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nH 0HEFKHNT, By AR TF OGN 95%EHEENZMH L E Lk,

BEHT I Y - lowt T A4y KO SAHEER-TEEE Q8) WL, ool S%ERKMO

TIREA—EEE (118) 2B THRF. $ERBRIT I —ox+ 284 v Ao Q{EEEEN— B HE
(0.5 &=L, HOFOWHEN 5% EEEH O ERER—EERE (145 2WorRAE, M

Ay . THOFHEE] . [HHOFHTHEE - MIETERNE . [HOMGEHBRENE) | THEEmRAORE] |
EROFRE . NERFORRE . "ERERBORE (FENRS, EaEEs, wERT

COPD <) 1 . NEEORR : MEERR) O 9RTTLIE,

=15 HERRFCKIERECO D RRICET HEH (FESHE. LD REEHFIEMRIC L IEH

REUMFTHRIE| GRETO RIREED AL # o Xt
FlmS3 5 ILDRE | LD RBER | LD R|EH% | (95%IEERRE) | (95%IFHEER)
fEHl n =231 (95%EHEEER])

e 5 89 (38.5) 16 18.0 (10.6, 27.5) Ref Ref
% 142 (61.5) 11 7.7(39,134) 1-102(-19.3,-1.13| 0.38 (0.17, 0.87)

it T HiE g 164 (71.0) 13 7.9(4.3,13.2) Ref Ref
" 67 (29.0) 14 20.9(11.9,32.6) | 13.0(2.4,23.5) | 3.07(1.36,6.95)

[iifi D FHTEE Ei3 174 (75.3) 16 0.2(5.3, 14.5) Ref Ref
HTREDER T A 57(24.7) 11 19.3 (10.0,31.9) | 10.1(-1.0,21.2) | 2.36 (1.02, 5.44)

Tl o b e At B A R 4 215(93.1) 20 9.3 (5.8, 14.0) Ref Ref
A" 16 (6.9) 7 43.8(19.8,70.1) | 34.4(9.8,59.1) |7.58(2.55,22.55)

R AE R B i g e 211 (91.3) 21 10.0 (6.3, 14.8) Ref Ref
" 20 (8.7) 6 30.0 (119, 54.3) | 20.0 (-0.4,40.5) |3.88(1.35,11.16)

LR B D JHERE i 146 (63.2) 11 7.5(3.8,13.1) Ref Ref
H 85 (36.8) 16 18.8(11.2,28.8) | 11.3(1.9,20.6) | 2.85(1.25,6.47)

FERIE DIRAE e 213(92.2) 22 10.3 (6.6, 15.2) Ref Ref
i 18 (7.8) 5 27.8(9.7,53.5) | 17.4(-3.6,38.5) |3.34 (1.09, 10.25)

ﬁ%ﬁ%ﬂ@?ﬁ%ﬁﬁ a: 215(93.1) 20 9.3 (5.8, 14.0) Ref Ref
ﬂ§§< )"#*-?-EELU COPD| 16 (6.9) 7 43.8(19.8,70.1) | 34.4(9.8,59.1) |7.58(2.55,22.55)

o - i | 8 144 (62.3) 22 15.3 (9.8,22.2) Ref Ref
" 86 (37.2) 5 58(1.9,13.0) | -9.5(-17.1,-1.8) | 0.34 (0.12,0.94)

AEG L S (G W L2 R VEARNT X 21 5 B ILD B Hi(n = 231) %43 L LTHEH LK,

IERFEC D ILD SHYEM%ILH T IV —0 ILD BEUEMZ S LTRHLE,

Ref: Y A 73R v AHB OB OEEOKEE ’
BEDF ) —ie W B H A v KO SHEEMDS 2 BH oM 95%EHKIM O TS 1 BThaET. FhdsBA7TI VT
4 Ao o KO SRR 0.5 REF 95%EEHEM @ LRI 1 B CHLHET%, ERL,

B L - RT- BN R R R T b S IEER Ve,

IERFEO LD # BB LAEFMI2THEBLEATVWA S, BEELARTRERIIE AR WATEENRH DRI
Db & T, ILD #FB UER 231 6] [ILD EMFREBESWE] ) 2RREERI VAT 4 v 7ERETF NV
Wk AEIRE O ILD BT AT (EEMRT - MIEAAT) 2FEhLE Lic, TORRESEETITUU
TR LET,




£ 16 ZEBNCAT s v IERERETFLICESIERETO ILD #BICET Z8HF (FEEESHE. ILD R15E

PEHRIT LB —E BRI

BT Lo HEFAA VXL | 95%{SHEERM
i T £ ovs. 4 265 (1.11, 6.32)
17 & e SR #R PR A A vs., % 8.50 (2.58, 28.00)
LREBDFE A7 vs. 3.23 (1.32, 7.88)

fIRAT e AEF] (ILD JEBISEF): 230 5, EIRFELT O ILD BBAEH: 27 51

AT v T UA Xk (FHORIR - TEIREOT AN 0.05) 2 AVnTEERR VAT 4 v JEREFAEZHEL, BREL4 v XRED
Z 0O S%EEEMERHE L, o7 UEEITBEL., tEy], IHoTME, MoBRNHE, MIMEhERomeE, RILOMEE,
RFORER SRR OWR: EEd2RT L LTE/RLE,

SRA T I Y —ad 58 A » KO SHEMED 2 B0 OiiEe 5% EHEMO TRER 1 B ThaHF. ThixBh7 Y
=3 A R0 AR 0.5 R0+ 0N 95%EREN O LIRS 1 K CHEF R, BitdSoRTE L,
U, THOENEE | MG 13 (HOSHE] KaEhs BB Lok, £, &9 BRENRFREBHRBOWRE
It BT IET S, MRREBORE (MHEEEMD, M. WEET COPD k<) | IHM Lo
o

*ILD SEBUER 231 FlD 5 B, LEHNROBPFIZOVT, FoM, FAEEISRERICHYTS 1 flaBRs Lk 230 fix, fETdSuE
il L,

£ 17 SEROTRTF (v IERTFILICLZERECO ILD RRUZET B (BASHE. LD 255
PIESRI= UIRH) —BERS

BT 24 BEESFT v | 95%EEERM
Mo AT H ovs. IE 3.65 (1.29,10.35)
Hili o i st A PR A 1S H vs. B 10.81 (2.66,43.88)
DR OIEEE 7 vs, 5.14 (1.65,15.98)

b seHSRAES] (ILD SEELEH): 182 #i*, TWIRFET @ ILD FBLUEF: 20 i

AT o P A Xk (BEER - BEBEOFEKAL0.058) MW TEERR SAT 1 v 2 BT AEEEL, TEFHL4y KRG
T O ISBEFHEM AR L, EFAMEIIEL., MR, £, KE (ko). YTET. WHO performance status, ARz - sb3e, A
DIFTRT A . ALFHRENTRERE, = Fv 7 uiieRE, MOFHE, MOMHBIRREE, FieRiomE, BEEsomRE,
RN, LEBOGE,. HRIEORE. RAORKER: ET Y L VIER USEAORE: BIESHEEF L LTEKRL
7

BRHF IV —zxrd a2y RO SHEEMAREH SN E 7%, BiSORTE Lz, 2L, ThiOFHTEE  MiZEOTET)
i TEOFRWHE KEERAZENEEE LEhot, Tz, £ ERWRREIEROBREICIL-3 BNEERTE 0,  MEE
BRDOFHE (EEMED, BHREmER, WERT COPD 2k<) | REBELEhotk,

*ILD SHIEH 231 HID 3 b, EEAROETIIONT, o, FYELRARRRICEST 5 40 W0 Ui 182 %, g
s E Lz,

REBRTAREAERTHR E L84

LM HR IS8 RO 5 b, ERETOEMAIL 276 (08% 95S%EEEM : 05-1.1%) TLk, &4

FRATIER] 3578 2w Hic, BEERRFIIRRET O ILD HERMOEF 2 E=MH L £ L,

EHFCEBICERETO ILD BEEFARD R L 5 -ETIE., 36BTFO3L20R@TTLE, =

N5 20RFIZONT, HiF vy LR OETH O5%EEEMEEE LE L,

BRAT IV TR oAy Xk AHEEES —EEE Q8) 2HEL, »oZ 0N s%EEEM D

TRAER—EHEE 148) 2MTEF. EEBEI7F Y —icwd 54y o SHEEMA —E ixe
(0.5 7255) %W L, D oFOWEN O5S%EHK MO LIRMER—EHESE (1R 224EFR. &

21 . T=Rr<-7ieEE] THoFE) . THoSBRRERE) | MEEiREORE) . ThE

BoFE . NTERBOFE] | (ERRSKEOKE (REMLRA, Bahat:iks, wa R COPD %
<) 1, FEROWRR ET7TAFIVmE] © elmETLE,




%= 1-8 BEEMMICLIERETH LD ERICEHT HBH (ERSHE. REMETAREAEZRRICLE

AEHT)
REWEE | BRECO |(HRECOHILD S YRAGE iy A
*EIEH | ILD FHJES] TREEH] % (95%ISEEM) | (95%{EERM)
n = 3578 (95%fEHEE )

15 5 1207 (33.7) 16 1.3(0.8,2.1) Ref Ref

4 | 2371 (66.3) 11 0.5(0.2,0.8) -09(-1.6,-02) { 0.35(0.16,0.75)
FRBIZH T HHIAA| M | 3291 (92.0) 20 0.6 (0.4,0.9) Ref Ref
Tﬁj}%b Fﬁ‘fﬁi; w H | 22760 7 2.4 (10, 5.0) 1.8(0.0,3.6) | 4.09(1.71,9.75)
Aoe S (R T
1 o> P4 S fiE | 2458 (68.7) 13 0.5(0.3,0.9 Ref Ref

H | 112031.3) 14 1.3 (0.7, 2.1) 0.7 (0.0, 1.4) 2,38 (1.12, 5.08)
Jinizayie: oy Loty #3325 (92.9) 20 0.6 (0.4, 0.9) Ref Ref

#H 253 (7.1) 7 2.8(1.1,5.6) 22(0.1,4.2) 470 (1.97, 11.23)
TR il R o9 I i | 3454 (96.5) 21 0.6 (0.4,0.9) Ref Ref

H 104 (2.9) 6 5.8(2.1,12.1) 52(0.7,9.6) | 10.01 (3.95,25.35)
DR OFERE & | 2713 (75.8) 11 0.4 (0.2,0.7) Ref + Ref

H | 845(23.6) 16 1.9 (1.1,3.1) 1.5(0.5,2.4) 4,74 (2.19, 10.26)
FERIE ORI i | 3323 (92.9) 22 0.7 (0.4, 1.0) Ref Ref

" 235 (6.6) 5 2.1(0.7,4.9) 1.5 (-0.4,3.3) 3.26 (1.22, 8.69)
IR AR ORE (8| £ (33970949 20 0.6 (0.4,0.9) Ref Ref
%gﬁ%ﬁ%ﬂ%’rgpﬂg o 161 (4.5) 7 43(1.8,8.8) 3.8(0.6,6.9) 7.68 (3.20, 18.43)
#BE<)
EARORR BT LT | 2845(79.5) 17 0.6 (0.3, 1.0) Ref Ref
IV # | 655(18.3) 10 1.5(0.7,2.8) 0.9 (-0.1, 1.9) 2.58 (1.18, 5.66)

SEA S (YT e SR R R R & 15 & LTRHIL L,

SISO LD RESEMSBIX S 7 = UV — OB SEr il &2 LTRE LK,

Ref: U A2 XR Uy X BEH OB OO AN

BMEATF U — ek A v KO SRR 2 BA-oMRM 054K FRER 1 EThaET. ELRBRAT AU
¥4 DA AH 0 SHEAEE 0.5 R0 05%EMHE M O LIRES 1 S ThHHEF R, BRLE,

EE L REARRA i RER T H DIEM R,

FRIRSET O ILD 2RBE LEEFIZ 27 L BENTWB -, EEERBITERIIE DRV H 5
DH LT, BEUABTNE 5B AZHBISEEC VAT ¢ v 7 AIREFAIC L DEERFETO ILD BHRICE
T O (EBEARYT, RBEART) 2FEELELL :
FOFREBEE T TIRLET,

%19 BESOSRTF 4y 7ERTETFIIZLZERECD ILD ZFRICHET IR (FERVE. TE2UEH
WEEG A&z -8 —EER8F

EF 3437 FHEFAL v A | 95%EEERM
=R T RTRFIE H vs. 4.02 (1.62, 10.03)
Lty ndladeticd A vs. 4 3.54 (1.42, 8.83)
IR RTR B IR EE H ovs. 5.55 (2.09, 14.80)
DIRBOIFEE H vs. I 4.54 (2.04,10.07)

fIRAT o e 3486 fl*, SR T O ILD BIEERF: 27 H

AF v T T4 X (EEER - TEBREOF K0S EMVWTSERT VAT £ v FEUREFAEEE L. HEELA Y ARET
20 95%ISHIKBI R 5N Lir, TFAMSEIEEL., M9, =<7 igE,. BoEHE,. MoRRiE, MNERaos
[E, OEBOMRE, ERFEOKREREBORM: £7 A7 2 CIUEERT £ LTHEELE,

BRHTF Y — T BHLA » XLh O SHEEEAS 2 BHr2% O 95%FHEN 0 FIRIED 1 BCHBHTF. ERRBRAFT Y
— ok By XE o SHEE A 0.5 Fi 0 FONRER 95%FHIK Mo LIRS 1 R THBHET . HiRoE+& L,
L, &0 BKGARE R ROBEEICILS < BT R RET B, [FRRSSRAOHEE (IR, RHarbbmEk, we
BUTCOPD #ER<) 1 BEBE LA,

"z A BRI R AE78 D 5 B, BIEHBOETFITOWT, Foh, RO E A RRTRICE S T5 92 HlE IRk Uiz 3486 4. AREF
SYUER & L,




& 1-10 BEEOSAT 4 v IARETLICEIERETO LD RRICHT HEH (FEEHE. TR
ARG TR &I L2 —RERH

BEF , E | BEFRAS X | o5%EEER
= 7 Rl A7 vs. 48 443 (1.55, 12:66)
fili > T BE A vs. I 3.07 (1.18, 7.95)
BRI R AT B Hovs. 3.42 (1.20,9.76)
B R A Al B oD YA I # vs. £ 5.00 (1.60, 15.57)
PR B ONREE H ovs. {E 7.67 (2,79, 21.07)
FROWRE - KT AT L e Hovs. 8 2.61 (1.01, 6.76)

AT HHRAE G 3213 f*. HIRIET D ILD SEBAEH]: 2041

AT w T U A X (FRBRIR - THREBOABEAR0.05) 2HVWTEEROPAT ¢ v 7EBEFAEHEEL, TEEKLA > XHET
T 0 OS%FHEM AT Lic, =FUMEICEEL, HEB, Fi#, (K (kg). BETEHT. WHO performance status, AR - #h3e. A<l
DFRRT A v, (LEREHBRERE. =R 7EEEE,. WoFHE, MoBgHaBHE, iRt omE, TR R,
PE IR RO, DEREOBE, ERHOEE, REORR: E7 47 I miER TR ORS: MERNEZEFE LTERL
o

BEAT T —ZHT ARy KO REERERN ShEB T2, BRESRoET L L, 2L, THORHE ;| BB
I TROFWHRE] mEEThAZEhLER Lot £, LV EEMRRRSEBROEREICIL-S Rfte RT3, (g
WRBOFE (DHEENRD, BHREMIES, mERT COPD 2<) ) BEER LRI,

*LERHERRT S 3578 (D 5'h . FMALOETIZoNWT, 0, R EREREM Y45 365 HIEEs L 3213 %, 7
Pl GLER & L,

> ILD ZB3d 5EED

Al AETAE OB T, RS 3578 41 (5 B ILD 233 U fEMi 231 61 (LD BM9%E
B2YE] ) 2%, SEEn AT ¢ v 7EFTFAETIC LS ILD BEINFART (EBEIT - BEER
) FEHUCER, MEMMEROKE) RO =R <7 iifaiE] 3. —B L THEFLA v X
25 2 BB OMNITHY 5%IEFAKM O FTIREN 1 BOETCH Y., MEHMREORBRET-L 2D LBTHRE
NELE, BB, =FAA<7HEEREOCH D BFI0E. zii?lmi._ﬂ-;vvf@ﬂji@{’lilﬁ ELTOILD B
DYRTI, SHEEFEL TV MERHLLE T,

IR O ILD 258 L7-fEF%0E 276# [ILD EMEEESHE] Thy ., %ﬁﬂﬁmmimrbtoﬁ
Ay AEHHS Lo EEFEICEFT 200 FICEEED, 36HF2TIO2WTHEEN LR 2351
HEVEFATLE, BREVETFERIGOA2NTHEERS ZREO L & ¢, ILD BHEF 231 FIRUESE
PEARAT R 35T B2 M BRICEER R VAT 4 v 7 [AIGFET ML BRBIET O ILD BT 2T (=
fRET. RREEMRAT) 2EHLELE,

FOFER, ILD BRBAEF 2SI LIZRIFHET ILD RERTFOLLEEMIT TR, [IOKRBRBHEE |

MORBORE] . HOFFRE] 25, — 8 U THER A v R 2 B2-OBHIH 95%SHEKM O T IRE
B 1IHEOEFT L, £et@irdSmsl &l L-BRET LD REBT 0L EEFET <k, [HEE
I BOFHEE] . LLEROKE] . [=RA<7hiaHEE) | THoORGBEEE] 25, —8 L THEx
HAy XD 2B 2EER O5%EHEM O TREN 1 BORFTLE,

AR, FSERECO LD BEICHS LETEERTETCERVWLOD, ZhbDETOHS
BEERETI LERECICEIILDRROV A7 BN+ 5 LERMT A Z L RHEEEATLE,

2L, HEEMRBOHDBHIZOESE LTI, AHIEMIE ([BE] . HERE 0F) CUTD
By, ERMELTEY £7.

+ HELMRBOSH D BEXBEOMERDH 2 BEIL, FEEMRESHELRTICES affetes |
HYET,

o FHBSRAMICITNCTRER VMR 2 EE L. MEMEMEROS I UIBEERZMR L BT,
HREDOABEZHEBEIHBLTIEE0,




2. QTHRER

FaIWmT By, TSR 3578 Fld, QTRIRIERED 456 (1.3%) IZ@BH b, £0 9 5 Grade3
PLEDBHERIE SBITLE, £, BRONRIE, TEHE) 3061, NER) 6#, REE! 6 FRU IR
i 3FITLE,

HEARENEEICBIT S QT FIREREOCRESS 1.3% (45/3578) | Graded BL L@ QT HIRERE OREREE 0.1%
(5/3578. IRIBETEEL) 13, B (AURA, AURA2, AURA3, FLAURA) OZ2tEifeMiricgids
QT FIREEERE OREREIS 5.0% (57/1142) | Grade3 BLED QT HIBER ORHREIE 09% (10/1142, ERIRIETHE
L) 2HEMERSLNTEY =84, Hio, BACHICHE L TV AHEIMHERRE (AURA3, FLAURA)

OUFSHATITBIT 5 QT BRER ORBREE 6.1% (34/558) 2 WA HbOTHHY THATLE,

#21 QT HRERORRRR

ERA REtEERER Grade BEEH L)
%#EH n = 3578
Fldg | 4% |Grade3|Graded | BEE |FEE | B | Bt |kEHE | #EE| T | TH
b ) BlE Huy
&F 45 45 40 ] 2 43 30 6 6 0 0 3
1.3) (88.9) | (L) | (A48 | (95.6) | (667 | (13.3) | (133) 6.7
LERMQTIER 44 44 k14 5 2 42 30 6 5 ] 0 3
(1.2) (88.6) | (11.4) | @5 | (955) | (68.2) | (13.8) | (114 (6.8)
QT ML LEHE Rt 1 I 1 0 0 1 0 0 1 0 0 0
(0.03) (100.0) (100.0) (160.0)

QT HIRE 53R ] O il BB (S T e AT e SE M 2 ik & LTHRIB L,

FRESZHLEO QT BEERSIERAEZ 3L LTREII L,

Hig# (PT): MedDRA/J version 21.0

[F— R HCR—ORER (BFFH 8V E PT L) BEEERRD Gh ek, 1{F& L

HHEOFMERSRE LRI VTR, FRERRMICLSEHEERFLE,

Grade : Grade 3 Ul I->Grade 3 i, FiPE : AM>JEEN, B B EEED V>REE-EICEIE L Lz, ER=-FHTHITR
BRI BT, BRL TV ALTREER=-THTHBEMNDOL TR E LTHEHLE, :

QT FIGGER L FoFESE2 St OER QT FIRERY, Rtk QT EEERE, QT EREHEE. OER QT ER

QT FIRREE @ 45 FlOFHKIH 5B L PIRFESL E COMUMITONTL, R22IIRTLBY, HRIEIZ 560 H
(4~548 H) TL7,

#£22 QT HREEONERHETONMN (B)

EHA n Mean sD Min Median Max
QT MRLTE 45 100.5 127.1 4 56.0 548

QT HRER T oBEE &t OER QT FIRRG, X QT EREGRN, QTERERT. LER QT R

23 WRT R0, RIS 3578 P, LIRBOMER - S6HE T OEFIT 45 FlED b,

FRLBEHFIRITS QTRIREERZLE L5, LEMQTERN 186 (2.1%) IKBRHLI, 055

Grade3 UL FOBHEMILLDER QTER D 2 HTC Lz, £/, BROWFRE. TEHEI 124, TR 446,
lkmElif) RO TR 16T LE,

#2-3 DEREOHMEE - &HHE MFY)1 OEHICEITS QT HRERORERKE

=¥ -} 2ok Enatll Grade Bk L]
n =845
g | 4% | Grade 3 | Grade 3 | £ |FEE| BE | B |KEOHE |28E | BT | T
x5 BLE »y
= 18 18 16 2 0 18 12 4 | 0 0 1
@.1) (88.9) (L1 (100.0)| (66.7) | (22.2) | (5.6) (5.6)
L QT IER 18 18 16 2 0 18 12 4 1 0 0 1
@0 (88.9) (1.1 (100,0)| (66.7) | (22.2) | (5.6) (5.6)

QT B A S B D A7 451 B SR (% W AT 2Rl 2 -3 2 LTRINL A,

FRLAITRED QT BIWEREBEHE 5 L LTHEIN L,

&4 (PT) : MedDRAJ version 21.0

F—FATR—ORER (88155 VI PT b-Ut) BSEHERRD bAaiaicik, 1{h& Lz,

BHOBKERSTE Lz o0 T, FRERBMICIESEIEz#R LI,

‘Grade : Grade 3 B\ E>Grade 3 33, st : mIS-IREE. B - BI>HEIEH D> REH BRI E Lz, ER=THCHoFH
SRR I . FER LTV A RHEIMER=RN TH DM OL TN & LT L,

QT BFEEIZL T OBEEEE tl": OER QT IR, KM QT IERAEGEE. QT EEIENE, OER QT ER

10




3. FEE

F 31t sy, IMEEEEERIIESAR S 3578 5 212 6] (5.9%) B biv, €095
Grade3 ELEOFRIT 35 FIC, @it B8 40, MR 4641, RER) 16 KRG IFEC) 1#ICL
7os

T, FEESEHEEEOARIT, FEE 16, FEREET R, TARGFXUBTI /) M A727—
RN S4E, 757 I/ I A7 25 —FRMN506, fg e ) A 8800 4 5% CRBIETRES 2 5
Lk,

FABEETCR T AFEEEEESORRE S 5.9% (212/3578) . Grade3 LA OFFFEMES S ORI E
& 1.0% (35/3578. BEIRFELS 1471 1I, EERREER (AURA. AURA2, AURA3, FLAURA) O#2H&Friz
B aIFEEORREE 8.7% (99/1142) | Graded L EOIFREEOREEIS 1.6% (18/1142, BIRFETEL)
NEHMEIED LN TED E8A, BT, BITEEEH LTV ASIHEERRAR (AURAS, FLAURA) ®
BESMBITIC 1T B EEEORBE]S 84% (47/558) #RZB3LOTRIVETLTLIL,

& 3-1 HFESHEFZORRRER

BEE REMHRFTHR Grade BEM iR
fEFI n = 3578
P | B | CGrade3 | Grade 3 | Ef |FEX | HE | B [REE HBEE | L | A
| & Bk HY

it 212 257 177 35 24 188 149 46 16 0 1 0
(5.9 (83.5) (165) | (11.3) | 88.7) | (70.3) | 1.y | (7.9 0.5

FI=wFIJ)| 50 50 43 7 I 49 40 5 5 0 0 0

FFURTT] (14 (86.0) 140y | .00 | (98.0) | (80.0) | (10.0) | (10.0)

—ZHan

TANRGXH| 54 54 47 7 1 53 46 3 5 o 0 0

FIRFR] (LS (87.0) (13.00 | 1.9 | 08D | &85 | 5.6 | 0.3

7 = Z—Eifm

ey e 4 4 4 0 0 4 3 0 1 ] 0 0

Ham 0.1) (100.0) (100.0) | (75.0) (25.0)

* IR 1 1 0 1 1 0 0 0 0 0 1 0
(0.03) (100.0) | ¢100.0) (100.0)

ITHERE 65 65 52 13 8 57 45 15 5 0 0 0
(1.8) (80.0) (200) | (123) | 877 | (69.2) | 3.1y | (0.

e 81 81 68 13 14 67 52 25 4 0 0 0
(2.3) (84.0) (16.0) | (17.3) | (82.7) | (64.2) | (30.9) | (4.9

HEAPETRE S 2 2 2 0 0 2 0 2 0 0 0 0
(©.1) (100.0) (100.0) (100.0)

TR S8 B R D HE B e SR (% )T 2 R LR M RS & 2 & L TR L, #hlME T molRtRnBEmm s o s LCRI L,
F54 (PT) . MedDRAM version 21.0, * EEMELCOED A LOEE] »oTHTE v 2 HEF LRER
FEl—E - CR—OREHER (27321 PT LU0y S EEIERD b ainid, 142 Lk,

B ORBEMARE L EMIzon T, PRl £S5 & e 3r Lk,

Grade : Grade 3 B\ ->Grade 3 A, T - IB>de M, (B BO>BEED ¥ >R EE>BISTIE & Ui, Bi=FChd 5%
ERIEAGZIEE BT, BEL WAL HRPNER=TH CHIREH DRI E LTHES L,

FrisEEis g 212 flOFAR G M DAMFERE TOYPMC OV T, R 32ITFT LB, PRIDIT
2500 (2~4728) TLZ,

# 32 HESHEFZOUERFEFETOHE (H)

ERAE n Mean 8D Min Median Max
Frpa s B & 212 56.6 84.3 2 25.0 472

1




% 3.3 I, ISR EOIERE - &6HE T4 OB 47> T, TEEEEFSOBRNIE RS,
447 F 33 4] (8.5%) ICFEEpIEESREH LN, F0 55 Grade3 A EOEHERIE 7 Z=73 /) F7
R7 = TF—FRA, TASRTRUET I FF VAT =5 —FPRNEUITRESERE 241, FgERE 14T
L, 27, BRomFE, e 266, MR ofRT TREE] 3#TLAE,

#3-3 FRGEEESOREE - S0HE HY) OEMCST3HFESHEERORRRR

HaH BT fER Grade BEH : LT =
n =447
% | 4% | Grade3 | Grade 3 | B |FEX | BE | B |RkBE | 4Bzl B | FH
=3 [l HY

&5 38 45 33 5 4 34 26 9 3 0 0 0
(8.5) (86.8) (13.2) | (10.5) | (89.5) | (68.4) | (23.7) | (7.9)

FS=YFTI/ R0 10 8 2 0 10 9 1 0 0 0 0

SRZET—E| (2.2) (80.0) (20.0) (100.0) | (90.0) | (10.0)

Hahn

FARGELEET| 7 7 5 2 0 7 6 1 0 0 0 0

IR UAT=| (16) (71.4) (28.6) (100.0) | {(85.7) | (14.3)

S —EHhI

[ii =R =l I PR g L 2 2 2 0 0 2 2 0 0 0 0 0

n (0.4) (100.0) (100.0) | (100.0)

e R 15 15 14 1 2 13 8 5 2 0 0 0
(3.4) 93.3) 67 | a3n | @67 | (53.3) | (333) | (13.3)

[ 11 11 9 2 2 |, 9 7 3 1 0 0 0
(2.5) (81.8) (18.2) | (182) | (81.8) | (63.6) | (27.3) | (9.1)

TR B OFE P SR (% W IRAT S R R 258 & LTHIIL ., ThAE TS golTRERIEAZ L LTRH L,

T84 (PT): MedDRA/J version 21.0

Fl—# TR —ORER (G 3V PT Ln) BRERERS ST, 188 L7k,

B ORIERMRRER Lz ok, FRREEINCE- S 23R L,

Grade : Grade 3 Bk _|->Grade 3 i, MMt : TE>IEEM, W < E>BES ) =RIEE> ol & L, BR=FHTHo9R
HELIBETIC S H T, BELOHNSEWHEBEM=FH ThHEMOZAH & LTHEIH L,

4. M=

FA4VFET LB, DS EEHESIIL SRR 3578 #1409 61 (11.4%) ZFE® b, Grade3 Pl
Foodgid 104 BT, BRIRIT TEIE] 18241, TiEfe) 8440, [REIHE] M40HIRT TP 3fITLE, £
fo. MUtk RS OPIFRIE, R 221 ), FIEREE 153 #), P EREG L 88 i, Hil 73
B, /A E 24 ), R EREDE 1 IR U R MEREAE 5 I C LT,

RS o B B iR R O RERES 11.4% (409/3578) | Graded LA E D ML SF SO R
BHle 2.9% (104/3578, BIRECEL) 11, BIERR (AURA, AURA2, AURA3, FLAURA) OR2MEHE
fRAT I 33 ) A M TEVE BT S 0 RAES 24.3% (278/1142) | Grade3 P E O M TR ER S OHBREIE
3.9% (44/1142, WHFTEL) P LEMNIRS b TRy, Fio, BEXEIZEH L TV 2 BIHEKRR
B (AURA3. FLAURA) OFFSEHTICRIT B M/MMRIA 9.5%, FPERED 72%. AmMERkED 10.0%, HifL
S2%MBBREESEZBELZ2LOTERIoT,
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®4-1 MBREUEEEZORERR

HRA RetEETHE Grade BEME iR
$EF n = 3578
Hlg | % | Grade3 | Grade3 | B |JEEE | RBIE | S8 (kbEE |[$8E| T | RH
xin LLE HY

HE 409 575 304 104 30 379 182 84 140 ] 0 3
(11.4) (74.3) 254) | (7.3) | 92.7) | (44.5) | (20.5) | (342) 0.7

21 73 73 52 21 6 67 23 19 30 0 ¢ 1
(2.0) (71.2) 28.8) | (82) | (91.8) | (31.5) | (26.0) | (41.1) , (1.4

[=hii g5 7S i 5 5 4 1 0 5 1 2 2 0 0 0
0.1 (80.0) {20.0) (100.0Y | (20.0) | (40.0) | (40.0

SNk 570 153 153 129 23 5 148 96 29 27 0 0 1
“.3 (84.3) 1500 | G.3 | 961 | (627 | (19.00 | (17.6) 0.7

FPEREARE 11 11 6 3 0 11 3 2 I 0 0 0
0.3 (54.5) 45.5) a00.0){ 721 | (182 | .

TR 88 88 45 43 3 85 63 18 7 0 0 0
(2.5) (51.1) 48.9) | 34 | (96.6) | (71.6) | (20.5) | (8.0)

MM DRE 24 24 18 6 5 19 9 5 9 0 0 1
©.7 (75.0) @5.0) |o8)| (79.2) | 37.5) | (20.8) | (37.9) 4.2)

bW R s 221 221 197 24 14 207 91 39 90 0 0 1
(6.2) (89.1) (109) | (6.3) | (93.7 1 41.2) | 17.6) | (40.7) (0.5)

I HEFEAE TR B G D REF H 2 (S I AL T R SEM 2 S & LTI Lk,

RIS R O IR £ 58 L LTI L.

4 (PT) : MedDRAJ version 21.0

F—EFH TR —OBIEA (HH 5V ME PT LUV BHEEERD ARSI, 1 L,

WROBIERARER LEMIC 2T, T Rliic S ffeRrm Lk,

Grade : Grade 3 b\ E>Grade 3:RH, HEEtE  EESHEIUE, B BO>HMESD Y -ROE-BI-R%E L L, EBR=TIThr%EH
RBSERZ R 6T, BRL TV 2 2BLMIER=RUTH 3 EMNDZAN L LTHEE L,

I iEF B 5 408 Fl* O AFREBRE D LAEIBRHE ORIz OV TR, F42ITRT LY, R
1408 (1~360 A) TLi, *0RRIEOHIHMSRTAD 1 5B,

#4-2 MESHEESZONRERETCOLM (8)

ERA n Mean SD Min Median Max
GRS E S 408 | 404 627 1 14.0 360

W ERLEENYRY

5. DREE (QT MBEEERC)

QT MRRIER % Bk < LIS M S S 22 MR %8 3578 B 101 51 (2.8%) 1232 b, Grade3 LL ko
FRIT2001C, dsimik TEMED 4140, TERbRy 314, TREIE) 1681, [&EELY) 36, [ 9fl
BUCTREL 1HITLE, i, QT FRER £k < DEREMETLOMNRIE, TEEdEv 2046, LF2
1761, FAHMEERIE 14 G, FRIREEE 8 61, LEME 761, BERVWLEMERARGEE SH. 5 - mikiFe
44, MR, R BV RDERSE 36, SEOEE, BELTE, i, SR OHEIREE 2
B, AEAR. SHELTRE, LEELL, DPER, FEEMREREEE, Dk, FARE, PRIk, AEER &
FRZE, EEMHARAE, o, LREEEHETEOCDEERL 14T L,

2B, ERAREREICSIT S QT MRERE 2 B LEEEMEER0REEIS 2.8% (101/3578) . Grade3 L
Lo QT HRIER 2 k< LIEESEEE R ORBES 0.8% (29/3578, RFFET oH) ik, EHEFER

(AURA, AURA2, AURA3, FLAURA) OZL2MHEMITICET 3 QTEIREEZERL LERESEEESRD
REES 2.5% (29/1142) | Grade3 Pl E® QT MIRRER &1k LB EEHEFROERES 0.7% (8/1142, &
RIECEL) OERLERIIHED N TWER A,
QT HIRRAER % b < LIEREEEEE S 100 fHC oW TARE S RE» L UERRE CoMz A2k L 25,
FHIEIX 470 B (1~360 H) TL, *WERSZOMEHRYO 1 #l%E<,
QT MFRER Z bR < DIEEE EESERICS>W TS S & ERE R 2iED, B0 U 2 7 S/MeEs 2k
BLTWE ST,
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6. EERAE

R AT p e 2 MR 54 3578 Al 79 (7] (2.2%) IZERM L., Graded BLEOTEET 19 AT, =i
EfE) 4740, Tegte) 1740, [REED s#H, TEEEHD) 16, [T 468U 57K 5EHTL
. Eie, BRI ESROMNRIL, B2 1Al MRtk s 41 BRETO 1 fl2ET) | FREE S
fl. OADOEL, SEXE. PR CRBELNE 44), LEEER, MRIER, HERESE 36, T
%, g, FEEER, RIMEIEAR UNRSEAE 25, BERg, BiEE, 47, REE
. OEED L OFE, PHE, A 7N Fligk, w4 al T Xk, A RPN, ETHS
M R, MBS, BUMAEES s vy, AT 4T VR - Va vV AT ERE, R THESRE. U
VoSG, RBEHTAEIEM L, MBI, Wi, el o277 Y TEE, {BIR. SOERE, ~v
ANAMEEE R, HEEEE, ~ALAMREER, MEERERERE =2 —T P RTF R - A 2T A [l
F 16T L=,

i, HHBSGEEE I BT ARTEEEESORIEE 2.2% (79/3578) | Graded L EORRIEORREE
0.5% (19/3578, TBIRFET 4fA)) 1T, EEPKRE (AURA., AURA2, AURA3, FLAURA) ORE2MHFSAFITICE
A RILEEEESORBREE 7.1% (81/1142) | Graded BA R OREREFROFEBREE 0.5% (6/1142,
RIFFHTEL) HPOEFHLERIRDLNRTHER A,

BHE B ER S 78 IS OV TAHIIR EHAH b FIRIRRE COMEE AL A, PREIL 5458 (4~
611 B) TL7, *UEFEREQHMARIIO 1 2R,

7. IEEIAE

AR R SR I e SRR % 3578 Bl 45 1] (1.3%) 123 B, Graded L EOFELIT 29 6T, I8
ik el 146, TR 15, TSRMIgE) 9B, TEMmEHV I 2#. [l 4FLT IFH 1HT
Uiz, E£in, ML EREEMERONRIL, EEBIRIMARE 1361, ERE IHEERIETO 1 HEST),
VO i BRI e iE R OB RDIR MUASSE (BRRFET 0 1 & Sde) 2345 S, MEEAZEAs 4 4, HERME M NEEE &
RR bV ADMGIENRSE 3 Fl, AEOHEE, OHEELUERENS 26, MNEFRIES FFHE, St
TR IE K A AR ZE 234 1 BT L,

72, WHARSREIC ST 3 LRI EREET R OFEHES 1.3% (45/3578) . Grade3 L Lo fJE#fE BIE
BHROBBEES 08% (29/3578, MIHELE 4461) 13, BEHRRS (AURA, AURA2, AURA3, FLAURA) OF
LMEFFSIRATIC RT3 M ERIFE I EES ORBEES 1.5% (17/1142) | Grade3 BL Lo mie L FEBIH 5D
REHEE 0.6% (71142, RRBFETEL) HLEALTIERDLATHERA,

AR FEF FE AT 4 45 FHe DWW CAKE SBA N L OMBRE COHMEA L Z A, TR{EI410H G
~413 H) TL%,

8. AEEE

MAIEREE 2 L0 A< IREEEESRS THER Lz & & A2 3578 FlF 20 4] (0.6%) ZEHbh,

Grade3 Ll EOH&IT 34IC, &R TE#] RC N 8% 746, [REHE 4@ET RH] 261TL

Fo. Ei-. BEESONIT. FHERN 44, RIERTIRIBZEN S 36, GNE., BEHNM, BiEk, A

BOORS A. RIS, fEREgS, ARANLS. EEMEEESIEE, EHREE, MR EREEY. IRERUS A R UNRMEDS
BAE1HTLE,

35, AREGREIC BT A AEEEREES OFRHEE 0.6% (20/3578) . Grade3 Ll Lo A IR HEE 4
DIEBES 0.1% (3/3578, RIFIECEEL) 13, ERREB (AURA, AURA2, AURA3, FLAURA) DZAtEfF
AIRHIC BT B BRSNS ES OB G 04% (5/1142) | Grade3 PO AFEEEEHSORBER LD
LERLELRIHEROS LN THERY A,

£ SR B 4 20 T OV T AR 5B LPRIRRE COMME R L 25, PR 4758 (14~
357 B) TL7.

AR EREES L LT, EEAANS 16251 3 fIOANRERINL TV 00, HEEPERIT
TOEFMITRS bR TWER A,
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B ZOROERFEEHE

9. T# (Grade3 LBl L)

Grade3 Bl FRIZ2 A MARETR142 3578 U 25 ] (0.7%) 1o bt ISiix TEAL 1561, MEEy 10
FilcL,

Grade3 BL_E@ TH 25 B2 oW TAAIR SRR L AERBERE COYME2A- ¢ 2 A, BRI 2208 2~
274 A) TL™=,

10. EREE (Grade3 Ll E)

Grade3 EA L RE RS i3 fe S MR 2 3578 il 26 4 (0.7%) W& LN, =R TEH#E) 114, I8
By 134, TREE] | BREG IR\ 1HTLE, £, TONGRIIRE 124], SEREER3IF, L

M. 2EMRZRUHRESRESHE 24, JiF. S, EEEE. BRESROBEERZEE 1T
L7, Grade3 BA Lo RS 26 BIIZoW TARIR 5-FREH DEREE COMB 2 AL 25, PRMER
225H (2~335 A) TL%,

11. ME% (Grade3 ElL)

Grade3 BL EOMARITEL AR X 3578 HP 16 81 (0.4%) 2588 b, I (EfE) 44, Tk
104, [REHE] 261TLTE,

Grade3 LL L MBHZ% 16 Bz 2V TAKIE 58045 O HERRE COMB 2 Akt 25, hdf@iZ 7850 (1
""659 E) HC' [/fCo

B LD LS DEELED

ID A OESTAEER & LT QT MIMIER. ITEH. mikEk. LEEE (QTHIBEEZER)

IBYAE, MHRTERE, AMEIE, Graded U O THHERE/MBAAZELEThERH LE L, 208FE.
FRENOREBHRE CERE AL QT MRIERE 1.3% (45/3578) | JTFEE 5.9% (212/3578) . ikt
11.4% (409/3578) . DFEE (QTHIMER£ER) 2.8% (101/3578) | BHYWE 2.2% (79/3578) . MikZE#
i 1.3% (45/3578) . AEEREE 0.6% (20/3578) . Grade3 BL B TH#i 0.7% (25/3578) . Grade3 LA o B s
% 0.7% (26/3578) R U* Grade3 B\ LD MFHZ% 0.4% (16/3578) CLT=,

m 73

AEEREIT SR 3563 e B e L. [BENACHRIROLEOOFHA F5 4 (RECISTHA ¥
SAV) HELIR ICHED, RRASHE EHYENE) 2FMLE LE,

cBUEEDER . REBSDHRIE T2 1196, TMayZEs) 373 HThY, EoE (SLFEPHHHY
=) 1% 69.9% (2492/3563 ] 95%IEMEIEM : 68.4-714%) TL7=,

- RSB a Yy b B2 e R GEREPHISREMRE) 13.86.7% (3090/3563 81 95%(EHE
XM : 85.6-87.8%) TL7,

B FEEH

SRORMBEBRICBNTARIORRT 4 v b Y 22235 P RATECHBE 52 5 L 5 BETE 8RR
BHHERTWERAR, EEIRIZSE L 23 RWTERIE VTR, HOHRRUE T & ET,
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5 D vy %AOmg
| < UV $E 80mg

FURF T AUV EIER

TAGRISSO® Tablets 40my80ng
ERBGERE RRRE BRBE

B 1 ERREREIC R BEEA - RO
HERI—E R

7R SR AR A




BE1 FERABRERECHTIEHER - BLEORBRKR—ESE

{ERAREGRE
B4 ARAT R 3578
TR % D ZE R SE (4L 2079
BHEHSORBEE 58.1
AREOES ﬂg@ﬁggﬁgﬁf
RS LU BaE 442 (12.4)
A gt 4¢0.1)
RER ik 1(0.03)
K[EZE 4(0.1)
g 1(0.03)
B 4(0.1)
EaHk 3(0.1)
HRB# 2(0.1)
HREE 5(0.0)
JikEiTiES 2(0.1)
Rl = 1(0.03)
RATESR I (0.03)
MR 3(0.1)
AEED P HTE 1 (0.03)
g% 1(0.03)
JIEZe 370 (10.3)
WHIEZE 3(0.1)
Iiize 11 (0.3)
A T I RS 1(0.03)
w4 27T Az 1{0.03)
A L Ak i 1{0.03)
T B B T e 1£0.03)
{& B R IR & 1 {0.03)
[letiokudi-£2 3(0.1)
Wil fERE S 2 w & 1{0.03)
BT RE 3(0.1)
BT s AE T 1(0.03)
L& 2(0.1)
PRI RS 4(0.1)
U g 1 (0.03)
B B RS 1 (0.03)
TR R 2(0.1)
R 1 (0.03)
AN 2 8(0.2)
itk - 3(0.1)
HER -~ A 23y F Y FRER 1 (0.03)
)3 1 (0.03)
SR 1 (0.03)
AL AR [ % 1 (0.03)

BRI OES ﬂg@ﬁggﬁgfﬁ
AR 1 (0.03)
AL 2 HETRTR 2 1(0.03)
A T R I R 1 (0.03)
Za—EVAFR A BT fiR 1(0.03)

BiE, %fiﬁxvﬁﬁﬁxﬁoﬁfém _ 4.0
(TR L R =72 ETr)

B #ifigtE U > 30E 1(0.03)
B 1(0.03)
JiEiES 2 1(0.03)
EERIFEE 1(0.03)

s LY R 122 (3.4)
Filn 73 (2.0)
FERRNE % PR 3(0.1)
FEEME T R fE 1(0.03)
YRR il 1(0.03)
SRR Z AR M 2(0.1)
B iR A E 5(0.0)
FHEREAE 11 (0.3)
A BRI AT 3.0
PRI BRI 1(0.03)
/N A E 24 (0.7)
FEH I 1 {0.03)
¥ == 2(0.1)
TR R 3(0.1)

P Ay I RS 2(0.1)
RIS RE TOEE AR 1(0.03)
PR ARNE o ABE 4 1(0.03)

fREHR L UaERE 244 (6.8)
73 ' 6(0.2)
3 1(0.03)
SR T KILE 2(0.1)
ek 1(0.03)
&b Y o AmiE 12 (0.3)
#F F Y oA 1 (0,03)
Y ZUEY R 1 (0.03)
"R ERMLAE 3(0.01)
EF AT I e 6(0.2)
& T A 4{0.1)
K0 ) o Al 4{0.1)
K+ Y U LifE 18 (0.5)
FERELR 207 (5.8)

kR 4(0.1)
3 D 3(0.1)




BlfERE0EERNRR

AR O o A | |EREORS DB (SRR %)
#15 ofElk 1(0.03) S MEERE D E 1 (0.03)
AEREEE 88 (2.5) AT 1(0.03)
B AR 1 (0.03) L E 59 (1.6)
IR H . 1 (0.03) AL AERIE 2(0.1)
HpiE 4(0.1) THER 1(0.03)
i ofn 5 88 41 1 (0.03) LIS 7(0.2)
FRANGE 1 (0.03) TR 17(0.5)
D E 20 (0.6) S Re 1 (0.03)
RERE 34 (1.0) B A 2(0.1)
DRAFADT 1 {0.03) 5 omfEiRe 4(0.1)
P I R 1¢0.03) Lol ik 1(0.03)
[i=E 11 (0.3) ik 1{0.03)
KETE 1{0.03) Q TIERJERRE 1(0.03)
ISl 2(0.1) LEE 2(0.0)
BTN 1{0.03) % 1 (0.03)
oA 2(0.1) EhiE 5(0.1)
Ttk == —m SF— 4(0.1) iRt R 1¢0.03)
ST R 1 (0.03) TRtERNR 1(0.03)
iR = 2 —a NF— 2(0.1) e IR A 1{0.03)
Hemh 1(0.03) LR 3(0.1)
BA AR T + 1(0.03) IR 2{0.1)
=L 2(0.1) et AR 5¢0.1)
Z 7 hidg 1(0.03) LR EEHENET 1 (0.03)
SR R e 1(0.03) R 1 (0.03)
g R 1(0.03) b L ALIGRE 3¢0.1)
N 1(0.03) mERFEE 29 (0.8)
HRERE 20 (0.6) BT 1 (0.03)
2] 1(0.03) A LE 3(0.1)
R S o 1(0.03) {E A= 2(0.1)
AU LA 1(0.03) A 1(0.03)
ARAG 30.1) TR A2 5 13 (0.49)
AR 1(0.03) ETY 1 (0.03)
AR M 52 i 3(0.1) ke — SRR 1(0.03)
Gl lE3 1(0.03) FERAE 2(0.1)
N 4(0.1) T AR i 5(0.1)
SRR A e 1(0.03) FERER, MELIS & CNEERRfE 305 (8.5)
pragll gt 1(0.03) o | SRR AR AR 3(0.1)
HRARE 1 (0.03) Fnk 1 (0.03)
T TR 1(0.03) i e, 1(0.03)
IRH&Tr S A 1 (6.03) S it 1(0.03)
Il 1 (0.03) MR 2(0.1)
Hi L USBKEBES 5¢0.1) BT 2(0.1)
K 1 (0.03) P PR 8 (0.2)
EfEE s E N 2(0.1) SRR R R 10.03)
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BERASOESE Egg&%ggggi? BEASOEE ag;gﬁggggi?
ST RETRI: 2 3¢0.1) Had:HIRE 1 (0.03)
Fhtm 8(0.2) ATl Pt 5(0.1)
1L 2(0.1) H B 1 (0.03)
Laalb 1 (0.03) H s tH i 1(0.03)
LA SRIE 3{0.1) HEE 2L 1 (0.03)
B HE i 4 197 (5.5) b B HH i 1 (0.03)
MEETZ A 1 (0.03) R 3(0.1)
MRS 1(0.03) A LA 1(0.03)
fitiEsE 27(0.8) Bl 69 (1.9)
Pl 1 (0.03) SR 1 (0.03)
B OHRAE 1 (0.03) SRS 1 (0.03)
SRR, 1 (0.03) Bk 1(0.03)
Ji0F\d 4 (0.1) [P 138 (3.9)
Rangde 1(0.03) R i 2(0.1)
AR R ¢ 2(0.1) B 33 (0.9)
i 23 2(0.2) + itk 1(0.03)
S 4(0.1) PR SR ESE 1(0.03)
Hilita e dn 2(0.1) Imficdli-e 2(0.1)
TR dn 425 5(0.1) W{E 5(0.1)
BRSEILE 9(0.3) O PEIERR 1(0.03)
fiff 1 1 (0.03) TP REEE 151 (4.2)
Hili 74 fiE 1 (0.03) JEH 5 o Ff 1(0.03)
FELR R 4 1 (0.03) i 1(0.03)
iR 1 (0.03) AT R R 66(1.8)
L& OLE 1 (0.03) JFFREsE 81(2.3)
HRERALBE 1 (0.03) AT 4 1(0.03)
HHBRE 1 (0.03) NS 2(0.1)
Fifiggt: 9(0.3) BB LB TS 760 (21.2)
arE gt S 2001 iE 6(0.2)
- EEAE R 2(0.1) JREFE £(0.2)

BIBEE 582 (16.3) BeRE % 8(0.2)
BB AR 1(0.03) EHHERE % 132 (3.7)
REEARERS 1 (0.03) TLAX ek 1(0.03)

- R 5(0.1) LR R R g 2% 3 (1)
77 Z 2(0.1) B 4(0.1)
AEx 7(0.2) BT 142 (4.0)
TR e 2(0.1) B 24 (0.7)
{54 12 (0.3) SRR P v 2{0.1)
T 390(10.9) 4LEE 25(0.7)
+ ZianTE 3(0.0) ZHEALEE 6(0.2)
LR R 1{0.03) R AL BE 1(0.03)
1753 2(0.1) SiTIE ' 1(0.03)
= 1(0.03) A 5(0.1)
H 3(0.1) T - 1(0.03)
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EIERSFOERAIFER

HEAFOEERN R

AERSORE EOY GERA %) | [T ONR SEI (SETEIE %)
DEE 6{(0.2) EEIer 2(0.1)
E=2ie 1 (0.03) Y fif g 1 {0.03)
FiE - RERSRE TSI 300.0) B R R 1 {0.03)
B 3(0.1) SRR E R 1 (0.03)
$a Bt oo 1 (0.03) A H R 3(0.1)
2 3 FEE 67(1.9) Tk I UREEE 42(1.2)
SREE 6(0.2) IfJR 2(0.1)
b+ 373 304 (8.5) AEHE 1(0.03)
HLERHE R I(0.03) R 1 (0.03)
EEHRUE 7(0.2) EQR - 4{0.1)
2R IN-2 2(0.1) FhEE 2(0.2)
BEdR iR 9B 11 (0.3) BAE 1(0.03)
LBt 4(0.1) RAGHE 1(0.03)
2 S ENERE 18 (0.5) REH#N TN 1 (0.03)
Wi 1 (0.03) TR 24 (0.7)
izt Etedidrny 2(0.1) ot 1 (0.03)
b B 1{0.03) ERFRB L UILERE 2(0.1)
B IghEE 16 (0.4) #HEFE 1 (0.03)
FEEULA 6(0.2) PR 1(0.03)
B R IR 15 (0.4) —i - 2HEER LR ORE 195 (5.4)
B 23 (0.6) S IE 2(0.1)
RIS R 1 (0.03) RIEELL 1 (0.03)
S 6{0.2) FET 2(0.1)
AF 4 =R« Pa i AERER 1 (0.03) o5 17 (0.5)
e 1 (0.03) BATHEE 1(0.03)
E 41237 17 (0.3) B 96 (2.7)
HEBIE 9(0.3) i 3(0.1)
JER 6(0.2) A P 14 (0.4)
JFR R A 1 (0.03) i) 2(0.1)
SIVLEE 2(0.1) 328 61 (1.7
LT D FEE 2(0.1) LRI 1 (0.03)
Rg Rz 2(0.1) AR 1 (0.03)
FREH 4(0.1) BER AR 2(0.1)
IR A 2L 2(0.1) FRHRE 517 (14.4)
JIER O e fiE 2(0.1) LSS h o KT 7 AT T 2(0.1)
YR 1(0.03) iR

BER AP & OR AR 38 (1.1) il F¥ARI=7—E 50.(1.4)
S 702 7 37— Rm 11 (0.3)
atist 1 (0.03) TARGHEUVBT I/ FPFVART =
e 8(0.2) 5 —EH 54(1.5)
R 1(0.03) mp 773 1(0.03)
g 1(0.03) me Y e 4(0.1)
s 15(0.4) 7 o— 1 (0.03)
23 3(0.1) Il 27 e — AN 1 (0.03)
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AEREOmSE s sy | (MemsomE s e
M= R T a— N 1 (0.03) A= = g i 1(0.03)
ey LFF R AR F—E R 41(1.1) {REB 8 (0.2)
7 V7 F =R 1 (0.03) B ek 153 (4.3)
My L7 F =88 38 (1.1) fiRa v v e —F WEIRRE R 1(0.03)
1. FL ARk SERESE RN 4(0.1) M7k UiRR 77 #—E8n 8(0.2)
e Y w Al 1 (0.03) FrEsR -7 2(0.1)
Ml o LR S g 300D EERERE 1 {0.03)
I e R EE AN 1 (0.03) HMa~—H—Han 1 {0.03)
C — BUSHERR B 3(0.1) KRREAY 1{0.03)
B AR M 1 (0.03) E ?to GRTF—TVARF—F R 1 0.03)
LEEQTER 44(1.2) £
TFREERICAN 3(0.1) WHRRTE R 1(0.03)
- TAEINRFYRT =T 502 Hﬁiﬁﬁ'&iﬁjﬁtﬁ 2(0.1)
Hm i PEBINESSHE 9 (0.3)
~E T 7(0.2) =i 3(0.1)
[ At AN 1 (0.03) G 1(0.03)
U R 5(0.1) izt 1(0.03)
B RkaeL 88 (2.5) B 1 (0.03)
RESRATEET 1 (0.03) HA A il e 1 (0.03)
I e 221(6.2) FHEA T 1(0.03)
B gD 1(0.03) 45 1(0.03)

1(0.03)

=R = g g |

MedDRA SFEHIFET (SOC)R US4 (PTYTHEIL 1,

MedDRA/J version 21.0
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5 g vy %AOmg
VY sismy

AIRNF T AV EIER

TAGRISSO® Tablets 40n-80ng
ERABRERAE BRERE /RS

B3 2 ILD CHIRE T DER—F
(‘RN BER)

TR LT ERLERE T




IE

ILD CEIRECDEF —K (REEMRTERERD

No. | #&31 Fht | PS | KEGAR | BRE | BEE | FHo SHHE —ARART | WMo | Mokst | LDEE | ERO | BRES | ERET
Sqv HEH 0 BARE | Eaim | RBHE R MR DEE
1 & BORRIY | 1 4 FAEEHERE | 128 | #5dhik | 2 BIBERGS, SMUERE. O A " L H H N PR
=R HE (PRiME) | IR, (&0
PR PR A ,
2 B TOREMR | 1 6 FEMN | 2418 | 551 | COPD. &, Ba@®. & L L L 2L L WMo ER E
HR i R R 2
3 & S0ER{% | O 6 A 56 H o | B, EELE. A Ll " el nl H 5y 255 =L
bLg: e, BAZMETINRELEE,
MHEAAR R, AANR, &
FREBIME, BARSRAE. HORI
i, BHEREER
4 | 60EEY | L 6 i 1998 | 5k | — 2l A L L L HRoy 2R 2L
5 3 05 | 1 3 FIRRENS | 108 | #Edul | SRR, THUE, R 2L =1 <) " ey B L
R 3. FRERFE, HEAMEE (&6
MRS, B4, BIMHE,
WA B, R,
6 & BOEEIL | 1 3 ARDS 700 | &P | FBIR (S L L 2L L 2L ¥y R4 3% 2L
i3]
7 5 60FRM% | 1 2 fifi gt 338 | #EPuk | EidiR, BlESE, L L 2L L " HEFT "
RN, R
8 B 70854 1 0 8 i 3180 | W&k | ATSZARINICRE, AAETHIEN L L H L L TR o)
HEEE, {AILAE
9 B SOt | 1 2 RIEMEN | 1208 | BEIE | BLEE, SRR, L H 2L L " SEeED 2L
g BB 2., @RE, Bk
W, DMER, PVC
10 L | 0Bk | 3 5 WIEHEN | S6H &k | KENRAREE (LAT7RKEIRD 2L H 2L L " o2 L
RE & FATREIIRIZANT T) |
i E
11 B BOERfS | O 5 BIEMER | 44 B BEt | Sl AR, L =) 2L SRl =) HarEy 2l
) ‘ RIRAE, WK B B
12 B GO | 0 17 FIEHEAS | 958 | #&Erhak | BTHERERESE. N, W0 L 2L ) Bl Bl B ELh 2L
b} g, B, KR
BEEMEAER ., FIRE
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No. | S5 i | PS | KEPAHE | BRA REE | FHoO S HE —fr=7 | Wo | Mok | LDHEE | MERED | RBEE | REET
S Y=)- ne= AARE | mq4m | REBHE EE ZhE DHEE
13 = 605k | 1 2 FIEHAT | 36 H wEdk | @B 2L 2L 2l 2L 2L AT F3
14 B GOt ¢ 1 12 R At 37H Hebcpak | BUALIRRE. SME. AR L 2L L o) <) N FEAREE
: B i, {HHAE
15 4 O | 2 2 PIEMERT | 2450 | #4500k | ERGE,. SRETHE L L 7L L =L s ZEsh | AR
wH
16 & 40 | 1 4 THREE 42 H gt | — 2L 2L L H 2L T H
17 3B s0MEfL | 3 11 FIEMERT | 57A #oul | B, BlE. Wik, H H <) " <) HEER) | AR
R BIiIGE, NIEAEAE,
COPD. FILIE., FERIE.
IS RFIE, EEETAD
ADEEN, IR, Tvh
Aoy TP DRV, ARERETR
e
18 B 60EE{L | O 3 RORIHERSG | 206 0 | #&5duk [ — L ¥y 2L L 2L R4y 3% 2L
355}
19 % 0% | 2 11 WIEMERT | 44 H #EFI | IR, WS, £ LR H L H" 2L k=3 ENU EEAHE
%A By, BalEHEL RAGHE
P, B U
20 4 ROERIL | | 2 FOEMER | 42H #eschy | COPD L L 2L L P B EESh =L
P
21 i} G6ORE | 1 10 [k 8 H wEfE | HHEGERE. FEE. Sl L L AL 2L H BZE S
E. 8D o VEE, £38
BB IEE, S, R
IR, REHREER
LB LU, fTEEsE LA
22 5 TORRfR |1 9 RSN | 58 A WaErpik | EAERESRE, ShE, H- H 2L L H HorETh 2L
HB Fefeth B, BRI, :
. T L it R
23 S O | O 6 MIEMER | 52R BERE | BHEOT4E, TS, H L " 2L 5 B ar235h L
#HA TEHEEERRSE, (LRB. IR
. B, FRIRGE, Bt
{LAFERED, AMIEE
24 i) 60 | 1 10 e B A 3 A EAR L | BTSRRI " A L " L B #B%h Z<AH
R i

24




No. | 1£3I Fin | PS | KEEE | BERE R|E | FHROD SHHE zHRn=T | WMo | MOBS | ILDEE | REO | BERS | KRBT
S4y DAY nE BARE | E4mE | BRESTE SR e DHE
25 5 GOREfY | 1 10 FIEHEAR | 1370 | &P | SRNiEE. TR H H L %L H B ZEy zL
KR SE, s 1 A IMERE,
Mk EERR. B TIREE, i
Led=Fi:1! ]
26 = TOEE | 3 3= filiigss 13 B ‘ol | B, &M, EERE, L ¥<] " L el B FRATA~fE
M., IBHAE, (F5
27 pq BOREIY | 2 4 RIEMER | 3958 | &Ik | AREE., WE. BmLE. F L L A AL H MR ZEED Z2L
RE RIS, WA
Bk, BEE. BidE, B
e, BHIRRIE. EE, K.
REO2h, 7R, BEE.
SEE, WE, A, o
Esna. - HiBss, gt
B, BR. 2R, £
B Y g4 .
28 B 70 | 0 2 PN | 98 R BHd- | IFHtERE, FHEEEE. L = L L L a3 EEY | AR
: A 305, RISLIRIERE, B -
i
29 5 BOIRIG | 1 2 Mgl | 138 WE- | BRI, SILERE, AT L L L L H TH H
A HIAE, 1BMERRYS., GEENE '

*REBIZO B JERBILA-FAIRE MR B TR L,
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3 g Ly %AOmg
21 s 40my

AVAF T AVIVBIER

TAGRISSO" Tablets 40my80ng
FRRERE BRHE BRAE

R 3 =R~ 7TEGERICET 5
BEYEETFR ILD FIIRD
(ILD EfARZEESHE)

T AR TFERIEHERNSH:




BlES R THGAREICRST 2 BEEBRETH LD RRKE (LD FFIRFSLHE)
LT TRARE AN S RFIMER S B EOMB | LRI LD 2R | LD REER% | URVE + v XL
SRIER | fEH | (95%EBRERM) | (I5%ISERM)*| (I5%{SHEERM)*
n = 3578
FEBIIR BHA (4 3291 (92.0) | 188 5.7(4.9,6.6) Ref Ref
i’ﬁj"jfif / %EZ H (1 ARF) 72 (2.0) 20 27.8{17.9, 39.6) NC NC
A (=Fr<7 iz |[F 02 A2 % AKK 86 (2.4) 13 15.1(8.3, 24.5)° T NC NC
THERA)) Her»AME3» Ak | 3400 | 4 11.8 (3.3, 27.5) NC NC
H G AL 45 AEW 26 (0.7) 2 7.740.9,25.1) NC NC
A @ » AL 55 AR 19 (0.5) 2 10.5 (1.3, 33.1) NC NC
A (52 AL 65 AR 8(0.2) 0 0.0 (0.0, 36.9) NC NC
HEHALE) 31(0.9) 1 3.2(0.1,16.7) NC NC
Aok 11 (0.3) 1 - - -

FEFILR( NI LR RER 2 2% LTRA LA,

ILD #RIEH%IB AT =T ) — ORI RERA 258 L LTHHLE,

Ref: V) A4 ZE U v X TEHORMEO It oAk A
NC: Not calculated

“ATAY -5 SHLLLD LD BRAEFRTRS FILL Lo ILD JERBRHFIMMLE SRS L,
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< g Ly %AOmg
< 0 WY %€ 80mg

AVAIFZT AU IR

TAGRISSO® Tablets 40m-80ng
FRARERE BEHRE BERBRE

Bk 4 BEEEE-7R]ILD BEAIRDN
| (ILD EfFREZEERHIE)

T A RIS




A% 4 BEEERFIID ZEKR (ILDEMERS=HE)
TR HEE | ILD 88 | LD ZEHEM% YROE A v XLk
$EHI n = 3578 EH | (95%ISHEER) | (95%EEERMY | (9s%EERM)*
HE51 iz} 1207 (33.7) 89 7.4 (6.0,9.0) - Ref Ref
4 2371 (66.3) 142 6.0(5.1,7.0) -14(-3.1,0.4) 0.80 {0.61, 1.05)
E:5 65 HEAH 1005 (28.1) 52 52(3.9,6.7) Ref Ref
651%LL 1 2573 (71.9) 179 7.0 (6.0, 8.0) 1.8 (0.1,3.5) 1.37 (1.00, 1.88)
AT (kg) 50 kg K 1606 (44.9) 89 5.5(4.5,6.8) Ref Ref
S0kg BL Lk 1714 (47.9) 95 5.5(4.5,6.7) 0.0(-1.6,1.6) 1.00 (0.74, 1.35)
FEk 258 (1.2) 47 - - -
BMI (kg/m?) 18.5 K% 883 (24.7) 46 52(3.8,6.9) Ref Ref
18.5 X 1 25 56| 2023 (56.5) 118 5.8(4.9,6.9) NC NC
25 B4 30 A5 355(9.9) 20 5.6(3.5,8.6) NC NC
30 LA 35 i 40 (L.1) 0 0.0 (0.0,8.8) NC NC
I[SHE 5(0.1) 0 0.0 (0.0,52.2) NC NC
AR 272 (7.6) 47 - - -
TR gl 2513 (70.2) 154 6.1(52,1.) Ref Ref
7 1063 (29.7) 71 7.2(5.8,9.0) 1.1(-0.7,2.9) 1.20 (0.90, 1.59)
FERE 2(0.1) 0 - - .
Pack-years 0 (ZIEB\ED | 2527 (70.6) 155 6.1(52,7.1) Ref Ref
EHEELe) .
0 18-10 k3 108 (3.0) 10 9.3 (4.5, 16.4) 3.1(-24,87) 1.56 (0.80, 3.05)
10ELE 863 (24.1) 56 6.5 (4.9,8.3) 0.4 (-1.5,2.2) 1.06 (0.77, 1.46)
RECHE 80(2.2) 10 - - -
WHO performance status 1ELF 2504 (81.2) 189 6.5(5.6,7.5) Ref Ref
28k 674 (18.8) 42 6.2(4.5,8.3) -0.3(-23,1.8) 0.95 (0.68, 1.35)
MBE - 413k Al 2288 (63.9) 165 7.2(6.2,8.3) Ref Ref
Sk 1288 (36.0) 66 5.1 (4.0, 6.5) -2.1(-3.7,-0.5) | 0.70(0.52,0.93)
F S 2(0.1) 0 - - -
R DWERT A IWIBHELTF 1794 (50.1) 102 5.7(4.7,6.9) Ref Ref
4 PIEF LA 1760 (49.2) 129 7.3 (6.2,8.6) 1.6 (0.0, 3.3) 1.31 (1.00, 1.72)
EN:| 24 (0.7) 0 - - -
R B0 AF | e 86 (2.4) 2 23(0.3,8.1) Ref Ref
FHE : EGFR-TKI F 3492 (97.6) 229 6.6 (5.8,7.4) NC NC
FRBIZHT 2R AAHE | & 1307 (36.5) 76 5.8 (4.6,7.2) . Ref Ref
SEE - R H 2271 (63.5) 155 6.8(58,7.9) 1.0 (-0.6, 2.6) 1.19 (0.89, 1.58)
BRI B AR AT = 3291 (92.0) 188 5.7(4.9,6.6) Ref Ref
fﬁég(ﬁjﬂgf_\; 7 ;;’é{; 51 287 (8.0) 43 | 150(111,196) | 9.3(5.1,135) | 291 (2.04,4.15)
FHIZ)) (1)
[FERABIZ T S5 AHIE | 3291 (92.0) 188 5.7 (4.9, 6.6) Ref Ref
?ﬁ%ﬁiﬁ; pj—7 7 ;(:é{; (5 » Ak 237 (6.6) 41 | 173(127,22.7) NC NC
THIHEZY) () HE»ARR 39(1.1) 1 2.6 (0.1, 13.3) NC NC
ARFCHR 11(0.3) 1 - - .
i CT DS 3 27 (0.8) 4 14.8 (4.2, 33.7) Ref Ref
5 3551 (99.2) 227 6.4 (5.6,7.2) NC NC

29




A X

REMBAAE | ILD RE | ILD RRER% YRYE
fE) n=3578 | iEf | (95%EEERFRG) | (SUIEERM) | (95%EEER)*
fitv e TR i 2458 (68.7) 164 6.7(5.7, 1.7 Ref Ref
7 1120 (31.3) 67 6.0 (4.7,7.5) 0.7 (2.4, 1.0) 0.89 (0.66, 1.19)
Itio> FEHTRE - M RHGHT i 3561 (99.5) 230 6.5(5.7,7.3) Ref Ref
e 17 (0.5) 1 5.9(0.1,28.7) NC NC
B RUTHE « IAEBIRRAT (4 2618 (73.2) 174 6.6(5.7,1.7 Ref Ref
' H 960 {26.8) 57 5.9 (4.5, 7.6) -0.7(-2.5, 1.1) 0.89 (0.65, 1.21)
D FIWEE : fEFi 3 3502 (97.9) 226 6.5(5.7,7.3) Ref Ref
H 76 (2.1) 5 6.6(22,14.7) 0.1(-5.5,58) | 1.02(041,255)
I > St R PR A HEE g 3325 (92.9) 215 6.5(57,7.4) Ref Ref
# 253 (7.1) 16 6.3 (3.7,10.1) -0.1(-3.3,3.0) 0.98 (0.58, 1.65)
[(BE FEpadr fi3 3328 (93.0) 216 6.5(5.7,74) Ref Ref
# 214 (6.0) 13 6.1 (3.3,10.2) -0.4(-3.7,2.9) 0.93 (0.52, 1.66)
A~ 36 (1.0) 2 - - -
I (BTAENE - AGHE) 3 1404 (39.2) 54 3.8(2.5,5.0) Ref Ref
=] 2154 (60.2) 177 8.2(7.1,9.5) 4.4(28,59) 2.24 (1.64, 3.06)
N5 20 (0.6) 0 - - -
B REREE oW £l3 3111 (86.9) 193 62(5.4,7.1) Ref Ref
1 447(12.5) 38 2.5(6.1,11.5) 2.3(-0.4,5.0) 1.40 (0.98, 2.02)
=~ 20 (0.6) 0 - - -
R HE LR DRI Fiid 3091 (86.4) 197 6.4 (5.5,7.3) Ref Ref
" 467 (13.1) 34 7.3 (5.1, 10.0) 0.9 (-1.6,3.4) 1.15 (0.79, 1.68)
T 20 (0.6) 0 - - -
| VR AR R ORI i3 3454 (96.5) 211 6.1 (5.3,7.0) Ref Ref
H 104 (2.9) 20 192 (122,28.1) | 13.1(5.5,20.7) | 3.66(2.20,6.08)
EN 20 (0.6) 0 - - -
TR IR 2 DR IE & 3550 (99.2) 230 6.5(5.7,7.3) Ref Ref
" 8(0.2) 1 12.5(0.3,52.7 NC NC
' B 20 (0.6) 0 - - -
it L DI EE & 3435 (96.0) 217 6.3(5.5,7.2) Ref Ref
) 123 (3.4) 14 11.4(6.4,184) | 5.1(-0.6,10.7) 1.90 (1.07,3.38)
i 20 (0.6) 0 - - -
COPD DFFE ¢l 3477 (97.2) 221 6.4(5.6,7.2) Ref Ref
# 81 (2.3) 10 123 (6.1,21.5) | 6.0(-1.2,13.2) 2.08 (1.06,4.08)
A 20 (0.6) 0 - - -
DI BODGHE # 2713 (75.8) 146 54(4.6,6.3) Ref Ref
Eel 845 (23.6) 85 10.1 (8.1, 12.3) 4.7(2.5,6.9). 1.97 (1.49, 2.60)
A1) 20 (0.6) 0 - - -
EEIRA O WilE L3 3323 (92.9) 213 6.4 (5.6,7.3) Ref Ref
17 235 (6.6) 18 7.7(4.6,11.8) 1.2(-2.3,4.8) 1,21 (0.73, 2.00)
PN 20 (0.6) 0 - - -
REIE 2R M OREE (| & 3397 (94.9) 215 6.3(5.5,7.2) Ref Ref
f?ﬁﬂﬁ%@ff H 161 (4.5) 16 9.9 (5.8, 15.6) 3.6(-1.1,8.3) 1.63 (0.96, 2.79)
A 20 (0.6) 0 - - -
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REMRITHE | ILD RH | ILD RREH% Ry %E b 4
_ EFI n=23578 | HEB | (O5%ISHEEERY) | (95%SEARM)* | (95%ISHERM)
AFEFABR & ot A 6 5 AR 1128 (31.5) 65 5.8(4.5,7.3) Ref Ref
ORVTHE A b DR (F) 6» BEE 226 (6.3) 11 49(2.5,8.5) -0.9(4.0,2.2) 0.84 (0,43, 1,61)
12 # H ki :
12x AL 329 (9.2) 17 52(3.0,8.1) 0.6 (-3.3,2.2) 0.89 (0.51, 1.54)
18 # H &Rl
18 ABLE 306 (8.6) 24 7.8(5.1,11.4) 2.1(-1.2,54) 1.39 (0.86, 2.26)
24 1 A
24K AELE 1519 (42.5) 109 7.2 (5.9, 8.6) 1.4(-0.5,3.3) 1.26 (0.92, 1.74)
] 70 (2.0) 5 - - -
ER AT 1B 142 (4.0) 9 63(2.9,11.7) Ref Ref
\Y 3086 (86.2) 200 6.5(5.6,7.4) 0.1(4.0,4.2) 1.02 (0.51,2.04)
0 350 (9.8) 22 6.3 (4.0,9.4) - -
EBRORA &= 2845 (79.5) 170 6.0(5.1,6.9) Ref Ref
B A7 R i 2 655 (18.3) 60 9.2(7.1,11.6) 3.2(0.8,5.6) 1.59 (1.17, 2.16)
EN| 77(2.2) 1 - - ;
HECH 1(0.03) 0 - - -
HHROERR % 2387 (66.7) 144 6.0 (5.1,7.1) Ref Ref
BaEZE R f 1163 (32.5) 36 7.4 (6.0,9.1) 1.4 (-0.4,3.1) 1.24 (0.94, 1.64)
| 28 (0.8) 1 - - -
EEDRI E3 3145 (87.9) 203 6.5 (5.6,74) Ref Ref
Wbt i 1 404 (11.3) 27 6.7 (4.5,9.6) 0.2 (-2.4,2.8) 1.04 (0.69, 1.57)
EH 29 (0.8) 1 - - -
REBOIRM El3 3411 (95.3) 215 6.3(5.5,7.2) Ref - - Ref
LT H 136 (3.8) 15 11.0(6.3,17.5) | 4.7(-0.6,10.1) 1.84 (1.06,3.21)
R 31 (0.9) 1 - - -

FEF| LR ()T T AT RIEF £ 58 LTHIBLE,
ILD ZEBUAERI%IE AT T U — {0 SERITE SEME S L LTRIBLE,

Ref: U A7 355 U3 » KB H OO AKE

NC: Not calculated

mHT IV iz 5HILLED LD RBEHI R T 5 AL ED LD $ERREFRE S B D L,
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HENES, FOYYEF—ERER
5 O vy §E40mg
<) g vy $E 80mg

FIAF T ARG

TAGRISSO" Tablets 40n-80m

EARERE mRWmE HRRE

R 5 BELEERFIERILT O ILD FHBIHRARGL
(ILD EfiREBESHIE. ILD HEIEH 2 x2)

T AT ERVHN &R




Bl 5 BHFEZATFHEMIETO ILD RRKR (LD FMRFERHE. ILD RBEHZHER)

. REWEBE | BARCO | BRECO YAYE 4 v Ktk
HBEFDSE | ILDRE | ILD EREH% | (95%EHEREM)| (95%IEHEEM)
ILD #£HREH fEH] {95%{= 58X )
n =231
FERI 3 £9 (38.5) 16 18.0(10.6,27.5) | . Ref Ref
S 142 (61.5) 11 7.7(3.9,134) |-102(-19.3,-1.1}| 0.38 (0.17, 0.87)
fEHh 65 mER 52(22.5) 5 9.6 (3.2, 21.0) Ref Ref
65 LA E 179 (77.5) 22 123(7.9,18.0) | 2.7(6.7,12.0) | 1.32(0.47,3.67)
{KHE (kg) - 50 kg i 89 (38.5) 10 11.2(5.5,19.7) Ref Ref
|50 kg B L 95 (41.1) 10 10.5(5.2,18.5) | -0.7(-9.7,8.3) | 0.93 (0.37,2.35)
SECH 47 (20.3) 7 - - -
BMI (kg/m?) 18.5 A4l 46 (19.9) 5 10.9 (3.6, 23.6) Ref Ref
18.5 LL I 25 ki 118 (51.1) 13 11.0 (6.0, 18.1) NC NC
25 B4 |- 30 R 20 (8.7) 2 100 (1.2, 31.7) NC NC
30 Lk b 35k 0 0 - NC NC
ISPLE 0 0 - NC NC
TR 47 (20.3) 7 - - -
R 4 154 (66.7) 16 10.4 (6.1, 16.3) Ref Ref
=1 77 (33.3) 11 143 (74,24.1) | 3.9(53,13.1) | 1.44(0.63,3.27)
Pack-years 0 (RIEBEMOIE|  155(67.D) 16 10.3 (6.0, 16.2) Ref Ref
A .
0 #8-10 #3 10 (4.3) 0 0.0 (0.0,30.8) NC NC
WELE 56 (24.2) 9 16.1 (7.6, 28.3) NC NC
FFEM 10 (4.3) 2 - - -
WHO performance status |1 BAT 189 (81.8) 21 11.1 (7.0, 16.5) Ref Ref
28 E 42 (18.2) 6 143 (5.4,28.5) | 32(-83,14.7) | 1.33(0.50,3.54)
Abt - 43K PN 165 (71.4) 19 11.5(7.4,17.4) Ref Ref
¥k 66 (28.6) 8 121¢54,22.5) | 0.6(-8.7,99) | 1.06(0.44,2.56)
ERIOIEHZ A IR T 102 (44.2) 10 9.8 (4.8,17.3) Ref Ref
4 BIRFREAE 129 (55.8) 17 13.2(7.9,20.3) | 3.4(4.8,116) | 1.40(0.61,3.20)
FEBIZ 3 558 AH | 18 209 2 100.0 Ref Ref
50 . EGFR-TKI {15.8, 100.0)

BE: 226 (99.1) 25 10.9 (7.2, 15.7) NC NC
R B AH | B 76 (32.9) 7 9.2 (3.8,18.1) Ref Ref
BEE - (b 5 155 (67.1) 20 12.9(8.1,19.2) | 3.7(4.7,12.1) | 1.46(0.59,3.62)
IR 2 HARAH 5 188 (81.4) 20 10.6 (6.6, 16.0) Ref Ref
%ﬁ% m’é’;ﬁiz;ij <] 43 (18.6) 7 163 (6.8,30.7) | 5.6(-6.2,17.5) | 1.63 (0.64,4.15)
7 (BETHEZ) 1)

R 2B AH |8 188 (81.4) 20 10.6 (6.6, 16.0) Ref Ref
%i%lﬁggiz;ij 1 (5 7 HRi) 41(17.7 7 17.1 (7.2, 32.1) NC NC
7 (METHEER)Q |G AL 1(0.4) 0 0.0 (0.0,97.5) NC NC
SFFCHE 1(0.4) , 0 - - -
faiR CT M D 4 4(1.7) 0 0.0 (0.0, 60.2) Ref Ref
# 227 (98.3) 27 11.9 (8.0, 16.8) NC NC
[l > FHTE L3 164 (71.0) 13 7.9 (4.3,13.2) Ref Ref
f 67 (29.0) 14 209 (11.9,32.6) | 13.0(24,23.5) | 3.07(1.36,6.95)
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REeWHBRT | BRETO | BRECO YR E Aw Xtk
HWREFDSE | ILDFE | ILD RBEEH% | (95%ISHERERH)"| (95%EHEEM )
LD SR 5EH fEHI (95% SRR
n=231
D FHGHE - w1 230 (99.6) 27 11.7{72.9, 16.6) Ref Ref
= 1(0.4) 0 0.0 (0.0, 97.5) NC NC
BREOFEE - MiAEbIEReT |48 174(75.3) 16 9.2 (5.3, 14.5) Ref Ref
H 57 (24.7) 11 19.3 (10.0,31.9) | 10.1 (-1.0,21.2) | 2.36 (1.02, 5.44)
DR - B/Filr |8 226 (97.8) 26 11.5 (7.7, 16.4) Ref Ref
A 5(2.2) 1 20.0 (0.5, 71.6) NC NC
il SR R PR A A {IE 215(93.1) 20 9.3(5.8,14.0) Ref Ref
7 16 (6.9) 7 438(19.8,70.1) | 34.4(9.8,59.1) | 7.58 (2.55,22.55)
Teleske PRIERNE = 216 (93.5) 23 10.6 (6.9, 15.5) Ref Ref
e 13 (5.6) 4 30.8 (9.1, 61.4) NC NC
48 2{0.9) 0 - - -
PE (BERE - AfHE)  |E 54 (23.4) 1 1.9 (0.0, 9.9) Ref Ref
a 177 (76.6) 26 14.7 (5.8, 20.8) NC NC
B i R s 0 gpi N e 193 (83.5) 21 10.9 (6.9, 16.2) Ref Ref
. ) 38(16.5) 6 15.8(6.0,31.3) | 4.9(-7.517.3) | 1.54 (0.57,4.10)
R REE DORIE Fi5 197 (85.3) 22 11.2 (7.1, 16.4) Ref Ref
7 34 (14.7) 5 147 (5.0,3L.1) | 3.5(-9.2,16.2) | 1.37(0.48,3.91)
MEERR B ORE i 211(91.3) 21 10.0 (6.3, 14.8) Ref Ref
1 20 (8.7) 6 30,0 (11.9, 54.3) | 20.0 (-0.4,40.5) | 3.88 (1.35, 11.16)
Bt tERsis OE & 230 (99.6) 27 11.7 (7.9, 16.6) Ref Ref
rel 1(0.4) 0 0.0 (0.0, 97.5) NC NC
i B OFEHE e 217 (93.9) 26 12.0 (8.0, 17.1) Ref Ref
7 14 (6.1) 1 7.1(0.2,33.9) NC NC
COPD iRHE E!3 221 (95.7) 24 10.9 (7.1, 15.7) Ref Ref
H 10 (4.3) 3 30.0 (6.7, 65.2) NC NC
DIRBOBE 3 146 (63.2) 11 7.5(3.8,13.1) Ref Ref
H 85 (36.8) 16 18.8(11.2,28.8) | 11.3(1.9,20.6) | 2.85(1.25,6.47)
BRI OFEE 1% 213 (92.2) 22 10.3 (6.6, 15.2) Ref Ref
H 18 (7.8) 5 27.8(9.7,53.5) | 174 (-3.6,38.5) | 3.34 (1.09, 10.25)
RIS SRR B DA EE (B | 1k 215 (93.1) 20 9.3 (5.8, 14.0) Ref Ref
yﬂl’:fg*& g‘%ﬁ%’gﬂg rel 16 (6.9) 7 438(19.8,70.1) | 34.4(9.8,59.1) | 7.58 (2.55,22.55)
<)
S AR b Ap o T3] 6 » AR 65 (28.1) 3 7.7(2.5,17.0) Ref Ref
A DTBRIREIA & ORI ¢ ) gy 11 (4.8) 1 9.1(0.2,41.3) NC NC
) 12 % H A
123 AELE 17 (1.4) 0 0.0 (0.0, 19.5) NC NC
18 3 A i
185 ARLL 24 (10.4) 3 12.5 (2.7, 32.4) NC - NC
24 » A SR
245 A8k 109 (47.2) 18 16.5 (10.1, 24.8) NC NC
ENC 5(2.2) 0 - - -
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REMRYE | BRECO | BRECO YWROE vtk
HREFAOSE | WDHR | 1D RRER% | (SREEREM)"| (5% EERM)
ILD SRR ) (95% IS4 XM
n =231
FE AR 1B 9(3.9) 1 11.1 (0.3, 48.2) Ref Ref
v 200 (86.6) 21 10.5 (6.6, 15.6) NC NC
2D 22 9.5) 5 22.7(7.8,45.4) - -
YRR L3 170 (73.6) 17 10.0 (5.9, 15.5) Ref Ref
BT AT 60 (26.0) 10 "16.7(8.3,28.5) | 6.7(-3.8,17.1) | 1.80(0.77,4.19)
T8 - 1(0.4) 0 - - -
RO i3 144 (62.3) 22 15.3(9.8,22.2) Ref Ref
BREEEER H 86 (37.2) 5 5.8(1.9,13.0) | -9.5(-17.1,-1.8) | 0.34(0.12,0.94)
EN 1(0.4) 0 - - -
HEROWH - 203 (87.9) 25 123 8.1, 17.6) Ref Ref
Rt 1 H 27Q1L.7) 2 7.4 (0.9, 24.3) NC NC
PN 1(04) a - - -
WO o 215 (93.1) 27 12.6 (8.4, 17.7) Ref Ref
LRI £ 15 (6.5) 0 0.0 (0.0, 21.8) NC NC
AH 1(0.4) 0 - - -

TEGI (% SRR S0 5 b LD BRGn =231 5 E L TR L,
ERECD ILD BEEGII L T T Y — &0 ILD R E SR E LT L,

Ref: ¥ A 7 #BE 4y XX B OB oADK

NC: Not calculated

“ATEY—Hic 9 SHL EDIRRIETO ILD BBEF K U5 HILL EOIRRE T o ILD FERBEAR S S a5 Lis,
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FERRERE &REE BRES

Bl 6 BEERETFIERIET O ILD FEHARIL
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Bl 6 BEESRTIGRETD LD RERR (LD SMRESSUT. ReEMBITHEENENS)

TEEFRNR | BRECO | ERECO YRy F v X
fEfI n = 3578 | ILD RBEH] | ILD RBEEH% |(95%EHXM) | (95%EHEM)*
(95%{S X )
51 5 1207 (33.7) 16 1.3 (0.8,2.1) Ref Ref
* 2371 (66.3) 11 0.5(02,0.8) | -0.9(-1.6,-0.2) | 0.35(0.16,0.75)
EiS i 65 Bkl 1005 (28.1) 5 05(02,12) | Ref Ref
65 B L 2573 (71.9) 22 0.9(05,13) | 04(-02,09) | 1.72(0.65,4.57)
(£ (ke) 50 kg Ai 1606 (44.9) 10 0.6 (0.3, L.1) Ref Ref
50 kg LAk 1714 (47.9) 10 0.6(03,1.1) | -0.0(-0.6,0.5) | 0.94(0.39,2.26)
b S 258 (7.2) 7 - - -
BMI (kg/m?) 18.5 ¥ 883 (24.7) 5 0.6 (0.2, 1.3) Ref Ref
18.5 BL | 25 K# 2023 (56.5) 13 0.6 (0.3, 1.1) NC NC
25 B4 1z 30 5k 355 (9.9) 2 0.6 (0.1, 2.0) NC NC
30 BA = 35 3R 40(1.1) 0 0.0 (0.0, 8.8) NC NC
358k 5(0.1) 0 0.0 (0.0, 52.2) NC NC
b N 272 (1.6) 7 - - .
2 e ) Fi 2513 (70.2) 16 0.6 (0.4, 1.0) Ref Ref
a 1063 (29.7) 11 1.0(05,1.8) | 04(-03,1.1) | 1.63(0.75,3.53)
LR 2(0.1) 0 - - -
Pack-years O (BUEEEEDIE| 2527 (70.6) 16 0.6 (0.4, 1.0) Ref Ref
PlEEde)
04 8-10 70 108 (3.0 0 0.0 (0.0, 3.4) NC NC
10 B4 - 863 (24.1) 9 1.0 (0.5, 2.0) NC NC
SR 30 (2.2) 2 - - -
WHO performance status |1 EAF . 2904 (81.2) 21 0.7 (0.4, 1.1) Ref Ref
2841 674 (18.8) 6 0.9(0.3,1.9) | 0.2(-06,09) | 1.23(0.50,3.07)
P ABE 2288 (63.9) 19 0.8 (0.5, 1.3) Ref Ref
Sk 1288 (36.0) 8 0.6(0.3,12) | -0.2(-0.8,04) | 0.75(0.33,1.71)
FRHE 2{0.1) 0 - - -
EROEBET A IWIRIKELT 1794 (50.1) 10 0.6(0.3,1.0) Ref Ref
4 IR 1760 (49.2) 17 1.0 (0.6,1.5) 0.4{-02,1.0) | 1.74(0.79,3.81)
A 24(0.7) 0 - - -
FIRB I BB A | 86 (2.4) 2 23(0.3,8.1) Ref Ref
AHLFHE : EGFR-TKL |4 3492 (97.6) 25 0.7 (0.5, L.1) NC NC
FREBICHTHRBA|E 1307 (36.5) 7 0.5(02,1.1) Ref Ref
M HE  (LFRE | 2271 (63.5) 20 09(0.5,1.4) .| 03(0.2,09 | 1.65(0.70,3.91)
FRRBCHT HBA | 3291 (92.0) 20 0.6 (0.4,0.9) Ref Ref
ABEE : RET = vy, 287 (8.0) 7 24(1.0,50) | 1.8(0.0,3.6) | 4.09(L71,9.75)
7 BA » MEER] (=F
N7 (MERFHREZ)
(1
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REMERANR | BRECO | BRECO YROE F Xt
f£E5) n = 3578 | ILD RELEH | ILD RIEHI% |(95%ISHEER)" | (95%EHRE)
(95%{=FARE)
B g B B A | N8 3291 (92.0) 20 0.6 (0.4, 0.9) Ref Ref
HURGHE : RIET 2 2 e (s ) ooty 237 (6.6) 7 3.0(1.2, 6.0) NC NC
7 RA o MHER (=R
n~ ETFMR |G AUE) 39 (1.1) 0 0.0 (0.0, 9.0) NC NC
@ , SRR 11(0.3) 0 - - -
Hst CT tate o 325k 3 27(0.8) 0 0.0 (0.0, 12.8) Ref Ref
H 3551 (99.2) 27 0.8 (0.5, 1.1) NC NC
[t o> R4t 3 2458 (68.7) 13 0.5(0.3,0.9) Ref Ref
g 1120 (31.3) 14 13(0.7,2.1) | 0.7(0.0,1.4) | 2.38(1.12,5.08)
Fifi oD AT i3 3561 (99.5) 27 0.8 (0.5, 1.1) Ref Ref
i " 17(0.5) 0 0.0 (0.0, 19.5) NC NC
B F-HIEE : i3 2618 (73.2) 16 0.6 (0.3, 1.0) Ref Ref
RhdREbRiiT " 960 (26.8) 11 1.1(0.6,2.0) | 0.5(-02,13) | 1.89(0.87,4.08)
fiti DT - 3 3502 (97.9) 26 0.7(0.5,1.1) Ref Ref
/IR H 76 (2.1) 1 1.3 (0.0, 7.1) NC NC
Foo B RIS R = 3325 (92.9) 20 0.6 (0.4, 0.9) Ref Ref
vy 253 (7.1) 7 28(1.1,5.6) | 22(0.1,42) |4.70(1.97,11.23)
flsk Ha R EE i3 3328 (93.0) 23 0.7 (0.4, 1.0) Ref Ref
A 214 (6.0) 4 1.9(0.5,4.7) NC NC
FH 36 (1.0) 0 - - -
W (LR - AT (JE 1404 (39.2) 1 0.1 (0.0, 0.4) Ref Ref
<] 2154 (60.2) 26 1.2 (0.8, 1.8) NC NC
FH] 20 (0.6) 0 - - -
AT AR IR EE e 3111 (86.9) 21 0.7 (0.4, 1.0) Ref Ref
" 447 (12.5) 6 130529 | 0.7(04,1.8) | 2.00(0.80,4.99)
ENL 20 (0.6) 0 - - -
B DRk e 3091 (86.4) 22 0.7 (0.4, 1.1) Ref Ref
H 467 (13.1) 57 1.1(03,25) | 0.4(06,13) | 1.51(0.57,4.01)
FH 20 (0.6) 0 - - -
L A R A o 5 dug 3454 (96.5) 21 0.6 (0.4, 0.9) Ref Ref
A 104 (2.9) 6 58(2.1,12.1) | 52(0.7,9.6) |10.01(3.95,25.35)
4] 20 (0.6) 0 - - -
HRATEL TR DRRE |4 3550 (99.2) 27 0.8 (0.5, 1.1) Ref Ref
e 8(0.2) 0 0.0 (0.0, 36.9) NC NC
T 20 (0.6) 0 - - -
R B HE i 3435 (96.0) 26 0.8(0.5,1.1) Ref Ref
H 123 3.4) 1 0.8 (0.0,4.4) NC NC
=¥ 20 (0.6) 0 - - -
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ZeMEENTAR| EBRECO EEECO YROE v Xt
SEHI n=3578 | ILD RIRAER | ILD RITEH% | (95%ISTERME) | (95%EERM)
(95%fEFER)
COPD DIFEE L3 3477 (97.2) 24 0.7 (0.4, 1.0) Ref Ref
" 81(2.3) 3 3.7(0.8,10.4) NC NC
] 20 (0.6) 0 - - -
DR DRI 3 2713 (75.8) 11 0.4 (0.2,0.7) Ref Refl
-3 845 (23.6) 16 1.9(11,3.1) 1.5(05,24) | 474 (2.19, 10.26)
EN 20 (0.6) 0 - - .
PR OIS i3 3323 (92.9) 22 0.7 (0.4, 1.0) Ref Ref
-3 235 (6.6) 5 21(0.7,49) | 1.5(-04,33) | 3.26 (1.22,8.69)
T 20 (0.6) 0 - - -
SRR A OINE (ME|E 3397 (94.9) 20 0.6 (0.4, 0.9) Ref Ref
bR, BBl 161 (4.5) .7 43(18,88) | 3.8(0.6,69) | 7.68(3.20,18.43)
e, Wi B R OCOPD % .
B<) e 20 (0.6) 0 . . .
FAMTAEE & 4o |6 1 AR 1128 (31.5) 5 0.4(0.1,1.0) Ref Ref
;); %’ g%ﬁﬂ#mm 506 )? ZJ'J;E il 226 (6.3) 1 0.4(0.0,2.4) NC NC
12% 1)3 % il 329(9.2) 0 0.0 (0.0, 1.1) NC NC
182 HEE 306 (8.6) 3 10(0.2,2.8) NC NC
24 % ARk
24 p AL 1519 (42.5) 18 12(0.7, 1.9) NC NC
e 70 (2.0) 0 - - -
EEkAsH ms 142 (4.0) 1 0.7(0.0,3.9) Ref Ref
v ' 3086 (86.2) 21 0.7 (0.4, 1.0) NC NC
Z i 350 (9.8) 5 1.4(0.5,3.3) - -
RO - T 2845 (79.5) 17 0.6 (0.3, 1.0) Ref Ref
By ATV 655 (18.3) 10 1.5(0.7,28) | 09(0.1,19) | 2.58(1.18,5.66)
M 77(2.2) 0 - - -
FREOHR 1(0.03) 0 - - N
RBORA 3 2387 (66.7) 22 0.9 (0.6, 1.4) Ref Ref
Waee el 5} 1163 (32.5) s 04(0.1,1.0) | -0.5(-1.0,0.0) | 0.46 (0.18, 1.23)
9 28 (0.8) 0 - - -
HROWH E 3145 (87.9) 25 0.8 (0.5, 1.2) Ref Ref
Wabliec e <1 404(11.3) 2 0.5 (0.1, 1.8) NC NC
] 29 (0.8) 0 - - -
BB &= 3411 (95.3) 27 0.8 (0.5, 1.1) Ref Ref
LRI H 136 (3.8) 0 0.0 (0.0,2.7) NC NC
A 31(0.9) 0 - - -

fEF| SR (Y N ZE At M RS 2 i & LTEIN L.
ERETO LD BBER%ITH 7 F Y — O Z AT SEf 2 aF e LTRILE,
Ref: U R ¥ #BR U v XL HOREO DA ZE

NC: Not calculated

ATV i Y S HLL LOERATO LD FREEFRU S F LOERELCO LD ERRAMNE S D BARH Lz,
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BIHE 2

AU ANTF =T A AR

TAALRSET &R
. 1T % i £
10. F0bDEE 10. ZOMOER
Sy FEUS XEAWVERERSEEEBRICEO T, AUCKE THRERERSR | (1) Fv PRV XETAWERERSHEERBRIIE T, ACEHE TRIRIRERSK
Wit T 5 AE»BWIEE (B2 RUBEO LEOZERE, J0ENT MICE ST 2 EENGHILE (TEED) RUBMO LEOHEH, ®EXITE
TpE, WONC RO EREEE, BFERERTABSED b, AKOABIC . WICABEO LEZER, B ERPARSHED S, AEO/EIC-oW
SV TEEERESER STV, TIREEEERIESh TN,
(2) BPTTEN L-ERRMEEE (ERME) kit 2 2RI (RN @
AR, BEMWEAORE, =R A+ hiaEErNEEmEROERET
A LBARIEERTWS,




