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1431 B 89 (38.5) 16 18.0 (10.6, 27.5) Ref Ref
& 142 (61.5) 1 77(3.9,134) |-102(-193,-L1)| 038 (0.17, 0.87)
Fiti D AT i 164 (71.0) 13 7.9(4.3,132) Ref Ref
H 67 (29.0) 14 20.9(11.9,32.6) | 13.0(24,23.5) | 3.07(1.36,6.95)
Jifi 0 FEAHTEE Ei3 174 (75.3) 16 9.2 (5.3, 14.5) Ref Ref
RFEREIIRIT H 57 (24.7) 11 193 (10.0,31.9) | 10.1(-1.0,21.2) | 2.36 (1.02, 5.44)
Jiti 0 Fic o PR S R 3 215 (93.1) 20 9.3(5.8, 14.0) Ref Ref
" 16 (6.9) 7 43.8(19.8,70.1) { 34.4 (9.8,59.1) |7.58 (2.55,22.55)
B b B DR EE i 211 (91.3) 21 10.0 (6.3, 14.8) Ref " Ref
H 20 (8.7) 6 30,0 (11.9,54.3) | 20.0 (-0.4,40.5) |3.88 (1.35, 11.16)
DR AOTRE Fid 146 (63.2) 11 7.5(3.8,13.1) Ref Ref
" 85 (36.8) 16 188(11.2,288) | 11.3(1.9,20.6) | 2.85(1.25,6.47)
TR OIREE 3 213(92.2) 22 10.3 (6.6, 15.2) Ref Ref
H 18 (7.8) 5 218(9.7,53.5) | 174(3.6,38.5) |3.34(1.09, 1025) |
g%ﬁ%ﬁg%@%ﬁﬁ i 215 (93.1) 20 5.3 (5.8, 14.0) Ref Ref .
?ékﬁﬁﬂiﬁﬂ?D H 16 (6.9) 7 43.8(19.8,70.1) | 34.4(9.8,59.1) |7.58 (2.55,22.55)
FEROWRK - BisEh | & 144 (62.3) 22 153 (9.8,22.2) Ref Ref
A 86 (37.2) 5 58(19,13.0) | -9.5(-17.1,-1.8) | 0.34(0.12,0.94)

EFIE(%) T2 REND 9 5 ILD BRFAIN=231)253 L LTEB L.
ERFEL D ILD BEEFI%EAT TV —E0 LD BREAZ 58 LTEHLE.

Ref: V R 7 ER VA v XLHHOBEO U0k iE
BEMAF ) —iniT a3l A v Ko SAHERER 2 B8R 05%EBREMOTRER 1 BT aEF. EREB8BAFII—IC
#+BA v KO SHEERS 0.5 R0 05%ISHEMO LBES 1 KRB THAATFE., BFLE.
2E LR TFEREE R Th SRV,

RMECO LD #RB[LUAEMT 27TRALBELNTHWA S, EE2ENERIIE S22V TTEEEN H BRI
Db LT, ILD Z5HR LIEF 231 ] [ILDEMRZESHIE] ) 2HBEEERVRT v Z7ERBET NV
WX BERIRIE L @ ILD BIRICE T AART (T - WRERT) 2RELE L. TORREZSEF TR

TizRLET,




#1686 BEEBOCATyvPARETIICLZERETO ILD RBICEAT 28 (BESHE. ILD BERE
%8R- LI=ARHT) —EBARNT '

BF (i d 3 REFHA v XL 95%{E#H X
HOFME H vs. & 2.65 (1.11,6.32)
TR B ARR R R Hovs. 8.50 (2.58, 28.00)
DRBOWRE Hovs. 3.23 (1.32,7.88)

FEATRTSER) (ILD SIAEF): 230 1%, ERFET @ ILD FBRAER: 27 )
AT v UL X (TERIA - FEEREOTEARL 0.05) £ AN TEERR PRT 4 v JEREFTARHMEL, BRIy ZLRT
20 OS%EFEMERM L, TAAMEZREL, 4. MoFHE, HoBERRaE. MEENEBORE, MEAOHRIE. W
RROREERCRACRR: IRERE2HEF£ LTERLL, ’

BEHF Y — Y B Lo SHEREEAL 2 880 % WA 05WEHEM O FIRES 1 BTHHETF, TidSMIT )
— iz st A X Ro SHEEEDS 0.5 & fd0 £ OWHEA 05%IERE MO LRER 1 RBTHLETZ, RifHBROFATFEL L,
L. [HOFEHE : BEDRE 1L HoFHE] ITSEhs 2 2hbEE LAalot, Tk, Kb BFRIEERRRBORE
CESCRMNEEET S0, FRESEAOKHE (MIEHERR., HAREImME, WERR COPD £R<) | REMLEdo

—o

LD ZEIMAES 231 FlD 5 b, BEEABROAFIZONT, Tofh, FHELERERICHEYTS 1 A2 L 230 Bl%. Wb RS
WJ & Lf:o )

p—

F1-7 BLEEBOACAF 4 v 2EAREFLICEZEMIELTO LD HBRICHET L8 (FAKHE. ILD BRE
Bl eIz LI-f2) —RRERN

EF hE | EEEAL UL | OS%EHERE
Ji @ SR A vs. 3.65 {1.29, 10.35)
Jiff oD B R PR AT A ovs. B 10.81 {2.66, 43.88)
LR B DA BE Hovs. fE 5.14 (1.65, 15.98)

ARMTRBEES) (LD SRELEFD): 182 f*, E/FIELCo ILD BREEH: 20 F
AT o TTA Rk (BERR - TEBEOFEKHE005) ZAVTEER VAT« v 7EREFNEEEL., FABEL Ay XHRT
20 OS%EHERMAERN L. TFAEEZIEL, 430, FEib, 8 (ko). SWETE, WHO performance status, ARE « b3, ##)
DILFET A v, LFFENERE, =30 < 7ERE, MoFHE. WonsRReE, FHEREOME, BEEEEORE,

IR EEROFE, LEAOFE, BREORE. KRoRR: B7 A7 I rERVERORR: BREHNEZETE LTERL
2.

BEIT LY — T 2RA y TREOSHEEEARH SN EEFE, REMRORTLE L, 28 L. [FiORIR - IR

i3 [HOFEFE| KESEhaZ ehoBR LAk, T, L1 BENLERBRAORECE I RMERET52H, Tk
BB ORE (MRS, eI, WaR U COPD £iR<) | HEBLANSE,

“ILD BEMES 231 Flo 5 b, EEHROBETICOWT, £0ft, AEEERERICEY TS 49 FERIA Lz 182 51%, fHTaR
SEFE LT,

R ERRAR R & AT M & L 78R

FEMERENT AR 3578 D 5 B, BRIBFET DRERNI 276 (0.8% 9SWIEHEEM : 0.5-1.1%) TLk, &L
FEHVTIER) 3578 M2 R, BEEEETFIERRELT O ILD ZIRRAOEHZEE L E L,
HEHBILTEBIERETO LD BRREASDP R &b 5HlhoEFIX, 36EMFO L 2WEFTLE, =
e 20 BFiconT, Ay AR UE OGN 95%EHEEMERH LE Lk, .
BRAHF IV —izw T AEA Yy XL SHEEEA—EEE Q8) ML, » X0 IR S%EERRO
TIBER—ELE (148) 2HE-TRF. 23Ry 7 I ) — S 583 v o SHEEEN — B ERE
(0.5 &) L. D oF O SR EREEM O LRER—FERE (1K) 2H-IEBETE.
Bl . T=FA<wiiasEE] MoRE) . [MORSREBNE) . TMEEWERBORE . KR

BORE| . EREORE] . (PESEBROFERE (MEMERER, REREmEL, WEa&kU COPD %
K<) | . TEBRORR . ETATI0E] ®IRFTLE,




#1-8 BEERFICIIERECO LD RBVICHET LA (FASYE. REEMITTRIEFEFRICLE

AR
ZEMRF| ERETO (ERECO LD & Y29 &E Fou Xk
HHREHF | ILD FBBRER REH% (95%EHEM) | (95%ETER)
n = 3578 (95%{E AR FE)

R B 1207 (33.7) 16 1.3(0.8,2.1) Ref Ref

& |2371(663) 11 0.5(0.2,0.8) 0.9¢-16,-02) | 0.35(0.16,0.75)
RESIZHTIHRRA| £ |3291 920 20 0.6 (0.4,0.9) Ref Ref
ﬁ“ﬁf? b gﬁ_ﬁgﬁii j{ <) 287 (8.0) 7 2.4(1.0,5.0) 1.8(0.0,3.6) 4,09 (1.71, 9.75)
N<=7 (@i TAER))
Fifi > A IE = | 2458 (68.7) 13 0.5(0.3,0.9) Ref Ref

' O[112031.3) 14 1.3¢0.7,2.1) 0.7(0.0, 1.4 2.38 (1.12, 5.08)
iy d sy =Yt i #3325 (92.9) 20 - 0.6 (0.4, 0.9) Ref Ref

-] 253 (7.1) 7 2.8(1.1,5.6) 2.2(0.1,4.2) 4.70 (1,97, 11.23)
FMEHE B ORE M| 3454 (96.5) 21 0.6 (0.4, 0.9) Ref Ref

A 104 (2.9) 6 5821, 12.1) 5.2(0.7,9.6) 10.01 (3.95, 25.35)
DERBOFE | 2713 (75.8) 11 0.4(0.2,0.7) Ref Ref

& | 845(23.6) 16 1.9(1.1,3.1) 1.5 (0.5, 2.4) 4,74 (2.19, 10.26)
FERFORE #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)
MEIERREEAROFE (MR £ 3397 (94.9) 20 0.6 (0.4, 0.9) Ref Ref
%iﬁ%g%ﬁ%ﬂg =) 161 (4.5) 7 4.3(1.8,8.8) 3.8 (0.6, 6.9) 7.68 (3.20, 18.43)
k<)
FEROWR . B7AT| £ |2845(79.5) 17 0.6 (0.3, 1.0) Ref - Ref
L v & | 655(18.3) 10 1.5(0.7,2.8) 0.9(-0.1,1.9) 2,58 (1.18, 5.66)

FEF LRI AR RIER E 5 L TR L.
ERFEC O ILD RIEFABITH T I —BOESEEr G RIERA 207 L LTRH L,
Ref: ¥ R & #ERUGF v XHLRE H oo E ok i
BRATIY —CiT WAy KR O EHEEER 2 B-0WEH 05%EHEEMOFIMER 1 BTHIETF. ThEFBBEAIFII-T
X4 BHEAy XHO SHEEER 0.5 R0 05%EHEM O ERER 1 kETHsRTE, BTRLE,
HEBLUAEATHFREEZIRER CH D EAER

RIFFEL D ILD ZHBE LEMX 2761 R TV 3720, TRERENFE RIS O WATEEMER H BRI
DhHE T, BRWETHR ISR FAZHRICEZER VAT 4 v 7ERTFAIC X BRI 0 ILD Rz H
T AT (BT, BEMRT 2EELE L,
FORERPBEECRUTIRARLET,

£19 ZFEBREOCATA Y VERETNCKIRRIETO ILD RIS L8 (EESYE. Redm
SHRIER X RI- L =82 —EFEH

B e AEEHA VI | 95%EEER
=R FRERE H vs, 4 4.02 (1.62, 10.03)
FROE ERARST R A vs, & 3.54 (1.42,8.83)
FEE R B ORE A vs. 5,55 (2.09, 14.80)
LMEBORE A vs, 4 4,54 (2.04, 10.07)

AT SAEG: 3486 F*, EEMRFET @ ILD FEHAER: 27 £
AF v T A K (TEBR « FRBREOTEAM0.05) 2AVTEERCSAT 4 vy VEREFAZEE L, WKL » ZLEU
F0 OSGEHEMEER L, TFAEREL., 83, =Fr-7aanE, BoFHE, WolaBuE, maiissosk

E, LEBORE, BEHORERVEROWR: E747 I viEZE¥FE LTEE L.

BEHT IV —TaT 5RA Y X0 SHEES 2850F OWEN 5%EREMO FRES 1B ThoET, EhnsgBy7Hy
—ioat HiA Y o SHTEER 0.5 Rilido & OEnER 5% IEHEEM O ERES 1 R CHIEFE. BHMHOETL LE,

kL. &0 EEMLFERFEAOBRECEISRNEERT 320,

EUCOPD 2%<) | iZEBLEd o,
AR 3578 Flo 5 B, ERHROEFIZOWT, Foft, FHELSREERICHEY T3 92 Fl2 s Li- 3486 f%. AT

ABIEFI L L7z,

MERBEEORE (MRS, RESEmESL, wa




# 110 BEBROSAT« v EMEFNICKZEERTO LD FRICHT 2B (BAKHE. Rt
Wt RAER Z 3R U= fR47) —REEEART

B¥ EE | RBFsaT v Xt | 05%IEEER
=R 7 BT A vs. 8 4.43 (1.5, 12.66)
Bl oD R4 v, IE 3.07 (1.18, 7.95)
Fili o fc St R W A R A vs. & 3.42 (1.20,9.76)
B MR B R s 5.00 {1.60, 15.57)
DERBORE s, & 7.67 (2.79,21.07)
FROWRR : E7 N7 3 IE H vs. 2.61 (1.01, 6.76)

AT RHEER: 3213 )¢, BMFETO LD FEIEH: 20 4

AT v T UL X (FESRIR  TEBREOEEKE 0.05) # AVWTEERu VAT 4 y Z7ERTTAEEEL, WBFLT Y XLRT
ZOSBEREMERH LA, BFAMECRL, 45, £, §E (ko). DELIK, WHO performance status, ARE - 743, FH
DIERT A . CEFEIRRE, =RA<7iiaRE, MoRHE. WoRERBHE, FEERSoRE, BREREORE, )
BEERERORER, LDRBOER, BREORE, REORR: E7A7 I YLERREORL: MESNZETFE LTERL
e

BRATFITY — T 3HA v AR AEEESRH AN EETE. BRHROBETE Lk, £ L. THOFREE ; FZEGRNT
12 THOFHE] CEEhaZ b bER Lidots, Ei, L) RENZPREBRAOHBICESCHMNERET 5D, FR
BEAOKRE (MRHEEA, HARERRS, WERUCOPD £K<) | IBELEh ol

RO MR RER 3578 M A b, BEHROBEFIE2WT, ToM, FAHTEIIRERICHEY TS 365 AEMRALE 213 %, B
Yt @RiER & Ui, .

> ILDICEAT5FE L

AAE R ETRE O BB AT T, RS 357841 (55 ILD #FHE LiEAIE 2314 [ILD EMFESE
Ba¥E] ) 2B, EEEBR VAT 4 v 7 EIFETAMITIZL S ILD BRETFHET (EEHRT - BREET
W) BEMLEER., [REENEROBE] RO (=R 1< TiieEE] 5. —SLTREBRAA v Xk
A3 2 BAORITH 95%EHEE O TIREN | BOR-FTHY, MEEMRBORRET LD LTRSS
nE L, 2B, =RV RiERBOHZBEFICE, ARRB=F"1<70RFOEHRL LTO ILDEE
DY A2z, SHRIEFE LT MLERSH B EELET,

FEIRFET O ILD 283 L7 Efigid 2741 LD EMFEZEELSHE] THY ., HRFUHREN T L. A
Ao XHEERE o mBFIL 6 EFD 20 RAFICE FED, 36EFE2TRE >N THRBAZHRFNET B
HEVEVATLE, HELEFERIGORVWTEERH RO L & T, ILD BHREF 231 fIR VTS
MR 158 Bl HBRREEREN VR T 4 v 7 EBTF M L ZEFIET O ILD BT 24T (FH
fRAT, IEEAEAT) BEELE L,

FOFER, ILD SR % M RIC LIRIBIET ILD HREE FOLE BN T, [MOMSRBHE) |
IREBORE] . THOFNE) 28, —HL CHEELA v XHdd 2 B oWiE 95% 1K E o T IR
N 1BORTFT L, DM SER 25 LERET ILD RBEERFOSER/MT I, TR
RBORE] . TLDREOKE] . [=FL<7iNaRE] . THOBFRREE 25, —RUCREF
HA v A 2 BHOWHERI 95%EMEM O TIRIES 1 BOREFT LI,

KGR D, ARPRERFELO ILD BRRICEHE L TEERBETELRNLO0, ZhboEFOH S
BT LT A LIRIRFETICED ILDRRO ) A2 BN+ L ERMT D Z L iTHRERAT LR,

L, MEMMEROHLBEIC X E LTI, AR IE ([BE] . MEERE) 0XF) TUTO
LBy, EEWEL TR ET,

. MEEREROSH D BENIZOREEDH S BEL, MEEMRESHEE LIETIED ATHEMS
o AARERBINCIMCTRER CMBEER L. MEEMRBOSH UIBEELRE Lt LT,
BREDQRAGZEBIZHBTIL TIEIW,




2. QTHMEEE

F2-URTERY, E2MEHHRISTRAP, QTRIBEES 4548 (13%) ED LN, 05 H Gradel
LA EORIERIXSBIT LR, F7=, RBONRIZ, TEMEl 304, MRl 64, RESE) 6 HED TR
Bl 3ETLA,

i ARSGAEICEBIT 2 QT MIRIERORBEIA 1.3% (45/3578) . Grade3 BA_E® QT BIFEERE ORHEIS 0.1%
(5/3578, BRIRFETIEL) 1%, EEERERER (AURA, AURA2, AURA3. FLAURA) OZREMHARITIZEITS
QT MIfRER D FEHEIA 5.0% (57/1142) | Grade3 L ED QT MIRERARREE 0.9% (10/1142, MRERFET L
L) HHEMERDLEATEY EFHA., BEiX, BIXECEHEL TWSHIMEERRR (AURA3, FLAURA)

OHSRRITICEIT S QT BREEORTREIE 6.1% (34/558) 2BL3LOTEHY ERATLE,

#®2-1 QT HRFERORTRRR

ERL B R Grade Bt iRim
£ n = 3578 :
% | % (Grade 3| Grade 3 | B |EER | O | Bl | KON | HRE | BT | FEA
E 5] BLE HY
&3t 45 45 40 5 2 43 30 6 6 0 0 3
(1.3) 88.9) | QLD | @4 | (95.6) | (66.7y | (13.3) | (13.3) 6.7
DERQTER | #4 44 39 5 2 42 30 6 5 0 0 3
(1.2) (886) | (11.4) | 4.5 { (955 | (68.2) | (13.6) | (11.4) (6.8)
QTIEEERS 1 1 1 0 0 1 0 0 1 . o0 0 0
(0.03) (100.0) (100.0) (100.0)

QT PIREE FEIRH O (%)L KSR SEM 2 5B LTRH L,

TN SRE QT HRLEERIERN 2SR LTHB L,

T84 (PT): MedDRAJ version 21.0

R—EFTRI—OBIER (88t 5 W L PT LA BREEEES bnioBeicid, 1{&& Lk,

HEOBWERARRR LEFI2 Tk, TEESERMCE-SE S ERT LR,

Grade : Grade 3 B\ bE>Grade 3 3&#], B : BE-FEER, &8 BEU-HRED 0 >REE-BR-01H - Lz, ER=THTHIMSR
REREL ST, BRLTWILFESEIER-FTHCHIERNOZTH L LTHEF L,

QT BFER L ToEREEe  LEBR QT MRBRE, &7 QT ERERIE. QT EEEERE, LEE QT iER

QT FMRIER D 45 BlOAEFB SRMEN CFEFER £ TOMMMIZ OV TR, R22ITRTEBY, FRIEZ 560 H
(4~548 B) TL 7=,

F22 QTHREROVMEZREECORIM ()

BEa n Mean sD Min Median Max

QT HIFRER 45 100.5 127.1 4 56.0 548
QT MRERZUT ORRZ St : LEE QT MR, XM QT ERFER, QTEEERRE, OER QTEE

FIJITTTERY, TEEMEITER 5T AP, RAOEREE - SHHE 18] OBEIX4sFEDH LN,
FROLBEIBTE QTHRIBERE2AFLELIS, DERQTERN 184 (2.1%) KKEDHLHh, 205
Grade3 A L OBIERILLER QTERD 2FIT LA, £, BROMNRIX, TEHE] 124, NER) 446,

[REE] RO (R & 18TLE,

#£2-3 DEBOBRERE - &HE THY] OEMICETS QT HREROHEBHIAR

EBRE AT RAER Grade - EE# in®
n =845
s | 4% | Grade 3 | Grade 3 | B |FEEK| @i | Btk | kEM | #R5E | - | A<EH
*ih Bk HY

Bt 18 18 16 2 0 18 12 4 I 0 0 1
@0 (88.9) (11.1) (100.0)| 66.7) | 222 | (5.6) (5.6)

DER QTR 18 18 16 2 0 18 12 4 1 0 0 1
@n (88.9) (11.1) (100.0)| (66.7) { 222) | (5.6) (5.6)

QT RIFREE BRI OME R LR ST TRER 2B E LTREH LE,

ZhplshisaEo QT HRERRREMA LS &L LTEHLE,

B4 (PT) : MedDRA/ version 21.0

F—EFTRE—OEHERA (&85 51t PT L) BERIEIRD LB 4R, 142 L,

BEOBERRRER LiERic oW Tk, TRREsEicES&feRiaLk,

Grade : Grade 3 £\ L>Grade 33k, EEHE : EE-FEEE. B85 BT>HRESH v >REE>BR-EH L Lk, BR=-FHATHZHH
RERIEMIZIIED T, BRLTY 5 2BRPER=THTHSEMNOLZTHE LTHE L,

QT MRERGUTORR2 S0  AER QT MRRE. £XME QT ERERE. QTERERE. LERQTEERE
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3. KRS

RIIRTTEEY, FEEEEERIEITMET SR 35786 21246 (5.9%) LRDLIL, TD53H
Grade3 DL L DEES 35 ¢, =X TEH] 1494, (8P 464, TREE] 16RO L] 1FICL
pro

Fi-, FEESHEFSORRE, FEE 814, TEREEE 6 fl, TARFXUVBT I/ M rA7 25—
M fpl, TI=vT IR 7 = 5 —VHINN S0 5. ML Y N 4 5 R OSSR MEATRESE 2 )
TL,

ERREAEIC BT A FEEEEESORRES 5.9% (212/3578) . Grade3 LA - o fFiEEBIES S 0 FRE
£ 1.0% (3513578, ERIET 1 40) i3, HEEREER (AURA. AURA2, AURA3, FLAURA) O&E2HEMITIC
:rob‘é}}’fliﬁ DRBEE 8.7% (99/1142) . Grade3 LA EOFFEEDOHETES 1.6% (18/1142, ERFETEL)
MEHINERD R TEY %A, BiC, HATEICER LTV 2 EMBEERRE (AURA3, FLAURA) @
BFEARATIC BV B Tt E D HIRES 8.4% (47/558) 212 b com::cab DERATLE,

%31 FESHEESOETNR

k¢ Fod RS RR Grade Rk Enim
$EF] n = 3578
Flg | 4% |Grade3 | Grade3 | B |JEBER | [EE | S |kEE | BRE| T | 8
E S Lk HY
HEF 212 257 177 a5 24 188 149 46 16 0 1 0
(5.9 (83.5) (16.5) | (11.3) | 88.7) | (70.3) | @1y | (7.5 (0.5)
7S5=vFIL| 50 50 43 7 1 49 40 5 3 0 0 0
FFRTT| (14) (86.0) (14.0) | .00 | (98.0) | (80.0) | (10.0) | (10.0)
—EHN
FRARNAGEUEE| 54 54 A7 7 1 53 46 3 5 0 0 0
7T r30R| (1.5 ' (87.0) (13.0) | (09 | @8 | @52 | G6 | 9.3
7 x F—¥RI
My LEy] 4 4 4 0 0 4 3 0 1 0 0 0
0 0.1) £100.0) ‘ - £100.0) | (75.0) (25.0) »
* friie R 1 1 0 1 1 0 0 0 0 0 1 0
(0.03) (100.0) 1| (100.0) . © 1 (100.0)
PR SR W 65 | 65 52 13 8 57 45 15 5 0 0 0
(1.8) (80.0) 200 |2 | @l ey | @ | 09 .
it 81 81 68 13 14 67 52 25 4 0 0 0
(2.3) (34.0) 6.0 | (7.3 | 8271 | 642 | 30.9) | 4.9
EMFTREE 2 2 2 0 0 2 0 2 0 0 0 4]
' 0.1) (100.0) (100.0) (100.0)

FrRE SRR O FILER (%I RS MATERERA Y 28 L LTRH LY., ThEVMNITREOFRERRENZHBLE LTHRELE,

HA (PT): MedDRA/ version 21.0, *EERELCOLD [HRALOERE) »HEFHITE R0 & U LIEHER

F—fEH R —DBIER (85 H 513 PT L) RRMERED bRt 14E Lk,

HEOBERRRER L ERIC>W TR, TRESRMCESEHRERALE. .

Grade : Grade 3 B E>Grade 3R, BEEi: : BR-FER, BF : BOERED VY >REHE-Bi-REL L, BR=THCHIBR
| RERIRLCEED T, BRL TV S 2ERIER=THTH SEMNDOLTH E L TR L,

MRS EES 212 FlOAF|R S5 L, S ERERE COMEIC- 2V TIE, F3-2 u_m“a BY., PifEx
25 0 B (2~472R) TL%,

® 32 FEFREEZOMIEZERETOHE (B)

EEA n Mean sD Min Median Max

i = i 212 56.6 84.3 2 25.0 472
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72 3-3 Cik, FEBESONER - S0HE (5] OBE #47Hlic-on T, FEEHEELKOEFRRE T,
447 FR 38 ) (8.5%) WHFHEREESRNED LN, £D 5 5 Grade3 U EDEBWERIZ T S =737 5
A7 xS —FHM, TARFEVEBTI) Py AT7 =25 —PHMEDIFRERE 24, FEERE 1HT
Liz, £, BEROWRE, EHE] 264, MR ofIRT TRESE) 3FTLE,

# 3-3 FHEERFEOMRER - GO0E [F Y1 OEFIZE T HFBREEERFORTIRE

ERA BT S EN Grade Bl [T}
n = 447
Bl | 4% | Grade 3 |Grade 3 | B |(EEWR | R | B |RE¥ | 2x| - | 785
bS] PL HY

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

TH=wFTIJMN 10 10 8 2 0 10 9 1 0 0 0 0

SR7x25—¥| 2.2 (80.0) (20.0) (100.0} | (30.0) | (10.0)

0 '

TFTARNRSEVEET| 7 7 5 2 0 7 6 1 0 0 0 0

2JRFvRT=| (1.6) (71.4) (28.6) (100.0) | (857 | (14.3)

S —-¥Hin .

mp ey 2 2 2 0 0 2 2 0 0 0 0 )

il 0.4) {100.0) (100.0) | (100.0)

st R % 15 15 14 1 2 13 8 5 2 0 0 0
(3.4 (93.3) 6.7) | (13.3) | (86.7) | (53.3) | (33.3) | (13.3)

FEE 11 11 9 2 2 9 7 3 1 0 0 o
(2.5 (81.8) | (18.2) | (18.2) | (81.8) | (63.6) | 27.3) | (o.1)

BT iR SR D LR (e WL AT MR E R 2 S & LTH Ui, ThEWHIBEREOFRERIEN > S Z & LTHELE.
R4 (PT): MedDRA/ version 21.0
R—EH CRI—OBHER (8§ H 5V i PT L) REEEE S bh ez, 14 Lic,
FEORIFRASRER LIEMI > T, TRESEMIZES & ERTLE,
Grade : Grade 3 Ll k>Grade 3 &7, BEEM: : ER-FEE, B BU>BMEL Y >REH>BH-EH & L, ER=FTHTHIWE
IZERIERIZIIED T, BRLTOW I 2FRNER=-TH CHSEMDLAHE LTHH L.

4. [N

R AVICTRT LRy, MRFESEREFRIIL ST SR 3578 BlF 4004 (11.4%) KB BN, Grade3 £
LOBELIT 104 FC, BRI (EHE] 826, & 844, REE) 40FRT IRHA) 3FlCLE, F
fe. MFEEMEBESONIRIL, D/NMEERD 221 F, AR 153 61, FPakihd 88 4, ﬁml 73
B, MR EE 24 B, A PERBE 11 RO BRI E 5 7T L,

5 FIEAETRE IR 1) 5 Mg A EERORRES 11.4% (409/3578) , Graded BA DMK FEEHESE DR
RENG 2.9% (104/3578, ERFATHEL) X, BEEAR (AURA. AURA2, AURA3, FLAURA) OZE&MEHE
RATIC BT 2 MESMHEEERORRES 24.3% (278/1142) . Grade3 U Lo miEEMEES0RRE S
3.9% (441142, ERIRFETEL) LOEMEED bR TV, B, FHAXEIER L T3 FIMHEERRR
%% (AURA3, FLAURA) OBFEFEATICRT 2 M/MRED 9.5%., FPERED 7.2%. AmMERED 10.0%., &l
52%DFERENSGEFBZ D BO TR Aol
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* 41 hEEHEEEERORRBIR

ERE FEEITT % Grade EEt ]
fEI n = 3578 :
¥ | % | Grade3 | Grade 3 | B [JEE®E | BN | B4 | kEE | &0E| BT | FH
EiE gLk HY

& 409 575 | 304 104 30 379 182 84 140 0 0 3
(11.4) (74.3) @54 | 3| 027 | @435 | 205) | (34.2) (0.7

i 73 73 52 21 6 67 23 19 30 0 ) 1
(2.0) (71.2) (28.8) | (82) | (91.8) | (31.5) | (26.0) | (4L.1) (1.4)

9 . BRI 5 5 4 1 0 5 2 1 2 2 0 0 0
(0.1) (80.0) 20.0) 100.0) | 20.0) | (40.0) | (40.0)

B Bk S 153 153 129 23 5 148 96 29 27 0 0 1
(4.3) (84.3) 1500 133 | ©n | 627 | 19.0) | 17.6) (0.7

HFHEREAME 11 11 6 5 0 11 8 2 1 0 0 0

‘ (0.3) (54.5) 45.5) ooy | (21 | 82y | .0

FhERE D 88 88 45 43 3 85 63 18 7 0 0 0
(2.5) (51.1) (48.9) | (3.4) | (96.6) | (71.6) | (20.5) | (8.0)

ML/ IR 24 24 18 6 5 19 9 s | 9 0 0 1
(0.7 (75.0) (25.0) (208 (79.2) | 37.5) | 20.8) | 37.%) | . @.2)

In/hiEERL 221 221 197 24 14 207 9] 39 90 0 0 1
6.2) (89.1) (10.9) | (6.3) | (93.7) | (41.2) | (17.6) | (40.7) {0.5)

[ EEE R FOAE R SR () R & AT SER 2 B L LTRI L,

ZRISMIEREOMEESERREN 2L LTHEHLE,

w4 (PT): MedDRA/ version 21.0

F—EMTR—OBER (885 W L PT L) BEEERS b Baio, 14E Lk,

BEORERAIRE LEERIC-OWTR., TrRERETcESE4HE2ET L,

Grade : Grade 3 £l b>Grade 385, EEM  BER-IEHE. &F  BL>BREH D REE-B-EEE L, BR=THTHIHH
REEIRRICIIEHT, BRL TV 2EENER=TH CHIEFAOZLTH L LTHEEH L.

M BETE SR 408 FI* O AF|R S 5% SHERAE TOMEIZ oW, R42IIFRT LR, FR{E
21408 (1~360 H) TL, *VEREEDOHMATHO 1HEER<,

F4-2 mMEHHEEERZONERRETOMM (A)

HRAE n Mean SD Min Median Max
iR (g g ik 408 40.4 62.7 1 14.0 360

N BEGBENURS

5 LRMEE (QT RRZERZR<)

QT MIRIER % bk < UMNERE BEE R R 3578 FlH 101 #l (2.8%) ITRR®D S, Grade3 LI ED
BRI 96T, BFE (EE] a6, MEER) 314, TREE) 6f., MEEEHL 36, ) 96
B IREA] 16lcLE, 72, QTHIBLEE 2R LEBESEHEESONRIX, BZBDF 0 204, LFRE
17 6, RAYEIZIE 14 5], FERERE S 41, LBENE) 78, BERCLEMMANENRE SF. 5 chtELRE
4 fl, EEMEIR, R MU ADTRERSE 3 6L SMEOEE, BMELARL, i, OIFRERUHEIREE 2
B, RER, 2EOFRE, DHMELE, DR, FEEPREEE, (DR, B, RMERIR, IRMESER, 22
SRTE, LEUHASMRER, KR, LEEEHETRCLDEERE 1HTLE,

2, FRAREREERRT S QT KIRLEE 2R < LBEEMHEFRORIEE 2.83% (101/3578) . Grade3 LL
Lo QT HIFREE %k < L RREEEERSEOFIAEE 0.8% (20/3578, IIRFELT 9H) 1X, EEIRAER

(AURA, AURA2, AURA3, FLAURA) OE2MEHEMITICRIT S QT MRER %MK LiREEEESESED
ZITENE 2.5% (29/1142) | Grade3 LA LoD QT MR R % ik  LEEEBEHRORIEE 0.7% (8/1142, &
BIETEL) MHERLEMEIED LATVWEYA,

QT MIFRIER % Rk < DB EBREE £ 100 FlH 2 oW TAFIR GBI LOERR E TCORME 2L 2 5,
FREZ470 B (1~360 B) TLk., “WERBECHRIHATHD 1 flEkk<,

QT BRI E % 1% < DMREFBEERICOVWTIHSI EREEREE RiTEED, BNMO UV X7 F/MMEIEEZ %
BLTWEET,
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6. MiE

RRUE BB R T e AR S 3578 BFR 79 ) (2.2%) IR AL, Grade3 BL EOEESIT 19 4T, BHT
(B8] 4740, TERiR) 1741, [REME] sH. THBEHD) 14, (FEC) 4FKEC IFB) sHITL
Too Fio, BRVEREEROMNRII., Mk 115, MEEME IF GERETD 18Ex5T) | HESs -
Fl., PAREL, [REXR, BEHELVRBRRANE 45, EESEEK, WEAES, RERMSE IF. B
2%, B, ERGHRERY, BRUMEIBAROMERSE 27, BERMR, BRRE, 7oy BEIE
#&, ABADEE, PEE, A 7NV o PFEME, w4 277 X EMiR, U VRN, ETHES
Bk 9 ERE, BEEAEL, BIUENES 3 v 7, RF—TV R - Vs UV VERE, ETRERE. U
woEIEY, BRIFFABIEE L, WERR, MR, FER -~ oy 7 ) TR, (bR, [EBR, ~V
ARAMEEER, HEERR, ~ASAEEER, AEEEERRER =2 —F Y RAFR - £ 22T iR
& 1fTLE,

2k, ERREREI BT 2 RMEEERROREREE 22% (79/3578) . Grade3 BA_ LD RREME DRIREE
0.5% (19/3578, BxIRFET- 4 ) 1%, FEFRERER (AURA, AURA2, AURA3, FLAURA) QEL2MHESFEFICE
i3 BERPE R DORIES 7.1% (81/1142) | Grade3 M EDORBRMERESEEOFEEEIE 0.5% (6/1142,
FRIRFET-E L) HHFHATIRD LN THERA,

FREYVERREER 78 fx 2oV TARR SHE LPRIREE TOMMEAR L EZ S, HREIZ 5458 @~
611 B) TL7&, *oRRieoyMiTRO 1 HER,

7. [Mi2EIRE

M ZEERNEE R IR MR 3578 e 45 6 (1.3%) XD S, Grade3 L EOESII 29 FITC, iR
fix TEE) 14, TEfR) 154, CREMR] 9fl. TH#ESH) 24). [T 4HIECG [RW) 14T
L, Fio, mMRFEREMEEROMRIT, REFFIRMARE 13 F, MWERE 9 FIRBELO 1 FE &,

O RS AR AR RE B OB AR MARAE (BRIRFE T 1 FlE&de) AE54H), BEN 44, BEELENERR

A M UADMBENRS 3H, St HFEE, OHEELVERERSE 24, MOLERES 7 1EE, Eieh
PSR O M REESAEL 1 fITLE, '

2k, HRRERE IR A MR EREMEEESRORIES 1.3% (45/3578) , Grade3 EA b i & FEI2 S BiE
BFHRORBREE 0.8% (293578, BIFET 440 1%, EEERRE (AURA. AURA2, AURA3, FLAURA) D%
PSRRI BT B M SEA A BE SRR O FEIREA 1.5% (17/1142) . Grade3 LA Lo f4e FEreEHF SO
FINEIE 0.6% (71142, BRRFETEL) 2oEFRLFLRERBDOLATHERA,

48 SR RE BB SR 45 FlIc 2V THRR SRB P L YWRZBRE COMMEEA L A, PREZ 408 3
~413 H) TL%&,

8. AEhEE

ARSI 5 BES IS THE L b = 5L SERITES 3578 FIF 2041 (0.6%) 2ERD S,

Grade3 UL LOF &L 3 4IC, AT TEHE] RO M) 8% 746l REH] 4RO IR 24TL

Tre Fio, EEBBONRIT, FEREM4 6, BIERCERZERSE 3FE, Ak, ZiEdn, &Sk, A

BEOS A, B, AFEZ, RRARR, BIEEERENEE, RAOBE, B ERiEy, BBUsARVIERS
ERE1PTLRE,

e, EHARERECRIT 5> AEBEEREEROFEREE 0.6% (20/3578) , Graded Ll LA BEER BT
ORBEIE 0.1% (3/3578, LIRFETEL) 13, ERFREE: (AURA, AURA2, AURA3, FLAURA) DE2MG
BRETIC BT 2 AEEEERRORBIREG 04% (5/1142) | Grade3 LA EDAREEMEFR ORI L
HERLEMIED R THERA,

AEEEEEFER 20 I oW TAEIRSHE, HIRBRE COHMBMEARTLEZ A, PREIZ 4758 (14~
357 8) TlLk.

ABEREEES L LTI, BEELAER 1 A28 3 A0EFAPESIN TV A L0, BRESIRRIE
TOEFITED BN THWERA,
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B TOMOERBAERE

9. T# (Grade3 BLL)

- Grade3 BL_E oD T iflik e MR R 3578 i 25 41 (o 7%) IRH LN, ERE TEME] 15FH., TR 10
#T L,

Grade3 BL_EOFH 25 Flizo W CAR R 5B EH 6@3@%@%& TOHE AL 5, ﬂPﬁHﬁ@i 2208 (2~
274 B} TL7%,

10. EMME® (Grade3 BlL)

Grade3 LA 0 2 IEE 132 514 3578 Bl 26 4] (0.7%) WRHbh, BRI MEHE e, &
) 1360, TREE) 1FIRG IRE] 1FTLE, Tk, TORRIERE 124, SEHREERIF, I

WM., 2RSS EUCHREBREBAE 26, SF. B2, Wk, BREZRVREEREHRE 1FIT
L7z, Graded Sk LD REEE 26 Fllc >\ T AR EBEA L IERBRE COMMERL L 25, PREIX
2258 (2~335H) TlL,

11. JMBE# (Grade3 EL.E)

Grade3 BA_ LD NBHRITREMEMYTISR 3578 G 16 61 (04%) 1B LI, &ihE MBI 461, DR
1046, FEHE| 2HTLE,

Grade3 L EDRNEZ 16 PHZ W TARIR G SRR E COMME i L T 5, Elﬂﬁ&ﬁr:t 78.5 Ei (1
~659 H) TL7%,

W ILD A DEED

ILD P 0ESAFHAER & LT QT MRIE R, FiE, mESE. MREE (QTHBEREZKR)
BUYE, mRERIE, AKRER. Grade3 D EO TH/ZEEE/MBREZ TATHRNLE Lic, €ORHE,

FRENORBFIRE ORIRESIE QT FRER 1.3% (45/3578) . FFREE 5.9% (212/3578) | MiKFHME
11.4% (409/3578) , DS (QTHIMIER ZM<) 2.8% (101/3578) . RKHUAE 2.2% (79/3578) . MiZEfe
IE 13% (45/3578) . AERESE 0.6% (20/3578) . Grade3 LLEDTHI 0.7% (25/3578) . Grade3 Ll b Z
% 07% (26/3578) R UF Grade3 L LD 0.4% (16/3578) TL7z.

m 5%

AT nE 3563 el L, [EEAALOEBRENROEDOF T A FF 4 (RECISTHA N
FA2) LR CHEL, RERSYDR (EUEYE) ML E Lk,

FlEEHE  RBRashRE M5E23meh) 1196, [Eo%Es B3 FTHY ., EpHR (;ﬁ%ﬁﬁﬂ il
) 1 69.9% (2492/3563 ] 95%IEHEIX : 684 -71.4%) Tl

oL be—A  RBo Y hu— VR (EEENHSERE) 13 86.7% (3090/3563 ]  95%(EHR
X : 85.6—87.8%) TL7=,

mELD

ABRIOBEBRBERBIZBWNTERORRT 4 v VA AT AFMICEREY 525 X 5 - mRidR
BHERTVWERAR, BEREICSE L 22AFAELERICHOVTE, BEHCHEREREToTHEET,
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RN, FOY Y+ —LEEA
< D Y %AOmg
9 Uy it 80mg

FUXNF T AVNERITR

TAGRISSO" Tablets 40ng-80ng

FEHEERE RRRE &EREE

BiE 1 RS BB - B
HHRI— %

TA N TE RS




AR 1 ERAEEREICEITSEMER - BRREEOHEBFRR-ER
EF R RS OHERIHER
T2 MARAIT R 3578 HiFmBONR RERR (RERE: %)
IHERSORBERIL 2079 el 1 (0.03)
BERSORAZIE sa.l S AEIRERYE 1 (0.03)
BSOS B oo, {Tﬁﬁmﬁé@% ———— 0%
ERR (BRBIS %) Za—EVRAFR A BLFA Jhik 1 (0.03)
BUUER L U R 442 (12.4) RAk, @ﬁﬁ S UHMARROHED 400.0
nf nE% 200 (PRBLBRY —T % ET)
REER 1 0.03) B #lfigt® o 0E 1 (0.03)
e 400 R, 1 (0.03)
% 1 0.03) B BT 1 {0.03)
P 200 BRI ZENE 1(0.03)
0% 300 MR L RY R 122 (3.4)
A% 200 #in 73 (2.0)
AR 50.0) FERLE A PR 3 (0.1)
s 20.0) REELT IR E 1 (0.03)
TR 1 (0.03) FRhERiB D AE 1 (0.03)
P 1 003) R E M 2(0.1)
LT 30.0) A EkIRA E 5(0.1)
ey 1003 Rk 11 (0.3)
PE% 1 0.03) 1R, fn BRIk FE 3(0.)
TE 370 (10.3) R ERHEHE 1 (0.03)
m— 300 I MR A RE 24 (0.7)
[ 11{03) B 1(0.03)
P 1(0.03) M 20.1)
o TS RN T 0.03) AR AE 3(0.1)
oA L ANERSS 1(0.03) AL 2.0
ST IS B R 1 (0.03) FRIRAE NI 1 (0.0)
PR 1 (0.03) FRIR &N T FES S 1 (0.03)
W TS 300 RIS & ORE iR 244 (6.8)
RfLsEtEs = v 2 1 0.03) Bk 6(0.2)
3, 30.1) Ll 1 (0.03)
AR 1003) ‘AN AAE 2(0.1)
ERERS 20.0) Ll 1 (0.03)
oy 100 TEA Y A mE 12 (0.3)
T v 1 (0.03) 5 YO AMmE 1(0.03)
BAFABIEIIL 1 003) by 7YE) K 1(0.03)
REHER 2 2(0.1) R L 3@.0
pre—— 1 0.03) E7 A7 3 o hiE 6(0.2)
B2 8(0.2) BA >y b e 401
[ 300 &7 U v b fE 4(0.1)
el 25T ) TR 1(0.03) &7} J v Hiie 180.5)
o 1 0.03) AR 207 (5.8)
SR 1 (0.03) bl e 4(0.1)
O 1(0.03) G 301
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BfEREOERR AR

B{EREF ORI £T

P AFORA I (RBEE o) | | BT O SEIEK (FETRIE %)
5 SER 1(0.03) BRfr i EEM D 1{0.03)
PR 88 (2.5) BAHET 1(0.03)
ERIE AR 1 (0.03) Lo o 59 (1.6)
B 1 (0.03) DL EE rA(NY)
ItEEE 4{0.1) RENR 1 {0.03)
T i 1 1(0.03}) LEHEE) 7(0.2)
FRATAE 1 {0.03) E i 17 ¢0.5)
EBED E: 20 (0.6) AMLFE 1(0.03)
BREAE 34 (1.0) 1BHEL TR 2(0.1)
VAXRTT 1(0.03) 5 o LR 4(0.1)
BHIE AR 1(0.03) oS 1k 1 (0.03)
BRI 11 (0.3) % 1 (0.03)
REEAE 1(0.03) Q TIERAEFER 1 (0.03)
RERSHRR 2 (0. D HEIE 2(0.1
B ME 1 (0.03) DR 1 (0.03)
=21y 2{0.1) i 5(0.1)
K= = —wtF— 4{0.1) RRERAR 1 (0.03)
MR ERE 1(0.03) AR NR 1(0.03)
TR —n P — 2{0.1) LEHEHIS IR 1(0.03)
FKp 1 (0.03) bt ARAR 3(0.1)
BABRE TR 1 {0.03) SR 2(0.1)
1R 2(0.1) L EHHSIEAE 5(0.1)
7o iEEE 1 {0.03) DEEETREET 1 {0.03)
SER PR ZE 1 (0.03) LEE 1(0.03)
AR MERARIE 1{0.03) A b LR 3{0.1)
- R 1(0.03) ik -4 29 (0.8)
FR A 20 (0.6) o 1(0.03)
=1l 1 (0.03) i/ 3(0.1)
A 1(0.03) &l FE 2(0.1)
BB A 1 (0.03) *A 1 (0.03)"
fENE 3(0.1) VEETHER LA AE 13 (0.4)
AR 1 {0.03) IETH 1(0.03)
ARIREENE 3(0.1) kv Y —IE{RRE 1(0.03)
AR 1(0.03) E 2 2(0.1)
FhEE 4(0.1) P B IR AR 5(0.1)
AR A L 1(0.03) FERRER, BN K UGN BEE 305 (3.5)
i AR A 1(0.03) SRR B AE (R 3(0.1)
HARE 1(0.03) PRk 1(0.03)
TR 1(0.03) LN 1(0.03)
BRGBA 1(0.03) HESN 1(0.03)
IRERSEZ 1(0.03) ngEIk 2(0.1)
His & Uk RS 5(0.1) BEEE 2(0.1
B 1(0.03) RO B 8(0.2)
ElfztED EW 2(0.1) 35 1t IR 1(0.03)
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BHEREORMEAIRH

BlfeAFDOIEFRHE

BlfFRF DI Tl (RTEE o) | [P O I (R %)
FEERRME R 3¢0.1) Hifu i B 1 {0.03)
# i 8(0.2) HEE R A 5(0.1)
W& 2(0.1) B 1(0.03)
Le=<b 1(0.03) B HH i 1(0.03)
{EEaSRAE 3.1 HILEZIL 1(0.03)
FH MRS 197 (5.5) 7 P HH o 1 (0.03)
MRERYEHE 1(0.03) 3 3(0.1)
MEERSS 1(0.03) £ VTR 1(0.03)
Pl 27 (0.8) Bl 69 (1.9)
B C 1(0.03) BiEREs 1 (0.03)
BOYIE 1(0.03) BFEMRR A 1 (0.03)
MAPREEIL 1 (0.03) EB# 1(0.03)
g7k 4 (0.1) AF% 138 (3.9)
Nk 1 (0.03) LEEE H 2(0.1)
RRMEMERTZE 2(0.1) Mat 13(0.9)
il £(0.2) + =gt 1 (0.03)
Kl 4(0.1) AR EEREIE 1(0.03)
fitifia HH din 2{0.1) mfadoe=s 2(0.1)
JEh R M 42 E 5(0.1) WE 5(0.1)
FHEERIE 9(0.3) M ERRERR 1(0.03)
iitsatiil 1 (0.03) GGEELEN ¢ 151 (4.2)
Fitizk IE 1(0.03) B3 5 o 1 (0.03)
MR 1 (0.03) FFeEHE 1 (0.03)
B 1 (0.03) FrHgE R 66 (1.8)
LB HHE 1 (0.03) fTiES 81 (2.3)
THERALHE 1 (0.03) FEiEE 1{0.03)
RO IR E 1(0.03) AT 2(0.1)
M 9(0.3) B L OB T ARk 760 (21.2)
FEE AR 2(0.1) Xk 6(0.2)
R RERE R 2(0.1 FRERE 8(0.2)

W iR 582 (16.3) b4 Frs 8(0.2)
BT 1 (0.03) SHEIRET W 132 (3.7
RS 1 (0.03) T L X — RS 1 (0.03)
N 5(0.1) 2 By e BT 52 3(0.1)
T 7 EVRE 2(0.1) s 4(0.1)
RER 7(0.2) :4; % 142 (4.0)
BB RIS 2(0.1) By 24 (0.7)
(LA 12 (0.3) BRE R Z iR % 2(0.1)
Tl 390 (10.9) ks 25 (0.7)
+ R 3(0.1) - EIHUBE 6(0.2)
HIERR 1(0.03) AR 1 (0.03)
B¢ 2(0.1) &P 1 (0.03)
B 1(0.03) AR 5(0.1)
HiRgE 3(0.01) & 1 (0.03)
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BlfERFOEMNER

BMERF ORI R

RlfE RS DR Bl (EmEa ) | [P FREOER I (FEEES %)
MoEE 6 (0.2) SEUE C2(0.
BT 1(0.03) 0 Fe 1(0.03)
FH - REBAME SRR 3(0.0) S A A 1(0.03)
= 3(0.1) S BN R BE 1(0.03)
RERETA 1(0.03) . T E 3(0.1)
* 5 REE 67 (1.9) Wi X R 42(1.2)
R 6(0.2) R 2(0.1)
R 304 (8.5) TKEBHE 1 (0.03)
FLBEM:EE 1 (0.03) HE 1(0.03)
2HMERE 7(0.2) BHAR 4(0.1)
23N 20 2(0.1) B $(0.2)
PR SR 5 11(0.3) Bre 1(0.03)
EBtkEE 4(0.1) RGP 1 (0.03)
SN 18 (0.5) RN TN 1(0.0%)
biilicd 1(0.03) BT 24 (0.7)
HRimiE e e 2(0.1) BHEEE 1(0.03)
B 1 (0.03) AFF R X L E R 2(0.1)
B S 16 (0.4) PERE 1(0.03)
ERUBA 6 (0.2) HEERAE 1 (0.03)
BE RS 15 (0.4) —f - SETER L OB S ORE 195 (5.4) .
BEREaR 23 (0.6) A AE 2(0.1)
HREGIFERE 1 (0.03) RIEEIL 1 (0.03)
4, it 6(0.2) e 2(0.1)
ARF 4 —T A Pa v AR 1(0.03) b 17 (0.5)
HE 1(0.03) HAITREH 1(0.03)
ERRD 17 (0.5) A 96 (2.7)
BLBUIE 9(0.3) B 3(0.1)
TR 6{0.2) AP I 14 (0.4)
T SR 1(0.03) & 2(0.1)
SN 2{0.1) L 61 (1.7)
T D EIE 2(0.1) GRERFE 1 (0.03)
BIEREE 2{0.1) REARAE 1(0.03)
FHRER 4(0.1) FEMAEREY 2(0.1)
IR AR 2(0.1) REFRIRAEE 517 (14.4)
TNERDHEIE 2(0.1) ?@?mﬁ bR RF T RF BER 20.1)
W KB 1 (0.03)

BERRE L UR A RS 38 (1.1) T%;’;u;‘/7i‘ /RF¥RT=TE 50 (1.4)
Gl 702 72 F—EEm 11(0.3)
Ll L0 FARNGFX VBT PFAT7x
FERE 8(0.2) 5 PRI 34 (1.5)
FRHERR 1 (0.03} BT AT 2 R 1(0.03)
Rk 1(0.03) B Y A R 4(0.1)
PR 15 (0.4 7 v —iEd 1(0.03)
i 3(0.1) [ 2 T — LA 1(0.03)
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BRSO E;g;@%ggggi? RS OWSE ?}%‘;@ﬁggﬁgﬁ
A= v RF a— AN 1(0.03) Fa bR 1 ¢0.03)
My L7 F kAR —EEmMm 41 (L.1) HEMD $(0.2)
sy LV F=RE 1 (0.03) SN2 850 " 153 (4.3)
M2 L7 F= A8 38 (1.1) Mg o e e — & BB RERY 1 {0.03)
1. A FLER AR K SRS HE A 40.1) M T AR YRR T 7 F—PHM 8(0.2)
A Y & A 1 (0.03) B¢ E5- 2(0.1)
. HR FR SN 3(0.1) BERERY 1{0.03)
1, FR BB AN 1 (0.03) fmRa-<— & —HEhn 1(0.03)
C — Bt iE B Him 3(0.0) FEREBRE 1(0.03)
s R 1 (0.03) iifGﬂ7x—vyzx?-5z 1 (0.03)
LERQTER 44 (1.2) ol
FRRAEM 3(0.1) ERRERR 1(0.03)
y—INFINF TG RT =T —E £ 02) Hﬁ%ﬁﬁ@tﬁ 2(.0)
i HE, Pl LCILREHHE 9(0.3)
AT ST EE 7(0.2) Lo 3(0.1)
Ea]vzicaid 2af )| I 1(0.03) i 1 {0.03)
Vo SERECH 5(0.1) s 1 (0.03)
G R ERER 88 (2.5) MZpE 1(0.03)
ERSEATNREE T 1 {0.03) A RR RS 1(0.03)
R 221(6.2) FEEAFH 1 (0.03)
WEAWD 1(0.03) p=1i: 1 (0.03)
7o huy e ERLEE 1(0.03)
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AUANWFZTAVIBRIERE

TAGRISSO® Tablets 40ng80ng
ERMTEE RS MRS

A3 =Rl BRI BT A
BELEEEFH ILD FEIHIR
(ILD EfMxERZESHE)

7 A TR A RS




BFE3 —ARUTTAAREICHT2EEFSSEFA LD FRKR (LD EMREFR/ASHE)
R TRRRE AN S AFVE RS REQHM | K%M ILD £ | ILD RREMN% YR & v Xt
FBIEM | REH | (95%IFHRME) | (95%IEFAXRM)| (95%FIHEEM)
n = 3578
FERICET IR (8 3291 (92.0) | 188 5.7(4.9, 6.6) Ref Ref
f: ﬁjﬁfiﬂf /%g; A (1 » AR 72 (2.0) 20 27.8 (17.9, 39.6) NC NC
(= F AT Glds B (1 2 AL 2 5 AR 86 (2.4) 13 15.1 (8.3, 24.5) NC NC
FHERA)) FEQrAUE3» AKRE | 34(.0) 4 11.8 (3.3, 27.5) NC NC
(3w AL 45 AR 26 (0.7) 2 7.7(0.9,25.1) NC NC
H @4 AL 5 5 Ak 19 {0.5) 2 10.5 (1.3, 33.1) NC NC
(S » ALLLE 6 » AFKNE 8(0.2) 0 0.0 (0.0, 36.9) NC NC
HGHALL) 31(0.9) 1 3.2(0.1,16.7) NC NC
FERHR 11 (0.3) 1 - - .

JEPILL R (BT RSERT R ER 2o B e LTEY L.

LD BBEFI%EH T ) —EOREMERTH SER 42 L LTRHE L,

Ref: U R 7 2R UH vy XERH OO EHEO K HE

NC: Not calculated ’

HFFY—H0 5FL LD ILD BREEARC S FAN Lo LD ERETAASIRE Sh SR L,
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FUANF T AR

TAGRISSO® Tablets 40y 80n
FEHBERE KBRS ERES

Bz 4 BEEREFH ILD RN
(ILD EfiRHZESYIE)

T AT e




Ak 4 BEESEEFH LD HHKR (LD EMREESHE)
LM NES | ILD £} | LD BRIEFI% DADE Ao XL
fER n=3578 | fEH | (95%IEREEM) | (SREHEEM)" | (95%IEEEM)
MR B 1207 (33.7) 89 7.4 (6.0, 9.0) Ref Ref
' #* 2371 (66.3) 142 6.0 (5.1,7.0) -1.4(-3.1,04) 0.80 (0.61, 1.05)
E i 65 BRRE 1005 (28.1) 52 52(3.9,6.7 Ref Ref
651l E 2573 (71.9) 179 7.0 (6.0, 8.0) 1.8(0.1,3.5) 1.37 (1.00, 1.88)
*E (ko) 50 kg KW 1606 (44.9) 89 5.5(4.5,6.8) Ref Ref
‘ 50kg BAE 1714 (47.9) 95 5.5(4.5,6.7) 0.0 (-1.6, 1.6) 1.00 (0.74, 1.35)
SRATEk 258 (1.2) 47 - - -
BMI (kg/m?) 18.5 Kiwli 883 (24.7) 46 5.2(3.8,6.9) Ref Ref
18.5 L4k 253k | 2023 (56.5) 118 5.8(4.9,6.9) NC NC
25 BA. k30 il 355 (9.9) 20 5.6 (3.5, 8.6) NC NC
30 BA k35 5k 40 (1.1) 0 0.0 (0.0, 8.8) NC NC
I5LLE 5(0.1) 0 0.0 (0.0, 52.2) NC NC
S 272 (7.6) 47 - - -
Y i3 2513 (70.2) 154 6.1(5.2,7.1) Ref Ref
H 1063 (29.7) 77 7.2(5.8,9.0) 1.1(-0.7,2.9) 1.20 (0.90, 1.59)
FRATH 2(0.1) 0 - - -
Pack-years 0 (WEEEED| 2527 (70.6) ' 155 6.1(5.2,7.1) Ref Ref
FED) % & 1)
0 18-10 57k 108 (3.0) 10 9.3 (4.5, 16.4) 3.1(-24,8.7) 1.56 (0.80, 3.05)
10 & 863 (24.1) 56 6.5 (4.9,8.3) 0.4(-1.5,2.2) 1.06 (0.77, 1.46)
SKRETER 80 (2.2) 10 - - .
WHO performance siatus 10T 2904 (81.2) 189 6.5(5.6,1.5) Ref Ref
28 674 (18.8) 42 6.2 (4.5,8.3) 0.3(-23,1.8) 0.95 (0.68, 1.35)
MBE - k3 Mg 2288 (63.9) 165 7.2(62,8.3) 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)
SFRHE 2(0.1) 0 - - -
FHIOERT A IRIERLT 1794 (50.1) 102 5.7 (4.7, 6.9) Ref Ref
4 RIEFRELRE 1760 (49.2) 129 7.3 (6.2, 8.6) 1.6 (0.0,3.3) 1.31 (1.00, 1.72)
H 24 (0.7) 0 - - -
RERICATARBARER | B 86 (2.4) 2 2.3(0.3,8.1) Ref Ref
S : EGFR-TKI # 1492 (97.6) 220 | 6.6(58,7.4) NC NC
FEBICRT oHR AR | & 1307 (36.5) 76 5.8(4.6,7.2) Ref Ref
I ALFRE " 2271 (63.5) 155 6.8(5.8,7.9) 1.0 (-0.6, 2.6) 1.19 (0.89, 1.58)
FRRBIAT M AR £ - 3291 (92.0) 188 5.7(4.9,6.6) Ref Ref
féﬁ%ﬁiﬂi;j j&% H 287 (8.0) 43 150(1L1,196) | 93(5.1,13.5) | 291 (2.04,4.15)
FHRZ)) (1)
JRIR B o5 2 Buas AR | 3291 (92.0) 188 5.7(4.9,6.6) Ref Ref
fﬁ%ﬁ’iﬁ»fﬁ%@ A (5 0 AR 237 (6.6) 41 |173(27,227) NC NC
TR Z)) (2) FHGBHHUL) 39 (1.1) I 2.6(0.1,13.5) NC NC
SRECHR 11(0.3) 1 - - .
M8 CT REOFEH = 27 (0.8) 4 14.8 (4.2, 33.7) Ref Ref
-1 3551 (99.2) 227 6.4(5.6,7.2) NC NC
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TR % | LD #£1] | ILD #REF% yRoE FuXH,
fERI n=3578 | JEQ | (95%IEFEM) | (95%EHERR)" | (95%IEHEEME)
I EHEE i 2458 (68.7) 164 6.7(5.7,7.7) Ref Ref
-1 1120 (31.3) 67 6.0 (4.7,7.5) -0.7(-2.4, 1.0) 0.89 (0.66, 1.19)
B FHTHE « 26T = 3561 (99.5) 230 , 6.5(5.7,7.3) Ref Ref
H 17 (0.5) 1 5.9(0.1,28.7) NC NC
FEO>FATRE - PHEEEORRIN |4 2618 (73.2) 174 6.6(5.7,7.7) Ref Ref
A 960 (26.8) 57 5.9(4.5,7.6) -0.7(-2.5, 1.1) 0.89 (0.65, 1.21)
T FEHEE : i/ FHH i 3502 (97.9) 226 6.5(5.7,7.3) Ref Ref
E=l 76 (2.1) 5 6.6(2.2,14.7) 0.1 (-5.5,5.8) 1.02 (0.41, 2.55)
il -3l i Fii3 3325 (92.9) 215 6.5(5.7,7.4) Ref Ref
] 253 (7.1) 16 6.3 (3.7, 10.1) -0.1(-3.3,3.0) 0.98 (0.58, 1.65)
RRETATRIE 3 3328 (93.0) 216 6.5(5.7,7.4) Ref Ref
" 214 (6.0) 13 6.1(3.3,10.2) -0.4(-3.7,2.9) 0.93 (0.52, 1.66)
FE ' 36(1.0) 2 - - -
R (BLAEE - S 6HE) i 1404 (39.2) 54 3.8(2.9,5.0) Ref Ref
' oy 2154 (60.2) 177 8.2(7.1,9.5) 4.4(2.8,5.9) 2.24 (1.64, 3.06)
! 20 (0.6) 0 - - -
AR R O i3 3111 (86.9) 193 6.2(5.4,7.1) Ref Ref
H 447 (12.5) 38 8.5(6.1,11.5) 2.3 (-0.4, 5.0) 1.40 (0.98, 2.02)
R 20 (0.6) 0 . - -
TR TR i3 3091 (86.4) 197 6.4(5.5,7.3) Ref Ref
H 467 (13.1) 34 7.3 (5.1, 10.0) 0.9 (-1.6,3.4) 1.15 (0.79, 1.68)
B 20 (0.6) 0 - . .
AR AR 2R TR [ i 3454 (96.5) 211 6.1(5.3,7.0) Ref Ref
H 104 (2.9) 20 19.2(12.2,28.1) | 13.1(5.5,20.7) 3.66 (2.20, 6.08)
|8 20 (0.6) 0 - - -
SR B 2 TR R 8 3550 (99.2) 230 6.5(5.7,7.3) Ref Ref
H 8(0.2) 1 12.5 (0.3, 52.7) NC NC
A 20 {0.6) 0 - - -
m B IRTEE % 3435 (96.0) 217 6.3(5.5,7.2) Ref Ref
H 123 (3.4) 14 11.4(6.4,184) | 5.1(-0.6,10.7) 1.90 (1.07, 3.38)
ENCE 20 (0.6) 0 - -
COPD D5 & 3477 (97.2) 221 6.4(5.6,7.2) Ref Ref
" 81(2.3) 10 12.3(6.1,21.5) | 6.0(-1.2,13.2) 2.08 (1.06, 4.08)
ENC 20 (0.6) 0 - - -
RBOFE IE:3 2713 (75.8) 146 5.4(4.6,6.3) Ref Ref
H 845 (23.6) 85 10.1 (8.1, 12.3) 4.7 (2.5, 6.9) 1.97 (1.49, 2.60)
ENCE 20 (0.6) 0 - . -
FER A DREHE i3 3323 (92.9) 213 6.4 (5.6,7.3) Ref ' Ref
" 235 (6.6) 18 7.7(4.6,11.8) 1.2 (-2.3,4.8) 1.21 (0.73, 2.00) .
ZN: 20 (0.6) 0 . - -
PR EBR B ORE (FEME|& 3397 (94.9) 215 6.3(5.5,7.2) Ref * Ref
fggiuﬁggﬁfgfgﬂf?‘ -3 161 (4.5) 16 9.9 (5.8,15.6) 3.6(-1.1,8.3) 1.63 (0.96, 2.79)
~ER 20 (0.6) 0 - - -
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SRR | LD 18 | ILD #REMN% DAL ZE e
fEfl n=3578 | fEW | (95%IEHEEM) | (95%EHEER) | (95%EHERE)"
AFIEREY &R oA A |6 o AR 1128 (31.5) 65 5.8(4.5,7.3) Ref Ref
PR b ORI (D6 5 Atk 226 (63) 11| 490585 | -09(-40,22) | 0.84(043,1.61)
12 7 A&
2% AL 329 (9.2) 17 5.2(3.0,8.1) 0.6 (-3.3,2.2) 0.89 (0.51, 1.54)
18 ;1 A kil
18 5 ALk 306 (8.6) 24 7.8(5.1,11.4) 2.1(-1.2,5.4) 1.39 (0.86, 2.26)
24 % A KT . ‘
24 7 ALk 1519 (42.5) 109 7.2(5.9,8.6) 1.4 (-0.5,3.3) 1.26 (0.92, 1.74)
A 70 (2.0) 5 - - -
EREE A 1B 142 (4.0) 9 6.3(29,1L.7) Ref Ref
v 3086 (86.2) 200 6.5(5.6,7.4) 0.1(-4.0,4.2) 1.02 (0.51,2.04)
# D 350(9.8) 22 6.3 (4.0, 9.4) - -
EREDWRR i 2845 (79.5) 170 6.0(5.1,6.9) Ref Ref
BT N7 L v " 655 (18.3) 60 9.2(7.1,11.6) 3.2(0.8,5.6) 1.59 (1.17,2.16)
R 77 (2.2) 1 - - -
SRR 1 (0.03) 0 - - .
FEROPR pil3 2387 (66.7) 144 6.0(5.1,7.1) Ref Ref
el H 1163 (32.5) 86 7.4(6.0,9.1) 1.4 (-0.4,3.1) 1.24 (0.94, 1.64)
T8 28 (0.8) 1 - - -
RO, = 3145 (87.9) 203 6.5(5.6,7.4) Ref Ref
R ey 404 (11.3) 27 6.7 (4.5,9.6) 0.2 (2.4,2.8) 1.04 (0.69, 1.57)
T 29 {0.8) 1 - - .
ARk i 3411 (95.3) 215" 6.3(5.5,7.2) Ref Ref
LR =l 136 (3.8) 15 11.0(6.3,17.5) | 4.7(-0.6,10.1) 1.84 (1,06, 3.21)
T 31 (0.9) 1 - - -

FERLhER (% i R SRR RIER & 3 & LTRE L,
ILD BREFUE LT ) —FoREMHTHRERAL SR L LTRELA,

Ref: ¥ A # ERUA v XHHH ORI 0 Al

NC: Not calculated

“HFFY =iy 5P kD LD HREFMR TS FILIED ILD EFERUBINS ShizBaEH L,
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FURAF T AV BIERR

TAGRISSO® Tablets 40ng-80ng

BERARBEAE SRy RRRE

Bl 5 BEETERRFIEGRZILT O ILD IR
(ILD PR ZEESHE, ILD BEEH] % XtHR)

R R Sk S v




RlEks5 BEYSEFIRBIELEO LD FBWRR (LD EMRFESHE. LD ZREMNZHR)
RN | BRECO | ERECO YRUE F v Xtk
HWREFMOSS | ILDHBE | ILD RRERN% | (I5%EHEM)| (95%EHEER)
ILD S&BRIEL] R (95%{ZFAE ) ‘
n =231
#ER 3 " 89(38.5) 16 18.0 (10.6, 27.5) Ref Ref
* 142 (61.5) 11 7.7(39,13.4) |-102 (-19.3,-1.1) | 0.38 (0.17, 0.87)
£ 65 HEATH 52 (22.5) 5 9.6(3.2,21.0) Ref Ref
65mELE 179 (77.5) 22 123(7.9,18.0) | 2.7(-6.7,12.0) | 1.32 (0.47,3.67)
HHE (kg) 50 kg i 89 (38.5) 10 11.2 (5.5,19.7) Ref Ref
50 kg B4k 95 (41.1) 10 105 (5.2,18.5) | -0.7(9.7,8.3) | 0.93(0.37,2.35)
SRR 47 (20.3) 7 - - .
BMI (kg/m2) 18.5 KT 46 (19.9) 5 10.9 (3.6, 23.6) Ref Ref
18.5 BAE 25 354 118 (51.1) 13 11.0 (6.0, 18.1) NC NC
25 Bl k30 R 20 (8.7) 2 10.0(1.2,31.7) NC NC
3084k 35 kil 0 0 - NC NC
SehE 0 0 - NC NC
FRFTHE 47 (20.3) 7 - -
MR Fl3 154 (66.7) 16 10.4 (6.1, 16.3) Ref Ref
H 77 (33.3) 11 143 (7.4,24.1) | 3.9(-5.3,13.1) | 1.44(0.63,3.27)
Pack-years 0 (WERREDE| 155671 16 10.3 (6.0, 16.2) Ref Ref
PEEte)
0 #8-10 7% 10 (4.3) 0 0.0 (0.0, 30.8) NC NC
10k 56 (24.2) 9 16.1 (7.6, 28.3) NC . NC
AGOH 10 (4.3) 2 - - -
WHO performance status {1 ZLF 189 (81.8) 21 11.1 (7.0, 16.5) Ref _ Ref
28k 42 (18.2) 6 143 (5.4,28.5) | 3.2(-83,14.7 | 1.33 (0.50,3.54)
AT - 543k A 165 (71.4) 19 11.5 (7.1, 17.4) Ref Ref
Sk 66 (28.6) 3 12.1 (54,22.5) | 0.6(-8.7,9.9) | 1.06 (0.44,2.56)
HRIOERTA IRIEBELLT 102 (44.2) 10 9.8 (4.8,17.3) Ref . Ref
4 WTRIREAME 129 (55.8) 17 13.2(7.9,20.3) | 3.4(-4.8,11.6) | 1.40(0.61, 3.20)
BERBIIATAHRAA | & 2(0.9) 2 100.0 Ref Ref
5 : EGFR-TKI (15.8, 100.0)
# 229 (99.1) 25 10.9 (7.2, 15.7) NC NC
BRSBII T 2 MR AH 8 76 (32.9) 7 92(3.8,18.1) Ref Ref
RS - (L H 155 (67.1) 20 12.9(8.1,19.2) | 3.7(-4.7,12.1) | 1.46 (0.59, 3.62)
FR BT 25 AR & 188 (81.4) 20 10.6 (6.6, 16.0) Ref Ref
fﬁ%ﬁéﬁii ;xii =) 43 (18.6) 7 163 (6.8,30.7) | 5.6(-6.2,17.5) | 1.63(0.64,4.15)
7 (R THRER L)) (1) ‘
FRBIAT 2HBAH | E 188 (81.4) 20 10.6 (6.6, 16.0) Ref Ref
fiﬂf thfﬁ; _]{ii B (5 » AR 41 (17.7) 7 17.1(7.2,32.1) NC NC
7 METHERZ) () |AGxALE) 1(0.4) 0 0.0(0.0, 97.5) NC NC
SRECLHL 1 (0.4) 0 - - -
HIER CTRE D EN i3 4(1.7 0 0.0 (0.0, 60.2) Ref Ref
A 227 (98.3) 27 11.9 (8.0, 16.8) NC NC
i o0 2R IR i3 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)
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TR FEmET D FEBETO VRO &E R A
HRPEFOSIE | ILDRR | LD RREF% | (5%ISHEMEY | (95%EHIEM)
ILD R fER (95%{EAERA)
n =231
FDFHIEE « AT (8 230 (99.6) 27 11.7 (7.9, 16.6) Ref Ref
H 1(04) 0 0.0 (0.0, 97.5) NC NC
B FHEE « MEEMRGT |1 174 (75.3) 16 9.2 (5.3, 14.5) Ref Ref
" 57 (24.7) 11 19.3(10.0,31.9) | 10.1 (-1.0,21.2) | 2.36 (1.02, 5.44)
TEOEFTE SN (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
oD B SR PR A - 215 (93.1) 20 9.3 (5.8, 14.0) Ref Ref
<y 16 (6.9) 7 43.8(19.8,70.1) | 34.4 (9.8,59.1) | 7.58 (2.55,22.55)
[y i i3 216 (93.5) 23 10.6 (6.9, 15.5) Ref Ref
" 13 (5.6) 4 30.8 (9.1, 61.4) NC NC
s 2(0.9) 0 - - -
WRRE (BRAEEE - SOHE) |4 54 (23.4) 1 1.9 (0.0, 9.9) Ref Ref
H 177 (76.6) 26 14.7 (9.8, 20.8) NC NC
R RS OIRIE i3 193 (83.5) 21 109 (6.9, 16.2) Ref Ref
<) 38 (16.5) 6 15.8(6.0,31.3) | 4.9(-7.5,17.3) | 1.54(0.57, 4.10)
BRI O i3 197 (85.3) 22 11,2 (7.1, 16.4) Ref Ref
-] 34 (14.7) 5 147 (5.0,31.1y | 3.5¢-9.2,162) | 1,37 (0.48,3.91)
P B e ik FRL D YR B 113 211(91.3) 21 10.0 (6.3, 14.8) Ref Ref
) 20(8.7) 6 30.0 (11,9, 54,3} | 20.0 (-0.4, 40.5) | 3.88 (1.35, 11.16)
HEHRES OEE 4 230 (99.6) 27 11.7 (7.9, 16.6) Ref Ref
"7 1(0.4) 0 0.0 (0.0, 97.5) NC NC
w8 R 4 217 (93.9) 26 12.0 (8.0, 17.1) Ref Ref
H 14 (8.1) 1 7.1(0.2,33.9) NC NC
COPD D fE i 221 (95.7) 24 10.9 (7.1, 15.7) Ref Ref
7 10 (4.3) 3 30.0 (6.7, 65.2) NC NC
IR B ORI i3 146 (63.2) 11 7.5(3.8,13.1) Ref Ref
" 85 (36.8) 16 18.8(11.2,28.8) | 11.3(1.9,20.6) | 2.85(1.25,6.47)
VE AP DI EE i3 213 {92.2) 22 10.3 (6.6, 15.2) Ref Ref
) 18 (7.8) 5 27.8 (9.7,53.5) | 17.4(-3.6,38.5) | 3.34 (1.09, 10.25)
PRk FREBORE (' |8 215(93.1) 20 9.3 (5.8, 14.0) Ref Ref
Eﬂﬁu’;gﬁgggﬁﬁﬂgg H 16 (6.9) 7 43.8(19.8,70.1) | 34.4 (9.8,59.1) | 7.58 (2.55,22.55)
<)
AFUERIES & Ao 208 |6 » A& 65 (28.1) 5 7.7(2.5,17.0) Refl Ref
i et L YT 11 (4.8) 1 9.1(02,413) NC NC
) 12 3 A Kih
1245 BBl E 17 (7.4) 0 0.0 (0.0, 19.5) NC NC
18 A RiE
185 ALLE 24 (10.4) 3 12.5 (2.7, 32.4) - NC NC
24 # A ¥
24 HELE 109 (47.2) 18 16.5 (10.1, 24.8) NC NC
N 5(2.2) 0 - - -
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Rettflr | ERRETO | ERECO YASE Ao XLk
HBEMDSL | ILDHRE | LD RBEH% | (95%IEHEM)" | (95%IZHER)*
ILD SEER4ERF] =) (95%{2FEFT)
n =231
B 111B 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
£ D 22 (9.5) 5 22.7 (7.8,45.4) . -
SRR % 170 (73.6) 17 10.0 (5.9, 15.5) Ref Ref
BIATIVRE (g 60 (26.0) 10 16.7(8.3,28.5) | 6.7(-3.8,17.1) | 1.80(0.77,4.19)
9 1{04) 0 - -
FEHRO®M = 144 (62.3) 22 153 (9.8,22.2) Ref Ref
Bag 2Rl A 86 (37.2) 5 5.8(1.9,13.0) | -9.5(-17.1,-1.8) | 0.34 (0.12, 0.94)
REA 1(0.4) 0 - - - ‘
RARODIR pll3 203 (87.9) 25 123 (8.1,17.6) Ref Ref
MR AR 7 =) 27(11.7) 2 7.4(0.9,24.3) NC NC
5 1(0.4) 0 - - -
FHEOWRIR i3 215 (93.1) 27 12.6 (8.4, 17.7 Refl Ref
LR % 15 (6.5) 0 0.0 (0.0, 21.8) NC NC
R 1(0.4) 0 - . -

FE B e 8% JIX B SRR R GUEFI D 5 5 ILD BHEU(n = 231 &8 L LTHRHLE,
EIRFET O LD BRAEF%ILN T TV —80 ILD BREMEHE L LTRHLE.

Ref: V A7 ZERUF v AR HOREOZE ORI

NC: Not calculated

“HFIY—Giy 5HI EORBET LD ERAEFHR T 5 FIL EOBERFEL O ILD ERRMAPRB S N BSBH L.
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NEGmES, >0 'I:'/t{ﬂ‘-:i'nﬁ FEEA
20y %ie 40mg
- .
< Lo LB ANV e 80mg
AVAIFZT AV BEEERE

TAGRISSO’ Tablets 40n:80ny

ERARBEE BERE HREE

Bk 6 BEEERNFIERIRIET O ILD IR
(ILD EMREESHE, BT RIER] % X 5)

T A TR LS




A% 6 BEYESRFIEBELEO ILD HZHRE (LD FEMARZERHUTE. R2UEITTRERNETR)
REERARR ] BMECO | EEECO YR E Fu Xk
fE n = 3578 | ILD SIRGEH) | ILD RBEEH% |(95%EFHER)"| (95%IERHEEH)
(95% S AEM)
TR ) 1207 (33.7) 16 1.3 (0.8,2.1) Ref Ref
i 2371 (66.3) 11 0.5(0.2,0.8) | -0.9(-1.6,-0.2) | 0.35(0.16,0.75)
F iy 65 BT 1005 {28.1) 5 0.5(0.2,1.2) Ref Ref
65 mEAE 2573 (71.9) 22 0.9(0.5,1.3) | 0.4(02,09) | 1.72(0.65 4.57)
R (keg) 50 kg ¥ 1606 (44.9) 10 0.6(0.3,1.1) Ref Ref
50kg B E 1714 (47.9) 10 0.6(0.3,1.1) | -0.0(-0.6,0.5) | 0.94 (0.39, 2.26)
SRR 258 (7.2) 7 - - .
BMI (kg/m?) 18.5 ki 883 (24.7) 5 0.6(0.2,1.3) Ref Ref
18.5 BA_k 25 57 2023 (56.5) 13 0.6 (0.3, 1.1) NC NC
25 Bk 30 ki 355 (9.9) 2 0.6 (0.1,2.0) NC NC
30 B4k 35 k5% 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
R 272 (1.6) 7 - - -
MEEE 4% 2513 (70.2) 16 0.6 (0.4, 1.0) Ref Ref
) 1063 (29.7) 11 1.0(05,1.8) | 0.4(-03,1.1) | 1.63(0.75,3.53)
P 2(0.1) 0 - - -
Pack-years 0 (BEEYREDE| 2527 (70.6) 16 0.6 (0.4, 1.0) Ref Ref
&)
0 #B-10 1% 108 (3.0} 0 0.0 (0.0, 3.4) NC NC
108k 863 (24.1) 9 1.0(0.5, 2.0) NC NC
R 80 (2.2) 2 - - -
WHO performance status |1 BLF 2904 (81.2) 21 0.7(04, 1.1) Ref Ref
| 2Bk 674 (18.8) 6 0.9(0.3,1.9) | 0.2(-06,09) | 1.23(0.50,3.07)
ABR - Sk M 2288 (63.9) 19 0.8 (0.5, 1.3) Ref Ref
[543 1288 (36.0) 8 0.6(03,12) | -0.2(-0.8,04) | 0.75(0.33, 1.71)
o 2(0.1) 0 - - .
FRVDIERRS A 3RIGRELTF 1794 (50.1) 10 0.6 (0.3, 1.0) Ref Ref
4 RIGHELARE 1760 (49.2) 17 1.0 (0.6, 1.5) 0.4(-0.2,1.0) | 1.74(0.79, 3.81)
FH 24 (0.7 0 - - -
BEBICA T A5 A | 86 (2.4) 2 2.3(0.3,8.1) Ref Ref
AIRZEE : EGFR-TRI | 3492 (97.6) 25 0.7 (0.5, L) NC NC
FERAICHT BN A|E 1307 (36.5) 7 0.5(0.2,1.1) Ref Ref
AHRSE ALFRE |5 2271 (63.5) 20 0.9(0.5,1.4) | 03(-0.2,09 | 1.65(0.70,3.91)
REBHT NN A|E 3291 (92.0) 20 0.6 (0.4, 0.9) Ref Ref
ARG : RETF = v |4 287 (8.0) 7 2.4 (1.0, 5.0) 1.8(0.0,3.6) | 4.09(1.71,9.75) "
7 M MREA (=&
A= GRIEETHEBRY)
(1)
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REERITHR

LIz Aelo)] ERETD )29 &E A Xtk
FEM n=3578 | ILD RIVAEMR | ILD RIVEHI% | (95%IZFEREMH)* | (95%EBREE)
(95%IBH= M)
FRBIHTIRPA|E 3291 (92.0) 20 0.6 (0.4,0.9) Ref Ref
ABGE : REF = 7 |20 (5 ) moeit) 237 (6.6) 7 3.0(12,6.0) NC NC
2 B v VREA (=R
NeT (BEFHRE )T ARE 39 (1.1} 0 0.0 (0.0, 9.0) NC NC
{2) HRETH 11 (0.3) 0 - - -
FIER CT RED I Fi3 27 (0.8) 0 0.0 (0.0, 12.8) Ref Ref
H 13551 99.2) 27 0.8 (0.5, 1.1) NC NC
Fitf > R EE i 2458 (68.7) 13 0.5 (0.3, 0.9) Ref Ref
" 1120 (31.3) 14 1.3(0.7,2.1) 0.7(0.0,1.4) | 2.38(1.12,5.08)
i > FEE - i3 3561 (99.5) 27 0.8(0.5, 1.1) Ref Ref
LSl " 17 (0.5) 0 0.0 (o;o, 19.5) NC NC
Bt D FHFRE i 2618 (73.2) 16 0.6 (0.3, 1.0) Ref Ref
BERSIR 4T " 960 (26.8) 1 11(06,200 | 05(-0.2,1.3) | 1.89 (0.87, 4.08)
Bl DR i 3502 (97.9) 26 0.7 (0.5, 1.1) Ref Ref
AR s 76 (2.1) 1 13(0.0,7.1) NC NC
Fifi D it o PR i 3325 (92.9) 20 0.6 (0.4, 0.9) Ref Ref
#H 253 (7.1) 7 2.8(1.1,5.6) 22(0.1,42) |4.70(1.97,11.23)
[E 4 3328 (93.0) 23 0.7 (04, 1.0) Ref Ref
A 214 (6.0) 4 1.9(0.5,4.7) NC NC
. T8 36 (1.0) 0 . - .
TRRE (BETERE - -SOFEE) |4 1404 (39.2) 1 0.1(0.0,0.4) Ref Ref
f 2154 (60.2) 26 1.2 (0.8, 1.8) NC NC
787 20 {0.6) 0 - -
AFHEREHEE O/ IE i3 3111 (86.9) 21 0.7 (0.4, 1.0) Ref Ref
# 447 (12.5) 6 13(0.5,29) | 0.7(-04,1.8) | 2.00(0.80,4.99)
A8 20 (0.6) 0 - - -
B R E DN = 3091 (86.4) 22 0.7 (0.4, 1.1) Ref Ref
" 467 (13.1) 5 1.1(0.3,25) | 0.4(06,13) | 1.51(0.57,4.01)
THA 20 (0.6) 0 - - -
| BRI R OEE i3 3454 (96.5) 21 0.6 (0.4,0.9) Ref Ref
5 104 (2.9) 6 58(2.1,12.1) | 52(07,9.6) [10.01(3.95,2535)
FH 20 (0.6) 0 - - -
RS DRE |8 3550 (99.2) 27 0.8 (0.5, L.1) Ref Ref
" 8 (0.2) 0 0.0 (0.0, 36.9) NC NC
ENC;) 20 (0.6) 0 . - -
Wi B DR EE i 3435 (96.0) 26 0.8(0.5, 1. Ref Ref
-] 123 (3.4) L 0.8 (0.0, 4.4) NC NC
~H 20 (0.6) 0 - - -
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REMERITHR | GRECO RO RO = 4w X
REM n=3578 | ILD SINEEH | ILD RBRIEM% |(95%IZHEER)* | (95%ISIRE )
(95% B FE M)
COPD DJiEME 4 3477 (97.2) 24 0.7 (0.4, 1.0) Ref Ref
" 81 (2.3) 3 3.7 (0.8, 10.4) NC NC
RE 20 (0.6) 0 - - -
TR B ODIEEE fi3 2713 (75.8) 11 0.4(0.2,0.7) Ref Ref
-3 845 (23.6) 16 1.9(1.1,3.1) 1.5(0.5,2.4) | 4.74 (2.19, 10.26)
N 20 (0.6) 0 - - -
HERFORE i 3323 (92.9) 22 0.7(0.4, 1.0) Ref Ref
H 235 (6.6) 5 2.1(0.7,49) | 1.5(-04,33) | 3.26(1.22,8.69)
B 20 (0.6) 0 - -
MEOR SRR RO TREE (R |8 3397 (94.9) 20 0.6 (0.4,0.9) Ref Ref
MR BOMBRIEN) 161 (4.5) 7 43(1.8,8.8) | 3.8(0.6,6.9) | 7.68(3.20,18.43)
e, B R U COPD %
<) FHH 20 (0.6) 0 - - -
FEEHAER L2765 ARHE 1128 (31.5) 5 0.4 (0.1, 1.0 Ref Ref
;7:; %’ Z’;"%ﬁ R B D6 J? 23'1;% . 226 (6.3) 1 0.4(0.0,2.4) NC NC
127 IH; 1;{]5 it 329 (9.2) 0 0.0 (0.0, 1.1) NC NC
18 ﬂﬁfﬁﬁeﬁ- 306 (3.6) 3 1.0 (02,2.8) NC NC
24 % AL 1519 (42.5) 18 1.2(0.7,1.95) NC NC
8 70 (2.0) 0 - - .
RRERIRHA B 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 D 350 (9.8) 5 1.4 (0.5,3.3) -
REBORKR i 2845 (79.5) 17 0.6 (0.3, 1.0) Ref Ref
E7n7IVBE | 655 (18.3) 10 1.5(0.7,2.8) | 0.9(-0.1,1.9) | 2.58(1.18,5.66)
EN: 7722) 0 - - -
SRR 1{(0.03) 0 - - .
HRORR = 2387 (66.7) 22 0.9 (0.6, 1.4) Ref Ref
MR -1 1163 (32.5) 5 0.4(0.1,1.0) | -0.5(-1.0,0.0) | 0.46 (0.18,1.23)
FH 28 (0.8) 0 - - .
BB Ei 3145 (87.9) 25 0.8 (0.5, 1.2) Ref Ref
HalpER A o} 404 (11.3) 2 0.5 (0.1, 1.8) NC NC
8 29 (0.8) 0 . -
FEROW®R i 3411 (95.3) 27 0.8 (0.5, 1.1) Ref Ref
LR ) 136 (3.8) 0 0.0 (0.0,2.7) NC NC
T 31(0.9) 0 - - -

FEGILkEE (%) 2 AT R RER 2 5B & LCRIH L,

IGIRFET O ILD BIEFBILA 5 T ) — B0 LM HrTRENZ oL LTEHLE.
Ref: Y 2 7RG v AL H OB O RO

NC: Not calculated

“AFAY—Hl0 5P EOERECO ILD REEFARC 5 FILU EOBRFELT O LD EREASIES L BERH L,
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