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L7z,

£21 QT HREROFERRKR

BR4 REEMBITRR Grade M LT
FE] n = 1995
L 4% |Grade3 |Grade3 | EE | FEH EBE B | kEE | RBE | |T
i Mk HYy [=|8!
&5 16 (0.8) 16 14 (87.5) [ 2(12.5) | 1(6.3) | 15(93.8) | 9(56.3) | 1(6.3) | 6(37.5) 0 010
ODEXQTIER | 16(0.8) 16 14 (87.5) | 2(12.5) | 1(6.3) | 15(93.8) [ 9(56.3) | 1(6.3) | 6(37.5) 0 0jo0
QT TTIE T T 100 i T S o) L T A e ST e & 2y B & U C ot 2 LD AT i) QT RARAER R IBhE A 51 B & L TR

He5 4 (PT) : MedDRA/J version 20.0, FI—#EH CRA—OBIER (&8 D 5V NI PT L) AHEERRD bh /B &I, 1fFe L1,

B OBERANRE LIEMIZ >V T, TRERRICESEFREeRT L,

Grade : Grade 3 LA E>Grade 3 7%, BN  MASIERM, B8 U >%BED O >REISERSER L L, RE=FATH 2 PRIEEFLCITED
. B LTWAL2TRPBER=TATHHEFNOLTHE LTHRI L.

QTHMEREUTOXES+ & : LBE QT MR, KRN QT EREMRT., QT BRAMM, LK QT ER

QT BIREER @ 16 BlOAKIHR 552 DYERR T TOHMIZONTIZ, R22ITFRTEBY . FRIET 260
A (4~85H) TLZ,

#£22 QTHREROMERRE COHME (B)

E=S £ n Mean SD Min Median Max

QTHRRIIER | 16 33.5 24.3 4 26.0 85
QT HWGERIEL Fo i &z &t . CERQTHIRER, HEMQ TIERERN, QTIEREERE. LIKQTHER

F23RTERY . HEMEMHTIRIES 1995 Flh, REBOBERE - A0HE [FH) OBEIL 140D L
N, FhoBFITBT3 QTRIREREESER 2L E L2 A, LER QTR 3A] (2.1%) ITRDHL
Y. 361 E BT Grade3 REOBIVER ., IROMERIT MEE) . TR RO TREIE) & 16/TL,




%23 DEBOBREE - AHHE TAY) OEMICHITZOER QT EROARIKR

BR4A AR X RAE Grade BEH ERIR
Bl n=144
B2 | % | Grade3 |Grade3 | E | FEEXK | @FE | &k |REE | B8&E | T | T
| kW uE | E »HY
&%t 3(2.1) | 3 |3(100.0) 0 0 | 3(100.0) [1(33.3)|1(33.3)|1(33.3) 0 0 0
LERQTEER | 3@ | 3 [30000| o | o [30000|1@33[1333]1333] o 0 0

QT FIREE BB OREFIFLE LRI GEREZ 9B L UTRE, Thillhiiaseo QTHRERRERER 2 S8 & LTl
W54 (PT) : MedDRA/S version 20.0

* [ERAEDEE] »bTFRITERVRIER

RA—EfCR—OBWER(EEH H 2T PT L) BEHERD bl BEInEd, 1#E Lk,

BEOBERMBRER LEMC >V TL, TEELBILICESEHHERT L.

Grade : Grade 3 LA _E>Grade 3 i, EfEM: : EF>EER

TR KR D ) >REFCRRSEE & Lz, BR=THATHIERIIERIBAICIIED T, BEL TV ILHRBEF=-THATH
BEFOATRAE UTHEH L,

QTHIRERIIUTOER* ST : OER QTHIRRE. XM QT IERIEMRME. QT EREMEEE, LER QTER

3. pEE

R 31IRT By, FFESREESSRIT 1995 Fd 98 51 (4.90%) [TRD b, £DH b Grade3 U EDER
X176, BRI TEE) 716, TERER) 18 BIRY [REIE) 9fITLT,

¥, FREEESSEONRIL. FEE3S G, TBRERE 286, TANNTXUVBRTI) NT VAT 27—
VM 266, TS5=vT I N7 AT7x7—E#M 226, A YL AEN 4 6 R OSEMEITEE 1§
TL7%,

% 31 HESEESROFTIKR

BR4 REVERIT Grade EERH iR

SHRIEF n=

1995
Bl |44 | Grade 3 k3% |Grade 3 BLE | ER FER 2[4 BiR | kA | SRE [E(F
Hhy |T|#A

& 98(4.9) | 116 | 81(82.7) 17(17.3) |12(12.2)| 86(87.8) |71(72.4)|18 (18.4)| 9(9.2) 0 oo
7I5=v7) F7rx|220.) | 22 | 20(90.9) 2(9.1) 0 22(100.0) |17 (77.3)| 2(9.1) | 3(13.6) 0 oo
7= 5—Em
TANGXUEET ) 26(13) | 26 | 25(96.2) 1(3.8) 0 26 (100.0) [20(76.9)| 1(3.8) | 5(19.2) 0 ofo
v AT = T—EHM
MY e M 4(02) | 4 4(100.0) 0 0 4(100.0) | 3(75.0) 0 1(25.0) 0 o]0
PFRRE RS 28(14) | 28 | 21(75.0) 7(250) |6@14) | 22(78.6) |24(85.7)| 3(10.7) | 1(3.6) 0 oo
fFiEE 35(1.8) | 35 | 27(77.1) 8(229) | 607.1) | 29(82.9) |22(62.9)]12(34.3)| 1(2.9) 0 0]o0
KPPEFRES 1.1 | 1 1(100.0) 0 0 1(100.0) 0 1 (100.0) 0 0 ofo

TR Se T (7] DR BIEEGH(Ya) S A eI o B 2 B & L TR, £ hl i s ol IRE e pl2 2 s U TR

W44 (PT) : MedDRA/I version 20.0, R—EHI TR—OEIIER (AT H 2L PT L~Ub) BEEERD b B, 1iFE L,
BEORERMNRE LI-ERIZ oW TIE, TRERIEMICESSHRERR L,

Grade : Grade 3 BA_E >Grade 3 Fifs, Bt : EE>IEEM., @R BT >HBAED Y SREE>SWR>EE L Lic, BR=THTHD
EHIIELIBLIZIIED T, BFRLTWELERNIRFE=THATHHEMOLFTHL L THEF L.

AFEEEEE S 98 BlOARIZ S BA) CHEERE COHMIOVTE, R32ICTFTLRY, PRIER
2008 (3~1748) TLX,




#£3-2 HESHEFROMERRITOHE (H)

EZR4E n Mean SD Min Median Max
FESEEFSR 98 29.6 27.6 3 20.0 174

% 3-3 Tt FFBEEEE0REE - &0HE T8 OBE 1914z o5\ T, FEEEEFROERKNETT,
191 e 12 ] (6.3%) ICHFREEREESAED LN E L7, Grade3 M EDFERIIHV EFHATLI,
$7-. FEEEEESONRIT. 775=7 3/ M3 rA7 =5 —PHEME USRS 40, 7217
FUBT I/ N AT —EHEM, B YA CUEMRUOFEES 26ITLE,

R 3-3 FREESORER - S0HE HY) OEMITE T SFESHESRORTIKR

ERB BRHT X RIE B Grade EEH LIS
n=191
BI% |4#| Grade3 |Grade3 | Eff | FE® | B8 | 8R | XEHE | wlrk (e | FH
il nE HY
&5t 12(6.3) | 14 | 12(100.0) 0 183) | 119017 1 9(75.0) [ 2(16.7) | 1(8.3) 0 0 0
FS5=v73I/ bR 4@1) | 4 | 4(100.0) 0 0 4(100.0) | 3(75.0) 0 1(25.0) 0 0 0
7 = 7 —EHm
FARGXUET I/ M 201.0) | 2 | 2(100.0) 0 0 2(100.0) |2(100.0) 0 0 0 0 0
T A7 xT7—EHEM
mAE Y LY M 2(1.0) | 2 | 2(100.0) 0 0 2(100.0) |2 (100.0) 0 0 0 0 0
FrRER = 42.1) | 4 | 4(100.0) 0 1(25.0) | 3(75.0) | 2(50.0) | 2(50.0) 0 0 0 0
i 2(1.0) | 2 | 2(100.0) 0 0 2(100.0) |2(100.0) 0 0 0 0 0

I TR A 0 SE FIEE 2 () RRAT AT RIE I & S i & ULCHH, ThiMIam o TR mEm % 08 L LU THRI
WAL (PT) : MedDRA/] version 20.0, [F—IEHICRE—DRIFER(EE 5V L PT L)L) HSEEERED bh @Ak, 1L L,
BISOBHER AR LIERIC oW T, TrMelEfic £ S& 43 & RR L. Grade : Grade 3 A k> Grade 3 K, EHBHE :
EE>HEER. R BE>RBED Y >REE>BR>EH L L, BR=FTHTHIHFRII\HIELITITED T, BRLTWVDS
L2EENER=THTHIEFADOHTHE LTHRH L

4. IniEEHE

R AR TERY . MESERERESIE 1995 515 198 6 (9.9%) (258 HiL, Grade3 PLEDFERIT 45

<. BRI TEHE) 646, TERE) 28 FIR T TREE] 106 FITLE, Eio. MRFEBEEFRONRIL,

/R EA 113 B, A BRI 76 i, SFHREREBD 36 I, A 34 B, m/MRIBAE 12 B, GFFERBD
fiE 3 Bl R RA M ERBIAE 1 51T L7,

K41 MEBEEBEERRORRVINR

BRA REMBHIAR Grade EEH LI
fEB n=1995
W% | 4% | Grade3 | Grade3 | Ef | JFEHE | EE Bt | REHE | EBE| % | F
i stk HY | T | A
&t 198 (9.9) | 275 [153(77.3)| 45 (22.7) [ 13 (6.6) | 185 (93.4) | 64 (32.3) | 28 (14.1) | 106 (53.5)[ O 0]o0
=yl 34007 | 34 (253735 | 9(26.5) | 2(5.9) | 32(94.1) [ 10(29.9) | 6(17.6) [ 18(52.9)| © 0o
AmERBE | 1(0.1) 1 | 1(100.0) 0 0 1 (100.0) 0 0 1(100.0)| 0 0o
FHEREAE| 30.2) [ 3 | 1(333) | 2(66.7) 0 | 3(100.0) | 3(100.0) 0 0 0 0o
SFRERER | 36 (1.8) | 36 | 21(58.3) | 15(41.7) | 2(5.6) | 34 (94.4) |22 (61.1) | 6(16.7) | 8(22.2) 0 0o
o/ EEGEA | 1135.7) | 113 1103 (91.2)] 10(8.8) | 6(5.3) |107 (94.7)| 30 (26.5) | 11 (9.7) [ 72(63.7)| © 0o
mARERE | 12(06) | 12 ] 9(75.0) | 3(25.0) [2(16.7)| 10(83.3) | 1(8.3) | 2(16.7) | 9(75.0) 0 0o
B sk | 76 3.8) | 76 | 65(85.5) | 11(14.5) | 3(3.9) | 73 (96.1) |37 (48.7)| 10(13.2) [ 29(38.2) | 0 0o
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MR PESE TR DR P32 B2 VAT R RE M % 208 & L TR, FhUNITERBOMIEHERIENZ 55 & L TN
W54 (PT) : MedDRA/J version 20,0, F—EGICRI—DEIER(E S 51N 1E PT LUV RERERED bl aicid, (L L,
I ORIERNRE LI FIc oW T, TRfeRAIC -3 % 445 % KT L7z, Grade : Grade 3 LA_£>Grade 3 Kili. &M

B SRR, R BE>HWED Y >KEE >IBR>EREE Lz, BR=THATHITRIELEBLIIEDT, ERLTWD
L2HHBIER=TRATH HEFDLRA L LTHKI LI

MRS EEES 198 FOASIR 5 EH SAEBEHRE TOMMITONTIE, R42ITTTERY . FRER
1308 (1~126 H) TL7=,

# 42 MESHEERROVERRZTOHRE (B)

B2Z4 n Mean SD Min Median Max
M iR EE R 198 23.0 24.3 1 13.0 126

W EEGEEN)RY

5. DEE (QT HRZERZMR<)

QT BIMIER 21 < LISFEERSEE SR 1995 FlF 23 51 (12%) RO 5, Grade3 L EOFERIT7HIT, i
i TEME) 1041, (@i 6. TREME) 461, EREHY ) 1HIRY ML) 26ITLAE, Fhoo D
REEREESONRL. ORELSH. LEME 446, SEOHEE, ) oL RER O EEHENRS 2
Bl BMELRL, OIEK. DIFEZE, BYE. IRERIR, RVEEIR,. SEIR. DEMESSMHE. X b L ALEE
£ 1plTLE,

O EEESEES 23 Ao DWW TARIR SR » L YERRE COHIMO P RIEIL 2608 3~123H) TL
77,

DEBOBEERE - SBE (4] OBE 144410 84 (5.6%) [TLIBEEHBEERIAD b, Grade3 LA LD
HEIIFBHONE L, BT TEIE) 361, TRR) 36, TREED 1FRD ET) 16ITL

6. RBRIE

RO RS 3 1995 49 28 il (1.4%) (Z#B¥ b, Grade3 LLEDEZRIT 46T, iFEE MEHE) 2161,
MRk 6GIRY (L) 15l Thote, £, BEEREERONRIT, [EIK. MEMEHZ R OURBEK
PR 3. DRSS, EIRES. BHS. MAROMBRES 26, Bk, A7z A RN

%K. EEGERI. A A ESERYE, V o ERY, BRI, MEEMK, (LR SaERG, M@
BB & 16T LTz, RYERSES S 28 Fllc >\ TAAIR 55 1a2 b HIERB £ TOHM O P RIET 275 A
(4~218 B) TLlL Tz,

7. MiEEILSAE

IR EREESRIE 1995 Fi5 24 B (1.2%) 1ZF® b, Grade3 L EDFERIL 16 T, AT EHE] 7
Fl. TR 84E. (SREE) 461, THBEHO I 14, [EE) 3FRG IREA) 1#TLE, /2, M2
A FERSE R ORI, EEERIRMASEE 6 (], WHZEAAE 4 B, PMEEER OMEIIRISES 3 #, S OHE
ER OMRRESIRMARES 2 7], BEEOEAEE. OFFFE, MERE. 77 HFE, ERE, A VAL
i R ONARSE M FE S 1 ¢ L7z, M2 ZEAREREE S 24 FlIZ W TAAIR 5B A O HIRIFEH £ TOH
RodffEid 265 8 (3~111H) TLT,

8. AEEE

AEEECHOWTIZL Y EZICIREEEEERTHR LI E 25 1995 F% 1041 (0.5%) 128D i,
Grade3 L ENETRT 1 <. T MEE) 241, (BR) SHEIRD [REE) 3ATLE, £, BEER
ORI, IRISR OGRS 261, AP, fEHm, RE. RIREE \SAOEE, RO O ARVIRE
B 1 HIT LT, BEESR 105l oW TAFIR GRS SHERRE CORMMOTREIT 430 A (14~78
H) TL7,
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n ZooERHFAERE

9. T# (Grade3 LL)

Grade3 BA_E @ FHIIE 1995 B9 15 i (0.8%) 12ER» b, Bridis TEE) 6 IR [#ER) 9flTLI,
Grade3 LL_E o FHI 15 Bz W TAKHE S B1AD b HIEIRBEE TOMMOFPRMEZ 2208 (4~77F) TL
7

10. FEEEE (Grade3 LLE)

Grade3 LA_E 0 BT REREE 13 1995 B 13 1l (0.7%) (TR biv, i [E4E) 341, TR 9fIRY RE
M 1B L, ¥, TORNFIIRS 6 6l, SEREER 3G, 2HERS. BREEZ. BREBREKE
B OB 5% 1 I L7, Grade3 B EDEREEE 13 fllz >\ TAHR G5B b HEIFR £ TOHRO
P fEIL23.0 B (2~267 H) TL

11. JNE% (Grade3 BLE)

Grade3 LL_E >\ 1Z 1995 Bild 5 61 (0.3%) (252 b, EFiT MBR) 4FIRG BREE] 161TLT
Grade3 LL_E O ERAZ 5 iz >V TAKIR S BAD SRR E COMMOFRIEZT 76.0 B (22~233 H) T
L7z,

B ILD HSADEED

ILD U 0ESHEEE & LT QT MMER. PR, ks, LRES (QT RMERZER<)

vE . MRERE. AEREE, Grade U EOTH/KEEES/MEXZ TR TR LELL, ZORKXE,
% OISBFIECR PRI QT HIREE 16 61 (0.8%) . FFIEE 9861 (4.9%) . MiRHIE 198 i

(9.9%) . DIEEE (QTHRER K<) 2341 (12%) . BUE 2861 (1.4%) . MiRERIE 24 fl
(1.2%) . AMEKEE 104 (0.5%) . Grade3 LALLM THI 156l (0.8%) . Grade3 LAk fEHESE 13 41
(0.7%) % T* Grade3 LA_EDJTNE% 5 F1 (0.3%) TLIZ,

N A%t

A MERRAT ot R E] 1985 Blaxtg e L, TEABRADBRDROTZODHH A FZ 4> (RECIST HA K

SAV) B L, RERADE (BUEHNE) 2FFMLELL,

k. BEEATELN TV ARRRADE EYEHE) L. 1ZLAYPNAER 1 (FHRGRAK»L

3 BUAXITHIEEE) Hhb0T—4F TT,

CFIEESE - BRRRADIERT (L) 296, TEATDH) 1208 THY ., TE (BLRIH+HD
1) 13 63.4% (1259/1985 5l 95%IEMEEFT : 613 -65.5%) TLI,

CFEBay bn—L o FRaL hr— AR (RERIHRABRIHEE) 11744% (1476/1985 61 95%(E18
X[ : 72.4-763%) TLT,

B EEDH

RS2 B\ TARRE LR PEE TR % bEFEICEVEFROERICE Y, LELFRELRHBEL TVEE
TD
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Sk 1 BAREREICHSITIEMER - BREORRRRE—ER

{EFRRMEINE (2015/11/13~2017/5/12)
@ AR 3K 512
@ FAELEFIHK 1995
@ BIERS DOFRBREFEK 1031
@ RIERS ORBHIHKED 1920
® BIER S ORIVEFIE (%) [@,/@*100] 51.7
BlERE OHR
BYEdS X U4 RiE 188 (9.4)
K[EXK 3(0.2)
i3 1(0.1)
AR 1(0.1)
BB% 2(0.1)
* HRES 2(0.1)
* RS 2(0.1)
A TNEY 1(0.1)
JTBE ¢ 159 (8.0)
* filik 2(0.1)
* A L RRERGR 1(0.1)
IRyE B2 5 2(0.1)
* BB 1(0.1)
RIGRY 3(0.2)
A N A ERGE RS 1(0.1)
RIS 1137 1(0.1)
* fTA G 1(0.1)
* AMEETER A 1(0.1)
" IS HERT 2(0.1)
fiti s 2(0.1)
* {LR 1(0.1)
* SRk 1(0.1)
* M PR 2 1(0.1)
Bit, BB IUHATRAOCHEY (BRBLIURY —723T) 2(0.1)
* E I 1(0.1)
* BRI ENE 1(0.1)
MR LY o AREEE 56 (2.8)
i 34(1.7)
TEHEHE d & PR E 1(0.1)
* ZEEMEAT P ERBUDE 1(0.1)
* SRR Z RN 1(0.1)
B mERBAE 1(0.1)
GF AP ERID 3(0.2)
LM ER A E 1(0.1)
* R ERBENGE 1(0.1)
i /MR IE 12 (0.6)
* iR FE 1(0.1)
» BiibRET 2 2(0.1)
PR 2(0.1)
* FRRIRGEAE TUHEE 1(0.1)
* FRIR BTV REES D 1(0.1)
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ERAMKEIE (2015/11/13~2017/5/12)

Rt L UFRRE 98 (4.9)
TBiAk 3(0.2)
@AY U AMEE 5(0.3)
* & REMIE 1(0.1)
E&7 L7 2 v iiE 2(0.1)
DD AfSE 3(0.2)
&4 Y 7 AfsE 3(0.2)
{BF bV O AMRE 8(0.4)
RARIR 81 (4.1)

FRERREEE 38(1.9)
* M ERE 1(0.1)
* i 1(0.1)
FRtEIE 3(0.2)
BBHEDEN 7(0.4)
R RE 13(0.7)
BV 6(0.3)
* KERSE 1(0.1)
* B 1(0.1)
FME= 2 — /3 F— 3(0.2)
* FEIRR ERRE 1(0.1)
REMERE =z —aF— 1(0.1)
* 5 Ui 1(0.1)
* 1 48 AR IE 1(0.1)

AR 10(0.5)
BME 1(0.1)
FEMEH 1(0.1)
* [R5 2(0.1)
* IR 1(0.1)
* [RIQTENE 1(0.1)
iR 2(0.1)
RAOMEE 1(0.1)
*IRIBU S A 1(0.1)
IRIg 35 1(0.1)

Fis L UGKHREE 1(0.1)
* BEATMEERRIE D F L 10.1)

LR 23(12)
* S LARIEZE 2(0.1)
* LEAAT 4(0.2)
*LFe 5(0.3)
*BHELRE 1(0.1)
* ) ot ELFE 2(0.1)
* LfEK 1(0.1)
* LRI 1(0.1)
)= 1(0.1)
* JRTERRIR 1(0.1)
* IRATESRNR 1(0.1)
* FEMHR 2(0.1)
* SRR 1(0.1)
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{HERARRMEINE (2015/11/13~2017/5/12)

* LEMRSMRAE 1(0.1)
* 2 b L RLHE 1(0.1)
B 12 (0.6)
* #AT 1(0.1)
* [KifLE 2(0.1)
TEERARIR L 6(0.3)
* ERJE 1(0.1)
* MR MAAE 2(0.1)
BEIGAE, BESRIS & MRS 145 (7.3)
* SRR AE I8 E R 1(0.1)
* SR 1(0.1)
gk 1(0.1)
RS 1(0.1)
IR [ 3(02)
* AFEAERIENT 2% 1(0.1)
M 3(0.2)
Leo<Y 1(0.1)
* (KEESRE 2(0.1)
MR R 93 (4.7)
fitikEsE 11 (0.6)
B 1(0.1)
* g7k 2(0.1)
Al 2(0.1)
* Rk i 1(0.1)
fitifig 2% 7(0.4)
* S 1(0.1)
< 2(0.1)
* J B AR M AL SE 1(0.1)
Pl AR i #2 EE 2(0.1)
* [ ERRE 10.1)
T aERRAE 4(02)
iR 1(0.1)
* ERGE ORI 1(0.1)
* WHSRATHE 1(0.1)
fiEtE 4(0.2)
A KEEERYE 2(0.1)
BREE 284 (14.2)
A 1(0.1)
* T 7 8RS 1(0.1)
A% 2(0.1)
* IR RS 2% 1(0.1)
&6 6(0.3)
T 202 (10.1)
* + BRI S 2(0.1)
* it 1(0.1)
* Bigs 1(0.1)
B RESiERA 2(0.1)
* HLEFIL 1(0.1)
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ERABERE (2015/11/13~2017/5/12)

R 2(0.1)
tALUA 1(0.1)
AN 26 (1.3)
AR 63(3.2)
* FEECE R 1(0.1)
NERE 12 (0.6)
* + —HalgikE 1(0.1)
* B EE SEE 1(0.1)
#RE 1(0.1)
* OEER 1(0.1)
JFREIE R 67(3.4)
*BH 5 i 1(0.1)
* [FgEnE 1(0.1)
FFRAE R 28 (14)
fFREE 35(1.8)
* 58 &UE 1(0.1)
RS 1(0.1)

BUWIS L OB T MRS 383(19.2)
B 2(0.1)
BEEE 5(0.3)
a3 4(0.2)
STEHRBUE 2% 67(3.4)
* T L —ERER 1(0.1)
* FUBLE R 5% 2(0.1)
p 32> 2(0.1)
4 7 70 (3.5)
BB 10 (0.5)
FLBE 9(0.5)
* LALHE 4(0.2)
* FEERIEATEE 1(0.1)
* RN 1(0.1)
MoOKEE 2(0.1)
FE - RERFAETLIEMGR 3(02)
* BB 2(0.1)
%Z 5 FEiE 35(1.8)
* SR 4(0.2)
Ri5 151 (7.6)
TLBEME BB 1(0.1)
2HMERE 2(0.1)
BERRE 2(0.1)
BER BB E 6(0.3)
EBERS 2(0.1)
T ) FEMERE 7(0.4)
* AR MR 2% 2(0.1)
* R EEHE 1(0,1)
* R 10(0.5)
*REUSA 4(02)
B2 R 7(0.4)
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FERAMBEERAE (2015/11/13~2017/5/12)

BERR 5(0.3)
EEeFER 1(0.1)
R 1(0.1)
EFFS 11(0.6)
BLBUE 6(0.3)
TR 2(0.1)
* £ LBE 1(0.1)
SHMEE 5 EE 2(0.1)
* BIRRZ5E 2(0.1)
* FRWR 1(0.1)
TR 4 5E 2(0.
BEERB X RS RS 13(0.7)
B 2(0.1)
A 2(0.1)
* fENERE 1(0.1}
fhE IR 1(0.1)
fhARE 5(0.3)
* R 1(0.1)
R 1(0.1)
P 1(0.1)
BB TR 1(0.1)
BB I UCRBES 12 (0.6)
il 1(0.1)
HRR 1(0.1)
*BAR 2(0.1)
* B EE 1(0.1)
*ERE 10.1)
* REAE 1(0.1)
B RS 6(0.3)
AERRPB I THIEEE 1(0.1)
PR 1(0.1)
—fi% - 2EHEER XL CREMBLAORER 84 (4.2)
o 11 (0.6)
% 38(1.9)
* R0 1(0.1)
AT 2(01)
* PSR 1(0.1)
REN 34(1.7)
FRERIRE 249 (12.5)
EME(LERSY o U RT 7 AT URRER 1(01)
TI5=UT ) hFTURT = F—EHM 22(11)
7 I 7—E8m 1(0.1)
TARGEUETI) NIV ART =5 —EHEM 26(13)
MH Y L 4(02)
* [y o — e 1(0.1)
=L 257 a—/ LM 1(0.1)
Mz L7 ForhRARFF—EHmM 14 (0.7)
tRs LTI RE 10 1)
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ERABEME (2015/11/13~2017/5/12)

w7 L7 F= M 20 (1.0)
WP RN 7 1(0.1)
* o SR ESHEAN 1(0.1)
* C—RIGMEEREM 2(0.1)
LEHQTER 16 (0.8)
* SFREERELHE N 3(0.2)
Yy—INEIN T AT T —EHEM 3(0.2)
* S OB 2(0.1)
* ) v BRI 2(0.1)
B ERER 36 (1.8)
/R3S 113(5.7)
*7u b oy e URRER 1(0.1)
EER 1(0.1)
B i B3R 76 (3.8)
mpFAHY RAT 7 F—E8m 4(0.2)
* fTEER LA 1(0.1)
* Hill -~ — 7 — 8 101
* ITEEREE LR 1(0.1)
#E. BRI CNEEHE 2(0.1)
R 1(0.1)
* T 1(0.1)

aaeral k43 JF (SOC), ¥44 (PT) : MedDRA/J version 20.0

« (R EOER) »bTFRTERVEIER

1) A—EHCR—DBIER PT L) BEEERED bh i Haicid, 1#he L,




A2 ILDFEE 15 BIDEFEME (RLMEBITHR)
1| & | 80k | 1 4 FéE HERTR A =l A i ) H TEAGEEAHE)
2| B 60N | 3 11 PE IR A A A A a Fi 1R BHGERATAE)
3| & | 708K | 2 11 IR NRAE ] e =] iz i BA (PR EE)
4| B | 708K | 1 9 R MR A A" # = e -1 TR (IE)
5| & | 80mt | 0 6 PRI E " i H = A EBoEHIE)
6 | 5 | 608 | 1 10 R MR R 7 A il A i S EHEIEHE)
7| & | 80BN | O 6 AR RN B i A " Fi Fi 4R ()
8| B | 708K | 1 3 P B MR R FL # =) A ) REE)
9| & | 0m®mK | 3 5 P MEIRRR A fli3 A i i e HIERIE)
10| % | 60mk | 0 17 PRI R p o 7 i1 Fi L)
11| % | 608K | 1 2 MR b3 4 i3 33 FL REBETT(R)
12| 5 | 608 | 1 12 R MR & i3 E3 & " 13 REA (FEAE ARAE)
13| & | 408t | 1 4 fidi=Es Ei 42 Eid A" " RREITH)
14| 5 | 608k | 1 10 Jiili=es i3 1L i I -l LEGHEFRE)
15 & | 708X | 3 3 PtiEE i " 7 &= A T (FHETAE)

7§44 (PT): MedDRA/J version 20.0
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AMFE3 AL ITIAREIZET 25 ESRETFS ILD FHRRR (LD EMRFASHE)

ZHRLT TREERES AN SAFMNEIE S BE0 M R e MA2HT [ILD # | ILD FIREM% v Xt
SRIED |IREMD | (95% SHEEME) [(95% (STRRE)*
n=1995

FRBICHT DB AHIE | T 1814 (90.9) | 76 42(33,52) Ref

5 GEFxy IRA ¥

Lm%ﬁuzﬂWv7%ﬁE;ﬁ“”H*m) 54 (2.7) 16 | 29.6(18.0,43.6) NC

FAEML X)) A0 » AL 2y AKSE 64 (3.2) 12 | 18.8(10.1,30.5) NC

A Q»ALLE3 » AKX 20 (1.0) 2 10.0 (1.2,31.7) NC
A (G # AL 4 % A& 15 (0.8) 1 6.7(0.2,31.9) NC
H @ » ALLE S5 » AR 11 (0.6) 2 18.2(2.3,51.8) NC
A (5 » AL 6 » AKiH) 2(0.1) 0 0.0 (0.0, 84.2) NC
BH(OGH»ALUL) 8(0.4) 0 0.0 (0.0, 36.9) NC
FRFTAL 7(0.4) 0

Ref: & v LB H DBROELED K 8

NC: Not calculated

2 HFTY =i SHILLED ILD BHRIESIK & 085 FILL LD ILD FERBEFDINE S HEHE N
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< g Wy %AOmg
V)Y szs0m

AVRILF T AV ERIER

TAGRISSO® Tablets 40n-80ng
ERRERE FHRE MRS

BIIF4 : BEE B K5 BV E MR B
(ILD) FER L (ILD BEPREE S H|E)

YEANEE ST S =T




Bk 4 BEHFBRETFIILD RBERR (LD FHIREFASHRE)

REMM@ITRRAED | ILD RIVEF! | ILD HBEH% A v XLk
n=1995 95% ERARER) | (95% {EEER)*
PERI B 682 (34.2) 4 6.0 (4.3,8.1) Ref
g3 1313 (65.8) 68 52(4.0,6.5) | 0.85(0.57,1.27)
i 65 BRI 588 (29.5) 30 5.1(3.5,7.2) Ref
65U E 1407 (70.5) 79 5.6 (4.5,6.9) 1.11(0.72, 1.70)
{5 (kg) 50 kg FRiM 870 (43.6) 50 5.7(4.3,7.5) Ref
50 kg LA 998 (50.0) 52 52(3.9,6.8) | 0.90(0.60,1.34)
Rk 127 (6.4) 7 5 =
BMI (kg/m?) 18.5 Rifi 467 (23.4) 23 4.9(3.1,7.3) Ref
18.5 LAk 25 kit 1152 (57.7) 70 6.1(4.8,7.6) NC
25 LAk 30 5K 211 (10.6) 9 43(2.0,7.9) NC
30 LAk 35 5K 28 (1.4) 0 0.0 (0.0, 12.3) NC
358k 2(0.0) 0 0.0 (0.0, 84.2) NC
FRECH 135 (6.8) 7 s -
W2 AE R Fid 1382 (69.3) 73 5.3 (4.2, 6.6) Ref
" 612 (30.7) 36 59(42,81) | 1.12(0.74,1.69)
SREDH 1(0.1) 0 2 <
Pack-years 0 (REZ D 1393 (69.8) 74 5.3 (4.2, 6.6) Ref
EREET)
0 #B-10 kit 67 (3.4) 4 6.0 (1.7, 14.6) NC
1080 E 495 (24.8) 29 5.9 (4.0,8.3) NC
b A A 40 (2.0) 2 5 -
WHO performance status 1UT 1614 (80.9) 85 53(4.2,6.5) Ref
28k 381(19.1) 24 6.3(4.1,9.2) 1.21 (0.76, 1.93)
B - 413k ABE 1245 (62.4) 82 6.6(5.3,8.1) Ref
4h3k 750 (37.6) 27 3.6(24,52) | 0.53(0.34,0.83)
EHENDWBFET A~ 3RIGTLT 934 (46.8) 38 4.1(29,5.5) Ref
4 RIGTELARE 1046 (52.4) 71 6.8 (5.3, 8.5) 1.72 (1.15, 2.57)
EN 15 (0.8) 0 - .
FRAICHT 3 RBARR S| E 43 (2.2) 1 2.3(0.1, 12.3) Ref
BE : EGFR-TKI A 1952 (97.8) 108 5.5 (4.6, 6.6) NC
FRAICRTIABARRS |E 663 (33.2) 26 3.9(2.6,5.7) Ref
B . feRis ) 1332 (66.8) 83 6.2(5.0,7.7) 1.63 (1.04,2.56)
FRBICXT 2B ARIKE | 1814 (90.9) 76 42(3.3,52) Ref
g%ﬂ ’?f; :‘:7? (?ﬁ};; *;ji A 181 (9.1) 33 182 (12.9,24.6) | 5.10(3.28,7.93)
) 1)
FURBICXT 2B ARIR S 5 1814 (90.9) 76 42(33,5.2) Ref
gﬁzu ?fﬂi:;;é;;%ﬁg A (5 » AR 164 (8.2) 33 20.1 (14.3,27.1) NC
Z2)) ) HGHAUL) 10 (0.5) 0 0.0 (0.0, 30.8) NC
b 4 7(0.4) 0 = =
JoE CT RE DN i 15 (0.8) 1 6.7(0.2,31.9) Ref
" 1980 (99.2) 108 5.5 (4.5, 6.5) NC
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REMRITRREN | ILD BIRMED | ILD RIBEH % *+ v XLk
n=1995 (95% 1S3BEM) | (95% EHERED)*
fifi D FHTE ELS 1377 (69.0) 73 5.3 (4.2, 6.6) Ref
=3 618 (31.0) 36 5.8 (4.1,8.0) 1.10 (0.73, 1.67)
MO FHE : MLAGHT 4 1987 (99.6) 108 5.4 (4.5, 6.5) Ref
= 8(0.4) 1 12.5 (0.3, 52.7) NC
IO FEHTE « HZECIBRAMT Eid 1465 (73.4) 78 5.3(4.2, 6.6) Ref
F 530 (26.6) 31 5.8(4.0,8.2) 1.10 (0.72, 1.70)
D FHTE S/ N FAT Elia 1958 (98.1) 107 5.5(4.5, 6.6) Ref
A 37(1.9) 2 54(07,182) NC
Fiti o> TSt HRRB SR pid 1846 (92.5) 98 5.3 (4.3, 6.4) Ref
) 149 (7.5) 11 74(37,128) | 1.42(0.74,2.71)
BARIG DRI 4 1854 (92.9) 101 5.4 (4.5, 6.6) Ref
A 126 (6.3) 8 6.3(2.8,12.1) | 1.18(0.56,2.48)
EA 15 (0.8) 0 = 3
TR BEERE - &HHE) 4E 809 (40.6) 21 2.6 (1.6,3.9) Ref
A" 1177 (59.0) 88 7.5(6.0,9.1) | 3.03(1.87,4.92)
8 9 (0.5) 0 3 =
R s = DR IE pLi3 1795 (90.0) 89 5.0 (4.0, 6.1) Ref
H 191 (9.6) 20 105 (6.5,15.7) | 2.24(1.35,3.73)
EN 9(0.5) 0 3 g
BHEEREE OFRE 4 1775 (89.0) 92 52(4.2,6.3) Ref
A" 211 (10.6) 17 8.1(4.8,126) | 1.60(0.94,2.75)
A 9 (0.5) 0 . N
RV PR 2R O R 4% 1940 (97.2) 97 5.0 (4.1, 6.1) Ref
" 46 (2.3) 12 26.1 (14.3,41.1) | 6.71(3.37,13.36)
8 9(0.5) 0 : =
W B DI i 1926 (96.5) 101 5.2(4.3,6.3) Ref
" 60 (3.0) 8 13.3(5.9,24.6) | 2.78(1.29, 6.01)
THA 9(0.5) 0 -
COPD DR i 1952 (97.8) 103 5.3 (4.3, 6.4) Ref
" 34 (1.7) 6 17.6 (6.8,34.5) | 3.85(1.56, 9.50)
BN 9(0.5) 0 & <
RBDFE 4 1842 (92.3) 97 5.3 (4.3, 6.4) Ref
A 144 (7.2) 12 8.3(4.4,14.1) | 1.64(0.88,3.06)
B 9(0.5) 0 . .
HERIR OFRE 4 1844 (92.4) 101 5.5 (4.5, 6.6) Ref
H 142 (7.1) 8 5.6(2.5,10.8) | 1.03(0.49,2.16)
N 9(0.5) 0 - -
IR SRR B ORE (84 LU 1898 (95.1) 100 5.3 (4.3, 6.4) Ref
COPD ZF%<) ) 88 (4.4) 9 10.2 (4.8,18.5) | 2.05(1.00,4.20)
T 9(0.5) 0 . -
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REMMTHRED | 1LD RIER | LD RWEN% | £ v AH
n=1995 (95% (S8R | (95% (EEERE)*
AEERRBE L R T=NAD|6 » AR 614 (30.8) 26 4.2(2.8,6.1) Ref
BTN OB () 65 BLE 12 » 117 (5.9) 4 3.4 (0.9, 8.5) NC
A K
125 ALE18 % 170 (8.5) 9 53(2.4,9.8) NC
H R
185 BEAE24 % 163 (8.2) 8 49 (2.1,9.4) NC
RS
24 5 ALE 890 (44.6) 59 6.6(5.1,8.5) NC
ARER 41 2.1) 3 . :
BRER T B 65 (3.3) 4 6.2(1.7, 15.0) Ref
v 1738 (87.1) 95 5.5 (4.4, 6.6) NC
Z ol 192 (9.6) 10 52(2.5,9.4) NC
FERORR  E7 LT I m | 1575 (78.9) 7 4.6 (3.6,5.7) Ref
i A 382 (19.1) 37 97(69,13.1) | 2.24(1.48,3.38)
RE 38 (1.9) 0 5
ERORS : JaHEZ i 1291 (64.7) 71 5.5(43,6.9) Ref
5 687 (34.4) 38 55(39,7.5) | 1.01(0.67,151)
A 17 09) 0 > -
BRI« MBS T i 1743 (87.4) 95 5.5 (4.4, 6.6) Ref
- 235 (11.8) 14 6.0(33,98) | 1.10(0.62,1.96)
R 17(0.9) 0 5 ;
FEROKR : LRETE 1 1901 (95.3) 102 5.4 (4.4, 6.5) Ref
A 79 (4.0) 7 8.9(36,174) | 1.71(0.77,3.82)
R 15 (0.8) 0 . F

Ref: A v XHLELH OBROEAED KU

NC: Not calculated

Y HFTY —pi v 5ELLED ILD RBEFIR S FILLED ILD JERBFIARE S FEHH
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< g Yy %AOmg
V)Y sz

FIRFZTAVIVEIER

TAGRISSO® Tablets 40ng:80ng
fFRARERE PRRE BRERE
BIE5: BEEREFRIFETIZE-ST

BV M A (ILD) BRI
(ILD EMFEESHIE)

T AT YRR




RES5 BESBEFIECICE o LD EHRR (LD EFIRFASHE)

REMBITHER |HCIE | FEEICEf + v XLt
EMD S5 ILD | o7= ILD | ILD RIBFEH% | (95% ERERXRE)*
HIFI n=109 | FKBLEMD | (95% EHEXFH)
PR 3 41 (37.6) 7 17.1(7.2, 32.1) Ref
& 68 (62.4) 8 11.8(5.2,21.9) | 0.65(0.22, 1.94)
i 65 BRATE 30 (27.5) 3 10.0 (2.1, 26.5) Ref
65 B LA L 79 (72.5) 12 152 (8.1,25.0) NC
K& (kg) 50 kg K 50 (45.9) 6 12.0 (4.5,24.3) Ref
50 kg LA L 52 (47.7) 7 13.5(5.6,25.8) | 1.14(0.36, 3.66)
RECHL 7 (6.4) 2 = 2
BMI (kg/m?) 18.5 K 23 (21.1) 2 8.7(1.1,28.0) Ref
18.5 LAk 25 ki 70 (64.2) 9 12.9 (6.1, 23.0) NC
25 DLk 30 RTH 9 (8.3) 2 22.2 (2.8, 60.0) NC
30 Bk 35 K 0 0 ) NC
3500k 0 0 - NC
FRECH 7 (6.4) 2) 4 z
M2 1 3 73 (67.0) 10 13.7 (6.8, 23.8) Ref
=) 36 (33.0) 5 13.9(4.7,29.5) | 1.02(0.32,3.23)
Pack-years 0 (REBEBEDCES LS 74 (67.9) 10 13.5 (6.7, 23.5) Ref
ir)
0 /8-10 R 4(3.7) 0 0.0 (0.0, 60.2) NC
1024k 29 (26.6) 5 17.2 (5.8, 35.8) NC
RFEH 2(1.8) 0 . .
WHO performance status 1T 85 (78.0) 11 12.9 (6.6, 22.0) Ref
28k 24 (22.0) 4 16.7 (4.7,37.4) NC
ABE - Sh3k N 82 (75.2) 10 12.2 (6.0, 21.3) Ref
sh3k 27 (24.8) 5 18.5(6.3,38.1) | 1.64(0.51,5.30)
AEIOWERT A v 3RIBMLLT 38 (34.9) 3 7.9(1.7,21.4) Ref
4 RIBFRLARGE 71 (65.1) 12 16.9 (9.0, 27.7) NC
FRBICX T 2N AHIRE |8 1(0.9) 1 100.0 (2.5, 100.0) Ref
5 EGERk =) 108 (99.1) 14 13.0 (7.3, 20.8) NC
BHRBIIT 2B ARIERS |E 26 (23.9) 2 7.7(0.9,25.1) Ref
B : fesiRis " 83 (76.1) 13 15.7 (8.6, 25.3) NC
BR Bz T 2 AN ARIKRE £ 76 (69.7) 9 11.8 (5.6, 21.3) Ref
g % ! ?ﬁf;’ 7?(?};;;; {'ﬂﬁ A" 33 (30.3) 18.2(7.0,35.5) | 1.65(0.54,5.10)
) ()
BERBICRT MBS AR S| E 76 (69.7) 9 11.8 (5.6, 21.3) Ref
g ﬁﬁiz;/j(;;; ﬁ;ﬁ A (5 » AR 33(30.3) 6 18.2 (7.0, 35.5) NC
Z)) (2) HGE»ALUL) 0 0 - NC
MaEh CT HREs o FEhli g3 1(0.9) 0 0.0 (0.0, 97.5) Ref
=) 108 (99.1) 15 13.9 (8.0, 21.9) NC
s > AT E i3 73 (67.0) 7 9.6 (3.9, 18.8) Ref
=) 36 (33.0) 8 22.2(10.1,39.2) | 2.69 (0.89, 8.15)
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REMMIFHR [ETIZE| BEIZE-E I Xtk
FEMDS L ILD | o1 ILD | ILD H|ER% | (95% EREEM)*
FIBH n =109 | FHBEMD | (95% EFEERHE)
IO FHE - 2T i3 108 (99.1) 15 13.9 (8.0, 21.9) Ref
¥l 1(0.9) 0 0.0 (0.0, 97.5) NC
i OFHTE - 3 GORRHT dug 78 (71.6) 7 9.0 (3.7, 17.6) Ref
=] 31 (28.4) 8 25.8 (11.9,44.6) | 3.53(1.15,10.79)
RO FHE  fa/ Tl ps 107 (98.2) 15 14.0 (8.1,22.1) Ref
A 2 (1.8) 0 0.0 (0.0, 84.2) NC
Jiti > H St #R BB 51 F3 98 (89.9) 9 9.2(4.3,16.7) Ref
=) 11 (10.1) 6 54.5(23.4,83.3) | 11.87 (3.01, 46.73)
B TR R IE Fi3 101 (92.7) 13 12.9 (7.0, 21.0) Ref
A 8(7.3) 2 25.0 (3.2, 65.1) NC
JRIE (BEEIE - A 6HE) 4 21(19.3) 0 0.0 (0.0, 16.1) Ref
<) 88 (80.7) 15 17.0 (9.9, 26.6) NC
FFREREE O 7R = 89 (81.7) 12 13.5 (7.2, 22.4) Ref
" 20 (18.3) 3 15.0 (3.2,37.9) NC
B HREREE O RE 4 92 (84.4) 12 13.0 (6.9, 21.7) Ref
=1 17 (15.6) 3 17.6 (3.8, 43.4) NC
R AR R OO R B £ 97 (89.0) 10 10.3 (5.1, 18.1) Ref
g 12 (11.0) 5 41.7(15.2,72.3) | 6.22 (1.66, 23.29)
i 8. D JF R Fl3 101 (92.7) 15 14.9 (8.6, 23.3) Ref
¥ 8(7.3) 0 0.0 (0.0, 36.9) NC
COPD DFHE Ei3 103 (94.5) 13 12.6 (6.9, 20.6) Ref
Z1 6(5.5) 2 33.3 (4.3,77.7) NC
LR BOFRE 3 97 (89.0) 11 11.3 (5.8,19.4) Ref
A 12 (11.0) 4 33.3 (9.9, 65.1) NC
R 7 0O IR 4 101 (92.7) 11 10.9 (5.6, 18.7) Ref
" 8(7.3) 4 50.0 (15.7, 84.3) NC
MR SRR B OFE (B LU 4B 100 (91.7) 12 12.0 (6.4, 20.0) Ref
COPD % <) " 9(8.3) 3 33.3(7.5,70.1) NC
AEEREBE L RoTHAD|6 1 AR 26 (23.9) 2 7.7(0.9, 25.1) Ref
PR b ORI (A) 6 » BLIE 12 » AKiE 4(3.7) 0 0.0 (0.0, 60.2) NC
12 % ALLE 18 » AR 9(8.3) 0 0.0 (0.0, 33.6) NC
18 » B LAk 24 » AR 8(7.3) 1 12.5 (0.3, 52.7) NC
24 5 AU E 59 (54.1) 12 20.3 (11.0, 32.8) NC
PN 3(2.8) 0 -
FR BRI 1B 4(3.7) 0 0.0 (0.0, 60.2) Ref
v 95 (87.2) 13 13.7 (7.5, 22.3) NC
* it 10 (9.2) 2 20.0 (2.5, 55.6) NC
BRERORKR K77 I o m |8 72 (66.1) 8 11.1 (4.9,20.7) Ref
i " 37 (33.9) 7 18.9(8.0,35.2) | 1.87(0.62,5.63)
FRORR : MrEEH fiE 71 (65.1) 12 16.9 (9.0, 27.7) Ref
" 38 (34.9) 3 7.9 (1.7,21.4) NC
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RLEEBFHR |HRTITE| RTIZE-f2 Ty Xt
FEHD S5 ILD | o7= ILD | ILD HIEFI% | (95% {EFEERH)*
NP n=109 |HBMEH | (95% (SEEMH)
FROKE - Ml E T i 95 (87.2) 14 14.7 (8.3,23.5) Ref
" 14 (12.8) 1 7.1(0.2,33.9) NC
KAROWR - LEIRTE Fi3 102 (93.6) 15 14.7 (8.5,23.1) Ref
" 7(6.4) 0 0.0 (0.0, 41.0) NC

Ref: 7 v X H OBR D B DKL

NC: Not calculated

* 0TS =l 5HILA LD ICE o 7 ILD BEEH RS FILL EDFETIZE -7 ILD 3ERABIANE Sn B EHH
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