No.2

y
Asl’nraZeneca%
BLEARST R R
RS 4 BR AR FRIREE F74F=7
BUEHRFEAERRBR = —F 0 V-15-33
WES Final Version 2.1
ERUER B ¢ 2006-09-04

ENBRERE L3S T4 FoTRERUERETD
& EHEE - MEERAOERY RS RUBRETERHT
=HOak—rFAS—Ra2 FA—ILR 2T 4

HREEE

I8 MBRREBEECBHAY I4F 2T ak—FRAYr—ZR3 Y FO—ILRE T4

COE, ARBOIEEMNTHI Y 7 4 F =7 REELFREARS COAMMEE - BME

PERZ DS U 2 7 ROEREFIZ oW TOBERBGE NI OFREFITE LD,



YYOAY
テキストボックス
資料No.2


Post-marketing Clinical Study
Study Code: V-15-33, Edition No. Version 2.0

FRIREERDERN

EPHREREEREESICR TS 74 F_JHERUVEERETD
SEMEE - BEEREOER ) RV R UVBEIRRFZ&ET 5
=H0OaR— rRAY—X2 FAO—ILRE T 1

B&d
FEHM

o ET/AERINNIRAHE (LT NSCLC &I37) BEDSF 7 4 Fo7REFICRIT 2 8
i - EIEMEMMA CAUF ILD BT BER{LEREEREM & OLLEE B Y 27 %
HEE L. {BRF OEIT/AR NSCLC BEIZRBIT 5 ILD SEICH T HERE FE2R51 5,

o JRRP OEIT/AEIE NSCLC BEICBIT 2 ILD OREREFHET S,

Bl E H B9

o EIT/BHENSCLC BE DS 7 4 F=T7HEFICBWT, RERSHOEDETEZOREE

SE L. ILD 384E & O 2 RETT 5,
FRMBMN (EERH)

o EIT/B3E NSCLC BE DT 7 4 F=F|EFICBWNT, ILD BEMF - FEREFAIBITE—
HWHELE (LIF SNP ERET) OBWERHHEL, IIDREY X7 OEEL AT AT
Do FOEHIT, EEREFERERICBNTY ILD BIER - FFREFICEIT D SNP OE
WEREL, F7 4 F =7 REH L T3,

o EIT/BERNSCLCREDS 7 4 F =7 REFIZBNT, IDERWELLTLTHEEZD
NABARBAY - E2RAET D,

HERTHA v

ERNCHE SN BT/ EE NSCLC BE D ak— MBI ILD RBEF (F—2R) ERak—
b0 EEARE U ILD #EBER (22 bo—L) 2 e LEESENE (ahx— My —X
Ay hE—RET 1)

SOE
AEBRICSIM LT 51 OEFMEEIr BT 1 LI AV ED{LEBRERP L, 7 4F=7
HDWIHLFFREEZIT A FEDEIT/EZE NSCLC BF

BERUBREEMN

THESBEOHN T, BECHE LULBRABBICERTE, ARUMBRRLEIVEER
12 AR, EipieEE (RFOFE, BT, BES—R LYlrahiEe. HFiiibRoRs
A, FOM) ITEETHETE L, BRI PREAETSH, FieiEfliclsBRL DA
VBMESTES, BREL 2D, aFR— PREHEPIZ LD 2RE LR, 2F— bhb
BiESIZ2 Y b r— 2NN, ILD BEFAKR O ILD FERER & LTy - 2 IE Lk,

HEtRRT R

T—FBHITIE, EHERRUR VAT 4 v JETNABEI 2 EER W, BROBFEIZLY
ILD OfERETF DFRERRCET MERLIToT, M LEBEEHNEESPEERRT VA V&
IR OMERE A2 Tolc, F—Aar b —OF—=Zhbn AT 4 v 7 ETVENTICL D
Ay Al SUEREMER L L, LD OMBERE L CHRBEBEROFHFICIT2A— O
F—=2EFRAVWE, IDIEAREBOHEIITr — AT —F B A,

2(25)




Post-marketing Clinical Study
Study Code: V-15-33, Edition No. Version 2.0

oA,
0 aff

AFRERIT 2003 45 11 A5 2006 4E 2 BICEE X, 473 HFOBFETIET Lic, ZORM 155 4
O ILD BEREFbHESH. MIHEZRS (LT CRB LEET) THEE &4L7c ILD RIESE
B 128 Tholc, aF— O EBEEIT 6000 - Thotedd, FRROFTEHMTH S ILD HiE
O U A Y HEEICHELR ILD A 1204 LA L2 ERTX 70K T L,

TEMEEE

AR L 0. #{T/F% NSCLC BE IR 5 ILD IED U R 7 M{LEEIEIC Y 7 4 F=F
TEWZ LR E R, WEREE 12 BREUAOTF 74 F =723 LD EEOV R 713, &
HEROBEEEORY ZHREB L LT GREBA ~ Xth) | (bFEREDK 323 %5 (5%EEX
] : 1.94-540) Th-ote,

EFEREL B LT 740 F 2L IDRED Y A7 13, & ICIBEMGE 4 BRLAT
Enoto, TRIREAATE 28 BRI RIT 2FRE A v XX 3.80 (95%{S4EXRT : 1.90-7.60) T. &
FEBRAA 29 B LA D 8 BB DFHE A v XEhiZ 2.51 (95%EHERKR : 1.08-5.80) Téh -7,

774 F =7, {tERERRECELOTUTORTR ILD BECHERRET L EES T,

o WUTRE | BEFOREMERK, NSCLC OFEIZE» 5 ILD B TOHMN 6 » ALINT
BB &, WHO Performance Stams (ULF PS &B59) ABE QP LE) . EEREHEZE (CT
BB L D) BMENZE G0%ELT) | Fi G5 EUE) | DNEROESHEERLTWVS
&

2R — PRVIEIRG XN LEFCO ILD HRBERIESRIT 2.98% (94/3159 #il) Thote, 7
T4 F=THEHTIE 3.98% (5571482 ) | {LEREFRREMHITIE 2.09% (35/1677 #i) T -
T (EELUBEEMOERETFORY BB LT |

{HhEsEE
ARRICEGLIEBEOTa 7 7 A Ahb, 74 F=7IC XD, ofk, FEEsE, R
@, EEOREERAEE Ly, CT R THED bhAholfiRE (WRIERE) 28 LW
BEIZFT LTI E<IThh T, EMEERTHRER ILD 3E U X 7 DRV BF 1SRRI S
T4 F = X BBEAITORTWA Z LR ahik,

F74F =7, ALFEFEFRSZEDL B, ILD BED Y R 7 HINCES4 3 BE R ERETF
PRENT (5l PSO LB L2 PS2-3 (A XLk 4.02] ) &
BPEEAOILD BEY R 7 xR oh b iholz,

ILD SERD 55, ILD I L DEHNILT 7« F=TREHT 25/79 61 (31.6%) . {LZEHEEH
BE5HT 128380 (27.9%) Thote,

B YIc

ARBOFER LY, MAT/ER NSCLCIBRIZBIT A LD BEZETA Y A7 I oW THEER
HHIE LT,

IRREBRIARTICTE 4 @ ILD OEREF 28T 2 BEINE., TOREENLETHY, @x0BE
TORET7 4w bV AT EBRELTHREOBIRETRETHD,

3(25)



Post-marketing Clinical Study
Study Code: V-15-33, Edition No. Version 2.0

B >
1.

2.

2.1,
2.2.
2.3,
3.

3.1.
3.2.
3.3,
3.4,
4,

4.1.
4.2,
4.3,
5.

5.1,
5.2.
5.3,
5.4,
5.5,
5.6,
5.7,
6.

6.1.
6.2.
6.3,
1.

8.

4(25)

BT e e 5
= | AU 5
20 = 11 5
BRI B B o e 5
BRRMIB B RERH ) .o 5
Y= SRS 6
B T A o e e 6
o - 7
F—ZI o PO—LARTFAIZBFEr—ARPIY FA—ILORZR............. 8
AR—FRUT—RAV PO=ILOIRET =R o e 8
Sy 8
LD U R D T .. ottt e 9
74 - <A N 9
BREF. THREF. HREHEFORE . ... 9
1 S R 9
N1 P 9
R PR . ...ttt 9
IR R R . e 12
A PO=L AR T AOFER 14
LD i oo i 21
B B R R A R D B . 22
B R RO R .. ottt 22
3 U 22
EETMER ... A 22
LR = O 23
oY o 1 I ot U A 23
)2 -4 S U 23
REREMEAS. ... e 24




Post-marketing Clinical Stady
Study Code: V-15-33 Edition No. Version 2.0

1. ¥8

T74F=TRARBICBNT 20028 70 5 B, TFRHREXIERENIGHE] 255E
ELTHERSh, FILWEABRE 2RO TIEOBERREL LTHRTINE, F0%, 2
%= - BEMERZ (LT ILD &15¥) OMENHERE, BRLaERSRY (2002 4 10 A 15
B) &hi,

7 ANFTERAMIT I OFEEZEACFT LD, AFERICBT 2 ERAEEHER OV ILD @
BHRBRUZE - IBRICERAREREZEBAZ L ZERE LT, 2002 £ 12 B IHEREESEM
., WEBANBEMZE, RESESWEMER, RERDHEMELRE L LEEMESELZEM L,

HMFERXHBEOTF 74 F=TICLB D BED LV b a AT T 4 TRRBREFHCB W TiL, RGeS
EAFELEL 1526285 L ¥% ZOEMFELSBOMRRL. PRBEERVURKSEEL
LT &N (20034 1 B 31 HEWR20034E 3 8 2 B) , £D%. #3000 FlIFEO T o 2~
2T 4 TIREMAE LTV, FOBRY 2004 EICRE L, 7AMNFERIHIZFALZESE
FHEICRET DL LB, F74F =T 205 TIHIHREOHLEMITL FHREMLE,

INB UV MRARIF AT RILT 0 AR T 4 7B L v B o AR EEICARETFE
DIRRERIET A L &IC, BREZTD (F74F=70x206T) FAMERE (UT
NSCLC LIET) BAEICRBWT, XV RS ZHET AT, TuRRI T 4 TRERERKEE
HEREER L,

2. By

2.1. EEB®

o BT/ NSCLC BEITBT 345 7 4 F=7REFIZEBIT 5 ILD BIE & O EFERIR
54l OHBPOHER Y A7 2HEE L, 1BEFP OET/BH NSCLC BEF BT 5 ILD R4
X3 AREBREATFEZBRIT 5,

o JEIRT OEEST/HER NSCLC BEIZIIT D ILD OBERSHEET S,

2.2. BIRMBER

o EF/EENSCLCEBEDY 7 4 F =7 REFICRBNT, REREROIEMEIRSENSEE
SE{ L. ILD 3IE & OB e 5,

2.3. FERMEW (BESHFTH)

o EIT/EFR NSCLC BEOS 7 4 F=7HBEFITBWT, ILD BER - FRERICBITE—
HELA (LLF SNP LI5) OEWERHFEL. IDREV A7 OFEELVAT AR HEET
b. FOREHIZ, {LEEEABREFICVTS ILD BER - JERIEFNZ BT 5 SNP DEW
PREL, FT7 A F=TEREH LT B,

o HEIT/EFENSCLCBEDT 7 4 F=7HFHEHICBNT, LD ERELLTLLTEHLELDL
NEBEARR AT —ERET 3,

5(25)



Post-marketing Clinical Study
Study Code: V-15-33 Edition No. Version 2.0

3. ERERETIE

3.1. 2EMGTHS

ATR—PHRF—R2 b2 —VAZT 41k, BENFEZRAVTER S ABERE T, B
R BBTRAEOH R L R ABESN IR — MATER LIy — 22 R —VAZF 4 Th
5 (B . YA IRLENTHD LU SN BREZ T,

aF— M, ARBRERED 51 BRICBWT, 3h— DB MORERELhE 1 LR
VL EOHRERE 2T RESEREINT, BEEEOFR— b~OBBARGIIIAFELE L D
BE RBEMT, HiBEARBRINIZESIE., ak—F~BRELE,

SR—hFTIDEZREL., AENRELNLBE (BHES/—2) 275—Rar ha—LRF5 4
EELE (82, F—R 1B, 4BOHBH (=2 ru—L) 2YFEF—A0 IID %
FE AR RIZBWTRE SN TS ak— b LD EREFOT A LML L 0 BIR L
(B 2) , F—ARUar ba—Apbik ILD OfKRETF2E > 8807 —% 2 IRE L, s
HEEER (BAIF CRB &BET) 1, WBFRE, HRAZKIIOVWTT S v FLEEREZ TR, £
T ILD ZEHEHICH LT LD MEEIT o7z, i, BEFEICOW T OEHEIHE LT 7o,

B1 afr—bAIY—RAAY bO—LAETFoIzBIT 28 EE

B2 am—kArhoOy—RARUIL MO—ILOHEE
avkR—ILE 4 1 S—RE

& sxLrr—=2

® awkA—i

6(25)




Post-marketing Clinical Study
Study Code: V-15-33 Edition No. Version 2.0

FRRERD 7 0 —F % — PR 3R,

E 3 HBE=EfEoID—
2Rk | #17/F% NSCLC |

|77 4 F =7 RIHCEFERR SO 5 =5 — ]
| Wt — F2 AT ILD OYIEHER 2 38 |
ILD 8\

HRCT A% v » /8325 i % 52
L., ILD &k

r—= oy bo—
Fr—Aayh F—RAL LTHFr—A3 ba— BEES—AIITL, 4Fl0=
B—VAZT 4 | AFT 4~k (WES—3R) PE—AERE LRSS S,

r—ARUNa o — I HERF—FREEITI (FETA—T20T
R EOER., ABERT. REDOT —F)

| ILD BEFZMILHEZERS (CRB) BPHE (1 F v 7 Ao —2X) I

[ mELEr—xavho—pity bEOWTT—F ERFTE |

3.2. W&
3.2.1.3mk—+

DT OE#RE: LI BEE Ih— MOBR L.
iR

1. 1 P AP EDCERERE 2 H T 58E1T/HAF NSCLC B4

BRI ORI, IRMEIEEE RIS 1 LA v E LT LR,
2. (bR (F74F=7vEEND) BT ERF
3. aF— FABEIBE L TXEFCLORAENFONTAE

3.22. 5—RAav FA—LRAET 4

UT OBRBRA LT LIcBERyr—RARar b —VARE T 4 B &L,
BIREE :
1. IR— PERELEENL, EBEMHE L LD BZESM (TES—R) HAWEEA
DEES — 2T UTEEDICHE vk ILD 3ERES (=2 ha—1)
2. F—ARay ha—AREF 4 ~OBIMZH>NTXECLIFENELN B
PRohELdE
1. FREBIENEREREE (hEEOHMBBRRIIBMLTHWIBRERE)

7(25)




Post-marketing Clinical Study
Study Code: V-15-33 Edition No. Version 2.0

3.3. ¥/—RAY FO—ILAETAIZBIHD5—ARVaY FR—ILOREE

... ¥ —ROEE

ILD OIEREARZW AT O i« OBEREEIToT, T, Fr—AOBRHBELZ Eifa7
DILTOadk— b REBF I LT IDICETA1ER (Tor0ERERDERES. EJI=E
REICBHKIT AR E) ARfishiERr— FefRft Ui, £, LD {hOESRE KT
Al IDZMHA X AL LTRBR7T ATV XL 2HH L, ZOBK7TAIY XAEEE
EREIT/HER NSCLC BE T BT ALOER LRSS L ILD 2o —BH2 R o7 ic, HERELE
PICERREMR LR TTFA L L bOTHD, EHIC. BEHETIC—REERT-E5DIC,
FEEME., EREME., WREREMAFENLMRS CRB ICRBWT, FANCHRS Lk i
SNWT, BRERFREVCERRESRE TICEESr — A5G Lz,

3.3.2. v FO—)LOEFER

WiEr—21flicogarybtun—NAaflE, FTOEEFr—A0OMLDEEDIZCa2F— MoEEh
B ILD FERFEBIDPH 5 RS IEIR L,

3.4, afk—bRUY—RaY bO—LOWNETF—4

3.4.1.ak—H+

ad—hOF—FiE, AEF B, BB, BERKBTER. ST F=THREMEERERE, B
A KUY WHO Performance Status (LA PS & B847) DAINE Ui,

3.4.2. 5—Raov kA—)L

EEr—=AROay ba—Ahbikar— bOF—FIZMAT, BERM, ARNEHENL2T—
FRNBE L, WELET—FIRLTOLEEY,

FEEVRIRE, BERY. BOFE, LD BEEOCES, LD RER, WERE, #ii NSCLC
IR, BEOERE, SO0HE, RS, BFEMOBREEER T 5 CTHE., LD FER O ILD DBRF
&,

BETE R D FF i3 581> HRCT Xid CT Hife T CRB 2¥MTo7, FMELAEBIRETOLEY,

BIEMMROFE (EEE, VY7747, BEOFERY) | ERUHMEEORTE (BEE
Ely)  MKECFE EEELEL) | MEHEMEOFE @EEEE2ET) . BEY 1T
EOFRE (EEELET) . REEMEZEREOFE, CT A THBFE2EZEMGL., EXEMSH
FAR> Motionless lesion (MR 4B ENGIIRERED SHRR L,

ERIMEAEER (%) 13, ERBEC, S, SEEER, BN ZOBEROE OBERE
R, EE) VAR REEOREFRALRVIER 2R OILE L Uiz, Motionless lesion 5H % (%)
. EERET, B, BIEMMEZICIAEE. AV REOBREICL Y, FRREBEINH)
FREIVEREF DR L L,

4. TRETEEITFIE

F—ZRATICIE, BEHREVQ AT 4 o 7 BT NAET e e Bvic, ERMZFEEICLY
ILD OfEREATFOERERCETNEEE T o, MY LLEZRREESVEERRT VA v &
URAT OF %2 1T 272, ILD BEDA v XEEOHEER W 5% EEREX, /F—Ak 2y ba—
NDTF—FERNTRPRT 4 v BTFNMERICL VR, ILD HMFBEE, ILD HEEIHAESR
OHERIFR— FOF—F TfTof, DL RTEOHE Iy —ADT —FZ 2 A,

8(25)




Post-marketing Clinical Study
Study Code: V-15-33 Edition No. Version 2.0

41 IDVAVDE=E

a— M, BREROABEZREL TRV LD MREREZ /I DN S, y—2x
Y h ek IBREROTRHEEREL, 70 F =T OFRECHT A4y ARk ST
DIZHWS, £, ERETFORIECRANS,

41.1.aR—FTOIDURIDEE

ARBTEENETH 0, BREMICTIA DR 2RO RIEF O o 10 IR e+
e AR MPBIES 7 4 F =T REPRMLERERR ST 5 LD MBEERE LN D
P, FEEPFET LI L b, TNLERRER TEELE TS Z LRTHENTH D, LrL,
BHRARLNTWLTD, BRERORSEEZEERETE 2,

41.2. 7—RAV FA—ILTOILD VALY DEE

r—2ay ba—AnbOHFERT —FBBLNE Y, F-Rary o— VR IERERO
ILD U A7 DEEREBOIDIERT D, F—A2y ba— A OFTIC L Y BREROE R
FORHFEIBEINCHETE D, L, YF—R 25532 ha—AB 4 HlEBESNLTVS
ZEMBERE AR Y R LB bhev, ERET L OREE, BxtY A7) A7 EIBE T
ERTERVE, (BBEIELBLES 74 F =70 1D VA7 OF v Xthlk 95%EEREMIE
BAHEBTED, ¥, ILD OLKBATFLRETE 3B,

4.2. #v Xk

BRTHLMEYY A7 o Xtbk L TR bIDE, Br—Aoy ba—ZBWTik, =
o —ViERRRT B —AG D RBERICTy Frr /3T Lz, 4y X, RBIER
LROEBRHEBE L o TV, £, LD BEIHKEA S I ThaZ Ly, VR IO
LB HEERICL R o TV AR, BTRIEME 2oT 3,

Zv XX L1, BABREZFTIBREFIIBNTA Ry MRRETIHER (FovX) B, BF
ERHLLZVBELY XFEREWVEVWIERTHD,

4.3. EBERAF. XBETF. DREHEFOESE

BRFECELT ILD YA Z2BNSEH5RFEAEREF LV, o, HRERTHERE
FIOWTAREEREET S L. WRERTHE- LY A7 0EEFHELZLITRD, Z0X5%2
BFEARETEEREL. BTCLVTBTIMNERDD, S0, HIBRETHROBERE L
DY R7ZEAEEIRFRHIEE, EORT2PRIEHRT L ERT D,

5 R

5.1. HERRART

AEERIL 2003 55 11 A0 B 2006 5 2 AIZSEE X, M3 FOBGETET Lz, Z 0O 155 #
@ ILD AEREM LG &1, CRB THESN ILD BESENS 1224 Thot, aF—bo
HE#IT 6000 th ThH o7, ARBROTEBRThH D ILD BIEOHER Y A 7 HEILHELR ILD
FETEMEEN 120 LA L2 EERETE DT L,

5.2. #HEREDAR

5.2.1. HEREDNR
ARBRA~DBEIEFIOARE R 4 IR LT,

9(25)



Post-marketing Clinical Study
Study Code: V-15-33 Edition No. Version 2.0

4 HWHEREOAR
adr— FBE: 7 4F =7 1901, LR : 2572, BFF 4473

et EH FI24F=F: 9
{hs=)=3- 15
aR— MEGAEE : FI4F=7: 6 -
bZERE: . 6
S R— bR F74F=7: 1886
{bSRE - 2551
&5t 4437
e FT4F=7 : 1489
{hEsE 1677
&8 3166
7a b a—i ak— b FI745=7 14
(i 0
PRI B ER FI4F=F: 7
{bZEPEk 0
o MRS BT 4F=T ;1872
bR . 2551
&E - 4423
PIEIRR G I 4F=T ;1482
{LEEEE 1677
&8t 3159
l
—Aay bha—)VEE . F—2A F74F=T 103
{LEERE 52
: &5 155
avim—): FT74F=7: 254
LSRRI 327
&5 581
HF—Ray ha— g A—R . FT74F=F 0
T2 E:s 0
avbrr— F74F=F 2
{LEERRE: 5
WEF—Adyw NE—/b : 2R : FT74F=7 1103
(T - 52
&5t 155
avbhm—i: FT74F=F 252
SRR 322
5t : 574
CRB L B — AEHEH : B 4F=T ;24
{bERE . 9
r—Rawba—i: F—RA FZ4F=T:79
LR 43
&5 122
MERGEr —R T4 F=7 159
{LERRE - 35
A5 94
svhg—l: 7 4F=7 252
{LZRE 322
=ANH 574

PF LB ER

10(25)




Post-marketing Clinical Study

Study Code: V-15-33 Edition No. Version 2.0

5.2.2. AO#REMERIRE

5.2.2.1.

afR— b

SR PREPIOERBEERETFEER 1T LI,

# 1 aFm—FERHOELEEERERT
F74F=T {ESR &5t
a5 1872 2551 4423
i () * 65 A 934 (49.9%) 1319 (51.7%) 2253 (50.9%)
65 LAk 938 (50.1%) 1232 (48.3%) 2170 (49.1%)
55 i 320 (17.1%) 420 (16.5%) 740 (16.7%)
55 LAk 1552 (82.9%) 2131 (83.5%) 3683 (83.3%)
TR B 986 (52.7%) 1832 (71.8%) 2818 (63.7%)
=i 886 (47.3%) 719 (28.2%) 1605 (36.3%)
HEEY REEEE 172 (9.2%) 582 (22.8%) 754 (17.0%)
M 1589 (84.9%) 1727 (67.7%) 3316 (75.0%)
KRR 47 (2.5%) 107 (4.2%) 154 (3.5%)
MR LR 21 (1.1%) 34 (1.3%) 55 (1.2%)
FOfh 43 (2.3%) 101 (4.0%) 144 (3.3%)
PS 0 509 (27.2%) 719 (28.2%) 1228 (27.8%)
1 982 (52.5%) 1546 (60.6%) 2528 (57.2%)
2 251 (13.4%) 245 (9.6%) 496 (11.2%)
3 107 (5.7%) 36 (1.4%) 143 (3.2%)
4 23 (1.2%) 5 (0.2%) 28 (0.6%)

. EREIF—FIZEIOTSBTHETIZENENTHI ZERTRENRLLD, BEoEF At

ZOATIY —{LLiEHE Bk,

5.2.2.2.

F—Rarka—ib

r—ARar b —ABEHOZRREERETEER2IRLE, £, CRB TR LEF—2A

= b a— VRGO BLTE D

FEMEE 2R3 ITF L,

g2 A2 hO—LEGROEEBREERET

AR ayhbe—n N

T4 Theemn | a8t | 220, [ems] an | 0

AF 79 43 122 252 322 574 696
Fir (5) 65 it 33 (41.8) | 14 (32.6) | 47(38.5) | 113 (44.8) {161 (50.0)| 274 (47.7) | 321 (46.1)
65 LAk 46 (58.2) | 29(67.4) | 75 (61.5) | 139 (55.2) 1161 (50.0)| 300 (52.3) | 375 (53.9)
55 i 8(10.1) | 3(7.0) 11(9.0) | 43(17.1) :52(16.1)| 95(16.6) | 106 (15.2)
550k 71(89.9) | 40(93.0) | 111 (91.0) | 209 (82.9) 270 (82.9) 479 (83.4) | 590 (84.8)
R B 54 (68.4) | 38(88.4) | 92(75.4) | 126 (50.0) {234 (72.7) 360 (62.7) | 452 (64.9)
=it 25(31.6) | 5(11.6) | 30(24.6) | 126 (50.0) | 88 (27.3)| 214 (37.3) | 244 (35.1)
IQIAS&%? fx@f <0.5 32(40.5) | 17(39.5) | 49(40.2) | 65(25.8) |88 (27.3)! 153 (26.7) | 202 (29.0)
%ﬁéi‘f‘@%ﬁlﬂaﬂ 0.5<1 25(31.6) | 11(25.6) | 36(29.5) | 67 (26.6) |87 (27.0)| 154 (26.8) | 190 (27.3)
(£) >=] 22(27.8) | 15(34.9) | 37 (30.3) | 120 (47.6) {147 (45.7)| 267 (46.5) | 304 (43.7)
A RELAE 15(19.0) | 14(32.6) | 29 (23.8) | 27 (10.7) |76 (23.6)| 103 (17.9) { 132 (19.0)
MR 57(72.2) | 23(53.5) | 80 (65.6) | 207 (82.1) 1207 (64.3)| 414 (72.1) | 494 (71.0)
Z O, 7(89) | 6(14.0) | 13107 | 18(7.1) {39(12.1)| 57(9.9) | 70(10.1)

11(25)



Post-marketing Clinical Study

Study Code: V-15-33 Edition No. Version 2.0

=23 av ba— o
770 Thewmar | an | 220, [wems] am | 0
PS 0 13(165) | 5(11.6) | 18(14.8) | 68 (27.0) |86 (26.7)| 154 (26.8) | 172 (24.7)
1 38 (48.1) | 31 (72.1) | 69 (56.6) | 148 (58.7) 210 (65.2)| 358 (62.4) | 427 (61.4)
2-3 28(354) | 7(163) | 35(28.7) | 36 (14.3) | 26 (8.1} | 62 (10.8) | 97 (13.9)
WL fE8 P I 17(21.5) | 4(9.3) | 21(17.2) | 113 (44.8) |79 (24.5)| 192 (33.4) | 213 (30.6)
H 61 (77.2) | 39(90.7) | 100 (82.0) | 139 (55.2) [243 (75.5)| 382 (66.6) | 482 (69.3)
PN 1(13) | 0(0.0) | 1(0.8) | 0(0.0) | 0(0.0) | 0¢0.0) | 1(0.1)
‘?j{%‘ 74T =T i 77 (97.5) | 36(83.7) | 113 (92.6) { 241 (95.6) [224 (69.6)| 465 (81.0) | 578 (83.0)
R & 2025 | 7(163) | 9(74) | 11(4.4) |98(30.4)|109 (19.0) | 118 (17.0)
CUb(=) 3 S 0000) | 1(23) | 1(08 | 0.0 | 722 | 702 | 8.1
) 79 (100.0) | 42 (97.7) | 121 (99.2) [252 (100.0) 315 (97.8)| 567 (98.8) | 688 (98.9)
AU IRIEE & 42(53.2) | 25(58.1) | 67 (54.9) | 137 (54.4) {153 (47.5)] 290 (50.5) | 357 (51.3)
. " 37(46.8) | 18(41.9) | 55 (45.1) | 115 (45.6) |169 (52.5)| 284 (49.5) | 339 (48.7)
():%
£ 3 CRBCHELAEY—AIL O )LEHFOBFMOEER
‘ Mr—A ] = hu—i ast
774 lwewme| e | 220 liewmr) as |
A% 77 38 115 240 280 520 635
BLFF O 1P i3 61(79.2) | 23 (60.5) | 84 ¢73.0) | 231 (96.3) | 242 (86.4) | 473 (91.0) |557 (87.7)
1 16 (20.8) | 15(39.5) |31(27.0) | 9(3.8) | 38(13.6) | 47(9.0) | 78 (12.3)
BEFORMRIE 4 41(532) | 15(39.5) | 56 (48.7) | 176 (73.3) | 150 (53.6) | 326 (62.7) | 382 (60.2)
H 36 (46.8) | 23(60.5) | 59 (51.3) | 64 (26.7) | 129 (46.1) | 193 (37.1) [252 (39.7)
N/A 0 (0.0) 000.0) | 0(00) | 0(0.0) | 1(04) | 1(02) | 1(0.2)
%???Ggfégﬁ 1% 58(75.3) | 37(97.4) |95 (82.6) | 191 (79.6) | 251 (8Y.6) | 442 (85.0) |537 (84.6)
TURE g 19247) | 1(2.6) |20(17.4) | 49 (20.4) | 29 (10.4) | 78 (15.0) | 98 (15.4)
%ﬂggﬁ%ﬂ 1= 14(182) | 7(184) |21(18.3) | 27(11.3) | 30(10.7) | 57 (11.0) | 78 (12.3)
H 10(13.0) | 6(15.8) |16(13.9) | 35(14.6) | 81(28.9) | 116 (22.3) | 132 (20.8)
N/A 53(68.8) | 25(65.8) | 78 (67.8) | 178 (74.2) | 169 (60.4) | 347 (66.7) |425 (66.9)
EXEMEAE 10-50% 37(48.1) | 12(31.6) |49 (42.6) | 56 (23.3) | 77(27.5) | 133 (25.6) |182(28.7)
60-100% 40 (51.9) | 26 (68.4) | 66 (57.4) | 184 (76.7) | 203 (72.5) | 387 (74.4) 1453 (71.3)
%igggﬁgi;gg 0-20% 39(50.6) | 28(73.7) | 67 (58.3) | 171 (71.3) | 206 (73.6) | 377 (72.5) | 444 (69.9)
30-70% 38 (49.4) | 10(26.3) | 48 (41.7) | 69 (28.8) | 74 (26.4) | 143 (27.5)|191 (30.1)

(): %, IP: BEMHERZ%

5.3. am— FDFEER

5.3.1. ILD O ERFBERIERE R U FAER
oR— METE Y hEAWE LD O BRERERLR 4R L,

12(25)




Post-marketing Clinical Study
Study Code: V-15-33 Edition No. Version 2.0

£ 4 ak— MRty bERAVE ILD OB RERESE

FT74F=7 {LEEREE G5t
aET 1482 51 1677 5 3159 51
ILD FEHIEK 59 7] 35 {5 94 45
HRERAER 3.98% 2.09% 2.98%
95%IEHEE R O TR 3.04% 1.46% 2.41%
95% EFE XM D LR - 511% 2.89% 3.63%

MERET — 5 %% O RER
BTT e IR LD ILD OHBRERIEREH 5 IR UK,
5 W54 Vv—kckd D HBRRER WREHT—2OHERAVHER)

71
#
% 9
# 5
.
oy MM
00
(%) 3

; ETTHsIAY “—”J‘LlUJ‘UUlULLUU.LLLIlLULU

LILLL i
b i
O_ T T T 1 | T T T . ' l | |
| ; % 84
A%
— T4 F o - (LSRR

HREZRFHEIIICSBELE 6 IR LE, afk— MoBi 2 12 8FOERESETco 18
7= 0 ORIERIL, 77 4 F=7H 50T 0.00445 (95%SHEIXR : 0.00347-0.00544) . {b&
FRIEFTIE 0.00170 (95%E3EEH : 0.00120-0.00221) ThoTz,

6 Th— FEHTEY FERV: LD REFID  BESY ORREER T OOUMEHEEME
0.015

0.010+

0.005

0.000+

0-28 29-56 57-84

ZE-3 .
—— FTA4F=T oo fLEERE

13(25)



Post-marketing Clinical Study
Study Code: V-15-33 Edition No. Version 2.0

5.4, 7—R A FRA—ILAA T 4 DER

5.4.1. ERREF. THEAF. DREHEFOERBORESE
5.4.1.1. RTvu1: KEREM

BRRET, AR (BRERMTREER RS ILD BT 555 | SHRIEMHETF GaRE
REye) 27 AT) OFEFERET I, FRTFEERMICKRE L, H5LAEERE T3
Torisy,

BEERRF (Ei, 49, RIEOHFE, NSCLC OWERE» S ILD FEX TOHRM., HEik
B EBOFE, BITER) PbERE, siREREE, FR%E, ERENEIC L SBEFMO
IREE. CRBY¥IFEIZ Xk % CT COEEEMO KBS,

RAEERTFOBEMLT 7 4 F =7 L IbFEREOHEA v XL ZORFITOWTOREA v Xtk

(Fe@A » XM Mantel-Haensze]l #EEfE) OF{ED 10%2B2 50D E Lk, HRESHRETFIZ
DWW, TORFOBWICEY AIBREROL v Ao — B2 RET 572D Breslow-Day
BREZBWTC pfEXR 02 2 THEHZ D& Lz, BRETIOWTEA Yy XL 22825, 3
VM 05 K EVWDE L,

EROEEELM EEW®L7D, &7 I R WEFOEEIE. NEEZREL,
EFHMERSOEERET, HBb7ad Y —T/A5 LD, HIEBELEZY L,

5.4.1.2. HEREBIFOER
HHRIBTORRNPOB/BONTS 7 4 FoTHEFEFEOWRA Y ALLER SITRLE,

& b hREMOBEL v

P ayvhkm—i 2 Kl 95% EHE X [H]
F74TF=T (LEEE |F7a4F=7 (LFEFEE TR kR
79 43 252 322 2.35 1.56 3.52

EHREITII BT AERFTER LEEEEDCT vy AER e R UETITRE L, RiZiEEh
FIORFOFEHTFT IV —HNTOA v Xz, £ o0EFE2FE Li-dlid v Ao
Mantel-Haenszel #EEE bR L7,

# 6 SEFTRERRLIAEEDF: v XL

_ . _ 95% E#H Breslow- 3tliA v X 95%(E1H
TR = be—y a7y [EALl Day BRTE o) Mantel- X[

F74 (b F74 kFE K TR LB piE Haenszel .

F=7 W F=7 FiE HETEAE

iy ) 65 Al 33 14 113 161 336 172 656 p=0.161 232  1.54 348
- 65 LLE 46 29 139 161 1.84 110 3.08

s GR) 55 8 3 43 52 322 081 1291 p=0.644 237 157 3.56
S5LLE 71 40 209 270 229 150 3.52

5 B 54 38 126 234 264 165 421 p=0.616 2.81  1.84 4.29
=ik 25 5 126 88 349 129 947

NSCLC @ 0.5 i 32 17 65 88 255 1.30 498 p=0.620 236  1.57 3.55

PEZE»S 05k

LD EEET 108 25 11 67 87 295 136 642
OHF (F) 18k 22 15 120 147 180 089 3.62
pzk- 2 RELEE 15 14 27 76 302 129 7.06 p=0.682 261 171397
5 57 23 207 207 248 147 417
FHA A 1 2 o 15 083 0.07 10.55
IRRELEE 4 2 1 6 1200 0.80 180.97
Z Dt 2 2 8 18 225 027 1893

14(25)






