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2.5 EREKICEEY 2 HEESTE

7TV AT (Bfarkfz) (LT, 77 Y U AX~7) I, Programmed death-ligand 1%
Ertd s Mg rZ a7y GIE/ Z7a—FAHKTHs, T2 b 7 SHEEREIR200
mg (AT, A#) 1%, 77V Y X=T A L LTEAT DRl IRNTESAITH 2,

EEFRIERIBR OERR NIRRT 2 x5 L L, K& + IAVRTITF o + = AT R
BERIRIE L 78R + HILRTTF L + = MRS ROFIEE DG INE M O 4tk & Heilik+
28 VI MM dEf “E SR T o & MME 7 T B RS RERRER (GO3008136k) % i L7-,
ZDRER, ARH EACFIRIE L OPFHBE TR WA IMER OCBRREN RSN, £72, GO30081
AR D B AT M T O AA| EALHEE & OUFREIE THEIMENIIRG SN, AEENHERIN
7=,

TN ORSRICHESE, AAIO/INEIAMEE R T 2 IS 2B 5 B R CRR R A
KBHEEITY) L& LT,

2.5.1 HAFRFEOEH
2.5.1.1 B=
2.5.1.1.1  IMNAREfHZEDES

fitiges (X R CREE DL WEMERE D1 > TH D, MR TIX20184E D FEM HAEIX209.4 5
A (BPE136.95 N, &MET25T5 N) D, AFRTIE20174F OERIFEELIZ1295 A (BHESTH A,
42T N) DETRIENTWS, £, MEOERECEITHATI76.1 7 A (511857
N, #&M57.675 N, 20184F) D, AITT8 N (BiEs.67 N, 2275 A, 20174F) 2 & T
S, MATHLABTHLEL DBEENETELTEY, K TITEMEEICLE S JER DO 1AL
(BRI R OB LT D,

R 1L DI RECTEHE 5 &0 & /NI It & FE/ IR e (MR, RF RO, KA S)
KRB S TWD, NIRRT X 2MiE D% < L H20%REIOTH Y, RMOMEELKITZ <
THR2.6 5 N EHERF SN D, NIRRT (X IES OB GE 7 = &, BN IR =B 3 4
U5 EZREET DD, AN/ TIE, TNM S8 E &b, NRYIREORIR
IR L2 TX PR R T/ INH A At g & 26 R T/ N e At D2 BERE O 43 BE L S v T 5, BREZED N
Wi A b R S OV BRRIE CIRIRATRE T 0, BRGSO ATREEL H D, Ll
IRNG, NHERRE O R (60%~70%) (LR NEME & L CRians o, B4
FEREOLNDZEFENTH VY, SEAFRITN2.8% EHE SN TNDO,

25112 #ERNIBIEOAROTRRK L BH

HE AL NIRRT O — IR CTlE, EWSbE BICESRFE MR RUIA Y 2T D
PFHBEN LR SN TV D,

National Comprehensive Cancer Network %7 K7 A > ClL, & D performance status (273737
57, A&EH ATIFFUXITINRTTF ) + = MRY ROFAREZ ERERE, 7
NRTZF v + AV T Hh P REEEZERIEDO1>E LT, BRMEERIESE S A R
TA T, ERMOMGEXER L2 oo, Y355k LT, Al (277
FURITINVRTZF ) + = bRV FOFREEZ b HERE RS mVIERIE S LTHERE L C
WA

A AN S O IE T A 8T 4 3 TlE, B3 O Eastern Cooperative Oncology Group

performance status (ECOG PS) M OMEER IS U7z 38MpRIEN R ST s (R 25.1.1.2-1%
)
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F 2.5.1.1.2-1 XM TEEE/NHERMED—IAERICHE I N SEMEE
BAYE SRR s
ECOG PS 0~2 SATGF + A ) ThHY 1A
70 LA T VASSGF v + = hRUR 2A
VAT T —ERGARE | VAT TF + TRV R 1B
ECOG PS 0~2 HANVRTS5F v + = hRUR 1C
7L VAT TF U ERERE | H DT
VATITF v (BEIEE) + = hARVE
HNVRTZF v + ThERVKR 2C
ECOG PS 3 HDHNIE
VAT T (GEEE) + = bRV ER
ECOG PS 4 HESERR L

ECOG PS = Eastern Cooperative Oncology Group performance status

HESEIE (HELEodh &
[ZE D &0 1Rk

R NI X, ARG A VT
s AR e L,

AR,

S 1= RV,

2= 53\)

(ZETF U ADME 1 A= F&HW,

—IRIGHR

B= W&, C= 3\)

2% LTz ME2 s g, AL NG
—WIEHR E L TCORBRA] + = MR REFHE L7258
T v & DLEERRER TIE, ZTRhRIT44%~T3% & @ o 7- (37 25112258 M)
o DGR RER,

I FH L5 110
77, =
VAT T F UL E VR T T T UOFREE R e LT T X AMEERIR
KON PFHEEZ R L2450 T X MMUBRBRREED A X 7 F VX [V ATS T F

VORI, IR T T F U BERRIE DA EIZ T N E I, ZBRERD6T%, 66%, MEFEEALF

M (PFS) O YHAEMNS.55 H,

DFERN G, MOFHBRIEOFEINERFREFETH LD Z LRk ST,

134~87 H, OS FRAEIZ9O~11 H & W& 7]

R, REDOBEITHIRE

5307, AR (0S) OFREN.6H A, 947 4] P
L2xL7ZeA3 5, PFS HrdufE
R A e AP XRUN

L7eddo T, A NIRHTE Tl & RO @ ET7Z 22 16 FE IR 6 U TR B oo 22k

DB TRV,
& 2.5.1.1.2-2 ACAREOLGVEREI/MNAMEMEEE ZXRE L-5 U LEERRKREER
PFS oS
ZRE e PRE
Ha Ko & T hAYV FOHE (%) 7)) H)
Roth et al. 199217 VAT ZF 20 mgm?, Dayl~5 80 mg/m?, Dayl~5 61% 4.3 8.6
Pujol et al. 2001'® AT T F 100 mg/m?, Day 2 100 mg/m?, Day 1~3 61% 6.3 9.3
Noda et al. 2002' AT F 80 mg/m?, Day 1 100 mg/m?, Day 1~3 68% 4.8 9.4
Eckardt et al. 20062 VAT T80 mgm?, Dayl 100 mg/m?, Day 1~3 69% 6.3 10.1
Hanna et al. 200629 VAT T 60 mgm?, Dayl 120 mg/m?, Day 1~3  44% 4.6 10.2
(2)(;((?;?‘?0 el VAT T F 25 mg/m?, Day 1~3 80 mg/m?, Day1~3 73% 4.7 9.9
Okamoto et al. U ) o
200719 HARFTF L AUCS, Dayl 80 mg/m?, Dayl~3  73% 52 10.6
Rudin et al. 200822 HIVRTZF 2 AUC 5, Dayl 80 mg/m?, Day 1~3 60% 7.6 10.6
Socinski et al. 2009% HIVRTZF 2 AUC 5, Dayl 100 mg/m?, Day 1~3 52% 5.4 10.6
Nagel et al. 2011 VAR TZF 2 AUC 6, Dayl 120 mg/m?, Day 1~3 67% 7.0 11.0
hmittel et al. o o—
5811111) e ANRTTF L AUCS, Dayl 140 mghm?, Day1~3  52% 60 9.0

AUC = i Ay F-Bep ] i R T 1T A

0S= 2A(FHIR ; PFS = I+ B A 17 R
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2.5.1.2
2.5.1.2.1

F. Hoffmann-La Roche £t &% O} Genentech 1 (Roche/Genentech #f) I,

735, Roche/Genentech #hi%, KETIX20184E9 H (/N afififee 2 xf5 & L=

FRERBA R ETE

B ERPR B R R E

% Ta FRERIR A ER
(PCD4989g #kBR) M OV Ib FHEGIEFBR (GP283287kBR) DR AN E 2, EERIERIBHED
HERA NI RE 2R E LT, KAl + IAVRTTF v + = FaRY ROEREEE 7T
YR+ WNVRTTF o + = bRV ROFRBEOFINE R O % i3 55 VI AR
ABE (GO3008173R5R) %201645E6H L v BALA LT,
GO30081FRBERDFER, A& AFHE & OUFHBEE TCE WA IINER CREEN R ENTZ &

PR ATV,

BEIHIEREZTUG L=, 72, BINES (EU) TIiX20184E10 A L/ INaigg 2 x4 & LT
KR EIT o 72,

2.5.1.2.2

R L — B LIAE R ORAMEN

E NS PR B 5 E
AFBTIL, 20165E8H 225 GO30081FAERIZS N L 7=, GO300817KER D H A /0 4 H T & 2l

IR By

2.5.1.3

BERIRT— RN r—

AEIOKBH B ICHWEZBET — 2 Xy r—U %R 2.51.3-11TR-7,

AHFEOFIEE & LT, GO300815E A 7=,

BINTEZ NG, O ORRIZES KGR FE LT

% 251.3-1 SEORRBECAVNBRET—2/Svr—3
I i 7 . - e R EEHF | CTDEH
| REEG | e | Gl | MR | B i - R | <E R e
ARAIDEARE
i A 1200 mg/body
" VI 2N ;i?ﬂ;f Bk | BARFFF L AUCS
Bl Go30081 (Roche 4 5& é | 403 = FARY F 100 mg/m? PFS 5.3.5.1-1
[6) /Genentech | —EHEMR g Hﬁ o H AR 77 AR OFREE oS <aTA>
b3 ) 20 ’% %,_“ = 42 75 R
4 - HNVKRTZF 2 AUCS
= FA Y F 100 mg/m?

AUC =1 524 8 B -] i AR T BT 5 OS = 2AF I 5 PFS = i A 77 1)
w2HEIVA I NVEL, KA, TTRRROINVRTZF U 3& YA 7 VD Day 1iZ, = RV RIZEHY A 27 /L d Day 1,2,312
IR IR G- LT,

2.5.1. 4

EEROBMKRBREMRCET SR%E (GCP) &5F

AHFEICHW KRR, ~ v EE L OEERLSTFEERESZEO GCP &Y%, i
NZERBR DY FEHE S AU 5 Y% [E OB KR OB - TERE Lz, A TIE, ~VrFES,
BEIENL, RIS
DAUTHE T D FENE, WO GCP & 3E5F L CHEhi L7,

2.5.2
2.5.2.1

HEEFF (BT S BEET
HFHFHBIE

DEVE, AN VLMD BT 2 BB 145553 L OV 805

GO30081 735k Cff ] S AL 7= A%, EPN T REA L O/ i iREdA & Rl — 5 CTh 5, 725,

BN OFEANL,  AIIE]HEE T & L I/ NS 0 FREFERR.7. 1 LS RE# L 72,
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2.5.2.2 HH&
b MILEFT 7 U A= TREOSNE, b MILE P HERBUR O oNEE, PIRIRETH
7 /N O I EE R 7. 112188 Lz ks R — T 5,

2.5.3 ERPRZRIBICEET HMREIEFTME

2.5.3.1  E FEMFAMZRVHE
AREE ST 5 BRIEER S h Ty,

2.5.3.2 BERATOEYMEE
AR T 2B Sh T,

2.5.3.3 HBETOEYEIRE
2.5.3.3.1 GO30081&{E&
WAL K ONENIC BT B 5 RIERIBE O R N ifiE BE 2 x5 & LT, KA + B
RTT7F v + = bRy RIFHEBEEOAEE R O et %, Sk —Egm7 v ¥ b7
7B R B CHE L2, HIE - HEIE, 21821910 70 e L, EAREHM (Cycles 1~
4) TIEKY A 7LD Day HIZAAI1200 mgbody XIiL7 7 &R, HLRTZF 2 AUC S
mg/mLemin }2 "= F 7R3 K100 mg/m*%, Day 2% (" Day 31Z= F7R T K 100 mg/m? % 32 1[A]
Beh Uz, BASFRIEK TH, AA11200 mg/body XL 77 &4 O3B EHE 512 K D HERrRIEZ
ke L 7=,
WIERE14TABZIZBT HMET T 7Y U X~ 70 Con OFEHHE (FEHERE) 12186 (73.5)
pgmL Tho7o (2.7223. 1)) , FIEIFFECH 2 IFNRfEEOMER 77V ) XA~ 7
? Crmin CEEIE : 181~225 pg/mL, FEHEFZE : 84.8~99.4 ngmL, 77 U X~ 7 DI/l
fitifE DR FEE R 22.7.233-1) ERELS BRLT, BEOENKOINVATZF v + = kbR
RORHICE BT T VU X~ T OIEWYENEE~DEII A LN Do T,
AARNESNEANDIERT 7V X~ 7REE, & 2533.1- 10K 2533.1- 11737 Lk
D RIEZITA DN o T, 7o, RHPFEERNCILHARD FEHE R TR ek S N7 gs %
HANE LT,

% 2533 1-1 BAALSNEAOMAERTFY XTI REOEHGHEHE

Visit! Time? N3 Mean SD GM GM Min Med Max
(day) (ug/ml) (pgml) (ugml) %CV  (ug/ml) (ug/ml) (ug/ml)

Japanese CID1 0.0625 20 447 105 429 33.5 126 451 618
CI1D21 21 20 933 14.6 92.2 16.0 65.0 95.7 121

C2D21 42 20 137 31.1 133 259 60.2 138 213

C3D21 63 19 162 46.9 157 26.1 116 142 280

C7D21 147 9 213 53.7 207 253 141 192 296

Non- CID1 0.0625 165 382 137 243 828 0.030 390 779
Japanese CI1D21 21 154 78.9 334 69.3 90.3 0.030 74.8 275
C2D21 42 146 118 54.2 109 40.7 33.0 112 528

C3D21 63 137 135 57.0 115 110 0.030 124 333

C7D21 147 79 183 75.0 167 45.8 49.1 174 364

SD = standard deviation; GM = geometric mean; CV = coefficient of variation; Min = minimum; Med = median; Max = maximum.

! Visit is denoted by Cycle abbreviated by “C” and Day abbreviated by “D”. For example, C1D1 corresponds to Cycle 1, Day 1. Cpax is
C1D1 30 minutes post end of infusion. Predose Cycle 2 is C1D21, predose Cycle 3 is C2D21 etc.

2 Time = nominal time from first dose.

3 N = number of patients included in summary statistics.

[#£2.7223.12% F45]
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2.5.3.3.1-1 BARAEHNBAOMBEFRT7 TV XX TREHEBOLE (F9E £ FERE)

600 O Japanese

A Non-Japanese
500 |

400
300
200

100

Mean Atezolizumab Concentration (ug/mL)

044
T T T T T

0 21 42 63 147

Nominal Time from First Dose (days)

[[¥2.7.2.2.3.12% F45]

WIEE 542 B O MAER VR T T F 2 D Conax OFEEE REHER ) 1 IARFIDEHEE L VT F
B AROFHEECTZENEH11300 (5090) ng/mL & 113900 (3590) ng/mL CTd 572, Cumin O FHIE
(BEERZE) 1%, AFIOFHEELR OV 7 2R 0 HBECTENE 126 (48.1) ng/mL K (N144 (58.3)
ng/mL Tholz, KFPFHEEE 77 B ROFHBEA IR LT, AHOHHICE D INRTZF
DIEMENRE~DEBEII A LN -T2 (27223.13)50H)

WIEE 542 A DOIMAEH = F RS RO Coax O FEEIE GEHERZE) (ZAROFHBER O 7 2R
BHABECTZENZH17700 (3600) ng/mL } O*16600 (2180) ng/mL T -7-, AFIPFAREE 7T
AR ZE LT, AFIOFHICL DT FARY FOEYBIRE~DOREIIA LN T

(2.7223.1(HZH]) |

PLEEMBIAR (ADA) OFRBIL, ARFIE 581 CTH1966] (2.0%) , AHKI# 5% T35/18841
(18.6%) IZA BN (2.724.1.1.1%8) , ADA BEAEROMEHT 7V ) XA~ TIRE A F*
2.533.12K% 0K 2.53.3.1-212~ LT,

WEEEG14TRZICBITAMET T T Y X270 Cuin DFEHME (FEHERZE) 1%, ADA Btk
HERTIX144 (55.4) pgmL, ADA REMEAER]TIX193 (74.2) pg/mL THo7o,
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#x 2.5.3.3.1-2 77Y1)X<TT1200 mg/body Z#3:EIZ1[EH%E58FD ADA HIREREADMEF T
TV AR TREDENHEE

ADA status Visit! Time? N3 Mean SD GM GM Min Med Max
(day) (ug/mL)  (ug/ml) (ug/ml) %CV  (ug/ml) (ugml)  (ug/ml)

Positive CIDI 00625 34 404 83.4 395 217 237 396 577
CI1D21 21 33 81.8 44.1 73.8 46.2 34.7 73.2 275

C2D21 42 30 108 335 103 33 56 110 173

C3D21 63 28 126 50.4 108 79.3 6.88 130 212

C7D21 147 14 144 55.4 135 40 65.9 137 261

Negative ~ CIDI 00625 144 389 136 262 628 0.03 393 779
CI1D21 21 141 80.3 28.7 71.1 92.8 0.03 79.5 156

C2D21 42 136 123 55.3 114 40.9 33 115 528

C3D21 63 128 141 57.4 122 107 0.03 130 333

C7D21 147 74 193 74.2 179 43.9 49.1 186 364

ADA = anti-drug antibodies; SD = standard deviation; GM = geometric mean; CV = coefficient of variation; Min = minimum; Med =

median; Max = maximum.

! Visit is denoted by Cycle abbreviated by “C” and Day abbreviated by “D”. For example, C1D1 corresponds to Cycle 1, Day 1, etc. Cpax
is C1D1 30 minutes post end of infusion, predose Cycle 3 is C2D21 etc.
2 Time = nominal time from first dose.
3 N = number of patients included in summary statistics.

[#2.72.4.1.12-1% F48]

2.5.3.3.1-2 751 X< T1200 mg/body %3iBIZ1ER 58D ADA FBA R D &7
TYVXTTREDHRE (THE = FERFE)

»

o

o
1

400

Mean Atezolizumab Concentration (pg/mL)

43 Atezo + CE, ADA- (n=153)

5 Atezo + CE, ADA+ (n=35)

(=4
m
(==

o

21

42

63

84

L]
105

Nominal Time from First Dose (days)

L]
126

ADA = anti-drug antibodies; Atezo + CE = atezolizumab in combination with carboplatin and etoposide

[[X2.7.2.4.1.1.2-1% F545]

2.5.3.4 RZEHA

AFKN1200 mg Z 32 1B 555 HIERAEIL, A ORFTHET SUTIRBMEBE

EREOR A

1
147

B, i

PRI B I ARH & SR G- L7256 Ta FHERRRBR CdH 5 PCD4989g iBRD N v N4 7T — X

% IV 72 Modeling & Simulation (Z & ¥

EER2.723 21 LT,

BAE LTce REMNE, #IIEIHGE C & 2 HE/ Nl i T o
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2.5.3.5 BEFAEYEFEETILONENN)T— 3>

WA L ONEWNE AR RER (PCD4989g ik, J0289447k5k) THELE L /- RHERI S ENREE
TV GEAZ AR EE O FE/ Nt CORFEEER.7.23.4% 5 M) (2% LT, GO300817 5
TELNZIMFER T 7 ) X~ TRE (19261940K 1 > ~) ZHWT, ANV TF—va %
Fhe L7z, EOREER, RETIVITERLNBIIEBEOMET T 7 ) XA~ 7 REZ -+
RETETWBH EEZXONT, £7, EYEIEICHEZ KT RO H 2T R L&KL
BRAh SN LB BT Loz (2723.1.158)

2.5.4 ABHIEOIRETM
JINHI R B9 BB L6 B A DA M, GO300813ER (55— % > A7 H : 201844 H
24H) IZHESEFHME LT,

2.5.4.1 BIEFF@EICHU-ERREER DB
(1) 1B®RT V1 AR
GO300817 B 1%, EHFILERIBFEOERLE/NEJAiE BT 2 xR E L, KAl + AR TT
Fo o+ TRV REEEE T TER + AR TTF o + = FARY FEERIEEO AR &
DML T2 Z L2 HINE L8 VI S MEXILE _EEMR T v ¥ M7 7 2R %R
RRBR CH D, WEE SNTWHREE, (VXTI T4 T7EFR/ U7 &Y AT A (IxRS)
A LT, BRERT oy 7IEICK Y, KA+ AVRTTFr + = MRV ROFHRE (LT,
AEIPERRE) X7 TR + BALRTFTFo + = MRS RUEAEE LT, 77 R 0HHE)
DWTINTL - 1TT X LEIMT Lz, BIFKRFE LT, Ml (B vs. &) , ECOG PS
(0vs. 1) MOWMEEOFE (HV vs.72 L) &AW, IBRIREE K OZOREA, ERELY
Gt I IR B O M F R OBRBR 12k L, TREIEOEIMS T 25/ LT-, 72721, IxRS
= AR ME (ERE DT X LML L OIREREEFR v MR T OREEIC DWW TETZ A 9 M
OMSIREFHEEE 2 —) |, FEWEhRE 3T P i O Y, SN OMSL T — 2 E =41
VIRBROERE, KONRBRIKES O3EYEhie K OPUsEmHT IR o O S 24 F12xk L T
IRIERIEOEI T ZH L LT,
TR B ARIE WM & HEFRRIEIM TR S LD, BARERIFITIX, 21821017
L, REINTT TR AR E R4 A 7 VB LTz, &3 A 70O Day 1HIZAHI1200
mg/body XL 7 TR, HILKRTTF L AUC 5K AT K100 mgm?%, Day 22 0f Day 3
IZ= FARY R100 mgm?* & &5 L7z, MEFPRIEMIM TIL, 2182191 2 v & L, B OIRE
PHFHE D= D DU (RECIST) vI.NZHES S BB R EORBEITHRRDLNDHE T, K
#1200 mg/body XX 77 B RO G- Lkl LTz, WEAEITHRBO Nk, UITOREELT
«Tﬁt#ﬁAi FIRE DY CIRBRIE O£ Bkt & ATRE & L7,
o EIREHIM L7-ERRAIFIE OREILA & 5
o JRBMEITICENT D L E X 515 ECOG PS DEAL 20
o fEREIFANCEHE RIS EI T 2
o MDIRFEEIRIE A R L CIRBRE OB 52kt 75 2 L %, #RENLETHEL TV D,

725, GO300817ER T global enrollment phase & H[EPLK A — F CTHEK X415, global
enrollment phase (ZHJ40061 DLERFE D3 gk S NT-1% 1%, FEDSTORELZHEDOEI0, FEL
Kak— k& LTHEND DB Ak 4172, global enrollment phase KO EPLR 27—

DBk ST HED D OMERE S K DT (P ERSEEHA#NT) 1, global enrollment phase
TRER S NI PERE L O L 3B ORIEREFETENT D& & Lic, AHFETIE
global enrollment phase D1 # % 7~ 9,
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(2) BRMEFHEEE

FEGVERHE E 1L, PFS KO OS & L7z, RIREIAZVERHMIE H X, bR, 820,
M EALTES (67 A LON4E) , AFEE (HEROE) R OEEHREICE-S < Mgk o
HEleEToMME L,

PES, ZhRK OB DML, RECIST v1.LIZHS < EIGEHIE Z Fv iz,

ﬁ%ﬁ@%ﬁﬁ%m,?VEAMént£%%%<HT$l)kL FWBRE LB T 5
NIEBRIEOER G 22 T -0 E 9 Mcrrb b, BT oz cETs2b0 L Lz,

(3) EEARMERAGIE B Ot Fik

FEARMEFME E 220 E Lo Z LICERNT 2 2 EMEZ S 5729, group sequential
Holm {.£%3# M L7z, PFS O E XM A4 B KNE0.005, OS DR E Ll A 5Kk
0.045THEITHZ &L L, WTNOOIFEGRNER I NT-HE, FOFBHEEIZEH Y 4T
LN o [ FEHA SN TORVMLOREICY S r 7 v E3N5H 2 &b L,

0S DO HEIFRHTIZHI2401:D OS A X2 M AFAE LR TLURIEfT 5 2 & & L, 0S Dfk
FEATIZHIB061:D OS A X M FAE LI CHEET 52 & & Lz,

PFS O EZfENTIT OS O RIfENT & RIRFZE T 5 2 & & L, Yk Tiaf29514:d PFS
ARy FRAEDNHEES T,

PFS O EEMRMNT TIE, IxRS IZBER IR (B vs. &) , ECOG PS (0 vs. 1) 12X -
THEERE 2 /@Rl L, gl log-rank 1% & 2 VN CHRER] T PFS Z Lk L7=, @RI L 720> log-rank R
E xRV $ 1T > 72, Kaplan-Meier 5% W T, KIRERED PFS HREAZHEE L 7=,
Brookmeyer-Crowley %% VT, KIRWHEEED PFS FRAEDIS%IEFEXME (CI) #HHE L7,
Cox Y — RETLEHNT, ~"¥— R (HR) RUZDI5%CI Z#HEE L=, Ehl L7
WHR OH#EEE IR THI & L L,

0S DOfiENTIZH, PFS EREED FEZ V2, OS O HRFENT M O f& AT O SFEHNBR B 1
O’Brien-Fleming 1% DOZFEHIBRFEIZ STl 5 Lan-DeMets @ o HE B AZ AW CHEHETH 2 & &

L7,
2.5.4.2 HBHIHEOHE
2.5.4.2.1 AERRER

BRI ARTR IR O AL N R Mt B 403 B S ARFNOF B XL 7 7 B R OFHBEC T V2 A
bz (77 BARGEHER026], AAFNGEHER20161) . BRMEDENTEITLT o X 2k STz
i%%%<HT%l)kL BHERE LR T SN IRBREE DR G- 22 T 728 D T hh
Do, Bl onz#cET b0 L,

HT%l@kmm#%%&@N~x34yﬁ%ﬁ%%maam1_%¢0mfﬂ@@ﬁf%
HHORVITRD oz, MBS &, FlDHRAEIL645%, FHENKI65%, HANK
80% Cd > 72, ECOG PS X1 DHEERE H35165%, MR IL7 L OBERE 235990% CTHh - 7=,

2.5.4.2.2 OS
0S % FHFHMIE H D12 & LTz,
OS OHEMENTIZIX, 20184E4H24 B H v AT LT — X B W2, Ui%HFST 0S A4 X
v MI238HEFE L T,
77 B AROFHERICR U CTARFIDFHEE T, FEFFRIICH BN OBIRICERDOH D 0S DIER
MR BT (BHIHR = 0.701, 95%CI : 0.541~0.909 ; /&% log-rank H € : P = 0.0069) (3
25422- 1K K 2.5422-128)
%%%%,N*X?4Vﬁ@%ﬁ&@ﬂﬁ@%*@@f@ﬁ%%wﬂi(MME5NH(B
IYSEFRAT 21T o 72, BEE R M ONR— 2 T A BFORFER] OE o BT ClE, KEB5y
®%IT77tfﬁﬁﬁ W29 B ARFIGHTIEED OS @ HR O EHEEMIZIRBETH Y, AFPF
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FAREDTEENFEO— B R ENT- (M 2.5422288) . £7-, bTMB BlIOE LN T
1%, bTMB % JHIE TX 72BE O T X COEMHEMATT 7 v AROFHBECT T 5 AKFOFHEED
0OS @ HR O SHEEME X1 %2 FlEl> T2 (X 2.5.422-350)

F 2.5.4.2.2-1 0S OE#y (GO300815XER, rhRAAEMT)

LA 7R AH
+ INVRTTF + ANKRTFTF
+ T hHRTFK + T hARTF
(N =202) (N =201)

FEAVAN 3 134 (66.3%) 104 (51.7%)
HILE (95%CI) 1034 H (9.3~11.34 H) 1234 H (10.8~15.974 }1)

JE B HR (95%CI) 0.701 (0.541~0.909)

P i (% log-rank #2 7E) 0.0069

FENE 5] HR (95%CI) 0.712 (0.550~0.921)

P i (FE/EHI log-rank R 7E) 0.0093

[#2.73.2.1.1-1 % F45]

2.5.4.2.2-1 0S @ Kaplan-Meier Bi#R (GO300813XBR, H[EAZHT)

Kaplan-Meier Plot of Overall Survival with Stratified Analysis , Intent-to-Treat Patients
Protocol: GO30081

100
\“"'-'.-_,-_ ——— p-value (log-rank)
TR -..-?:_:-_‘ Atezo + CE (Randomized) (N=201): 0.0069
ey Median + 95% CI
"-._:l PBO + CE (Randomized) (N=202): 10.3 (9.3, 11.3)
80 L‘q Atezo + CE (Randomized) (N=201): 12.3 (10.8, 15.9)
"r,-‘.‘ Hazard Ratio + 95% CI
e Atezo + CE (Randomized) (N=201): 0.701 (0.541, 0.909)
S
— -
5 60 .__‘ - 'Q‘
2 £ N
2 " - “\_
-Tl: IL -
% 40 "1. "«-uq
i o "mc—
“~, 1
et e -I
. - = -
R, 1
20 bmimiae -
o bt
........ -
------- PBO + CE (Randomized) (N=202)
- = = = Atezo + CE (Randomized) (N=201)
0 + Censored

No. of Patients at Risk
PBO + CE (Randomized) 202 194 189 186 183 171 160 146 131 114 96 81 59 36 27 21 13 8 3 3 2 2

Atezo + CE (Randomized) 201 191 187 182 180 174 159 142 130 121 108 92 74 58 46 33 21 n 5 3 2 1

0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24
Time (months)
Stratification factors are: Sex (male vs female) and ECOG (0 vs 1) per IXRS.

CE=C. 1+ PBO=Placebo
Data Cutoff: 24APR2018

[[%2.7.3.2.1.1-1 % F45]
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2.5.4.2.2-2 BEERRUR—RI A VEOFMHER D 0S DR/ EEEH (G0300815KER)

Forest Plot - Subgroup Analysis of Overall Survival, Intent-to-Treat Patients

Protocol: GO30081
PBO + CE Atezo + CE
(Randomized) (Randomized)
(N=202) (N=201) Atezo + CE PBO+CE
o Total Median Median Hazard 95%Wald (Randomized)  (Randomized)
Baseline Risk Factors n n Events (Months) n Events (Months) Ratio Cl better  better
All Patients 403 202 134 103 201 104 123 on (0.55.0.92) $
Age Group 4 Categories (yr) |
<65 217 106 61 15 m 57 121 0.92 (0.64.132) WeH
65-74 145 74 54 97 7 40 ns 062 20,41. 094 j
75-84 39 21 18 96 18 6 16.6 025 0.10, 0.64) |
>=85 2 1 1 05 1 1 54 <0.01 (0.00. NI |
Age Group 2 Categories (yr) |
<65 217 106 61 15 m 57 121 0.92 (0.64.1.32) e
>=65 186 9 73 96 20 47 125 053 (0.36.0.77) L]
Sex (eCRF) |
Male 261 132 87 109 129 67 123 074 (0.54.1.02) KB
Female 142 70 47 95 72 37 125 065 (0.42,1.00) la g
Race .
American Indian or Alaska Native 1 1 77 NE (NE.NE)
Asian 69 36 17 156 33 18 146 1.00 (0.51. 1.96) Lps
Black or African American i NE 1 0 NE <0.01 0.00. NI Ly
White 322 159 m 99 163 84 121 068 50.51. 0. K
Unknown 8 4 76 4 2 108 021 0.02. 1.88] 5
Baseline ECOG (eCRF) !
0 140 67 38 124 73 32 166 079 50.49. 1.27; e
1 263 135 9% 93 128 72 14 068 0.50. 0.93] Loy
[
Tobacco Use
Never 2 3 158 9 ‘g 089 (0.08, 10,37; —t—
Current 149 75 53 97 74 114 064 (0.42.0.98) oA
Previous 242 124 79 109 118 62 077 (0.55.1.07) S
[
[
[
T T
1700 110 1 10 100

Medians were estimated from Kaplan-Meier method. NE = Not estimable.

Hazard ratios relative to PBO + CE and the associated confidence intervals were estimated using unstratified Cox regression.
The vertical dashed line indicates the hazard ratio for all patients.

The size of the symbol is proportional to the size of the population in the subgroup.

Atezo=Atezolizumab, CE=Carboplatin + Etoposide, PBO=Placebo

Data Cutoff: 24APR2018
Program: /opUBIOSTAT/prod/cat30099/go30081/g_ef_tte_fp.sas
Output /opt/BIOS TAT/prod/cdt30099/53008 ireportsig_ef_tte_fp_IT_os_p1_24APR2018_GO30081.pdf 06JUL2018 20:41

Forest Plot - Subgroup Analysis of Overall Survival, Intent-to-Treat Patients
Protocol: GO30081

PBO +CE Atezo + CE
(Randomized) (Randomized)
(N=202) (N=201) Atezo+CE  PBO+CE
Total Median Median Hazard 95%Wald (Randomized)  (Randomized)
Baseline Risk Factors n n Events (Months) n Events (Months) Ratio Cl better  better
T
All Patients 403 202 134 103 201 104 123 on (055.0.92) E?
Brain Metastases (eCRF) !
Yes 35 18 1 97 17 12 85 107 (0.47.243) Efr—i
No 368 184 13 104 184 2 126 068 (0.52.0.89) &
|
Lung Metastasis at Enroliment
Yes H 72 14 103 177 %0 126 072 (0.54.0.95) é
No 54 30 20 104 24 14 109 0.66 (033.132) =
Liver Metastasis at Enroliment ,
Yes 149 72 54 78 77 49 93 081 (055.1.20)
No 254 130 80 2 124 55 168 064 (0.45.0.90)
Lymph Node Metastasis at Enroliment |
Yes 28 168 14 00 160 84 121 068 (0.51.0.90) B
No 75 U 20 12 41 20 143 082 (0.44.152) i-lb-i
Adrenal Gland Metastasis at Enroliment 1
Yes 72 35 28 88 37 28 91 082 (0.48,1.39) =
No 31 167 106 108 164 76 144 068 (050.091) K
|
I
|
|
I
I
I
|
1m0 110 1 10 100

Medians were estimated from Kaplan-Meier method. NE = Not estimable.

Hazard ratios relative to PBO + CE and the associated confidence intervals were estimated using unstratified Cox regression.
The vertical dashed line indicates the hazard ratio for all patients.

The size of the symbol is proportional to the size of the population in the subgroup.

Atezo=Atezolizumab, CE=Carboplatin + Etoposide, PBO=Placebo

Data Cutoff: 24APR2018

Program: /opyBIOSTAT/prod/cdt30099/go30081/g_ef_tte_fp.sas

Output: /opUBIOSTAT/prod/cdt30099/s30081iireportsig_ef_tte_fp_IT_os_p2_24APR2018_GO30081.pdf 06JUL2018 20:42

[[X2.7.3.3.3.2-1% 45 ]
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2.5.4.2.2-3 bTMB ZI M 0S D ER5 £ EHfEHT (G0300815KER)

Forest Plot - Subgroup Analysis of Overall Survival, Intent-to-Treat Patients
Protocol: GO30081

PBO +CE Atezo + CE
(Randomized) (Randomized)
n=202) N-201) Atezo+CE  PBO+CE
Total Median Median Hazard 95%Wald (Randomized) (Randomized)
Baseline Risk Factors n n Events  (Months) n Events  (Months) Ratio cl better  better
T
All Patients 403 202 134 103 201 104 123 07 (0.55.0.92) F?
bTMB Biomarker Expression !
<10 139 68 47 92 7 37 18 070 (0.45,1.07) H
>=10 212 110 69 12 102 51 146 068 (0.47.0.97) i
Unknown 52 24 18 98 28 16 79 075 (0.37.1.50) lam gl
1
bTMB Biomarker Expression
<16 7N 138 90 99 133 69 125 07 (0.52.0.98) ‘é"
>=16 80 40 26 1ns 40 19 178 063 (0.35.1.15)
Unknown 52 24 18 98 28 16 79 075 (0.37.1.50) H
l
l
1
I
|
|
1
1
|
1
1
1
l
1
1
l
|
T ™
17100 110 1 10 100

Medians were estimated from Kaplan-Meier method. NE = Not estimable.

Hazard ratios relative to PBO + CE and the associated confidence intervals were estimated using unstratified Cox regression.
The vertical dashed line indicates the hazard ratio for all patients.

The size of the symbol is proportional to the size of the population in the subgroup.

Atezo=Atezolizumab, CE=Carboplatin + Etoposide, PBO=Placebo

Data Cutoff: 24APR2018
Program: /opt/BIOSTAT/prod/cdt30099/go30081/g_ef_tte_fp.sas

[[¥2.7.3.3.3.2-2% 45 ]

2.5.4.2.3 PFS

PFS Z FEFHMITEHA D12 & L,

PFS DO EEMHTITIE, 2018F4H24BIC >y AT LIeT —# 2 iz, 4ilima T PFS A
AU MI360HFEERE LT,

77 2 AROFHERICR U CABIOFHBET, MEFFRIICAEZ PFS OIEENEO bz (85
HR = 0.772, 95%CI : 0.624~0.955 ; J&%I| log-rank K7€ : P = 0.0170) (3 2.5.423-1} VX
2.5423-128)

BEER, X—2T A VEEORERL T bTMB BIlZ, PFS O EMAT 21T > 72, A =
KON —2 T A L REDRHER OB RN TIE, KEH OB TF T 2 ROHHEHCKT A
FIOEFHEED PFS @ HR O SHEEMIXIARTM CTH Y, AAIOEHABEOIRIFEREO —EMEN RSz

(X 2.5423228) , £72, bTMB IO LM TlE, bTMB & HE T & - gRE o+
RTOMHERHTT 7 v RNOFHEZ T 2 AR FI0FHBED PFS @ HR O mHEEEIX1Z TE-> T
Wiz (K 2.5.423-3281)
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F 2.5.4.2.3-1 PFS DE# (G030081:48R, FEfEHT)

LA 7R AH
+ INKRTFF + INVRTTF
+ T hKRTFK + T hARYR
(N =202) (N =201)

AR MK 189 (93.6%) 171 (85.1%)
HFOLfE (95%CI) 437 A (42~45TH) 5277 H (44~5.67 A1)

JE I HR (95%CT) 0.772 (0.624~0.955)

Pl (J&5! log-rank fiE) 0.0170

FEFE B HR (95%CT) 0.759 (0.615~0.937)

P i (FE/ENI log-rank IR E) 0.0100

[$2.73.2.1.2-1% F45]

2.5.4.2.3-1 PFS @ Kaplan-Meier Bh#R (GO300815KER, FZEfEHT)

Kaplan-Meier Plot of Progression Free Survival with Stratified Analysis, Intent-to-Treat

Patients
Protocol: GO30081
100
\‘ﬂ. p-value (log-rank)
Yora o Atezo + CE (Randomized) (N=201): 0.0170
Median + 95% CI
- PBO + CE (Randomized) (N=202): 4.3 (4.2, 4.5)

§ 80 "." Atezo + CE (Randomized) (N=201): 5.2 (4 4, 56)
F a4 Hazard Ratio + 95% CI
@ [l Atezo + CE (Randomized) (N=201): 0.772 (0. 624, 0.955)

i
¢ P
T 60 n
-% '.I-‘ ------- PBO + CE (Randomized) (N=202)
] Y AR = = = = Atezo + CE (Randomized) (N=201)
g, i [ + Censored
o -1
5 40 n'||
2 b
o [
= .
3 . ma
o 20 . T

... - -
- -~
TR S T e e ——
JALTETE —mam ————— . [P
) 1
0 E

No. of Patients at Risk
PBO + CE (Randomized)| 202 193 184 167 147 80 44 30 25 23 16 15 9 9 6 S 3 3

Atezo + CE (Randomized) 201 190 178 158 147 98 58 a8 a1 32 29 26 21 15 12 n 3 3 2 2 1 1

0 1 2 3 4 S 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24
Time (months)
Stratification factors are: Sex (male vs female) and ECOG (0 vs 1) per IXRS
CE=C 1 + Etoposide, PBO=Placebo

Data Cutoff: 24APR2018
Program: /opt/BIOSTAT/prod/cdt30099/go30081/g_ef_km.sas Output: /opt/BIOSTAT/prod/cdt30099/s30081i/reports/g_ef_km_IT_pfsinv_24APR2018_G0O30081 pdf 06JUL2018 20:47

[[%2.7.3.2.1.2-1% 45 ]
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2.5.4.2.3-2 BEERRUR—R I A VEORMER O PFS DS EHEH (G03008155R)

Forest Plot - Subgroup Analysis of Progression Free Survival per RECIST v1.1 - Investigator, Intent-to-Treat Patients
Protocol: GO30081

PBO +CE Atezo + CE
(Randomized) (Randomized)
(N=202) (N=201) Atezo+CE  PBO+CE
. s Total Median Median  Hazard 95%Wald  (Randomized)  (Randomized)
Baseline Risk Factors n n Events n Events Ratio Cl better better
All Patients 403 20 189 43 20 n 52 076 (061.094) &
Age Group 4 Categories (yr) |
e e e 217 106 98 43 m 3 5.1 076 (057.1.01) |
65-74 145 74 69 53 71 64 53 085 50.60, 120 H
75-84 3 21 21 12 18 13 57 056 028, 1.14% =
>=85 2 1 1 05 1 1 a2 <001 (0.00. NE 6
Age Group 2 Categories (yr |
el 217 106 98 43 1m o3 5.1 076 (057.1.01) :g
>=65 186 % o 46 %0 78 53 0.76 (056.1.03)
Sex (eCRF) :
Male 61 132 123 4 129 12 44 087 (067.1.13) &
Female 142 70 66 42 2 59 56 059 (0:41.085) e
Race :
American Indian or Alaska Native 1 56 NE (NE.NE)
Asian ) 69 36 2 43 3 28 43 083 (049, 1.38; =
- e » 1 150 et 139 2 o 057,091 &
Unknown 8 4 4 65 4 3 42 349 (057.21 :553 M
Baseline ECOG (eCRF) :
0 140 67 64 43 73 49 084 50.59, 1.20; H1
1 263 135 125 43 18 107 54 072 055, 0.94] =1
I
Tobacco Use
Never 12 3 3 41 9 4 39 074 20.16, 3.33; ——
Current 149 7 66 44 74 63 5% 084 059,119 Ht
Previous 242 124 120 42 18 104 52 073 (056.095) 'GI"
I
|
T TP
17100 110 1 10 100
Medians were estimated from Kaplan-Meier method. NE = Not estimable.
Hazard ratios relative to PBO + CE and the associated confidence intervals were estimated using unstratified Cox regression.
The vertical dashed line indicates the hazard ratio for all patients.
The size of the symbol is proportional to the size of the population in the subgroup.
Atezo=Atezolizumab, CE=Carboplatin + Etoposide, PBO=Placebo
Data Cutoff: 24APR2018
Program: /optBIOSTAT/prod/cdt30099/go30081/g_ef_tte_fp.sas
Output: /opt/BIOSTAT/prod/cdt30099/s30081i/reports/g_ef_tte_fp_IT_pfsinv_p1_24APR2018_GO30081.pdf 06JUL2018 20:43
Forest Plot - Subgroup Analysis of Progression Free Survival per RECIST v1.1 - Investigator, Intent-to-Treat Patients
Protocol: GO30081
PBO + CE Atezo + CE
(Randomized) (Randomized)
(N=202) (N=201) Atezo+CE  PBO+CE
Total Median Median Hazard 95%Wald (Randomized) (Randomized)
Baseline Risk Factors n n Events (Months) n Events (Months) Ratio Cl better better
1
All Patients 403 202 189 43 201 il 52 0.76 (0.61.0.94) ?
Brain Metastases (eCRF) !
Yes 35 18 18 44 17 15 42 098 (0.49. 2.00) B
No 368 184 m 43 184 156 53 075 (0.60.0.93) €
|
Lung Metastasis at Enroliment é
Yes 349 172 162 44 177 152 52 078 (0.62. 0.97)
No 54 30 27 41 24 19 54 0.67 (037.1.23) Ly
Liver Metastasis at Enroliment H
Yes 149 72 69 42 77 69 43 0.80 (057.1.13)
No 254 130 120 44 124 102 56 072 (0.55.0.94) é
Lymph Node Metastasis at Enroliment !
Yes 328 168 158 42 160 137 54 0.69 (0.54.0.87) =]
No 75 34 31 55 41 34 45 123 (0.75. 2.02) :‘9"
Adrenal Gland Metastasis at Enroliment |
Yes 72 35 33 42 37 34 45 0.80 (0.49.1.31) e
No 331 167 156 43 164 137 53 075 (0.59.0.94) &)
!
|
|
I
|
I
|
|
1100 1o 1 10 100

Medians were estimated from Kaplan-Meier method. NE = Not estimable.

Hazard ratios relative to PBO + CE and the associated confidence intervals were estimated using unstratified Cox regression.
The vertical dashed line indicates the hazard ratio for all patients.

The size of the symbol is proportional to the size of the population in the subgroup.

Atezo=Atezolizumab, CE=Carboplatin + Etoposide, PBO=Placebo

Data Cutoff: 24APR2018

Program: /optBIOSTAT/prod/cdt30099/go30081/g_ef_tte_fp.sas

Output: /opt/BIOSTAT/prod/cdt30099/s3008 1i/reports/g_ef_tte_fp_IT_pfsinv_p2_24APR2018_GO30081.pdf 06JUL2018 20:44

[[X2.7.3.3.3.2-3% 45 ]
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X 2.5.4.2.3-3 bTMB Bl D PFS M &R EEHAZHT (GO300815KER)

Forest Plot - Subgroup Analysis of Progression Free Survival per RECIST v1.1 - Investigator, Intent-to-Treat Patients
Protocol: GO30081

PBO + CE Atezo + CE
(Randomized) (Randomized)
(N=202) (N=201) Atezo + CE PBO+CE
Total Median Median Hazard 95%Wald (Randomized)  (Randomized)

Baseline Risk Factors n n Events (Months) n Events (Months) Ratio Cl better  better
All Patients 403 202 189 43 20 m 52 0.76 (0.61.094)
bTMB Biomarker Expression

<10 139 68 66 42 71 59 43 078 (054.1.12)

>=10 212 110 102 44 102 89 55 069 (0.52,093)

Unknown 52 24 21 43 28 23 46 1.10 (0.60.2.04) i
bTMB Biomarker Expression

<16 n 138 131 43 133 14 52 073 (0.56. 0.94)

>=16 80 40 37 43 40 34 56 0.68 (0.43.1.10)

Unknown 52 24 21 43 28 23 46 110 (0.60. 2.04) r

Jecsososssn s cos o il - FOF <=0 ]

a3

TT T
1100 1no

Medians were estimated from Kaplan-Meier method. NE = Not estimable.

Hazard ratios relative to PBO + CE and the associated confidence intervals were estimated using unstratified Cox regression.
The vertical dashed line indicates the hazard ratio for all patients.

The size of the symbol is proportional to the size of the population in the subgroup.

Atezo=Atezolizumab, CE=Carboplatin + Etoposide, PBO=Placebo

Data Cutoff: 24APR2018
Program: /opt/BIOSTAT/prod/cdt30099/go30081/g_ef_tte_fp.sas

Output: /optBIOSTAT/prod/cdt30099/s3008 1ireports/g_ef_tte_fp_IT_pfsinv_p3_24APR2018_GO30081.pdf 06JUL2018 20:45

[[¥2.7.3.3.3.2-4% 45 ]

2.5.4.2.4 E=HMERUVUEINEAM
FNRIL, 77 BROEARE64.4% (95%CI : 57.33%~70.95%) , AHIOFHHEE0.2% (95%CI :
53.07%~67.02%) Td -7 (F£2.7322-12M])
WM oL, 77 B ROHRE3 9T A (95%CL: 3.1~424 H) , AAIDFHE420 A
(95%CI : 41~45H H) ThV, 77 vROFAEEICK T 2 AKF0F HEED HR 130.700
(95%CI : 0.532~0.922) Th-o7= (F2.7322-18H) .

2.5.4.2.5 %Ewiﬁ%A&UEﬁ%A
67 H M TEALEEIAX, 7T B AROHHEE22.39% (95%CL : 16.56%~28.22%) , AFIOFH#E
30%%(%%&.%&@#&1&%),Lﬁﬁ%%ﬁﬁ? A7 7 B AROFHBES.35% (95%CI :
ZM%~&%%>,$ﬁmmwm2@%(%%a.1%%~mm%>T%ot.@amxm4§
[HZDI
1HAETFEIAIX, 77 B ROFHRE38.23% (95%CI : 31.18%~45.27%) , AHIOFFHEES1.69%
(%%G.MﬁﬂkﬁQ%%)T%ot(%lﬂﬁQ&ﬁ%)o

2.5.4.2.6 BERECEDJIMEERDEIILE TCOHAM
EBE W 1T < R O AL £ CoOMIRIE, 5.3.5.1-3 Figure 112/~ L7,

7 BAREI>EFOENMEOHER
7.1 AEMZRER (BAEHSER)

H AR D FE i R 2 BBk S -a26] (77 v R OFHEE2261, AFIGHHEEL206) OWERE
Z A & LTz,

2.5.4.2.
2.5.4.2.
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A A B O N DR 2 RE R O — R T o VBRI 2 $2.7.3.3.3.1.1- 1128,

H AR O N DR G FRRE K O — 2 T o T, KE OIEH CRERNCR Y 1%
HOONRNoT-, £, WTFNROEA TH ITT4EM & AARSBOER ORI, AR MEDOFHMmIZ
REREEEH 2 52BN hoT,

2.5.4.2.7.2 OS (HXEHEH)
HASR R O 0S O 77 AR IFHENCKT 2 AFI0FHEED HR 130.717 (95%CI : 0.307~
1.671) TH Y, ITT £ & BT HRTHo7- (F 2.54272- 1K 0K 2.54272-158) .

& 2.5.427.2-1 BARESEHOD 0S DER (G0300815:KER, R

LAY 77 R ARH
+ ANKRTZTF + ANKRTTF
+ T hERVFR + T hARTF
(N=22) (N =20)

AR MK 14 (63.6%) 12 (60.0%)
HE (95%CI) 11.947H (8.4~1587%H) 1467 H (11.8~17.847 1)

JE B HR (95%CI) 0.717 (0.307~1.671)

FEFE R HR (95%CD) 0.652 (0.293~1.450)

[$£2.73.3.3.1.2-1% F45]

2.5.4.2.7.2-1 BARZHEMD 0S D Kaplan-Meier g (G030081:%ER, rhRSARHT)

Kaplan-Meier Plot of Overall Survival with Stratified Analysis
Protocol: GO30081

p-value (log-rank)

""""" H bm - Atezo + CE (Randomized) (N=20): 0.4386
T - - Median + 95% CI
" L PBO + CE (Randomized) (N=22): 11.9 (8.4, 15.8)
80 bom, 1 Atezo + CE (Randomized) (N=20): 14.6 (11.8, 17.8)
I"""""i -=T==n Hazard Ratio + 95% CI
e ey Atezo + CE (Randomized) (N=20): 0.717 (0.307, 1.671)
_ lemoms . 1
2 + 1
I3 60 [ 3
= 1
an L -t =t =
5 I
2 —H - s
3 i 1
2 40 e +
9 L} -*i
a .
i 1
N
L
20 st :
I
....... PBO + CE (Randomized) (N=22) I
- = = = Atezo + CE (Randomized) (N=20) 1
0 + Censored 1
No. of Patients at Risk
PBO +CE (Randomized) 22 21 21 20 19 17 17 17 16 15 12 11 10 7 5 5 2
Atezo + CE (Randomized) 20 20 20 20 20 20 18 18 18 15 15 15 10 8 7 5 4 2

0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24
Time (months)

Stratification factors are: Sex (male vs female) and ECOG (0 vs 1) per IXRS
CE=Carbopl + PBO=Placebo
Data Cutoff: 24APR2018
Program: /opt/BIOSTAT/prod/cdt30099/go30081/g_ef_km.sas Output: /opt/BIOSTAT/prod/cd30099a/j30081a/reports/g_ef_km_JPN_IT_os_24APR2018_GO30081.pdf 13SEP2018
15:32

[[%2.7.3.3.3.1.2-1% F45]

2.5.4.2.7.3 PFS (AXEH%EMH)
HAH 3£ O PES O 7 7 v R OFABEC 3 5 AAZIOFHEED HR 130.473 (95%CI : 0.234~
0.956) TH 1, ITT £ME —EHT 5 ETho7- (35 2.54273- 1K 2.54273-1H8) .
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% 2.5.4.2.7.3-1 BARESEF®D PFS DEH (G0300815K5%, T ZEfEMT)
LA 7R AH
+ INVRTTF + INKRTTF
+ T hARTFK + T hARTF
(N=22) (N =20)
AR MK 21 (95.5%) 17 (85.0%)
HE (95%CI) 4047 H (2.9~564H) 458 H (42~814H)
JE B HR (95%CI) 0.473 (0.234~0.956)
FEJE 5] HR (95%CI) 0.496 (0.257~0.960)

[$2.73.33.1.22% F45]

2.5.4.2.7.3-1 BAZHEMD PFS @ Kaplan-Meier gh#R (G030081:X%ER, FEARHT)

Kaplan-Meier Plot of Progression Free Survival with Stratified Analysis
Protocol: GO30081

100 TrEEsEsEs== 9 p-value (log-rank)
H II Atezo + CE (Randomized) (N=20): 0.0337
e 1 Median + 95% CI
rme ' PBO + CE (Randomized) (N=22): 4.0 (2.9, 5.6)
_ 80 t 1 Atezo + CE (Randomized) (N=20): 4.5 (4.2, 8.1)
g . 1 Hazard Ratio + 95% CI
g ! 1 Atezo + CE (Randomized) (N=20): 0.473 (0.234, 0.956)
] ! 1
© 60 o !
§ |
j=) 1
<] . -
& ' !
s 40 ' - _i
2 5 e
= ' 1
® . 1
S 1 -
a 20 ; e - 1
.. e e
)
ettt t—————  msmsmes= PBO + CE (Randomized) (N=22)
e iaimimimimems -+ = = = = Atezo + CE (Randomized) (N=20)
0 + Censored
No. of Patients at Risk
PBO + CE (Randomized) 22 20 19 15 11 7 3 2 2 2 2 2 1 1 1 1
Atezo + CE (Randomized) 20 20 20 20 19 9 7 7 7 4 4 3 3 2 1 1

0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21

Time (months)

22 23 24

Stratification factors are: Sex (male vs female) and ECOG (0 vs 1) per IXRS
= + . PBO=Placebo

Data Cutoff: 24APR2018

Program: /opt/BIOSTAT/prod/cdt30099/go30081/g_ef_km.sas Output: /opt/BIOSTAT/prod/cd30099a/j30081a/reports/g_ef_km_JPN_IT_pfsinv_24APR2018_GO30081.pdf 13SEP2018
15:33

[[¥2.7.3.3.3.1.22% F45]

2.5.4.2.7.4 HFHERUVENIME (BAHSER)

HARE D EMOZRRIL, 77 v ROFHREES0.0% (95%CI : 28.22%~71.78%) , AAKIHEHEE
75.0% (95%CI : 50.90%~91.34%) Toh -7z (F2.73.3.3.1.3-1M]) .,

HAE A EM OB O F R ElX, 77 v REMEE420 H (95%Cl : 2.8~54H ) , &
FIOFFHRE34H A (95%CI : 29~6.6 71 H) Th-o7- (3£2.7333.13-1281) ,

2.5.4.2.7.5 HMEFAFINERVAEFEEES (HXREHER)

A AER Y EE 06 7 H A LFEIST, 7T B AROHEEL3.64% (95%CI : 0.00%~27.98%)
AFIOFHRE35.00% (95%CI : 14.10%~55.90%) , 1HMEHAREAE L7537 7 & R OFH BE4.55%
(95% CI : 0.00%~13.25%) , AF|GFHARE15.00% (95%CI : 0.00%~30.65%) T ->7= (F
2.7333.13-12H1) |

H A B O VARG, 77 B ARDFHEE48.95% (95%CI : 27.70%~70.20%) , AH
OFEE61.40% (95%CI : 38.74%~84.07%) Toh -7z (2.7.3.3.3.1.3-12M]) |
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