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(57.0) | (43.0) | (72.0) | (28.0) | (23.7) | (58.1) | (4.3) (12.9)] (1.2)
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N, TNHEREFEICEIT S QT HRERBEEFRAAFE LIEZ A, LEXQTZEEN 3H] (2.1%) L.mb%
. 341 I Grade3 R OFIEA T, EIFoNFRIE MafE) | TP KON TREHE)] 4 161TL7,




®2-3 DREBEOBREE - G6HE THY ] OEFICHEITHLER QT ERDHAEFRIKR

=3 R HT xF RIE Grade BE% L]
Bl n=144
1% | ¥ | Grade3 |Grade3 | E | FEEE | [HE | B |xkEE | &REE| BT | TH
# i uE | & HY
& 31) | 3 |3(1000)| o0 0 |3(100.0) |1(33.3)[1(33.3)|1(33.3)| O 0 0
ODEMQTEE |3(21)| 3 |3(100.0)| o0 0 |3(100.0) |1(33.3)|1(333)[1(333)| © 0 0

QT MIBRAE R FE BB OAE B LR (V) LT R GUE R 2 43R & U TR, RPN FESEO QT ML R FEBUER 2 /53R E L TR
HL4 (PT) : MedDRA/J version 20.0

* [ EOEE] O FRITERVENER

[F— B ClRl— DO BIWER (&3 2 PT L~UL) BRI b8 &, 14 L,

BEORIWERNRE LIEGNZ OV T, FinEEic S & e FRor L,

Grade : Grade 3 LA _E>Grade 3 Riii, FHENE : HESIERE

TR« FECSTREIE & 0 SREHESERSEIE & Uiz, BR=RHTH 2 FLUIERIEITIEE DT, BIEL TV L L2FLMNER=HTH
DIEFIOIRARR E L CTHERH L,

QT MIRIERIFLL T OFRE G LR QT MMRER ., JeXKM: QT ERIEMEME, QT ERJEMRE, LEK QT LR

3. FEE

F£31LITRT ERBY ., IFREEREFRESRIL 1995 4 98 4] (4.90%) IZ@RH B, D H B Grade3 LL EDHS
1317 BC, ERIRIE TIRlfE ) 7160, TeRfR) 18 B R OY TREIE] 9fITLT,

T2, IFREEMEESONRIL, IFREE 35 6], ATHEERT 286, T ANRTX VBT I ) T VAT 2T —
YHEM266], 79=0T7 3/ F 702727 —BHEIMN 2264, LY v N 4 6 & OSRYHATREE 1 61
TL7,

=31 FEEEESROFRERKR

ER4A TR Grade BEM% ERIE

X RAEHI n =

1995
5%k |14%% | Grade 3Ki& |Grade 3 LI E | EE EEE [El1& B | REE | REE || F
HY |=|H

Gt 98 (4.9) | 116 | 81(82.7) 17 (17.3) [12(12.2)| 86(87.8) |71 (72.4)|18(18.4)| 9(9.2) 0 oo
TI=rT I FT A 22(11) | 22 | 20(90.9) 2(9.1) 0 22 (100.0) |17 (77.3)| 2(9.1) | 3(13.6) 0 oo
7 =7 —BEn
TANRTEX T I 26(1.3) | 26 | 25(96.2) 1(3.8) 0 26 (100.0) |20 (76.9)| 1(3.8) | 5(19.2) 0 oo
rT AT =T —EHIM
e L e 8 402 | 4 4 (100.0) 0 0 4 (100.0) | 3(75.0) 0 1(25.0) 0 oo
JHERE S 28 (1.4) | 28 21 (75.0) 7 (25.0) 6(21.4) | 22(78.6) [24(85.7)| 3(10.7) | 1(3.6) 0 0|0
JHFpE 35(1.8) | 35 | 27(77.1) 8 (22.9) 6(17.1) | 29(82.9) |22(62.9)|12(34.3)| 1(2.9) 0 o]0
SEWPEIT R 101 | 1 1 (100.0) 0 0 1 (100.0) 0 1 (100.0) 0 0 oo

FHF B S R B O SiE B b 2R (%) 13 22 B VEMENT S BIER & o BE & U TR, R UAMIF S8 O B BER & /5 fE & L CHEH

44, (PT) : MedDRA/ version 20.0, [F—JERITRI—DRIEM(AFHD 2\ PT LL) KRR B2 B81id, 1HkE Ui,
BEORIWERNRE LIEFNZ OV T, FieBREMIc LS & EFRR LT,

Grade : Grade 3 LA = >Grade 3 A5, M : EESIEREE, i LT >HEEH Y >REIE >SEE>SEIE L L, BR=1HTHD
FHUIERIENICITE DT, B L TV D EHELNERFE=RHTH DIERDOARH E L TERH L,

JFRsE R 42 98 151 O ARHKIFE 5B 4ED S HIEIFE L E TOHMICHOWTIE, £3-21RT L0, FREIT
200 H (3~174H) TL7-,




x32 HESEHEZFROVEREFETTOLHM (B)

=Y ¥ n Mean SD Min Median

Max

b B e e 98 29.6 27.6 3 20.0

174

#* 3-3 Tld, HERREEOBEER - A0HE TH)1 OAFE 19161l o\ T, I

P B R OR IR 2 R,

191 iR 12 B (6.3%) (CHFRREREERZRBO HiLE L722S, Grade3 L EOFELITH Y FHATL,
Fiz, EEEEFEZONRIL, 77=20T ) b7V A7 =27 —BEMEORERERE S 46, 7 AT
XTI NIRRT =T —BHIN, Y e IR ONTFREES 2§l T u‘_o
& 3-3 HFREEZEOBES - S6HE TF Y OEFICH T HFESHESROFETRIKNR
ER4L AR RAE B Grade BEM% ERIF
n=191
gk |#%k| Grade3 | Grade3 | EE FEE EE iR | REE | gE@E || 788
i Ut HY
&t 12 (6.3) | 14 | 12(100.0) 0 1(8.3) | 11(91.7) | 9(75.0) | 2(16.7) | 1(8.3) 0 0 0
TI5=rTI T A| 41 | 4 | 4(100.0) 0 0 4(100.0) | 3(75.0) 0 1(25.0) 0 0 0
7 =7 —EHEn
TANRTEUBET I M 2@0) | 2 | 2(100.0) 0 0 2 (100.0) |2 (100.0) 0 0 0 0 0
T AT =T —BH
e YL e #in 2(1.0) | 2 | 2(100.0) 0 0 2 (100.0) |2 (100.0) 0 0 0 0 0
SR RE R 4(21) | 4 | 4(100.0) 0 1(25.0) | 3(75.0) | 2(50.0) | 2 (50.0) 0 0 0 0
R 2(1.0) | 2 | 2(100.0) 0 0 2(100.0) |2 (100.0) 0 0 0 0 0
JHF 2 5 BB OO i 31 L SR (Vo) L AR AT ST RIE B % 43 FE & U TR, ZnLISMNI IS 5 O TR ERBUER & /R & L CHE MY
F44, (PT) : MedDRA/ version 20.0, [Al—%EFI CRI—DEIWEA (G5 2 T PT LL) B3 EEIRRR® b 72356 1T, 11¢& U‘_o

BEORIEM DB LIEGNZ OV TIE, FRiBRIEAI S S a £om LT,
HEE>IFEE, i BT >RBED V >REE > > EHE & Uiz, =TT h 2 FLITE LRI
BHEREPLIF=IThH DEF DAY & LTHEI L

4. M&ESEH

F£41ITRTERY, MEFIEEIEE ST 1995 417 198 51 (9.9%) |

Grade : Grade 3 LA |- > Grade 3 i, BHEM:

EE DT, %Efﬁbfu\;’

23R8 H v, Grade3 DL EDOEES 1% 45 5]

T, WX MEfE ) 64, TeRR) 28 B O [RIEIE ] 106 T L7z, F7o. Mk FHMEREEFRSEONRIT
i/ NREE A 113 41, A L ERE R 76 B, A RSO 36 B, Eif 34 il i NS E 12 Bl 4 Bk
SiE: 341 K OVH BRI E 141 C L7z,
x4-1 MREUEESROFERKR
ER4% REMEMBITHER Grade EEM% LI

fEH  n=1995

1% | % | Grade3 | Grade3 | EE | EEE EE R KREE |BEE| | F

i Ut HY | T | A

et 198(9.9) | 275 |153(77.3)| 45 (22.7) | 13 (6.6) | 185 (93.4) | 64 (32.3) | 28 (14.1) |106 (53.5)| O 0o
2 ifn 34(1.7) | 34 |25(735) | 9(26.5) | 2(5.9) | 32 (94.1) | 10 (29.4) | 6 (17.6) | 18 (52.9) 0 0o
FmEREAME | 1(0.1) 1 | 1(100.0) 0 0 1(100.0) 0 0 1 (100.0) 0 0o
I ERIBAE | 3(0.2) 3 | 1(333) | 2(66.7) 0 3(100.0) | 3 (100.0) 0 0 0 0o
IR ERESD | 36 (1.8) | 36 | 21(58.3) | 15 (41.7) | 2(5.6) | 34 (94.4) [ 22 (61.1) | 6 (16.7) | 8(22.2) 0 01]0
/s | 113 (5.7) | 113 |103(91.2)| 10(8.8) | 6 (5.3) | 107 (94.7) | 30 (26.5) | 11(9.7) | 72 (63.7) 0 010
/B E | 12 (0.6) | 12 | 9(75.0) | 3(25.0) |2(16.7)| 10(83.3) | 1(8.3) | 2(16.7) | 9(75.0) 0 0|0
F Bk | 76 (3.8) | 76 | 65(85.5) | 11 (14.5) | 3(3.9) | 73 (96.1) | 37 (48.7) | 10 (13.2) | 29 (38.2) 0 010




M E T BB O SE B FE 2R (o)1 3 22 2 VERRT S SUE B 2 o Rk L L CRE, R USMIFESE o miksEtE R BUEL 2 Rk L L TR

F 54 (PT) : MedDRA/ version 20.0, [Fl—JiEHI TRI—DREIVER (A7 & 5 WNE PT L-Ub) SEEKEIRRD S HA1E, 1S Lz,
EEORBIWERANREL LT IEFNZ O\ TIE, FrefEeRALIC IS & 45k 2 £/R L7z, Grade : Grade 3 L\ k- > Grade 3 i, HFEM: :
HEES>SHEEE, i SEE>HRBEEDH D >REE SRR >EIE S Lz, BR=RHATH 2 FZIIELIEMIZITEZHT, BEHL WD
REENEIF=THTHIEFOHRI L L THERF L

i E B F 5 198 Il O A 5567 b HIEIIE B £ TOMRIZOWTIE, & 4218 LB0, PRI
130 H (1~126 H) TL7=,

F4-2 MAESUEEEEROMERREITOHRE (B)

ER4 n Mean SD Min Median Max
MR EE R 2 198 23.0 24.3 1 13.0 126

m EETEBENIYRY

5. DiEEF (QT MRIERZR<)

QT MIMBIER: % B < Oofiskbe 2 BB 2 52 1% 1995 il vh 2341 (1.2%) 78 Hiv, Grade3 LLEDHFES T 74T, #HxIF
WX TEE ) 1041, TERpR) 64l TREIE) 46), THEEH D | 1HI&RO [T 26 TLEZ, £, DK
PR RO NRIL, (AR SH], OEME) 461, BMLAREZE, 5 o M LARE RO EEMEHEIRES 2
B, B LARE, DER, DARFEZE, B, JAPERRAR, JREMESENR. AENR, OSSN, A b L ALEE
£ 1T L,

(e s B F 5 23 B DUV CTARAIBE G-BAtA D )RR B E CoMM o EIX 260 H (3~123 H) TL
7=,

DRBOBEERE « S0HE T8 OBE 1445 861 (5.6%) (T OEEEREESENED S, Grade3 UL o
FRIZIFWD S E Uiz, digix e 34, M) 341, TREME] 11O 381 16T L,

6. BEHSFE

YR IE B E H 4 3 1995 1 28 5] (1.4%) 1ZFR¥ H A, Grade3 UL EOFES T 44T, #H&ImiE TRIE) 21 41,
Mgl ) 6B [ LB CTHoT, T, EYYUEREERONRIT, K&K, MEMEM R & ORI
Y& 31, BB, HORIES. IS, B R OGS 2 01, BERER. A 7 oA L AV

K. ERGERYE, A VA ERGERKEGE, U o NEIEYE, MY, MRS, R, RGBSR
M4 LT Uiz, JRYYERDE 5 28 Bl DU CTARKIP 5B 4t & gIRI R B £ oMM o F yfiid 27.5 A
(4~218 H) TL7=,

7. MIEERE

A FEARE B 51T 1995 B 24 ] (1.2%) (258 HAv, Grade3 L EOFEST 16 1T, fizid THIE] 7
B, T 841, TREME] 44, THEESHD ] 14, T 3K TRE) 1HTLE, F/o, Mk
FERRIE B F R OWNFRIL, REFRIRIARIE 6§, FiZERRSE 4 61, A 2E & O EhIRISAE S 3 I, SMEO e
FE N OV RS IR IMARSE A 2 3, REREMEMAE PNEERE ., (DFHFEZE, WHZEMRAE, T 7 THHZE, ZERJE. A L AL
AIE e ONIARSE A JE 4 1 B3 C L7, e JEAR i B 42 24 Bl DU TARHFIER 55460 B AR EL E T o
ModgfiEiL 265 H (3~111 H) TL7,

8. AIEESE

AMEREEIZOWTIE L D IRFRICIREE R 5 CERd Lo & 2 A 1995 filH 10 4] (0.5%) 12788 B AL,
Grade3 UL LS T 1 T, #aifE TEfE ) 241, TP 5HI&O [REHE) 3BICLZ, Fi-. BhEESR
OWNFRIL, IRIE R OFRIEEINA 26, BN, fERHm, R, IRREE, GOEE, RO AL ORI
FIBA LHIC LT, BIEES 10 fllZ DUV TARAIE G-Bl4E 0 S #EIHE B E COMM O R fElX 430 B (14~78
H) TL7.
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B ZoOERFAERHE

9. T# (Grade3 LlE)

Grade3 LL_ED TFHIIE 1995 67 15 61 (0.8%) 238D B, #ixidid TEIE ] 6 Fl O T#k) 96T L=,
Grade3 UL LD Tl 15 B> WTAAFIFE G-BRtA ) S eI E £ coMM o fiix 220 H (4~77H) TL
.

10. KEEMEE (Grade3 BlLE)

Grade3 LA b Rz Jeke 13 1995 B 13 1l (0.7%) (258D Hav, #ixigid TaldE ) 341, ) 9l Ot [R[A]
1 1T LR, 2, FORNRITHZE 661, IBERELER 3H., MRS, BURESE . BLREBIR S
K OERa M 2545 11T L7z, Grade3 LA_EDEJEREE 13 FlIZ DUV TARAIR 5-B460 S WIEIR I E COHRM O
X 230 H (2~267 H) TL7=,

11. B2 (Grade3 BLE)

Grade3 LI JNFHA X 1995 1 561 (0.3%) (288 HiL, dmliid Tk 4 O [RFIE] 16T L7,
Grade3 LL_EDJBHZ 5 Bl DUV TARAIR 55t S HIBIFEL £ TCOHM O P YEiL 76.0 H (22~233 H) T
L7,

H ILDUSNDFELED

ILD DA E S E & LT QT MIRE R, HRESE, ik, OlEES (QT MIFRIEE 2R <)

JRYLE, MARZERRE, AIFREE . Grade3 LA Lo FRIVZEREEIMHA 2 ZNERBa LE Lz, ORI,
I DFEBFIE K OB LR IL QT MMRER: 16 1 (0.8%) . AFFEZE 98 f5 (4.9%) . i 198 5

(9.9%) . LifEE (QT MMRIER ZFR<) 2341 (1.2%) . JEYIE 28 # (1.4%) . IAeZERRE 24
(1.2%) . fAMEREEE 10 5] (0.5%) . Grade3 DL o> TH#i 151 (0.8%) . Grade3 LL oDz &M 13 44
(0.7%) M U Grade3 UL EJNFHZ 541 (0.3%) TL7-.

H A%t

BHIVERRAT R SAER] 1985 il 2%tk & L, TEEDNADIEEDEOT-DDH A K714 (RECISTHA K

TAV) BLIR ICHEL, RBEREDE (HEEHE) 23HMhL £ L,

B, BREATHEON TV ARERAZDRE HYEHE) 1L, ZEACHMEE 1 (RAIKGHENG

3 5 AUWUTIHIER) mEOTF—XTY,

c PUERZR - I BRAESFRIT T588%h) 2961, THnZEsh) 12306 CTh Y . BahE BRI+
7Z£3h) 1% 63.4% (1259/1985 5l  95%fF#E X [ : 61.3 - 65.5%) T L7z,

B ha— L R o s b — LR GERRIDHB RN+ LIE) 13 74.4% (1476/1985 5] 95%(E#H
X[ : 72.4-763%) TL7=,

W FEED

B RUC B W TARHAIXIR T BB T NA R BRFEICIEWVEROERICE D, LERHREERIEL THEE
B
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AE 1 ERAREREICESTIEMER - BRECRBFARE—BER

EAMMETRZE (2015/11/13~2017/5/12)

(OFE e 512
(OFERATE 1995
@ BIVEM S O R BUER# 1031
@ BEM S ORBUE ™Y 1920
® FITER % O RBEFIS (%) [©),@x100] 51.7
RIVE &5 TR
BEYUE R K OV e 188 (9.4)
ST 3(0.2)
JEEIbE 2 1(0.1)
FR 1(0.1)
E1 S 2(0.1)
* HPRIE IS 2(0.1)
* JiRinE 2(0.1)
ATz 1(0.1)
PIINGEAS 159 (8.0)
* Jifi %% 2(0.1)
* 07 A L AP 1(0.1)
MR 5 2(0.1)
* AR 1(0.1)
PR 3(0.2)
A VAN ESGE Y 1(0.1)
* o ERE G 1(0.1)
* IR g 1(0.1)
* SHITERT M i ¢ 1(0.1)
AR M 2% 2(0.1)
JitiJa e 2(0.1)
* iR 1(0.1)
* SIE K 1(0.1)
* A PEN 7% 1(0.1)
B, BB I URHMAHOH LY (ERBLIURY —7EFT) 2(0.1)
* JE A 1(0.1)
* S P S 1(0.1)
MiKEs LY R EE 56 (2.8)
A . 34 (1.7)
FEFENE (45 PN IS 1(0.1)
* FEEAMERT P ER I AE 1(0.1)
* R E PR I 1(0.1)
F il BRk D 9 1(0.1)
I PRI E 3(0.2)
LI BRI A E 1(0.1)
* FRIERBIIEE 1(01)
i/ INBRE D 12 (0.6)
* iR 1(0.1)
bl =7 2 N 2(0.1)
NRWEE 2(0.2)
* HRAR b Re U 1(0.1)
* GURIR A VE o A5 1(0.1)
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FEAMMETRZE (2015/11/13~2017/5/12)

KRB L OSREEE 98 (4.9)
Jhisk 3(0.2)
w7 A E 5(0.3)
* e R R 1(0.1)
K7 L7 2 e 2(0.2)
KA v AfE 3(0.2)
K U v s iiE 3(0.2)
) b U 7 AffiE 8 (0.4)
BAIE 81 (4.1)

TR R IEE 38 (1.9)
* BRI RE 1(0.1)
* gt i 1(0.1)
Jibi A5 5 3(0.2)
TR E 7(0.4)
LRTE L 13(0.7)
GE 6 (0.3)
* K SEE 1(0.1)
* ERRIE 1(0.1)
K= 2 —m T — 3(0.2)
* LB L R 1(0.1)
IR E =2 — o /F— 1(0.1)
* 57 FREYE 1(0.1)
* IfiAG 1 AR S 1(0.1)

IREEE 10 (0.5)
Sl 1(0.1)
il M 1. 1(0.1)
* A5 2(0.1)
* i 1(01)
* [R gV 1(0.1)
TR0 2(0.1)
vl 1(0.1)
* RO A 1(0.1)
R W53 1(0.1)

BB X UkERES 1(0.1)
* BANEME AR D & U 1(0.1)

DS 23(1.2)
* M DA RESE 2(0.1)
* 0 AR 4(0.2)
* R4 5(0.3)
*BPE AR 1(0.1)
* 5 o kLA 4 2(0.1)
*IDIER 1(0.1)
* D IE 1(0.1)
S 1(0.1)
* MR IR 1(0.1)
* TR 1(0.1)
* LSRR 2(0.1)
* BNR 1(0.1)
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FEAMMETRZE (2015/11/13~2017/5/12)

* L EE MM 1(0.1)
* Z R L RDME 1(0.1)
i REE 12 (0.6)
* 1AL 1(0.1)
* {1 2(0.1)
ZRED R R L 6 (0.3)
* JENRNE 1(0.1)
* DU R AR AR E 2(0.1)
FER AR, MBI X UNGERRIES 145 (7.3)
* R VENPIR G AE R 1(0.1)
* MES i 1(0.1)
Iz 1(0.1)
Fe eI 1(0.1)
IR ] 3 3(0.2)
* A ERER IR 2 1(0.1)
S 3(0.2)
Loo< Y 1(0.1)
* IR FHE 2(0.1)
R A 2 R 93 (4.7)
i 11 (0.6)
SRR 1(0.1)
* JgsKk 2(0.1)
s 2(0.1)
* G it % 1(0.1)
Jififige 2 7(0.4)
* S 1(0.1)
gt 1] 2(0.1)
* i AR i Ag 1(0.1)
JHiEh AR AR E 2(0.1)
* i ZEARAE 1(0.1)
JliZERRAE 4(0.2)
S 1(0.1)
* LAUE D RIE 1(0.1)
* IR EFRATHE 1(0.1)
ik A 4(0.2)
1 e s g 2(0.1)
B kS 284 (14.2)
i s Rz 1(0.1)
* 77 A 1(0.1)
BY=23 2(0.1)
* TIPS % 1(0.1)
Y 6(0.3)
T 202 (10.1)
* + I 2(0.1)
* % 1(0.1)
* I 1(0.1)
HAE MR R 2(0.1)
* ML 2R AL 1(0.1)
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FEAMMETRZE (2015/11/13~2017/5/12)

R 2(0.1)
* ALY 1(0.1)
L 26 (1.3)
REAES 63(3.2)
* _EERTEARAE if 1(0.1)
M it 12 (0.6)
e =177 1(0.1)
* [ SR 1(0.1)
HRfsE 1(0.1)
* O PEfERR 1(0.1)
JiF RS R R 67 (3.4)
* it 5 o 1(0.1)
* P EE 1(0.1)
JFHk e B 28 (1.4)
JiF e 35(1.8)
* JIHIE U 1(0.1)
ST R 1(0.1)
BB LU TS 383(19.2)
B 2(0.1)
it B 5(0.3)
R 9% 4(0.2)
SUERRR G S 67 (3.4)
* 7 LV R 1(0.1)
* L B2 & 2% 2(0.1)
E o2 2(0.1)
B R 70 (3.5)
% 10 (0.5)
HLBE 9 (0.5)
* ZIALBE 4(0.2)
* R MEALER 1(0.1)
W INII 1(01)
TR 2(0.1)
T - BIEFRFRINEA SIEGER 3(0.2)
* [T95 2(0.1)
D FEE 35(1.8)
* SREE 4(0.2)
F35 151 (7.6)
RLBEME R 5 1(0.1)
EHVERE 2(0.1)
BER BB 2(0.1)
R NTRZ NG 4 6(0.3)
SRS 2(0.1)
Z 9 EEME 2 7 (0.4)
* NG B g 4% 2(0.1)
* R 1(0.1)
* R R 10 (0.5)
* O A 4(0.2)
B 7(0.4)
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FEAMMETRZE (2015/11/13~2017/5/12)

B g 5(0.3)
B2 T o 3 1(0.1)
B &5 1(0.1)
RS 11(0.6)
HEHE 6(0.3)
JTVB A 2(0.1)
* A By RLBE 1(0.1)
BHME O FEE 2(0.1)
* FHE R Z I 2(0.1)
* TR 109
JTUAR D Je i 2(0.1)
HERHRE & O A RRES 13(0.7)
BA i 2(0.1)
R 201
* fif e 1(0.1)
REReT] 1(01)
15 PR 5(0.3)
* R 1(0.1)
HE 1(0.1)
Y e 1(0.1)
e 1(0.1)
BRI UOREEE 12 (0.6)
1 fR 1(0.1)
HEIR 1(0.1)
* EHR 2(0.1)
* R pEE 1(0.1)
* B 1(0.1)
* PR PZE 1(01)
T RE R 6 (0.3)
AFERB X ULERE 1(0.1)
* P R4 1(0.1)
—f - 2HEER L UREBAORE 84 (4.2)
95 5 11 (0.6)
1 ek 38 (1.9)
* FIE 1(0.1)
A PV N 2(0.1)
* P 1(0.1)
FE N 34 (1.7)
BRRRA 249 (12.5)
EMALER Sy b AR T AT R R 1(0.1)
TIT=vT ) NI UART = T — BN 22 (1.1)
77BN 1(0.1)
TANRGXUEET I ) NT VAT 2T — BN 26 (1.3)
iR e ) L e AN 4(0.2)
* iy 7w — LB 1(0.1)
M= AT m— L 1(0.1)
M7 V7 F R AR EF—E 8 14 (0.7)
* iy LT = B 1(0.1)
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HERABERZE (2015/11/13~2017/5/12)
M7 V7 F = Hn 20 (1.0)
G RN 7 1(0.1)
* Jfn P R B AN 1(0.1)
* C — SUGMER [N 2(0.1)
LERQT MR 16 (0.8)
* QPR ERHBEE N 3(0.2)
*y—JNH IV RNT AT 2T —EHIN 3(0.2)
*AES T 2(0.1)
* U 2 SEREOR D 2(0.1)
A BRSO 36 (1.8)
/NS 113 (5.7)
* 7 ha e URRTER 1(0.1)
R 1(01)
P Bk E s 76 (3.8)
M7 H R AT 7 & —B BN 4(0.2)
* JIFEER L5 1(0.1)
* Hife -~ — 27— 1(0.1)
* PR RE A 8 - 5- 1(0.1)
B, TR LB APHE 2(0.1)
e 1(0.1)
W ETES 1(0.1)

B HIRSYE (SOC), FH4 (PT) : MedDRA/J version 20.0
* EH EOER] 25 THlCE 20V EIER
7 1) [F—EFIClE— ORIER (PT L~UL) MEEIERRD Sihiz

Bel
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AlF 2 ILD BT 15 BIDEFFHE (REEBTAR)

No-| MR | FE6 | PS ;*fa;j U4 L | LOFRE :ﬁft’a)‘;:ﬁj emil it <;ilt?f§;> he <a§£§i§ﬁ%)
1| % 80 it 1 4 VR P i AR H H i H H ABA (R N BE)
2 | B 60k | 3 11 L 1 A £ B B H H Fi3 5y 280 GEA A RE
3| & | 70K | 2 11 iR epe! H o1 H o1 I R FEA A AE)
4| B | T0mf | 1 9 il eailipi:! " " 11 11 H 5y %N (1)
5| %« | 80mft | o 6 il eailipi:! " 11 H 11 H 5y %N (1)

6 | & 60 At 1 10 VR P i AR H H i H pi B RN (A RE)

7| & 80 | 0 6 R P A £ i3 B i3 i3 Fi3 oy 2850 ()

8 | B | 70mMK | 1 3 iR e i3 H H H f ZTE (1)

9 | % | 90k | 3 5 R P i fils H i i pi R (1)
10| B | 60mft | 0 17 IR M At fils fils H i pi R (1)
1| & | 60t | 1 2 IR M At 3 i i i pi BRIBHEAT(R)
12| % 60 it 1 12 B P A £ i3 i3 i3 H Fi NI FEAL R RE)
13| % | 40t | 1 4 JiifEE e o1 o1 H ) PRIBIETT(R)
14| % 60 iR 1 10 i 13 i i i H L2 E (FHAL A~ RE)
15| & 7058 | 3 3 it e i A A 3 H A (R BE)

7 #4 4, (PT): MedDRA/] version 20.0
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AFE 3 —ARILTITRAEREICEAT 2EEEREETFA ILD RHKR (LD EFREZESHIE)

ZARLR TRKRZES B, S AFWERS BZDHR R | ILD % | ILD FIREHI% v Xtk
SHRIEF | BRI | (95% 1EFEXFE) | (95% {EFERfE)*
n=1995

JFHR ISR DI A | 1814 (90.9) | 76 4.2(33,5.2) Ref

GIE . REF = I RA N

Fm%ﬂ@ﬁ%W7ﬁ%£ﬁﬂﬁﬂiﬁ) 54 (2.7) 16 | 29.6 (18.0, 43.6) NC

THiHE 2 ) B @ » ALLE 2 5 AR 64 (3.2) 12 | 18.8(10.1, 30.5) NC

A @2 » HLE 3 » AR 20 (1.0) 2 10.0 (1.2, 31.7) NC
A @ HLE 4 % ARG 15 (0.8) 1 6.7 (0.2, 31.9) NC
H (4 » ALLE5 5 H ARG 11 (0.6) 2 18.2 (2.3,51.8) NC
A (5 » HLE6 » AR 2(0.1) 0 0.0 (0.0, 84.2) NC
H @6 »ALLL) 8 (0.4) 0 0.0 (0.0, 36.9) NC
ARk 7(0.4) 0 -

Ref: 7 v XLLH H OBE O FEHE D K HE

NC: Not calculated

* 7Y =720 5HILLED ILD FBESEFIR L OS5 HILL o ILD FEEEFININE S - BEH
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3 g Ly %AOmg
20Uy e 80mg

FURIFZT AV EHERE

TAGRISSO" Tablets 40mg-80mg
EHRERE TRISRE /ARRE

BlF#E4: BEEZRN 7B E R R
(ILD) ZERP (ILD R EESHIE)




Al 4

BEERETF ILD #HRKR (LD EMREREHE)

REMMMTRRIER | ILD FIRERF | ILD FHIRAEFI% + v Xt
n=1995 (95% {EEERX M) | (95% 55X ME)*
PERI % 682 (34.2) 41 6.0 (4.3,8.1) Ref
S 1313 (65.8) 68 5.2 (4.0, 6.5) 0.85 (0.57, 1.27)
At 65 7% Al 588 (29.5) 30 5.1(3.5,7.2) Ref
65 % LA E 1407 (70.5) 79 5.6 (4.5, 6.9) 1.11 (0.72, 1.70)
R (kg) 50 kg A 870 (43.6) 50 5.7 (4.3,7.5) Ref
50 kg LA 998 (50.0) 52 5.2 (3.9, 6.8) 0.90 (0.60, 1.34)
PN 127 (6.4) 7 -
BMI (kg/m?) 18.5 A 467 (23.4) 23 49(3.1,7.3) Ref
18.5 LI 25 Kiifs 1152 (57.7) 70 6.1(4.8,7.6) NC
25 L) 1= 30 i 211 (10.6) 9 4.3(2.0,7.9) NC
30 LI I 35 Kiifi 28 (1.4) 0 0.0 (0.0, 12.3) NC
35LLE 2(0.1) 0 0.0 (0.0, 84.2) NC
ok 135 (6.8) 7 -
WITE i3 1382 (69.3) 73 5.3 (4.2, 6.6) Ref
H 612 (30.7) 36 5.9 (4.2,8.1) 1.12 (0.74, 1.69)
ENE 1(0.1) 0 -
Pack-years 0 (MEEE B 1393 (69.8) 74 5.3(4.2,6.6) Ref
i % B )
0 #8-10 Kk 67 (3.4) 4 6.0 (1.7, 14.6) NC
10 24 E 495 (24.8) 29 5.9 (4.0, 8.3) NC
ok 40 (2.0) 2 -
WHO performance status 10T 1614 (80.9) 85 5.3(4.2,6.5) Ref
20k 381 (19.1) 24 6.3(4.1,9.2) 1.21 (0.76, 1.93)
ABE - 3k N 1245 (62.4) 82 6.6 (5.3,8.1) Ref
shk 750 (37.6) 27 3.6(2.4,5.2) 0.53 (0.34, 0.83)
ARRNOIGHT A 3WIRLLT 934 (46.8) 38 4.1(2.9,5.5) Ref
4 WIBPR LA 1046 (52.4) 71 6.8 (5.3,8.5) 1.72 (1.15, 2.57)
! 15 (0.8) 0 -
RO BT 29U A K 5 | 1 43 (2.2) 1 2.3(0.1,12.3) Ref
B : EGFR-TKI H 1952 (97.8) 108 5.5 (4.6, 6.6) NC
JFIRBICKTT DB ARG | 663 (33.2) 26 3.9 (2.6,5.7) Ref
B : ek H 1332 (66.8) 83 6.2 (5.0,7.7) 1.63 (1.04, 2.56)
SRR BT X3 D HLs A A - | 1 1814 (90.9) 76 4.2 (3.3,5.2) Ref
g%u ﬁ(ﬁf‘; ;7/77 (%4;; %;Ef& ) 181 (9.1) 33 18.2 (12.9, 24.6) | 5.10 (3.28, 7.93)
Z)) (1)
SRR B 3 2 HUs A A% 5 | 1814 (90.9) 76 4.2 (3.3,5.2) Ref
géu %f; ;7/77 (%4;; %ﬁf& (5 HATH) 164 (8.2) 33 20.1(14.3, 27.1) NC
Z)) (2) (6 ALE) 10 (0.5) 0 0.0 (0.0, 30.8) NC
NHIE) 7(0.4) 0 -
JlaEh CT feds o Fhta i 15 (0.8) 1 6.7 (0.2,31.9) Ref
H 1980 (99.2) 108 5.5 (4.5, 6.5) NC
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REMMMTRRIER | ILD FIRERF | ILD FHIRAEFI% + v Xt
n=1995 (95% {EEERX M) | (95% 55X ME)*
filti > FAFIEE i 1377 (69.0) 73 5.3 (4.2, 6.6) Ref
A 618 (31.0) 36 5.8 (4.1, 8.0) 1.10 (0.73, 1.67)
Jiti o> FAREE - Bli A1t pili3 1987 (99.6) 108 5.4 (4.5,6.5) Ref
A 8 (0.4) 1 12.5 (0.3, 52.7) NC
Fifi o> FAREE - R EEEIERIT A 1465 (73.4) 78 5.3 (4.2, 6.6) Ref
A 530 (26.6) 31 5.8 (4.0, 8.2) 1.10 (0.72, 1.70)
fili > FANIE - g/ N Foh e 1958 (98.1) 107 5.5 (4.5, 6.6) Ref
H 37 (1.9) 2 5.4 (0.7, 18.2) NC
Jiti 0 Jc St o PR A TR i3 1846 (92.5) 98 5.3 (4.3, 6.4) Ref
A 149 (7.5) 11 7.4(3.7,128) | 1.42(0.74,2.71)
M F TR TE R pili3 1854 (92.9) 101 5.4 (4.5, 6.6) Ref
A 126 (6.3) 8 6.3(2.8,12.1) | 1.18(0.56, 2.48)
N 15 (0.8) 0 - -
I (BEAEE - S OHE) fi3 809 (40.6) 21 2.6 (1.6,3.9) Ref
H 1177 (59.0) 88 7.5(6.0,9.1) 3.03 (1.87, 4.92)
N 9 (0.5) 0 - -
JHF R RE P 25 D i i3 1795 (90.0) 89 5.0 (4.0,6.1) Ref
A 191 (9.6) 20 10.5(6.5,15.7) | 2.24(1.35,3.73)
R 9 (0.5) 0 - .
P RERE S DRI i 1775 (89.0) 92 5.2 (4.2,6.3) Ref
H 211 (10.6) 17 8.1(4.8,126) | 1.60(0.94,2.75)
N 9 (0.5) 0 - -
VR TR R D JhE i3 1940 (97.2) 97 5.0 (4.1,6.1) Ref
A 46 (2.3) 12 26.1(14.3,41.1) | 6.71(3.37,13.36)
R 9 (0.5) 0 - -
Mt 5.0 95 B i 1926 (96.5) 101 5.2 (4.3,6.3) Ref
H 60 (3.0) 8 13.3(5.9,24.6) | 2.78(1.29, 6.01)
R 9 (0.5) 0 - -
COPD D EE il 1952 (97.8) 103 5.3 (4.3,6.4) Ref
A 34 (1.7) 6 17.6 (6.8,34.5) | 3.85(1.56, 9.50)
! 9(0.5) 0 - -
DV HB DT R il 1842 (92.3) 97 5.3 (4.3,6.4) Ref
A 144 (7.2) 12 8.3(4.4,14.1) | 1.64(0.88,3.06)
R 9 (0.5) 0 - -
BE IR IF DI EE fe 1844 (92.4) 101 5.5 (4.5, 6.6) Ref
H 142 (7.1) 8 5.6 (2.5,10.8) | 1.03(0.49,2.16)
! 9(0.5) 0 - -
Mg B O TRIE (i s L OY| M 1898 (95.1) 100 5.3 (4.3, 6.4) Ref
COPD &R <) A 88 (4.4) 9 10.2 (4.8,18.5) | 2.05 (1.00, 4.20)
H 9(0.5) 0 - -
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SHENTRRAER | ILD FHIRAEF | ILD FKIRAEH% + v Xtk
n=1995 (95% {EEERX M) | (95% 55X ME)*
ARFNEREH & 2o TN AD|6 » A K 614 (30.8) 26 4.2 (2.8,6.1) Ref
TR 5 ORI (7) 6 #» HLLE 12 % 117 (5.9) 4 3.4(0.9, 8.5) NC
EEST
1225 HLLE18 % 170 (8.5) 9 5.3 (2.4,9.8) NC
EESC
18 % ALL k24 % 163 (8.2) 8 49(2.1,9.4) NC
EES
24 5 ALLE 890 (44.6) 59 6.6 (5.1, 8.5) NC
R 41 (2.1) 3 -
Fifh PR 9 11 1B 65 (3.3) 4 6.2 (1.7, 15.0) Ref
\V} 1738 (87.1) 95 5.5 (4.4, 6.6) NC
Z D 192 (9.6) 10 5.2 (2.5,9.4) NC
FRRORE KT A7 2 . | & 1575 (78.9) 72 4.6 (3.6,5.7) Ref
i H 382 (19.1) 37 9.7(6.9,13.1) | 2.24 (1.48,3.38)
N 38 (1.9) 0 -
BRI - FafrezE i biis 1291 (64.7) 71 5.5 (4.3, 6.9) Ref
H 687 (34.4) 38 5.5 (3.9, 7.5) 1.01 (0.67, 1.51)
N 17 (0.9) 0 -
FRIBOIRDL - M B A5 iz 1743 (87.4) 95 5.5 (4.4, 6.6) Ref
A 235 (11.8) 14 6.0 (3.3,9.8) 1.10 (0.62, 1.96)
R 17 (0.9) 0 -
PR ORI - DFERATE iz 1901 (95.3) 102 5.4 (4.4, 6.5) Ref
H 79 (4.0) 7 8.9(3.6,17.4) | 1.71(0.77,3.82)
N 15 (0.8) 0 -

Ref: 74 v XL H OFE D FEHE D K HE

NC: Not calculated

* 7Y =720 5HILLED ILD FEESEFI KO 5 FILL Eo ILD FEFRBBININE SN AR
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3 g Ly %AOmg
20Uy e 80mg

FURIFZT AV EHERE

TAGRISSO" Tablets 40mg-80mg
EHRERE TRISRE /ARRE
BIRS : BEBERRFIETICE ST

W P e B (ILD) ZR BRI
(ILD EFxRZSSHE)




A% 5

BEEREFIECICE -7 ILD RHRKE (LD EMREZRESHE)

REMMANR |RTIZE| BTITEST- v Xk
FEGID S L ILD | o7 ILD | ILD FEBAEHI% | (95% {ERERFE)*
FIEMHI n =109 | FKIREHI | (95% {EFBXFHE)
PERI % 41 (37.6) 7 17.1 (7.2, 32.1) Ref
% 68 (62.4) 8 11.8 (5.2,21.9) | 0.65(0.22,1.94)
At 65 7% A 30 (27.5) 3 10.0 (2.1, 26.5) Ref
65 % A 79 (72.5) 12 15.2 (8.1, 25.0) NC
R (kg) 50 kg Al 50 (45.9) 6 12.0 (4.5, 24.3) Ref
50 kg 2L k- 52 (47.7) 7 135 (5.6, 25.8) | 1.14(0.36, 3.66)
N 7 (6.4) 2 -
BMI (kg/m?) 18.5 i 23 (21.1) 2 8.7 (1.1, 28.0) Ref
18.5 LA | 25 il 70 (64.2) 9 12.9 (6.1, 23.0) NC
25 L1 I 30 A 9(8.3) 2 22.2 (2.8, 60.0) NC
30 LIk 35 i 0 0 - NC
3BLLE 0 0 - NC
ARFCH 7 (6.4) 2 -
WITE e 73 (67.0) 10 13.7 (6.8, 23.8) Ref
A 36 (33.0) 5 13.9 (4.7,29.5) | 1.02(0.32,3.23)
Pack-years 0 (MR 1 1 48 D SE ] & & 74 (67.9) 10 135 (6.7, 23.5) Ref
i)
0 #8410 A 4(37) 0 0.0 (0.0, 60.2) NC
10 24 29 (26.6) 5 17.2 (5.8, 35.8) NC
AFCHL 2(1.8) 0 -
WHO performance status 1T 85 (78.0) 11 12.9 (6.6, 22.0) Ref
20k 24 (22.0) 4 16.7 (4.7, 37.4) NC
ABE - 3k NG 82 (75.2) 10 12.2 (6.0, 21.3) Ref
sk 27 (24.8) 5 18.5(6.3,38.1) | 1.64(0.51,5.30)
ARRNOIGHT A SWIGWLLT 38 (34.9) 3 7.9(1.7,21.4) Ref
4 IR L% 71 (65.1) 12 16.9 (9.0, 27.7) NC
JRE BB K3 2 HUAS ARl B | 4 1(0.9) 1 100.0 (2.5, 100.0) Ref
iE : EGFR-TKI A 108 (99.1) 14 13.0 (7.3, 20.8) NC
SRR BT T3 2 108 A AR G- | 26 (23.9) 2 7.7 (0.9, 25.1) Ref
B - {Ltis =l 83 (76.1) 13 15.7 (8.6, 25.3) NC
SRR BT T 2 5108 A AR G- | 76 (69.7) 9 11.8 (5.6, 21.3) Ref
g%u %f :;fvgy(%;;;ﬂii i 33 (30.3) 6 18.2(7.0,35.5) | 1.65(0.54,5.10)
Z)) (1)
SRR BT T3 25108 A AR 5 | 76 (69.7) 9 11.8 (5.6, 21.3) Ref
gﬁﬁfifv/j (jé%; %;Eﬁ% A (5 A A 33 (30.3) 6 18.2 (7.0, 35.5) NC
Z2)) (2) A6 HHUL) 0 0 - NC
Jlh CT s o F L3 1(0.9) 0 0.0 (0.0, 97.5) Ref
f 108 (99.1) 15 13.9 (8.0, 21.9) NC
it > i P& L3 73 (67.0) 7 9.6 (3.9, 18.8) Ref
f 36 (33.0) 8 22.2(10.1,39.2) | 2.69 (0.89, 8.15)
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REMMANR |RTIZE| BTITEST- v Xk
FEBID S35 ILD | of= ILD | ILD FEIRFEHI% | (95% EFERXRE)*
FIEMHI n =109 | FKIREHI | (95% {EFBXFHE)
fli O P - WAt i3 108 (99.1) 15 13.9 (8.0, 21.9) Ref
H 1(0.9) 0 0.0 (0.0, 97.5) NC
fili O P : AiBECI BRI i3 78 (71.6) 7 9.0 (3.7, 17.6) Ref
Z<] 31 (28.4) 8 25.8 (11.9, 44.6) | 3.53 (1.15,10.79)
fili > FARIE - i/ N Foh pil3 107 (98.2) 15 14.0 (8.1, 22.1) Ref
H 2(1.8) 0 0.0 (0.0, 84.2) NC
Jili O Fc et o U T e 98 (89.9) 9 9.2 (4.3,16.7) Ref
=l 11 (10.1) 6 54.5 (23.4,83.3) | 11.87 (3.01, 46.73)
[l7E ey I 101 (92.7) 13 12.9 (7.0, 21.0) Ref
Z<] 8(7.3) 2 25.0 (3.2, 65.1) NC
PE (BEENE - A 0HE) I 21 (19.3) 0 0.0 (0.0, 16.1) Ref
Z<] 88 (80.7) 15 17.0 (9.9, 26.6) NC
JHF B RE R T Oy JE i3 89 (81.7) 12 13.5 (7.2, 22.4) Ref
B 20 (18.3) 3 15.0 (3.2, 37.9) NC
B HEREE DI I e 92 (84.4) 12 13.0 (6.9, 21.7) Ref
H 17 (15.6) 3 17.6 (3.8, 43.4) NC
VB P A R oD Y i3 97 (89.0) 10 10.3 (5.1,18.1) Ref
A 12 (11.0) 5 41.7 (15.2,72.3) | 6.22 (1.66, 23.29)
I K. 0D Y5 JRE Fls 101 (92.7) 15 14.9 (8.6, 23.3) Ref
A 8(7.3) 0 0.0 (0.0, 36.9) NC
COPD Dl il 103 (94.5) 13 12.6 (6.9, 20.6) Ref
H 6 (5.5) 2 33.3(4.3,77.7) NC
DR B D I i3 97 (89.0) 11 11.3 (5.8, 19.4) Ref
A 12 (11.0) 4 33.3(9.9, 65.1) NC
BE R Ip3 D Js I il 101 (92.7) 11 10.9 (5.6, 18.7) Ref
A 8(7.3) 4 50.0 (15.7, 84.3) NC
W a R FR DI (W B L OY| 1 100 (91.7) 12 12.0 (6.4, 20.0) Ref
COPD % <) H 9(8.3) 3 33.3(7.5,70.1) NC
AFMERHESE & 72> T2BNAD|6 5 AR 26 (23.9) 2 7.7 (0.9, 25.1) Ref
IR 5 ORI (H) 6 » A LLE 12 % A A 4(3.7) 0 0.0 (0.0, 60.2) NC
12 » AL E 18 » A & 9(8.3) 0 0.0 (0.0, 33.6) NC
18 » A LA E 24 3 A i 8 (7.3) 1 12.5 (0.3, 52.7) NC
24 5 ALLE 59 (54.1) 12 20.3 (11.0, 32.8) NC
R 3(2.8) 0 -
Figh R 9 151 B 4(3.7) 0 0.0 (0.0, 60.2) Ref
v 95 (87.2) 13 13.7 (7.5, 22.3) NC
Z Dt 10 (9.2) 2 20.0 (2.5, 55.6) NC
PEBOMRDL : KT T X i | 1§ 72 (66.1) 8 11.1 (4.9, 20.7) Ref
i f 37 (33.9) 7 18.9 (8.0,35.2) | 1.87(0.62,5.63)
PR DIRDL - Jrahzeze il piis 71 (65.1) 12 16.9 (9.0, 27.7) Ref
H 38 (34.9) 3 7.9(1.7,21.4) NC
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REMBARNR |FETIZE| RTEIZEST: F v Xtk
FEBID S35 ILD | o7z ILD | ILD FEBAERI% | (95% {ERERFE)*
FIAHIn =109 |FIZAEM | (95% {EEEXH)
P OIRDL « Mo & i L3 95 (87.2) 14 14.7 (8.3, 23.5) Ref
" 14 (12.8) 1 7.1(0.2, 33.9) NC
BRI « DI AT i3 102 (93.6) 15 14.7 (8.5, 23.1) Ref
" 7(6.4) 0 0.0 (0.0, 41.0) NC

Ref: 4 v XLLH HOBE D FEHED K HE

NC: Not calculated

AT Y =120 5HILLEDOTITE 72 ILD FBUEFI L OV 5 FILL EDSELIZE - 72 ILD FEFR B MUE S 7o 3GA F
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