAHARNEBEZEHNS N (95%CI: 4.2,
57) o WFREBIHAFIA ORR %, TECENTRIQ ZAMK 38% (95% CI : 29%, 48%) , %A
KALIFTLAMR 29% (95% CI : 20%, 39%).

T ¥aIEBEK NSCLC
IMpowerl50

E—mEFi. BEr. B (1:1:1), FREIRLE IMpower010 (NCT02366143) F, T{h
TECENTRIQ 51 fREkE 1. LM EMRHEKE AATEEBMEIESIK NSCLC B2&ETH
B, i PD-L1 5 T N E R (tGE) WR73&F ECOG A R7&Ts (038 1)
], BIEFREERBMERRUTETRIERES EGFR 5 ALK HESHIGIFIETT A IV HAFEB%
A NSCLC B2EFIHFEZ M. RRHKRES TIFIEMNESE EEESREMERE, &
REALIL AT 28 RAEFS RS AR, JESMSRIGITH ONS #%%, ZEREYIILET 4 BN
SERGEMRERHADHEEVILD 2 ARNEZIETREMEREIHAY, IEEZER
EEMTE] LA R AR I K M E SRR B RS, RBMHR. FEREHNEFEEEI
R AHE4HEE (TC) SR B R R 48 (IC) LAY PD-L1 FiARZS (TC3 B IC AFERES
TC0/1/2 B IC2/3 5 TC0/1/2 A IC0/1) #1THEVI b E. BEMYVIDAE, =/Ar4Am
T
o AH:N21 KN IAES, EEEHE | RIEX TECENTRIQ 1200 mg, %158
175 mg/m? = 200 mg/m? F1-544 AUC 6 mg/mL/min 253877, &KIFLE 4 5 6 NEHA
e B4 [U21 XA 1ANEAH, HERBEHE | X#ES TECENTRIQ 1200 mg. JUXIRLHT
15 mg/kg., LF282 175 mg/m? 5 200 mg/m? F1-£%H AUC 6 mg/mL/min HZ5787r, =K
F4E 4 55 6 N FEHA
o CH4:B21XA1IAEH, EEEHE | RESIEKIRBEH 15 mgke, EAE
175 mg/m? =¥, 200 mg/m? F1-k%4 AUC 6 mg/mL/min FAZ55477, SKIF4: 4 5 6 M EHA

AEMBFLEPRLTE, RENERERNBESEDT




o A P21 RAIANE, HEXREEE 1 XK#EX TECENTRIQ 1200 mg & bkEER
fr. BRlRmERSEAANTEZNFTE L

e BA: P2l XA 1IAEH A&EIE 1 KiEX TECENTRIQ 1200 mg 5Kk EH
15 mg/kg FRbkEERT, EEIRMARSERANTEZNFTENLE

o CH P21 XN IANEH, A&KBHE | REXIUKIREN 15 mgke #pkEER
fr. BRlRmERSEAANTEZNFTE L

“HE 1 BEE L XE, 14 ARNE 6 A#fTMETY N, ZEEIRA—R. EHPOXEE
{¥F§ VENTANA PD-L1 (SP142) JE, 7MYz B EMEIRKN. EEZLREMEA
AT (GE FrEFTIA, HEDMENHERZH, ORI =6 RBIERIRE N EH#
T

BT BAS CALLBNTERENMERIEINEE IGE-WT (BF T RNERIRE [tGE] 5
FILENEE TE3FE EGFR 1 ALK FHM NSCLC [WT] £23&) F1ITT-WT W& %
RECIST v1.1 & X BTt B A 7748 (PFS) #1 ITT-WT T Ef Ry A £ 7280 (0S). A F B4
5 CHm AAS C HALLRIHEMI ML RIEFRE [TT A+ A PFS 1 OS. tGE-WT I
Bth g OS UK tGE-WT F1 ITT-WT &g ORR/DoR.,

=HHAF 1202 HIEESS, HF 1045 GIET ITT-WT L Ef, 447 BT tGE-WT &,
AOGIHE RN TERMEBENERA B A1 C AN 800 Bl8E., WAIFR N 63 %

(GEE : 31 £90%) , H60% BEANFBM. KREMEBEEREA 82%), 13% HWEERT
MA, 10% 2T E, 2% WEEFEIEEAN. EUMERRES (4 13% AR A
), BEEX 175 mgm’ FIEMNEHEARTT, MHK 87% HEFES 200 mg/m? FIEH
LN, ARELE, NF 4% NEEHRUFERE, BEXSHBEENLSFHBRERIAES
(80%), BEMIEZ ECOG ETIRETED A 0(43%) 3¢ 1 (57%)., 12% BYEFE PD-L1 Rk
2 TC3 B IC HEEE, 13% 4 TC0/1/2 B 1C2/3, 75% 3 TCO/1/2 B 1C0/1, EAOST
BAFTHE, B T%H EGFR 5 ALK P NSCLC BBE 48, ITT-WT TELR R 696 Bl2E
5 ITT ABHAR1L,

RIERAA, 7 (GE-WT FITT-WT Wi, B4HS5 CH g/ PFS HMEBSHITRE XS
WE, BIREREHN PFS 04, XAANTHINALAS CHAZEEEREER. EOS
mEASATE, 5 CAHMALtL, BERAEBSITEXMNHE, B85 CAMLE, AGSZEX
E, ITT-WT IEHB ML RN 24 F1E 3 Fror,



3R 24 : IMpower150 Fi5zH ITT-WT ABHNERIMER

CH4: B4 : A4 :
NEkERBEH. %12 | TECENTRIQ 5If% | TECENTRIQ 5%
EEFR4A REH., BEUENT | SENTHEKERA
SHEKE A%
N =337 N=359 N =349
BEERH"
FET-3 (%) 197 (59%) 179 (50%) 179 (51%)
RACIFLERSE (B) 14.7 19.2 19.4
(95% CI) (13.3,16.9) (17.0, 23.8) (15.7,21.3)
MBS EE 2 (95% CI) 0.78 (0.64, 0.96) 0.84 (0.72, 1.08)
PRER 0.016* 0.204°
THREFS
EHE (%) 247 (73%) 247 (69%) 245 (70%)
RALFFEERTE) (B) 7.0 8.5 6.7
(95% CI) (6.3,7.9) (7.3,9.7) (5.6, 6.9)
K& EE 2 (95% CI) 0.71 (0.59, 0.85) 0.94 (0.79, 1.13)
pf&E° 0.00027 0.5219
EMEMES
ZBEHE (%) 142 (42%) 196 (55%) 150 (43%)
(95% CI) (37, 48) (49, 60) (38, 48)
TEEBNE 3 (1%) 14 (4%) 9 (3%)
W EBEE 139 (41%) 182 (51%) 141 (40%)
ERIFEERS ) ¢ n=142 n =196 n=150
RALFFEERTE) (B) 6.5 10.8 9.5
(95% CI) (5.6, 7.6) (8.4, 13.9) (7.0, 13.0)

'AR¥E OS HERMT

“HEMR. FEBNFEMME TCHIC EM PD L1 FRIARESDE

PHRIES C AXSEESME log-rank 158

* 541 R EAD T ECAY 0=0.0174 (XUM) FAEL
S 5 AR AT ECEY 0=0.0128 (XUN) 4BLL
S ¥R B AL (IRF) iR HE RECIST v1.1 (ST RGTNARAE vI.1) BE
15 jE# PFS A ECHY 0=0.006 (M) FHEL

CI-EfEX]g




B 3 : IMpowerl50 #f3 ITT-WT A BEf9E 4 775 Kaplan-Meier gh%%E
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012345678 910111213141516 17 181920 2122 23 24 25 26 27 28 29 30 31 32 33 34

BtiE (A)
2F RROBAS

TECENTRIQ + JUZERERH + 359 339 328 323 314 310 296 284 273 264 256 250 235 218 188 167 147 133 119 103 84 66 57 41 34 28 16 9 2 2 2
BB+ £
DUE¥kEIT + 337 326 315 308 287 280 268 255 247 233 216 203 196 174 152 129 115 101 87 77 66 56 40 32 29 22 13 6 3 1 1 1 1
RER + £

REMD R, 5% 4 FRrPHIL ADA &N 2 RMAYESE (70%) 1L, 28 4 A ADA FH
MR N AT REARNBEZLE 30%) UFEFHEUNBEI N (NaEFRNEW) 1550
PRZAIES (12.6)] . TE—IREM DR HTH M IFESLE, b TECENTRIQ, X

TREHL. EMEMTAEAN ADA HHEEE S5 IR ET . EXEMTHAARNLE A, F

#, TECENTRIQ. DUfXEREIT. KB KIAHEN ADA [AMESZH SRR ET. L4582
MREAARCEASHTER ., HEMEsTEEXEIE | RKMEA/ (BSLD) EL 2
. B4 ECOG, E4HBER. HE4 LDH, M3, WAL, #EBIRAL. TC /KEH IC KFE,

¥ ADA FHMHF 2 5 ICEAYXS IR HFTELRAIXBE EE 4 0.69 (95%CT © 0.44, 1.07) , & ADA
FA MY 20 5T LRSS BRZA #H 1T EL R AIXUBS EE 2 0.64 (95%CT @ 0.46, 0.90)

IMpowerl30

FE—ImEH0. BN (2:1). AL IMpower130 (NCT02367781) H, {4
TECENTRIQ 58 ERZE SR EMEEMRAK S AT IV Bi3ESRIA NSCLC BEAfrh i
B, BRERLEBMRRUITETRNIEZS EGFR 3 ALK HMESHIHIFIETH IV 8]
JEBIR NSCLC BEFEEMEF. RRBRHIBREF TIHINESE  EFESREMERE,
ZEREHLILET 28 RNEMT RS ERES, EMHYILE 4 AREZER G RERBAYH
ZERENLILET 2 AREZIT R G RRNF AR BN E R AATTH CNS #5%., RIE
VENTANA PD-L1 (SP142) JE, #ZBM 7. FEBNEFAEMINE PD-L1 fygRiE (TC3
B IC AFERE{ES TC0/1/2 B IC2/3 5 TC0/1/2 B 1C0/1) #1THEVI L E. BEREYLD
4H, RITARWT

o K21 RA 1B, #EXEHE 1 X#EX TECENTRIQ 1200 mg, %3 1 X, 8 XK
£ 15 REXAEASAIUEVE 100 mg/m® FEE 1 KIEZ K0 AUC 6 mg/mL/min
R#yiasr (R 4806 MERE) | AFEX TECENTRIQ 1200 mg MZ5A7T,
3E—R, BEREmEHRSEIATEZNTME L, &



© MAXRNDIATEH, EEAPE IR, BXE 15 AEFARAKADIYE
100 mg/m* FF#EEE 1 KiEF£4A AUC 6 mg/mL/min AT (RKIFL 45 6 4N
#l)  REBRZEEATSURRHMERART .

B 48 BN 6 B#iThEE, 2 FE 9 B—XK.

TEAVMEFIERELIHEMIC

X, A7 EGFR 5 ALK 2R EFAEEZE LR ITT-WT) 49 PFS (¥ RECIST v1.1 &

X)) #10S,

HEH 24 GlEESERY, Hb, 681 4] (94%) BF ITT-WT A, HAIER D 64 %
CEE :18E86%) , H59% A5 M., KZFHEBERBEA (90%), 2% NEEHEILM
A, 5% ZHTE, 4% RN, BENELZ ECOG FIKRETED A 0(41%) 5 1
(58%). RZEEBEALRHERTHRME (90%), 73% AYEZFE PD-L1 EFRIAZ TCO/1/2
H IC0/1, 14% 4 TC3 H IC A{ERE, 13% 4 TCO0/1/2 B 1C2/3,

ITT-WT WEMNB M ERINE 25 F1E 4 Frow.

% 25 : IMpower130 5 R HIF R ML R

TECENTRIQ SHERSE  AEAS4REYBAF
AREMEBNRH 4

BERH! n=453 n=228
FET-E (%) 228 (50%) 131 (57%)
RAFERgERSE (B) 18.6 13.9
(95% CI) (15.7,21.1) (12.0, 18.7)
RB&LE 2 (95% CT) 0.80 (0.64, 0.99)
piE"’ 0.0384*

FTHERERFR n=453 n=228
EM4E (%) 330 (73%) 177 (78%)
AR E (B) 7.2 6.5
(95% CI) (6.7, 8.3) (5.6, 7.4)
RB&LE 2 (95% CT) 0.75 (0.63, 0.91)
piE"’ 0.0024°

BERE n=453 n=228
ZBEHE () 207 (46%) 74 (32%)
(95% CI) (41, 50) (26, 39)
TEEEBHE 22 (5%) 2 (1%)
HOEBEE 185 (41%) 72 (32%)

Ryt E &7 n=207 n=74
AR E (B) 10.8 7.8
(95% CI) (9.0, 14.4) (6.8, 10.9)

VARIE OS FRERMT

21 MR AR AE RS (TC) MR RIE 4R (IC) £ PD-L1 fERIA D =

JIRIESD E log-rank 1816




4 51t R EAD AT ECAY 0=0.0428 (XUfM) FALt

S 5 x4 PFS 44 ECAY 0=0.006 (M) #EEE

¢ YR~z &Y (IRF) R #E RECIST v1.1 (SLEIBTROFMIRE vI) #AE
THIINER

CI=E{5X|a]

& 4 : IMpower130 5 895 4 7781 Kaplan-Meier g%:E
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#F RENSAN Btia (B)

TECENTRIQ+ B A1 453 424 386 352 316 295 269 218 167 129 8 58 39 19 10 4 1
SRELE+FH

0.0 —

Eﬁfﬂiﬁﬁ@ﬁ#‘ﬁrﬁzé 228 206 176 161 147 132 119 96 75 58 39 24 13 8 1

B 214757 5 1t NSCLC

A& Hul. EERE. BEL (1:1). FRIAR (OAK; NCT02008227) d1, TEfh
TECENTRIQ 7£ 2 F SR i 457 1 NSCLC AR AYNMATr ARPaMZEE
WARmtERNBERTTHNENMN. FESREMRBRSE. BRI REE K
MiREBNEE NENARH 2 BNFELSRENFNEE TR, KRIMER
AR (IC) §9 PD-L1 ik, BLAEf R (1 52) MARE (BpR5IESHR) #H1T
B =
BEMYIZEZE 3 F— K TECENTRIQ 1200 mg #ikEnE (EEIHIMATEZNTME, W
SERFHRIIGAERNIL) |, SERE 3 F KL AME 75 mg/m’ FHhEE (E2
HIMATEZNIERERARNALE) . 5136 NS 6 BfTMETE 2EE8IFA—
Ko EBREWMMERIEIRER 850 fIBEPHEZERFH (0S), MUEE PD-L1 FRiAME
(FEX AP 4mAE [TC] 32 A8 [IC] A9 PD-L1 5K > 1%) MEZETAHAFMHOS, H
B ERIEAR BB EREYLESE (n=1225) iy OS, ET PD-L1 RIAMIAFH
OS. BZ&MZE (ORR) UKWHRERSE RECIST v1.1 THEM LR EFH.

7ERT 850 BB L EBEZF, PAFRA64%5 33FE8 %), HAT%HEE>65%
61% ABM ; 70% ABN, 21% ALMA ; 15% HERIRIEE, 67% AHBRERESE ;
37% BB EEL ECOG K TIRSIED X 0, 63% BEEZEEL ECOG & RIS A 1,
JUFFTB BE (94%) #BBEHZMERR, 74% BIESPRARFE, 75% BT RIZEZET—KH
KT AR, 55% BEESF PD-L1 FRiLpIE.

BRMERINE 26 FE 5 Pios.




326 : OAK I MBHMHELER

TECENTRIQ L FbE
Bl 850 BB EN 2 EFR
BEHE N=425 N=425
FETEL (%) 271 (64%) 298 (70%)
AL EERTE) (B) 13.8 9.6
(95% CI) (11.8,15.7) (8.6, 11.2)
RB&EE ' (95% CI) 0.74 (0.63, 0.87)
pfE?’ 0.0004°
THREFH
BEH N=425 N=425
EHEL (%) 380 (89%) 375 (88%)
HE (%) 332 (78%) 290 (68%)
FET- 3 (%) 48 (11%) 85 (20%)
RALFFEERTE) (B) 2.8 4.0
(95% CI) (2.6, 3.0) (3.3,4.2)
RB&EE ' (95% CI) 0.95 (0.82, 1.10)
BERE
BEH N=425 N=425
ORR, n (%) 58 (14%) 57 (13%)
(95% CI) (11%, 17%) (10%, 17%)
TEEBNE 6 (1%) 1 (0.2%)
MO EEHE 52 (12%) 56 (13%)
ZEEFFERS ) ° N=58 N=57
RALFFEERTE) (B) 16.3 6.2
(95% CI) (10.0, NE) (4.9, 7.6)
FR# 1225 BlBEN B E77H
BEH N=613 N=612
LT3 (%) 384 (63%) 409 (67%)
AL EERTE) (B) 13.3 9.8
(95% CI) (11.3,14.9) (8.9, 11.3)
RB&EE ' (95% CI) 0.79 (0.69, 0.91)
pfE* 0.0013°

VEitEIR AR RN H PD-L1 Rk BRIENSTREMARZEN R

2 fRIED JE log-rank 6%

P 5AAIREREDECH o {8 (0.03) H6EL

“4R¥E RECIST v1.1 (SLARBBFr SUTMN R4 vI.1)

* #R¥&{E A O’Brien-Fleming 1151/ 86% {58, SALLHHDATIECH o {H (0.0177) #8LEE
CI=E{EX[8, NE=Aofhit




B 5 : OAK W5 HBENL 2 BCAIBY 850 5 B & #9/5 & 75 Kaplan-Meier fi%; &
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0.9
0.8
0.7 1
0.61

—f— TECENTRIQ
=== BEMHFE

0 3 6 9 12 15 18 21 24 27
Bti| (8)
&6F R A& AR

TECENTRIQ 425 407 382 363 342 326 305 279 260 248 234 223 218 205 198 188 175 163 157 141 116 74 54 41 28 15 4 1
EZuglul ] 425 390 365 336 311 286 263 236 219 195 179 168 151 140 132 123 116 104 98 90 70 51 37 28 16 6 3

RIS EE A VENTANA PD-L1 (SP142) NE, XTPREFRAHITRIRE M TE L, ZERA
FEXEMER PD-L1 /LA ANHr. 7£ 850 flEEH, 16% ETEE PD-Ll 5Fkik
(EX A PD-L1 ZRiL& >50% B9 TC 5 > 10% Y IC) ., ZEET PD-L1 RiAMIHRR M T A
B (OS) #r, PD-L1 &FRILTARMKEEEL 0.41 (95%CI @ 0.27, 0.64) , TI%H

PD-L1 BRIEMEERELH 0.82 (95%CI : 0.68, 0.98) .

REMDITRE, 5% 4 AR R ADA &N £/ IEE’J BE (719%) 18k, £4F
ADA FAMRIBE LR 21%) M FEERMVERN (NEEFHRNEM) 55 NIRKZE
¥(12.0)], SEXZAMBATHNEEMRL, F48 ADA PR B Z BRI B
M. A—IERREDFPFHTOEMETESLE, RS IRETER ADA HHEEE
S5ZAhRANTEAR, FHLRMABMKEREAN ADA HMBES S AMBARNLE
AR, fmE MR LERE R | &RKMBA/ (BSLD) MEZ 2 M. % ECOG. AR
¥ (BER5IEBHIN) BELBER. 24 LDH, f3). WAL, BBRES (BHASE

#B)  BABERAL. TC/KFEMIC K¥F, ¥ ADA [RMIIA S EECHIX BRAFHITELRAI N
EE29 0.89 (95%CI : 0.61, 1.3) . X ADA FMII4H 5L ECRI X BRA B 1TEL R B XBG LE
0.68 (95%CI : 0.55, 0.83)

14.2 /NP AT TE

E—IREYL (1:1), ZH0. XNE. LRFIX RIRE IMpowerl33 (NCT02763579) A1, #{h
TECENTRIQ 5K HFKIE Eﬁﬂ%’*)ﬂ 757E 403 il ES-SCLC B2FAITHMER M. &5
IMpower133 {39 ES-SCLC BEBRIFREZT ZHIZEF LT B ECOG B 1R7STES 4 0
5 1. REHBRRE TSN ES  SEMSRETH CNS %%, REE5EE %
fRE, EREVICET 4 BREMTRSERS, EBYIILE | BRESSRE M ERIE
7., EMH. ECOG K RSN MNEBNEAEEEYILYE. BEBIEZIUT
MABRTTZ—

o W21 RA1AEY, EEEHE | REEZ TECENTRIQ 1200 mg F 4 AUC
5mg/mL/min FEZE 1 XK. 52 KHFE 3 REZWITAE 100 mg/m? BEpKE0ERTT



(BKF545E4 M EM) | AFHES TECENTRIQ 1200 mg FIZhia57, §3H—K, &
BEmt RS IR TR FNE R AL,

o W20 KD IAEE EEEE | KESZRFFES AUC S mg/mL/min F7EE |
X. 2 RME 3 RESASOAE 100 mgm? AT (BKBL A EY) | AR
ST RRF, 83 AR HNEREERUILRTESNEMAL.

e RECIST 72X HOBERt 2 SMEF TECENTRIQ. 768 | MRS 1 KUg, #1748 A

R 6 BRI, 2580 AR, HIAREREEDATNEES 6 B

BREEE, EEDATEL.

FBHRM LRI EAT AR, PIAEIRIE RECIST v1.1 3¥{&8 OS 71 PFS,

LAt 3 5 RAGAR BRI E ARSE RECIST V1.1 {%f4) ORR 71 DoR,

$645 403 BB EREHIMA, E b 201 43\ TECENTRIQ 4, 202 43 \ B3k 5748,

RN 64 % (5 26 E0%) | H65% ABM. ASBBEEMEA (0%),

17% BBERTMA, 4% REHFE, 1%2BA, BENEL ECOG HARETEN b

0 (35%) 3 1(65%). 9% MBEHREBRHE, 7% SUFRFEARIRE.

AR K 27 A 6 .

%% 27 : IMpowerl33 iR IF XML R

TECENTRIQ 5x$af1fk ZRFISREMNETaHE
REBERAA BER%

BEHE7FH N=201 N=202
FETE (%) 104 (52%) 134 (66%)
thrFLERtE (B) 12.3 10.3
(95% CI) (10.8, 15.9) (9.3, 11.3)
KBS LE 3 (95% CI) 0.70 (0.54, 0.91)
pfE 4 0.0069

THREGFH 2 N=201 N=202
EHE (%) 171 (85%) 189 (94%)
AL FEFEERTE) () 5.2 4.3
(95% CI) (4.4, 5.6) (4.2, 4.5)
KBS LE 3 (95% CI) 0.77 (0.62, 0.96)
RERG 0.0170

ENEEE 2 N=201 N=202
ZHEHE (%) 121 (60%) 130 (64%)
(95% CI) (53, 67) (57,71)
EERBHE 5(2%) 2 (1%)
o EBEE 116 (58%) 128 (63%)

ZEfR5EAtE 27 N=121 N=130
RALEFEEAtE (B) 4.2 3.9
(95% CI) (4.1, 4.5) (3.1,4.2)

"B RBHEFE

*R¥E RECIST v1.1 (SHAIEBST RO ARE vIL1)

SR MBIF ECOG R RS B

IRYE & log-rank 1%

S #R &M A O’Brien-Fleming 1510 78% 58, S5 Al HHIS#7HEH) o {8 (0.0193) 4HEL
S 542 EChy o & (0.05) 4B

THINE R

CI=E{5X g




& 6 : IMpower133 #5149 2 4 17 HA Kaplan-Meier %kl
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14.3  FFAMRTE

E—WEHRL. EiRf. . BHLRE Mbravel S0 (NCT03434379) B, 5%
TECENTRIQ 5 KBk EHBA BT AR E TS B RGMAT B BRI TR
/TS M AT AT RO . RRIERE (REABSMITHERS
REMBK) . AMESLA/HFNT AR (FESREAE) . BE AFP KF (<400
5 400 ng/mL) # ECOG £ /IRESIES (031 1) #ATHHILAE.

HE 501 FIEEFIRER 2:1 AL BN EZ I THAAESr 2—  TECENTRIQ 1200 mg ##k
BT, REER—X%GTIVKIRED 15 mgke, &3 B—X, HEHRFRIEE 400 mg
FHEX, BEIEFRHERIEIMATEZNEN NI, BFTMUEH TECENTRIQ I
RERBEPT (a0, BTAREM)  HSLEEHET, BIRRERIIETNERAEXN
PNEIE: 33 0E= A sl

S E5WRNEE ECOG FRIRBIFENH 08 1| BEREREZIHTLERZHM ST, BET
HBBERITR 6 MR ARSFERIKMK, WMRBEERTR 6 MBABEkiiskE
M. KAEFTHARZEAFOEEMKE M S MR, NHEEEHEREN. HBRAER
TH4FERYEZE © Child-Pugh B 5 C fHi81L, EHFMRRY, BESERMERE, %
VLR 4 BREMSREERSE, TRV 4 BNEZTE SR RRBAMRERILL
B 2 AAEZEE S RENGAY), B RATSHE LB BRSNS, 8 54 BN
6 B ITHET S, ZFE 9 A—XK.

BT AR RABENA DRI AR LERIFMERTNE. FAFER A 655 (SEE : 26
E88%) , B%MBENBM., KBSHBEHEHLMA (57%) FIAA (35%), 40% kAT
M (BARERSN) . A 75% WESHFERMERILH/I TN BIRE, 37% BENEL
AFP 7K >400 ng/mL, BEMEZL ECOG KIPIRZSTER A 0 (62%) 55 1 (38%), HCC K
BERBFZETR (48% HEE) , REFL B1% NESE) MEBFERSHETFY


Composition Type
Rectangle

Composition Type
Rectangle

Composition Type
Rectangle

Composition Type
Rectangle

Composition Type
Rectangle

Composition Type
Rectangle


B OEHZL KIHEFE (82%) £2E BCLC C Hik%, 16% BEHBH], 3% 2H A

5.

TEANMLERIERE 2 EFH (0S) TR &AM (IRF) R4E RECIST v1.1 FETEA
M RAEFH (PFS), HAMERIEINE IRF R4E RECIST A1 mRECIST 1#45H95

Z&#ZE (ORR),

BRMERINZ 28 F1E 7 B

5% 28 : IMbravel50 AP BE R EER

TECENTRIQ 5 X zk 5 E0EE
&S R%
(N=336) (N=165)
TETH (%) 96 (29) 65 (39)
Az OS Afjal (B) NE 13.2
(95% CI) (NE, NE) (10.4, NE)
KBEEE ! (95% CI) 0.58 (0.42, 0.79)
p{E? 0.0006>
THREGFH®
(%) 197 (59) 109 (66)
fh{iz PFS itjE] (B) 6.8 43
(95% CI) (5.8, 8.3) (4.0, 5.6)
MBS EE ! (95% CI) 0.59 (0.47, 0.76)
pfE <0.0001
B 35 (ORR), RECIST 1.1
FRE R (%) 93 (28) 19 (12)
(95% CI) (23, 33) (7,17)
pfE* <0.0001
TEEMINEBFE (%) 22.(7) 0
o E B BEE (%) 71 (21) 19 (12)
ZEfR¥54ERT ] 35 (DOR), RECIST 1.1
(n=93) (n=19)
fh{iz DOR fja (8) NE 6.3
(95% CI) (NE, NE) (4.7, NE)
BB (B) (1.3+, 13.4+) (1.4+,9.1+)
0S. HZEf*E 35 (ORR), HCC mRECIST
ZMEHE (%) 112 (33) 21 (13)
(95% CI) (28, 39) (8, 19)
pfE* <0.0001
TEEMINEBEE (%) 37 (11) 3(1.8)
o E B BEE (%) 75 (22) 18 (11)
ZEfRF5SERT 8] 35 (DOR), HCC mRECIST
(n=112) (n=21)
ffr DOR Bfja (B) NE 6.3
(95% CI) (NE, NE) (4.9, NE)
BB (B) (1.3+, 13.4+) (1.4+,9.1+)

2 IRIBIWM 5> E log-rank 4835 ;
IR IS E

RREXE (BREAGIHTAERIERRGAR) - ANERE/RIY AR (FasrGEh) W
HLL AFP K (<400 5 >400 ng/mL) }E
ARYB(E A OBF J53& K0 161/312=52% 128, SBEMAKF 0.004 (W) #Att




4 #RIE WM Cochran-Mantel-Haesnszel &35

S HAIAR R

+ KK IE

CI=&{5[X 8] ; HCC mRECIST = 2 R 4 fF 405 RECIST i¥f#i ; NE = Ra {41t ; RECIST 1.1 = ST 50F
iR/ vIL1

& 7 : IMbravel50 5 Y 5 4 1787 Kaplan-Meier ph %% &

0.14 —TECENTRIQ+M{%ExHN
— R

r r r T r T r r r r r - T T r r :
0o 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17
Btie (B)
&F REERBEAR

TECENTRIQ+ M Bk%3 336 329 320 312 302 288 275 255 222 165 118 87 64 40 20 11 3 NE
RIIER 165 157 143 132 127 118 105 94 86 60 45 33 24 16 7 3 1 NE

RRERMDITRE, 5% 6 Fair LIl ADA N2 RMAESE (80%) ik, 5 6 &
ADA FHMEE (20%) HERHLFA BT (3 0S m) [EZIIEKRMR
(12.6)], SEZFRNIERIATNEEZMLL, % 6 B ADA AMNEEZNFERIANERK
M. E—IREMDFPHITEHERIN, MUt TECENTRIQ F IR EREHA S R
JEEZEM ADA [HIEEEF ADA [AMEE. FHMEXNMNERZREHE  RKMEX/N
(BSLD) &% 2. % ECOG., £4BEA. £4%H0EA. £% LDH, M3, FiL.
fifk. X, K=, PHENAESHEMELL. AFP (<400 ng/mL =% >400 ng/mL) | %
HERE. HEABTRES MVI #/5¢ EHS 7721, WA (HBV. HCV 5iiFmEstE) M
Child-Pugh 7¥5> (AS 5{ A6) . # TECENTRIQ FIIUkIREITLA R ADA M A5 R
FEFEXTBBLA B ITELER Y OS K& EE 4 0.93 (95% CI @ 0.57, 1.53) ., 5 ADA PAMT4AS
ZhAEE X RAFITLLEAY OS MEEEE 4 0.39 (95% CI 1 0.26, 0.60)

144 BBERE

AE—UNE. B (1:1), KEFIXNE. £ 0t IMspirel50 (NCT02908672) /1, P&
TECENTRIQ 5 Ztt B e =AFeBX & MATE 514 BlBE BT PRARIE. RRHE
Big (dEseim=l ROME ImAFT ., Fria=REMER/MX) MELI KRGS (LDH)
UNFHEFTEEELR (ULN) KT ULN] #7ED E. FEFHENEERE B
HERARZET AT VRS A BRAF V600 RERMARCRE (B Lo AH
MM EFF B FoundationOne™ MEEFHHIN) MNEE. HREFATIHFILINEE B
BEREMRRE, EREYLE 28 RNEMERSEEE ARV 4 BREXDE
B RERMADHAERYAE 2 BREREE S 2RI AR AN S RIGTH
CNS #7%.

ERETH—NMa AR 28X) . BEIARELLEE 60 mg FH—K (R% 21 X, 5%
7R) FOREZEER 960 mg GHFR (£ 121 K) , RAEORAEEIER 720 mg HH



PR (%8 22-28 X) zJf5, 7H8 TECENTRIQ %457, EFEES S 2 F—RK TECENTRIQ
FBhkEnE (E0HFE 60 04 S5ORELLER 60 mg FH—RAOREEIEE 720 mg
BHMABESBAART, EXTEFEORELLER 60 mg SH—RKMORERIEE
960 mg EHM RS BZATT . AT —ERSEHERERSHERATEZHNSIME AL,
ERHEREBRXX. 24 AAE8AE (£17) #TMEYs 2FE 128 (=1

B) —XR.

FEBYNMERIEREM R BRI RECIST v1.1 R EN TR LR (PFS). HttH
MM RIETRE AR IR AP REEEEE PFS IR R FZTRHA ORR, OS
DOR,

MRABNTAES D 545 (el 22F88 %) , 58% MEBENBEM, 95% AN,
H 2% ECOG R JIRASTES 2 0 (77%) 3 1 (23%), 33% 4 LDH F5, 94% B &
7, 60% A1V E (MIC), 56% B=1TIUTEBEMN (Bh) |, 3% RiEERd s
AT, 30% BT (EEZ%) . B 14% REEIE e SMHEHEIET . REBHORN,
74% HAETFTE V60OE 3, 11% 727E V600K K3, 1% FF7E V600D =% V60OR 3T,
AR RINF 29 FE 8 Fn. BEMPAIAFHEIEREY 189 1A,

3% 29 : IMspirel50 AR PHNBERMER

TECENTRIQ + FLt&fE + REF + ELLEE +
®EF R ®EF R
N=256 N=258
THREFR'
EHE (%) 148 (58) 179 (69)
hArFLERTE (B) 15.1 10.6
(95% CI) (11.4,18.4) (9.3, 12.7)
R EE 2 (95% CI) 0.78 (0.63, 0.97)
pi&E’ 0.0249
BERE
ZBEHE () 170 (66) 168 (65)
(95% CI) (60, 72) (59, 71)
TEEBNEBEEZE (%) 41 (16) 46 (18)
D EBNEEE (%) 129 (50) 122 (47)
ERIFERS ) n=170 n=168
RAFEREERSE (B) 20.4 125
(95% CI) (15.1, NE) (10.7, 16.6)
'HAREETRE (RIE 1 (SEETROEMIRE v | Cl=EFXE
%8 4% LDH 7} =

3 1R#ES = log-rank 138
 HRINE R




E 8 : IMspirel50 W33 H B T3 F& & 72 HA Kaplan-Meier gh4% &

100
TECENTRIQ+ZE L BB +#RIEE
90 —-— - ZLEBERHERIERE
804
704
B
I 60+
H
50+
4
# 40
R
304
204
104
0—
01 2 3 4 5 6 7 8 9 1011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30
fgiE (B)
2F MEREE A
TECENTRIQ+ZELL BB+ RIEE 256 243232229204 192174165 151149137131 123120119114 110 96 90 80 79 66 63 47 34 27 25 11 7 6
EtEBE+ERIFE 258 246234 230209198179 169 147143126117 107 95 92 86 86 73 71 57 56 51 47 33 27 22 22 11 8 8 1

4T PFS Y, ZETSGEMEMITH, OS BIEAMA. TECENTRIQ 5% th# B F4E
RIERHKERAANRNPA OS B84 28.8 M, FETEA 93 36%), LRFISHILEE
MARIFRAN 251 DF, FETHCY 112 (43%). OS FXEELEHR 0.85 (95% CI : 0.64,
1.11), p &2 0.2310,

14.5 BRIEIRERLALRPIJE (ASPS)

7 49 FI BB AR YIBREERS M ASPS AR 2 % (&) U EJLEEESSH ML39345
(NCT03141684) #5391, 7¥{f TECENTRIQ FEIX LB FRTT FMAN M. FE&HHNE
HelE BHEALAZNAEFERZOFALE AR ASPS H ECOG K JIIRATED <2 89
BE,

HBRBA THHILNEE - BEMRRMEREME RS (CNS) EMEMESEIRE CNS 3%
%, BESREMARSE, CHRAZSEMMRS, SUBZRIMBITEYEERRE (CD) &
AR M4, BhR. AR KR ESURN MR A9IEYE.

BAEBEER 1200 mg FhkENE, JLZEREFES 15 mgke (&% 1200 mg) Bk T,
21 K=K, BIEmERSEMATZEZHNSZE NI,
FTEEIAMERZMIFEREASRIBELEBEIT SO FRE (RECIST) vl FTHEN R E R
K (ORR) FLE R +54:Rt (8] (DOR),

HE VY BIEESSHR. EENPNER A3 S (EE 1270 %) ;2% BB AEE
(n=47) B >65%, JLBEEO=2)A>12% ;51% WNEBZEZLM, 55% AN, 29% A
BASIEBTEZEAN, 10% HIMA ; 53% B9 ECOG A JTRZSTED A 0, 45% By ECOG 1K
TPRETED A 1. FrEERERFIESIT ASPS FARETT, 55% RFEDEZIT—% ASPS
SBIT 5 55% BT, 53% iy, EVSICHEIREDENESES, rEEE
¥ 1V H#i,

BT R B UM L5 R 0k 30 Bk



<30 : ML39345 It Y RMER

oo FRrEEE
= (N=49)
BEMREK (95% CI)* 24% (13, 39)
EEZMNEER 0
o E B BEE (%) 12 (24)
ZEfRFFEat A
LSRRt e (B) NE
(95% CI) (17.0, NE)
S 1+, 41+
ZRBTSAM
>6 MR BEE (%) 8 (67%)
>12 MAMEBEE (%) 5 (42%)
cl: BEXE, N: BEFHK +: Mk

295% CI & T Clopper—Pearson ¥5%8 77 %

16

B/ EFEMLETR

TECENTRIQ I RE—fERE. AEaMEF. TEEXHEMFEIETER, SENK
H—ERNE—R 840 mg/14 mL B F|E/)\E (NDC 50242-918-01) 3{— R 1200 mg/20 mL &
FI 8/ (NDC 50242-917-01),

WA 2°C £ 8°C (36°F £ 46°F) KM TRE T FHAREREEXAFNR. FEB°

o

17

R EER.
BEEEER

BIEZ R FDA #HUENBERE (A%isR) .
ZENSUTRRE

S B E T RE BT K FK E R A7 M TECENTRIQ A5 Mg 2 L IR ENSHAR K
MEIXEE, B

R B EEAHERNHEENER. RRERFRAEER EUEEFLRRKR
B RSRME (B AESSIREW (.0,

Gl WAEE. @M EERIEL BUBEZNERETRSREED
[BENEESEREM G.1)].

P& WERE. FEROHRME. ERANARE. BESFSRGBHOER, 2
WREBIHNRAESRSREER (EENEESTRFM (G.0)].

RS - B EGL. FRRIGETE . FURIRINEERIR . B EIRIEAR £ 1
RS (BIERFIERTS) NEESER, BIEEZAIRKR BT RSRA
BB NEESEREM O.0)].

BER  WERERRE. RASFEMKERL BWEEIAKRETRSEMLR.
[BENEESEREM G.1)].

RIAANRRE - B ESMRE . REPSRIRRMAEERTIER, BIEE L
BRAETRSEMS (BERESSEREM .0/,




o HMBRENSUARRE @ IHHMEAEREN SHARREOBISIER, BILE
ENRBRRETRSRMES (FENESESEREWM (5.0].

T iR AR K R B

WEBRBXREOEESER BUBEINRKRETRSREER (BEIEESE]

=W (5.2)],

fi£ [ PD-1/PD-L 1 #NHI7/5 FE M FE A HSCT & IF

EBEVIENBEZ L EBERIITLENILE, FERNMNET. ZREBEERMFER HSCT

Z RISz Ja#% PD-1/PD-L1 [RRTAIETTRIREE S MBS EENEESTREW (5.3)].

FRRE-RE)LS 1T

6] B % M5 H TECENTRIQ T sEX AR )LEEMAE, FmITIRSREMAE ERBME M

ST ZE (FEENEES TR (5.4) MERANERAS.1 0 8.3)],

BIWE WL MRS TECENTRIQ AT BB R R REARELD S MR AKIBE RN

B2 480 [1F5 IRIRANEERZ (8.3)].

e L EA

B LM EZAEES TECENTRIQ AT Hielf&xE—RAEHREND 5 NEAERI RS
[EZ ISR NEERZ (8.2)].
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TECENTRIQ® (te-SEN-trik)
(P& FIZk B H1)
ESR

%F TECENTRIQ, R ZMENREERFERTA?

TECENTRIQ 2 —f ol @it fE AT RERGIATT RLRAEAZEY. TECENTRIQ TJik AR E RGN T S ETTERAIAYIE
BRRBEMAR, FUUEWMENMNINE. UTREENSEETERERED, FURSBEET., EMUTREF, T8t
ZANEBERN AL, FERTHENEERE, EEREATERZE, #URALENTEH,

MEEAFHRNH T ENEUAERER, ZBRBRARSEETRSRMET, XEFEREREDHE :

BhEBia.
. B . HRAE .
BpiE e,

o [BEE (BE) HHEREME
o XEERE. @R, MIENE MR
o FEMBR (B FRIUER

FRAE[E):

s HREKHIRBEXE® s REBRK (X&)

o FERUIHIKL s RERZHMIEG
o BEWAEM (FEE) &

PARBRIEIRE .

o BEMAEHFAELE o HIRFEINE

o HREEXSICEUK o Bk

o HREF[EIE o RmA

o DBRARIR o fEFM

o WS o FEELHMN

o WMEERF o LKEHER

o KEEMIREE o BEFITANE, HIMMRER. ZRIES
o REFEHRIE

B A iE = .

o REBD o HIERAAK

o JRETIM A
43

s K% o MO8, Bk 4ERBAKBERBN RE
o EE o RERSURBMAEIR
o RAKEBIHE o IHRELEMK
Hftesd Bt T REH B [E) =R

X HEETREERE TECENTRIQ X &£ RERZEIBMI B EMEMER. OFEAFHERNR T ENGMESRER, 2
AIBEERERARSEETTRSRERT, XEAEREREDE :

o R, OEARTE. WIRA(E SR

HINMERL. FEEE. D12, BESTARE. T EE. TEnE. FESNRIRRESHRA

S, MR, XK. BRE. MO E

BE g ENIRERESES, ARE

KRR, 7

WRRNENTRRTERCRER. BRRNAEEFERTEEE

o  EHEH e X=E

o EEHERB o XEER

o K4 o Kk

o WIRE(EIMEA o EEHIEERE




EEZEFARGTAR (AfRE) NER (THAR) BENEEPHANHFEE, SEBEYHRELIR (GVHD), Xit
HEETRRTE, HoESEET . MEGEEES TECENTRIQ 7B Gl SiiE, TS AEXEHFEE. &
HEST RS IRER S BN EH LA,

S AESFATT R E TR I X e @ EEM™E.

BHETRSRESEERES TECENTRIQ GITHERELRERE XL, BHNETRSFEEF TSRS TR
B RRERAYATT. MREFETENEER, BNETRSREF LIRS E#RRSTEZE TECENTRIQ JA)T7.

42 TECENTRIQ ?
TECENTRIQ 2—f4 778, AT AITEBEUTERNBAZRSE
o JE/éEBafHEE (NSCLC),
o TECENTRIQ #2575 BF3a77 i :
» EREFBIFAUIGMEBEFESARMTE BHTEBEELX, B
» BE2HE AHINSCLC (BXXENNEX, BEEEFRSRME) B
» EEERNZ “PD-L1" FAM.
o TECENTRIQ $250] FiF I T hfRA—4&587T -
» BEYyEELEK, B
» BEMNE ‘S PD-L1” EM, B
» ERERERN EGFR” 5 "ALK” &£H
o TECENTRIQ 50{¥kEHn. KHMEMFHEEESAATHFILTEN—%E7T :
» BEYyEEgLEK, B
* BT “IFBHRNSCLC %7, B
» ERERERN EGFR” 5 "ALK” £H
o TECENTRIQ 5AZA&&EEHEBAFHEEKEAATRT U TEN—&487T -
» BEYyEgLEK, B
» BT "JESPRNSCLC” %7, H
» WERERERN EGFR” 5 "ALK” &£H
o TECENTRIQ #2457 FiT3457 W T IS :
» BEEYEE4AK, B
» ERI AWMLY, BEFREISHAFEEN.
» MRMEEFEN ‘EGFR™ 3 ‘ALK” EF, BEHEUXNIZEZIT FDA #IXAEFXEFERRMNMEBHUENTA B
TR ELHAFE L.
o HBH/IAME (SCLC) A SE%E. TECENTRIQ 545 FsARKIT AT R A AA T AT AT HEN—%E8ST ¢
o BT ‘TTZHISCLC %8, XEHREEEEY #HIAEK.
o HEHIFMAIEAE (HCC) B9 AEZE. TECENTRIQ 5Bk AHMBEESHATRATAT U THE :
o BYBIELEBIFAVIK, H
o XREZSHMZAY (ORIERMOES (V) AT EE.
e B FRIEGERNEBENHASRE. TECENTRIQ 52t BNASERESELTATATUTEGRE !
o BY#EISEMNHEMIAREFELFATE, A
o EFEXEMAAMNEE "BRAF" ERF., SHETRSREEFSEEN, MFRXF TECENTRIQ BKEHAAESE.
o BEHFFRABERIALAE (ASPS) HIALME (FE) MEAf 2% (&) MEJLESE. TECENTRIQ TTH
FaT AT RE :
o BE¥HEISEMEMIPASTEBIFATIL.,
MUTEEAABERLT, BalimAER TECENTRIQ BELE2HN .
o  A¥r 2 5UTJLE ASPS,
e 34f7JLZENSCLC., SCLC. HCC 2B X,




#1#%¥% TECENTRIQ j&57 28, HRENETRSREEFENEHNMERTE, SRERE

BEYMHARGENER, FIMELENLHSEKR-BFGEETT
FZ2HiTRHZ. TECENTRIQ TJEEX R LERGE. MREENZ2HIAAETREAES TECENTRIQ AT HA AR 2,
SLENE AR RS IRER
BTN -

o FFiR1ES TECENTRIQ AT 281, EfFRSIZERNMITREE.

o f#ESX TECENTRIQATTHE MR RRAHREN 5 MNBRN, EXRBRBEMHIBEZIEE.
EAESARFIIT TR, B EAFE TECENTRIQ Y 2B # NI, 7S TECENTRIQ J&77HA[E]
MEE—REHFED 5 NMNBAREFAESR,
AENETRSFREFENERANAERY, BRLHFAMELTH. dEETNEHUTF.

s ARERARGEZ, PIMRDRK. RHMEHRIIRE

s BEXIREBME

o CEEIIINERERMHETHER (BFHRE) NTHERSE
o ERIMET

TECENTRIQ #n{a fiz5 ?

o BEFTIRSIZMEETE INERECEST (IV) 7R #1T TECENTRIQ 475 (ZE/#4: 30 F 60 4>54) .

TECENTRIQ BEE&E 2 A. &3 Adizg 4 ASH— K,

BT RESRUERSHEEERES DRAEST,

E7RSEARENREENMR, NWKEEEERERER.

HTRITT—MRARBRENERE ETRSEUEFIESFHEELRERMEEERLT. TeBRBETRSRERTHT
HE T RRAZ L B EMgERIEE.

o MRMEHEITAMNY, BRRBBERRETRSIREFEHRHTRA.

TECENTRIQ T FHRLERIEMA ?

TECENTRIQ T/ B/ EMEIEH, HHh&4 :

e FESN “XF TECENTRIQ, RN ZMENTEERFERMTA?" BH
TECENTRIQ 24K E RANEIEREE :

o RREIKF RS o T o FREE
o REATF o EZWK

JAfriifERt, TECENTRIQ 5HthinBAMBS AARE LNEIERSHE -

o RREIKF RS o BE e 85

© Bl . (B o BHRTHR
S&frFF4aRRERT, TECENTRIQ 5Nk ERBK A AHRELNRERAGTE !

o SIE o RREIKFS LS s REHEARIES
AT REBRER, TECENTRIQ 54t ERMERERKAAATKELNREHE :

o K o K% o OfzPhpk (BHEHEREZ)
o X5, A BHRERE o Ty o FURBREZEAKFR
o RREIKS S o EFE o M5 X A PSR
o A o RREPSFEAPAK

TECENTRIQ o[ S & MA BB, MIigmEBEH. NRENETHAENE, H50ENETRSIRMER.
X IR E TECENTRIQ FrE T sE M EIEA.,
BEBRASHNEERRE XBERMNETFEIN., &oEHE 1-800-FDA-1088 [ FDA 1R E&I1ER.

FXRREFHER TECENTRIQ B—RK{E5.
B, FHRHNTHGERTIIHNENZIINEN. BXETAET TV ALHESH TECENTRIQ MER, HEBAFIIMN
B RsREH.
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