3 g vy %Mmg
20UvY %€ 80mg

FIVRIFZT AV EIRR

TAGRISSO’ Tablets 40my80n

EHRERE THRBE SRERE

1[4 :2016 4- 3 H 28 H~20174E 5 A 12 HIZICEES - g ERE Lo o<

il K

R TFETETIEROZLEBEORL LIFET,
WA I S SKBIO T @i Z IRy | JESELA L LT ET,

T, X7V 8EIE, 2016455 H 25 H D358 H LV 14EARREL 72201745 H 12 H T, i A EGER A O
PR EHIRZ 2 £ 72, e IcBonEL L, A BGERE ~OZWH 280, Eia THEILHL
EiFET,

KRR (201643 H 28 1) 7238 5E AT H Y212 E L TV £ L 7= fa BEAYEEE AL B OFEGIS & 0 | 658
BA 46K 1AE [ O BGEA I B W TR WL EL T RIME G #Z L0 L O 7o PR RS F 2 ER 2
LELZZDOT, THEHL EIFET,

A R 1E 2019 FHTHE TP E T BIE N T C oo B A O R E IS DWW TRV ET,
AFENTEWERIES R BRI G IRON TV D720, T b PREEETR ROMRICITEE 2 E L &
T, BREE TR MIIAONTE LT, ARIOMEE b - T, BUTEMI CEICREM L T £IA
ROEBIXITIWERA,

Atelb ARIOFEMICERUEL TR, IRASCE . BRSO M EOVER | Off, @ = AT AR
FrZZMOIZ EIEICTHE AW ZE ET IO BWEL £,
Flo AR RSN BB SAVICHEFERDNRO LN, BRI EEG IR S E FTITERK
WEIZEETIOBWELET,

i# H
2018411 24 H

BLgEfRoe T
T AT BRI RS




テキストボックス
別紙１



EHORMERRBRIT. BHAR—LR—JLYTBWVETET,

HY
ﬁ%ﬁk%;ﬂﬁ et gD e g = < OO 3
| TIEBTREII cvvveeveeeeeeeeeee ettt sttt a sttt enens 3
| BIVEF « JEYYIE D FEBLIRIIL ovveeeeeeeeeeee ettt 3
| BB TE RAUTZ U A ettt 4
Lo B PEIIFR BB oottt sttt a st a et n et s e n et en e 4
> VMR B O FEHLIRDL (FHLEEHITE) oottt saes 4
> FETEDTEBLIRTIL <ottt sttt s st e st asanaenensans 4
> FEMEAREO U 27 KRI85 - S R (LD HMERZBESHE) ... 4
> ILD 12 BT D T & 8 ettt 6
T o ) 1= 1125 OO 7
TR OO 8
B, IR FFTE oottt sttt et s s 9
] FEBETRTETERT U A oo sa s s s s st 10
5. DBEFEE (QT BIFBIETR Z IR K)ot teete ettt naes 10
B JEYEIIE ¢ttt ettt e st n ettt s ettt en e e s e e et en st enanens 10
7o HIARZEFRIIE cooovioieeeeeceeee ettt st bbbttt 10
8. MR TE ..ottt sttt ettt raes 10
| O N W = = OO 11
T O 7 B (T 1o (=X 30 Nl ) TSR 11
10, JZJEFEE (Grade3 LAL) ottt 11
11, JTUBHZE (Grade3 LA E) ettt ettt ettt 11
| ILD LAFR DD E & 8D ottt sttt 11
| 3. L OO 11
| T D bbbttt ettt ettt ae bttt ae s s rees 11
MR 1 BRI T DRIER « BYYEDFEBLRTL—ELZR (oo 12
BI1FZ 2 ILD BB 15 BIOIEFIFEM (ZEAMERRHTRIZL) oot 18
B 3 =R~ 7 RERIEICEE T 2 BE S E -5 I BEURI (LD R ZEESHE) e, 19
Bl 4 BEE AT I BRI (D FMREZEZHITE) e 21
BF 5 BEYTRKTFHZECTICE 72 I FBERDI (D FHMEZERHE) e 25

BIER ORI CRWER — R Z2 22 S5 BI2IE, REDORICTHEL S,

© G LA O B IC T, MM P ICEE SN HEEICEK S & | AR & #S SHEROWAE & B L T ET,

O (kIR A DIERI B E O THEF L TWETOT, 4%, BIMERIC L VAWERLASEENSNED D AR H Y £7,

O RIEHIT, AH & ORENEETE RV LW SNTZFLO— DI, RFNLIOER G GeoiL D FEFIM A & DIER 7 L
FH L ARK & OREBBEAHECRVES b EENTWET,

o ko TRIERA] X, WESN-RIfEA4 % ICH EHEREIAZEE (MedDRA) DOREAGEICHAEZ TWVET,

OEfELIT FELICEDLHES | [HEMmEENTESR) | DKEASUIBEEREE - MIER2ICHk2ESR) | [TRERO DD AR
SAIABEHIE OIER R NETH HHFR) . [ ZOMEFZINCEE R & B SN D FROIOG] . THERE - JeRERE
ZETTHEG] ICEET D CIEMUIEEN AR L2 ER T, BT LICBEROREENR R D720, BITEH O
b o T, HMICERLOZEMEZIE I T 5 2 sixcEErA, £Po [EEXS) 2%, 8L, LT (Life threatening :
AT HESR) | BEE. AR, TOMER, EREFLEHELTVET,

® LIEFICEBOBIEMAZREL L TWHIEFS H Y £7,

O - DWEET ECITE-Tz) L1E, HYEICLVIERIFIELT & ILD OREENGE SR o ToiER 2R LET,




SERARERE SMARESHEORERSR

270y VEEOAR (2016443 H 28 H) MO HHET —4 v v (201745 A 12 H) £ TOHMIZAHKIN
BeH- S, BESNTHEEICESETEF L TCWET, KFIOBEBRSINEE (37 Miix) Z x4 2016 4- 3 H 28

H72>6 2016 425 A 24 HIZIZFE M L TV e B E MG M IC AR 2 & 5 SN BF I >0 TH L hr AT T
o TICARANOE A ARERAE A A I, RPRSEICLEENTOET, 2B, AFOEFIFHAE TR 3000 B DAE
B % RIS 25 L TR Y . B DEFEOINE L OBIRYIFOEEN RIAEN TV ET, BEKIRET
I, TRHSME CTE LD ERBIOEROEMEAZ TE L TWET,

W GEFIER
FR RS IR SE 5] 2021 1l 2 %t 521, 2017 £ 5 H 12 RIZICHEE LT-TF — & Z i stgt e L Lz,

2021 D 5 B i REFA A OREFIEL Y PO FEHEIZHLE L TV DR RIS E L 72 BE 22 RV - 1995 f3 &
LRV REME LE Lz, (K1)

B 1: FEBIERER

UAEIE B ELE T 2
2021 {4 2021 #il 26 %
LA VAR et SE B LA VERRATBRIME S

1995 26
ERAEE
1. ZRHESER) 0
2. BB PER] 0 il
3. WEES] 0 il
4. A SR REE B 2 4
5. LIRNCARIZ IRFE LT 2 L 03 & B Ef] 24 {5
6. WIEIRETLARE 3R 72 LAER 0 #i
7. AR AS SAE B 0 il
8. LA ERFANAE B 0 il

|
BB PEARAT Sk SE 5] AR ERIME B

1985 #il 10 #i
ERAM R
1. PR AR G RESME F 0D SE] 7 fil
2. BT — 2 MR S TR UER] 14
3. KR L & RUE B 2 4

B El{EA - BREEOHRIKR

BIVER - YYEORBURIUTIRIE LITRT B0 | VM EIER] 1995 Fld 5 5 BIVEFFBUE G 1%
1031 % (19201F) TH Y. EHWEARBUEFISR (LLF, BWERARBE) 1251.7% T L,

FERRWER (RIEAFEELER 5%LL F) 1%, THI10.1% (202 %) . JI\PHZE 8.0% (159 f5l) . F&9% 7.6% (151
B) KON/ MDD 5.7% (113 641)) T L 72, Grade3 LL_EDFEIFRN 0.5%LL E 2 R BIEAIL, TR GE
H2.0% (40 %) | TR OGP BRI 4% 0.8% (1561) . FMmEREGED 0.6% (A1 41) | i/ IMEE
0.5% (10 %) K OEIMm 0.5% (94) TL7=,

F 1 ClE, BWER R ZR LET, BIERER] 1031 i, #2072 1361 ThH o ERIE 24 1T, ZDOW
FRULRHEVE PERTEE BN 12 1], BiiFESE 34, MM ZE, MM m, M DammgE, Br R4, A, K
o, MEhARIARSE, AfiZERedE, VLB ZIL. BAENE LFIT LT,

LIENT R T — 42 R A OBIEIENE LER LRI 3 HRFRETO T — A EFHAE S 112, FR ORI A S 2 ([ZRL8k 3,

2 MU FLR LT 2 2 PEREHTERSME B 7S 26 FIERDHAL, 26 B 15 51 (57.7%) (CRIER 23R HAL, £ OPERIZA Gz 4 61, BB MERZ &, /i
Hagib K OFB4 3 B, SRR FE K. TR OUNBAR A 2 B, 5. 77 =0 7ML A7 =7 — BN, B, 7 AT BT I/ NI AT =5
— BN, FEC, KT R 2 FEBVELF TP ERISE  IRT L7 U ME AR TR D A MSE . FRESE . R B R, o MREAE ., B BRI K OF
BESE RS 1B, 7o, [FRRICZ AR ERIMER] 26 1P 7 1] (26.9%) (ZTEERA ERRARDO LIV, TONFULREMEAGEE 2 51, FEC, fEB
PRI P ERIBAAE | ARTRI D AIAE 55 2R AL S OSBRI ARE S 1 1,

3




®1 EHERDEE

REVERTRRAEDH] n=1995 LI
gk i E1E BiR | RKEE |REEHY | ET T
&Fk | 1031 (51.7) 1920 254 (24.6) |355(34.4)|388 (37.6)| 4(04) | 24(23) | 6(06)

BIE IS EG) D FE I B 2R (%) 12 22 MMM S RIEB 2 43 BE & L TR, 2SI FELEORIEREIEN 2/ & L THEH
[f—EBI TR —ORIER (PT L ULy BNEEERRD b 7=HAICiE, L& L,

BEOBIERAIRE LIEFNC W T, FRoEeIENIC X D8RR 2 TR LTz,

BEENENT I, B >HBIBIESH V > REE >SS [EE & L, BIR=FPTh 5 HRIIELIEMIZITE DT, BEL WD
EEGNERIF=RHTH DIER DAL ARH E L TERH L,

EEGRESNhE=URYD

1. FEEMEE

> MEMMEREORBERERE (BIEHE)

LM S GE B o VB PE R BB S (LT ILD) OWFIFE 1-1 D LB h TT,

£ 1-1 ILD EHIDAR

ER4%4 REMMITRER Grade BEH ERIR
fEH n=1995
ILD I3 | %k |Grade3 |Grade 3| EE (FEEE | HE | 8 | kE | %EkE | 8T | TH
k= xXiEm | Wkt -] HY
At 115 (5.8) | 116 65 50 83 32 28 64 6 | 1(09) | 15 1
(56.5) | (435) | (72.2) | (27.8) | (24.3) | (55.7) | (5.2) (13.0)| (0.9)
* 2R 1(0.2) 1 0 1 1 0 0 0 0 1 0 0
5 E R (100.0) | (100.0) (100.0)
Mg MR A | 93 (4.7) | 93 53 40 67 26 22 54 4 0 12 1
(57.0) | (43.0) | (72.0) | (28.0) | (23.7) | (58.1) | (4.3) (12.9)| (1.1)
Jii s == 11(0.6) | 11 |5(45.5)|6(54.5)|9(81.8)(2(18.2)|2(18.2) |4 (36.4)| 2 0 3 0
(18.2) (27.3)
Jitifig2e 7(0.4) 7 |5(71.4)[2(28.6)| 3(42.9) |4 (57.1) | 3(42.9) |4 (57.1)| © 0 0 0
fiti gtk 4(0.2) 4 |3(75.0)|1(25.0)|3(75.0)|1(25.0)| 2 (50.0) |2 (50.0)| © 0 0 0

1LD %8 BLBI D FE 51 b 2R (%) 1 X 22 B VERENT R SE B % 25 B & U CR, ZNLISMIEL MmO ILD FEHER 2 5 R E L TR

FH44 (PT) : MedDRA/ version 20.0, * Tl EOyERE] 25 FHITE 2WVEIEM

[Al—EFI TR —ORWER (B FH D WIL PT L) EEFEREED b= HE12id, 114 LT,

BEORIWER N REL LI EGNC WL, FReBRlEpic kS & s FR LTz,

Grade : Grade 3 UL _b>Grade 3 ki, BEFEM: : EESIEREE, T SLT>HBEIED W >REESEESEE & Lz, BWR=FRHTHIFL
WESRIENICIEE T, BELL TV D 2FLB = Th 2IERMDO LR L LCTEEH L,

ILD OAFIF 558460 S 0IER I F COIMIL, MMt R2eIcis i 5 115 61CiE, il 54.0 H
(5~223 H) TL7- (F#12) .

#® 12 ILDOYEHRK[ETCOLHM (B) (GEBUEHE)

=S N Mean SD Min [Median| Max

ILD 115 57.4 41.0 5 54.0 223

> RTHIRRRE
% NERRAT X GUERI 0 1LD HAE G CIRRIE LI B o 7= 15 FIOFEMIIRIR 20 L B0 T,

> MEMMERED) X7 RAFICET H%EE - BITHER (LD EMRZERHIE)

PYEND ILD &G SNIZFRICHOWT, HAOBHEZHTEME, FERESENEEME TR S S ILD %
MEZERCT, WRETR., BEEGeT R, B L OWELET R (LE LW SN B EDH) & EICRETHE




DEMMSNE LT, HYENOHRE SN ILD ITAZESICIVRATHME & LT5EMBIHMIIi, 322055 F
T% [ILD EMFREZEBESHIEICE S ILD) & L, ILD U A 7 RFfETatg L ke LTV E 13,

LRMERRATRIE: 1995 D 5 b, HHMEIZ LY ILD F5 & @ S 47z 115 61 118 iz >\ T ILD xR ZEZ B S
WCBWCRHliZ 1T 72 R, AFHEE, M1 BASNZILD T2V N0, 12: 8F5< ILD T2V
BNeftE, I3:ILDOFREMEASETE 2] BN6f:. T4 LD OREEMENRH D] 28401, 15:ILD TH
51 MN661ET LT, 14 21Fd ILD 2358, (512X 5 ILD %) L7 3MEFICH>W\WTIL, FRFho®E
IV Thb 5 EaHMlisE L7, LT ILD U A7 RTOfMTIC>E £ LTIL, ILD EMFERE S TREE
fili 3 LAk & Bl & 417z 109 & ILD BBUER & LE Lz, (X25H]) |

X 2:ILDEMRZERIZEL S ILD OFEHER
| % APERRAT REGUE: 1995 15 |
v

| P EIC & % ILD $4:: 115 5 118 1 |
|

ILD %F‘%%&“é%ﬁ%&: X 2 EHE

v v
| ILD #8421t 3~5: 109 51 112 {4 | | ILD ¥ A1 1~2: 6 51 6 14
<

| ILD U R 7 [K7-fif#r=tg:: 109 f5i |

(1) ILD YR BFEH (LD EFIRZRRHE)

ILD BEfHZE & B 2 CTRAFHE 3 LA L L S-S 7= 109 4 2 ILD BHUER] & LT, BEY 5K 13 ILD FEILR
MOEFZERLE Lz, EFFRICTTEEIC ILD BIUEH D72 &b 561dH > 72 F 113 35 [F 74 26 BT
TL, FD26WFITHONWT, HA v X O OB 95%EEEX 2 HH L CWET, 26 [K+FD 5 HH
T KO S HEEES —EHENE (2048 [05 K] ) &6z L, 2 >Z O 95%/FE X o FIRE [k
FRAE] 23— (Lo [1ARW] ) 2T rix., 7TRY ( =R~ 7RileERE (B -5 | . [F
& [BEAERE - A0HE] ) . TITeeREE MR | TREEMEEORE) | WaEORE] . TCOPD @
R . TRBOIRW KT AT I UMIE)] ) HYFE LTz, ILDRBEDO Y X7 K283 5 FEfET & L
T, ERR7RTO 9 B (B - B0HE) 2BRWE 6 R152EF B LIEEEER VAT 4 v 7 BIFET IV
W ROt R L E Lic, #ERITER 1-30EY TL,

£13 ZZEEOACRTAYIEAIRETIIZEZILDD Y RV AFIZOVTORNTER(EESHTE) T EHNT

AF o33 REFAHT v XL 95%IEFE X fH
=RV~ TRITGIEE A vs. 4 461 (2.90, 7.33)
P BERE 2 O SR R A vs. fE 1.95 (1.13, 3.36)
B P Pt % 8 0D 9 R A vs. I 5.49 (2.63,11.44)
ERORIL - ART VT I o ffE A vs. 1.62 (1.04, 2.51)

FENTRESRAER] < 1952 6], FEHTRIBUEFID 5 B ILD FBUER : 109 $1

AT v T TA R (BHGR - BEBREOREAKNIEQ0.05) ZHAWTEZAEER VAT 4 v 7 HIFET VEMBE L, FHEELAL v XKD
D BWFEXMEHRM Lz, T /UBRICE L., =R~ 7RG HRE, IEEREORE, MEMEMEROWRE, fEOHE,
COPD DJFifiE, B L ORBOWRN K7V T 2 VIMEEK T & L CEB LT,

SHIMEIZL Y ILD (BeWETe) LS S8, ILD HMRZEE SN C ILD AT bR SRR (ILD AN 1~2) 13, Ak
JEIRZS 1% ILD LIS D S5 2 FEMRAIIZ5E 5 AT R & D 72 < BHEAT L b A AL Y L B IEDIRERB TOEE L & 2 bz 16, A#% 551k
PHTHAERTRIELEERTAT oA FREOHERZHHA L TOWAIBRERIE L 0 1 o7z W% L dsd 5 & B EMi% o ARDS
EBz o LHL EHGESR, BREED ILD O ATREEMR & HE S vz 16, DEERTKIED ATREMEN TR E TE 20 o 72 1 4], Z8EL
T DA TIREE L VWA E - 7= 16, FHEMIEIC X DG E L LB 2 b LBIOAR 6 41 614,

WEICHEMEMERO Y 27 FFBHNMEITFEARK T & LTRESNERFE2SBICRELE L,

BWA T TV — IR DA Y X SHEEMES —EERE (2.0 [05 K] ) & L, 232 OWIHY 95%(3 #E X i o T FRE
[EMRE] A—ERHE (Lo (1R ) M TRF2RebdRolFE LE L, B, &2 LETRT0 5 b, TiFkREES
O¥FIE] | TRVEMEMEROFRIE] | MEEoWE] . [COPD ¥R 1T NEE BEERE - A0MHE) | ICaiEEhs oo, BNz
FRIEICE S U A KT ORet 2 £ 5729, TE GEEE « A0HE) | IXRFHERN DI L E Uiz, E7o. MIREHEBORE (W
BB LV COPD Zkr<) DA > XELD 95WEHE X O FHIMED FLDEIE 1.00 TT 23, R SNEIX LR TH D720, Matxtg & i
Y FEHATLE,




ILD BED Y A7 KB DREEMANT & LT, HA Yy AENEH SN 2607095 5 24/ 125 LT-
SEEU VAT 4w 7 ARET ML D2 L £ Lz, fERIEE1-40BY TL,

RIAZZEEACRAT A IAIBFBETIVIZED ILD DY RV EFIZDOVWTORBRITIHR (ZRESHITE) - REMFT

P fxdk 39 RHEFHA v XL 95%IEFE X H
Bt - 543k S vs. ABi 0.56 (0.34,0.91)
=RV~ TRITRERE A vs. 4.83 (3.01,7.74)
JH RERE 2 0D o JEE A vs. 2.08 (1.19, 3.64)
F P I % 28 0D s P A vs. I 5.78 (2.73,12.26)

RBTRFSEG] - 1801 B, FEHTXIGHERID 5 B ILD FEBUAER] : 102 ]

AT v T UA Rk (EHER - BRBREOAEAKIE005) 2HVWTEERR AT 4 v 7 [URET VAR L, FREALA v Xt
KO D BSNEEXE ZF M Lz, £7 AAEZICEE L, M. 4. RE (kg). WUEEE., WHO performance status, APt - 71k,
ARENOIGHT A v ALFRIERNERE, =KL ~7 ﬁu/ PEIE . D TN, WD PR R B SRIEHRE . PR RE R DR
REHERERESE ORI, TR MR BOIRIE, W EOIREE, COPD OIBIE, LIEBOREE, BERIEOIREE, IFNEE B ORI (4
BELONCOPD #BR<), ARG : KT VT 2 U ISE, BRBORI : Maezef], HREORDL : BEEEN, K OBREOR :
DEERITEEZ R & LTHEE LK,

#1-3. F140 LBV, 2BHEOLEEMATITE W CTILICTIEFE LA RO SHEEEN 20 TH D o %
DHITH) 95%(E X D FIRED 1.0 TH o 7R 11, =R~ T HEEEN O RVEMEMEEORETL
7=,

%va7iﬁr%z/7f4/bm HTHY, =R~ T IR CEOEEZEREE (1) ITBWT,
ITAF O THIFRIEEERIC LV | @EORERISICERT 5 B2 b dkx REERORENRD b
ZEWH D, jﬁit\ﬁﬂ&ﬁ%T% WCEEREWERAN L 5N Z L0350 T, AFIRGK THLE
Bhtmiciro 28 ( TERREWER] oEZHR) | LiifichThWET, 2o &b, =A< 7HE
FRIEEIZAE D ILD BHRMZ MR T D720, =R /b~ 7 #&F% 5 B 0 b ARFIWIE 5 A 320 Wi 2 #51k L.
ILD RIBVRILOWIMBIES 2L L E Lz (BIFRISM) . 72720, BIFE 3T, EE LS LR onT-
HFRIE IS 2, TOMRICITEELZE L £, F 7 DM R IR &l s i TRt E T,

(QFTICE-S7F ILD RRICEHT 5B (LD EFIREZRSHIE)

ILD 5 EE S CTRAFHE 3 LA E LRI S 7= 109 F D 9 B FETCICE > 7= JEHNIE 1561 (13.8%. 95%CI :
7.9-21.7%) T, ILD %38l L7 AEH] 109 il % k51, BEE SR FRIFECICE 5 72 ILD BEURIOEGH % 5
L E L,

HEEHERITTHEEIC IZE 572 ILD BEIEFI N D72 &b 56> -K 1%, 35K D55 10KFTLT,
qn6ml%_omf A > X OF O 95%E R B 2R E LE L,

ST 3 — TR DAy RO SHEEE N —E RN (2.0 (05K ) 2= L. 2> 0Z OMIm
95% S HEX ] D FIRMME [ EFRME] 28— @&k (Lo (1R ) 2= IR11%, Mo T - fiZEgikk
i, M ORRRRERE . & ORI B ORERED 3IK7T Lz,

> ILDICEET %FEEH

A RO EATIC BV T, LRV SER] 1995 4] (9 5 ILD 23881 L7-ERNE 109 61 [ZESHE] )
EXRIZ, BEEB AT 4 v ZEIFETIMIIC L S ILD IO U 2 7 [RFMM (BT - REMRNT) %
%mbk#%\#va7mﬁﬁfﬁoﬁgﬁmr%®ﬁ@m\#ELT%%%AﬁmeﬁzﬂﬁﬁoMﬁ
1) 95% S FEX ] D T IRMEAS 1.0 T L7,

MEMEMEEOH 5 BEFIC & E LT, AFIAHCE ([E45] . MEERSG) o) CTHEEMELLTEBY
£,

8 Ay ORI BRE R o7= 26[RT-0 5 b, TOFHIE : FEEGIRIT 12 THOFME) (CaFShd 2 Ehb, Rabdgs s
LE L, £z, TITHEREREE ORIE) | TESEREORIE) | TREMEMREORIE) | TEOHE) | TCOPD OfFES | LIk
BOEIE] | THEREORIE] | [PEREEEORE (H 848 XL OVCOPD #Br<) | 13 MR (BEEEE - S0ME) | ICafEshd b0,
HR RIS U A7 R OBE 2 Efi S 5720, R GHEE - A0HE) | 3RERRN B LE L,

6




o HEMMKREOH 5 8E T2 OBEREDO & 5 B3 13, BEMEMRESEEE LR TICE S argertn
&)D\i—d—o

o K GBHAGENC MECTI A X O &2 F2hi U, [HVEVEN B O & OF U EE 2 e L7z BT
GO G 2EEICHE L T IE S0,

=R~ THNEERO & 5 BEFITIT., AFIERIZ=AL~ T ORFOERE LTO ILD LY & 7 1245 % Ik,
BELTWMENDLDLEEZFT,

T, TN 2/FITHARD ERITZ LW 0D, AR - 4k, FFHEREREEORIE, K OEE ORI - K7
N7 I VIMIES ILD FBLO U A7 K1 Th L ATHREEN R IV E LT,

R, HTIZE -T2 ILD 2R B LEFAEIT 15 FTH D | BEFENIREN T L, Ay XEH x5 &
2o lEKFIZBRFHF I0RFI2E EEY, BRFETICOWNTHEEN BN ETHIITEY A TLE,
HLA y RENEH SN 10 RHFIZoONTH, FEROBEENDS LENRENTHLAREENHY 1, BEHod
HEEEC AT 4 v 7 EIRTET AT E T DI H0 TR WG E & 2 T, YT IEE/R L T\ E
A,

2. QT HRiLtE

F2-LITRT L BY | RV e SE ] 1995 fid . LER QTIEE S 16 41 (0.8%) DS, 2D H b
Grade3 UL EORIVERIZ 21T L=, £7-. ERONTUL, [EHE] ofl, P 14I&%0 [REHE] 64T
L7,

®2-1 QT HREROHERING

E=g REMHMBITXER Grade BEEMN ELIR
JEH| n = 1995
5134 #%% | Grade3 | Grade3 | JEZ | =& Bk Bl | REE | REE [E|F
R UE HY |1=|BH
At 16 (0.8) 16 14 (87.5) | 2(12.5) | 1(6.3) | 15(93.8) | 9(56.3) | 1(6.3) | 6 (37.5) 0 0|0
DENQTIEE | 16(0.8) 16 14 (87.5) | 2(12.5) | 1(6.3) | 15(93.8) | 9(56.3) | 1(6.3) | 6 (37.5) 0 oo

QT IR R R BB DIE B L R (W) 1 X 22 VMR R GIE B & /3R & L TR, ZRPUMNIFLRED QT MIMERFEBUER 2 & L TR

F4:4 (PT) : MedDRAV] version 20.0, [Al—fEfI TRI—DRIWEH (G5 2 WML PT L) BSEHIRERD B2 5612E, ks LTz,

R ORWEMPRBL L 7IEFIZOWTIE, FreE B E S & aRR LT,

Grade : Grade 3 LA b->Grade 3 &fiti, FfEME « SESIFTM, I SELSHBIED 0 > REESEPSEIE & Uiz, EWR=AFTH 5 BRI E D
TRBB L TV L RERBRR=AITH DEH DAY & L THER LT,

QT MFIER T FOFg 4 &t « LEX QT HIMRAE . JeXIE QT EREMBRE, QT IERIEMERE, LEX QTIER

QT MFRIER D 16 il D AFIF 5-BAE D> & FIEIFEELE TO IOV TIL, £2-21T-T L0 FRfEIT 26.0
H (4~85H) TLT

22 QTRHREROHMEZEREE CHOHME (B)

ER4 n Mean SD Min Median Max

QT MRt | 16 33.5 24.3 4 26.0 85
QT MRER I T O FRE AL « LBNQ THFRIH. JEATEQ TAERIERRE. Q TIERIERE. LBXQ TR

F 2-3 TR T B0 BEVEMNTRISRAER] 1995 B, (DEBORBEAER - GOME 161 OBE L 144 HIRED
N, TNHEREFICBITS QTRIRIEEMEFRA2AE L2 A, DEXQTIEEN 34 (2.1%) _wu&b%
., 3L HIC Grade3 RimOREIWEM T, 8RIFONERIT TEfE] . TP KON TREIE] & 16T LT,




K23 DEREDOBRERE - &6E Y1 OEMIZESITZLER QT ZEDFEIFIKR

=% FRHT X RIE Grade EEM L]
Bl n=144
5% | # | Grade3 |Grade3| & | EFEE | [EE | 8 | RkKEE | BEE | BT | B
# xRl uE | & HY
At 3(21) | 3 [3(1000)| o0 0 |3(100.0) |1(33.3)[1(33.3)[1(33.3)| © 0 0
DEMQTEE | 3(21) | 3 [3(1000)| 0 0 |3(100.0)|1(33.3)1(33.3)[1(333)| 0O 0 0

QT FHEIFRAE R B DO FE G L FE (%) X MRHT R BHER & /0 & L CTHEIM, 2 USMIFL4E0 QT MR R B BER 2 /okF & L CHEH
HR4 (PT) : MedDRA/J version 20.0

* MM EOER] 226 FRITE 2WVEITER

[@ S TR — DEWER (A 2 W PT LUL) 3MEREIRRD S - BE8012iE, 11E& Lz,

BEEEOBIVER N FEBL L TERNZ DV T, TRMELIAMLIZ S X ¥ a FoR LT,

Grade : Grade 3 LA _F->Grade 3 i, HEM: : EESIFHRE

HRg : SEE>TREE H 0 >SREESER>SEIE & Uiz, SiR=FRTh 2 FZUIELRIAMICITE DT, BH L TV A EELNIRE=F I TH
DIEBIO IR & L CTHERF LTz,

QT HIFERIFLL FOFR A ETe  LEM QT MRS, RN QTIERIEFER:, QT MERIEMRE, LEX QTR

3. FEE

F31IRT B0, FFEEREFESIE 1995 ]+ 98 ] (4.90%) (ZF8®H HiL, £D H 5 Grade3 LI EDOHFR (T
17 B¢, BT TEME) 7261, THPR) 18 il OY TR[EIE] 9T L7,

T2, IFEEBEEHERONGIL, FFEEE 35 6], FRERERE 286, 7T ANRTX VBT I ) T U AT =T —
VM6 H, 77=0T ) FT AT 27— 2246, 1A Y L BN 4 5] B OSSR AR E 15
TL7,

%31 ESEESEZROXRERR

ER4L REMREN Grade BEM LR

K RIAEHI n =

1995
fBiI% | #4% | Grade 3Ki& | Grade3LLE | EE FEE =& Bk | REE | REE || F
HY |[=|#A

aat 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 ofo
TI=vT I TR 2211 | 22 | 20(90.9) 2(9.1) 0 22 (100.0) | 17 (77.3)| 2(9.1) | 3(13.6) 0 ofo
7 =7 —YHhn
TARTXUEET 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 ofo
b T UAT =T —BHN
e UL e i 402 | 4 4 (100.0) 0 0 4(100.0) | 3(75.0) 0 1(25.0) 0 ofo
AR TEE Y 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
JHF R 35(18) | 35 | 27(77.1) 8 (22.9) 6(17.1) | 29(82.9) |22(62.9)|12(34.3)| 1(2.9) 0 ofo
S 1(0.1) | 1 1(100.0) 0 0 1(100.0) 0 1(100.0) 0 0 0]0

JHF 825 6 BRAP1 OO i 151 b SR (Vo) 13 22 A ME AT 6 SE I 2 43 FE & L CHi, TRLISMIF S5 O PR ERBUER 2 /5 & L TR

H4 (PT) : MedDRA/ version 20.0, [Al—EGITHE—DEWEM (B 5T ® 2 ME PT Loyb) BERIEERD b8, 1FRE L,
B ORIWERIBL UIEFIC ST, TR BlEIc RS E %2 £R L,

Grade : Grade 3 LA b >Grade 3 ¥, HEM: : EESIFEE., ilF  LES>HBED Y >RIEE SR> EIE L Lz, R=FrHTHD
FHUTEENENLITITE DT, BBLL TO D LFLPER=AHTh 2EFOH AP & L TER L,

ThE R EE 4 98 151 D AHKHE H-BRAE D HHIEIFEL E TOMMIC OV T, £ 3-21RT B0, TRET
200H (3~174H) TL7-,




®32 HESHEFROVRRREZTOLHME (B)

ERA n Mean SD Min Median Max
JiF Bt o B s 98 29.6 27.6 3 20.0 174

# 3-3Tix, HEEEREEDREERE - AO0HE 11 OBRF 1912 o\W T, HEEREFRSORIIRNZ7R~T,
191 filth 12 5] (6.3%) (ZHFPEERIEFER RO LN E L)Y, Grade3 UL EOFERIIH Y FHATLT,
F7-. FFEEEEESZONRILI. 772073 I AT7 27 —BHENMMR OISR ES 46, 7 AT
XUMT I b T UAT =T —BHN, P e e UL ORFREES 24T LT,

* 3-3 MHHEEREZOHEE - S6HE TAY ] OEMICETIHESEEEROXERKR

= 3 FRAT S R AE B Grade EEM® Bl
n=191
i%k |#%k| Grade3 | Grade3 | EE FEE ElE iR | REE | gidE (| 78
R Lt HY
At 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
TI=vT IR 421 | 4 | 4(100.0) 0 0 4(100.0) | 3(75.0) 0 1(25.0) 0 0 0
7 = 7 —B RN
TANRTXUBT I M 210 | 2 | 2(100.0) 0 0 2(100.0) |2 (100.0) 0 0 0 0 0
FUAT 2T — PN
e Vv e B 2(10) | 2 | 2(100.0) 0 0 2(100.0) |2 (100.0) 0 0 0 0 0
JFHRE S 4(21) | 4 | 4(100.0) 0 1(25.0) | 3(75.0) | 2(50.0) | 2(50.0) 0 0 0 0
fiThEE 21.0) [ 2 | 2(100.0) 0 0 2(100.0) |2 (100.0) 0 0 0 0 0

JF I 55 2 B A1) 0D 55 151 L SR (Yo) LR RAT S BUE B 2 4 B & L CHRH, ZLSMNIELREONFRERBUES %2 58k & L TR

H4:4 (PT) : MedDRAJ] version 20.0, [Rl—JEHI TlRI—OFENWER(GFTH 5 WL PT L)L) BEEERRD b 256121, 1F& Lz,
BEOBIVER AR LIEFNC W T, FReEREMIc S & e FoR LT,

Grade : Grade 3 LA b >Grade 3 Ak, HEfEM: : EES>SIFREE., i MU >HBIEH Y >REE SR >SEIE L Lz, ER=FHTH5
HRITENEN AT E O T, B L WD 2HEENRF=THTHDEFDOARHE L THER Lz

4. ME=EHE

FALITRT LB, MKFEMEBEDE S ST 1995 45 198 451] (9.9%) 238D S, Grade3 LA D413 45 44
T, #AJRIE TR 646, T#R) 28 BN RIEIE) 106 5 C L7z, F7o, MikeEkREEFE5 o NaRIE,
i/ RERR D 113 51, A i ERE ) 76 B, AF P ERECD 36 B, & 34 B, i/ MBCE 12 61, A EkE D
JE 341 % OV A M ERJE 16T L7,

K41 MEESEEEERORFRR

BRE TEMEBTRR Grade BEM LI
fEH] n=1995
i% | %k | Grade3 | Grade3 | EE | FEE EE Btk | REE |HEE|E | F
R Kt »HY || H#A
&t 198 (9.9) | 275 |153(77.3)| 45 (22.7) | 13 (6.6) | 185 (93.4) | 64 (32.3) | 28 (14.1) [106 (53.5)| 0O 0o
2 34(1.7) | 34 |25(73.5)| 9(265) | 2(5.9) | 32(94.1) | 10 (29.4) | 6 (17.6) | 18 (52.9) 0 0o
FLERBAE| 1(0.1) 1 |1(100.0) 0 0 1(100.0) 0 0 1 (100.0) 0 0o|o
TR ERIBAE | 3(0.2) 3 | 1(333) | 2(66.7) 0 3(100.0) | 3(100.0) 0 0 0 0fo
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 0] o0
i/ REGEA | 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 0|o0
/s AE | 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 0o|o
Fn BRI | 76 (3.8) | 76 | 65(85.5) | 11 (14.5) | 3(3.9) | 73(96.1) |37 (48.7) | 10 (13.2) | 29 (38.2) 0 0o|o




IR LB O RE B L3R (%) 1 X 22 A MEMRNT St SUE B 2 o Rk & U TR, Z LM FS MmO Mk 8 BUE G 2 /3R U TR
H4:4 (PT) : MedDRAJ] version 20.0, [R—4EHT CTRI—DEIWER (G FTH 2 WL PT L)L) BMEEERRD b 725811, 1FE L,
BEORIWERNFEHL LI FEBNC WL, FroBelEpic kS & ks RR Lz,

Grade : Grade 3 LA I >Grade 3 i, M : EE>IHFEE, i MU >HBBIEH Y >REE >SBEPE>EIE L L, EBR=THTbH5
FRITELNEMNIZITEH DT, BHL WD EFENRF=HTH2EF DAL & U THER Lz

7 7 B 2 52 198 3 O AA I G-BRIE D HHIEIZE B £ TOMRBIZOWTIX, #£4-217T B0, PR
13.0 A (1~126 H) TL 7~

x4-2 MESUHEEEROYMNERREITOHME (B)

=S n Mean SD Min Median Max
MR EEME B 4 198 23.0 24.3 1 13.0 126

B EELEENYRY

5. DigEE (QT HRERZER<)

QT FIFRAE & 2 B < LoBe 2 BEH s 5213 1995 B 23 1] (1.2%) (2788 H AL, Grade3 LA EOFSRIT 76T, #5
JEid TEE ) 1061, T8k 641, [REIE) 46), (HREEH D ) LHIRO (BT 26HTLZ, £/, O
fighs = R E R ONFRIL, DA 56, LEME 46, SMELTEZE, ) oMb AE L O EEEARE 2

B, BIELARS, DIER, DAREZE, B, TRMERAR, TMESENR, BEAR, OEMEISAME, X N L RODE
£ 16Tl

Lo BR L F G 23 B DUV CTARAKI G-BAdA D b MR B E COMB O IEIX 26.0 H (3~123 H) TL
7.

DRBOBERERE « B0HE TH] DR 14461 841 (5.6%) (2D ERHEEL D S, Grade3 LA LoD
FHIIFROONE L, BIFT TRE) 36), T8RP 341, [REHE] 1FEO 1L 16T LT,

6. REFIE

JEYE B E - 41T 1995 B 28 ] (1.4%) ZFB H AL, Grade3 UL EDHFGT 4 51C, #id)fiE (I8 21 4,
Mgk 6B TBE1C) 1LBIC Lz, F7o, BRYYERMBERERONRIT, KB LK, MM & OUR B G
%30, HiGK. B, IBIS. I OGS 2 B, Bk, A 7o oA L A%k,
FRGERY, UA VA ERGERGY:, U NI, MR, MRS, fEIR, ROBERYE, MEERG A
K 1BIT L, BYSEBEF S 28 I >V CTAFIR EBME) HORIRI E COHM O REIL 275 B (4~
218 H) TL7=,

7. MIEERE

A FERRE BB H 52 1% 1995 51l 24 41 (1.2%) (238 i, Grade3 LLEDHFHS L 16 ¢, #izFid MHE] 7
i, TERtR ) 8, [REIE) 44, [MZBEEHV ] 16, [T 3FKROC TRB ) 1FICLEz, iz, Mk
FEARIE B F R OWNRIL, REERIRIMIARIE 6 61, FHZERRNE 4 B, I 2E & OWHEhIRMARIE S 3 61, 20
FEIE K OV EF R AR SE A 2 B FRFEME S NEERE, (OFFEZE, IHZERAE, 7 7 TH%E, ZERE, A R LR
DM E K OV AR PR ZE 45 1451 C L7z, AR ZERRE B S5 24 612 DWW CARAIE 5-BRiG 7> b WIEPEEL E To
Mo EIX 265 H (3~111 H) TL7=,

8. AEEE

AP E I OW L L W IAFRICIRE SR F R Tl L= & 2 A 1995 i 10 5l (0.5%) (258 HAL,
Grade3 UL EOFG T 1T, di8)mik TEIE ) 241, (8P S5EI&OD TREHE] 3FITLE, Fo, Bh#EFS
DOWNFRIZ, IRIE M OVRIERINA 2 61, EANkE, AR, IR, IRVRIE, ROREE, IRIBEONS A K OIRE
B LFIT LTz, BEEHES 10 Bl DWW CARAIBEG-BRtA 2 S 9)EI B E TOMB o JEiX 43.0 B (14~78
H) TL7.

10




B FOhOERFEHRE

9. T# (Grade3 LlIE)

Grade3 LL_E D TR 1995 #1715 5] (0.8%) (I8 Hav, #xF L TRIE ] 6 FlL O T#k) 9T L=,
Grade3 LA E D T 15 iz W CTAFIFR G-BAtG > SRR E CoMM o b RfiiX 220 H (4~77 H) TL
7=,

10. KEEE (Grade3 klL)

Grade3 LA b B R X 1995 61 13 451 (0.7%) 1Z38® S, Eixfiik TEfE) 341, i) 9l v R
) 1BIT L, Fiz. TONFRITHE 6 . SIERLSER 36, 28R Z. BUIREE, BRIk B ERZ
F OMERaPE R 545 16 C L7-, Grade3 LI E DR EREE 13 B2 W TAKIR G-BI#E ) S W)RI R B £ TOHM O
il 23.0 B (2~267 ) TL7=,

11. Bz (Grade3 LLE)

Grade3 L _E D JNFHZE1E 1995 #ilth 5 451 (0.3%) (238D Hav, dmffid T8k 4 B OY [REIE] 16T LT,
Grade3 LA D JNFHZ 5 il DWW TAAIF 5B LG H PRI B E COMM O P IfEIL 76.0 H (22~233 H) T
L7,

B ILDUNDFELH

ILD YA O B GHAETE & LT QT it R., AFkE, migmtt, LIS (QT MFiER 2k <)
JRYYE, MARZERRAE, MMRIETE . Grade3 L o> FHIBEIEEFE/IMPHL 2 2N ZHMET L £ Lo, € ORER,

ZNENOFIBIFIE N OFBLHRIL QT MIEAE R 16 51 (0.8%) . AFREETE 98 61 (4.9%) . Mik7EtE 198
(9.9%) . DfifEE (QTMMIEERE ZFR<) 2341 (1.2%) . JE&YYE 28 6 (1.4%) . MAeZERRE 24 )
(1.2%) . fAlkpE= 10 5 (0.5%) . Grade3 DL > TH#i 151 (0.8%) . Grade3 LL o &&= 13 4
(0.7%) KU Grade3 LA EDJNPHZE 541 (0.3%) TL7-,

B B

FIWEREAT R BER] 1985 Bl &kt g & L, TEED A DIRERDOT-DDHH A KF A > (RECISTHA K

TAY) BHLLR ICEL, RBREDE HEEEHE) 230 L £ L,

2k, BFERTHEON TV AREREGE FEYEHE) X, 1ZEAEDNFEE 1 (KA GG

34 AUNXIEHIER) »HOTF—X TY,

- PUEGEIR © B ERGIRIL T5888%h) 2961, T2 123061 TH Y . 8 (EaRh+Hsmy
F5h) 1363.4% (1259/1985 5] 95%(S#EIX[H : 61.3-65.5%) T L7z,

R A br—)L R A s e LR (ERBRHE TN LE) 1 74.4% (1476/1985 5] 95%(=#H
X[ : 72.4-76.3%) TL7-,

W FEED

BIRF U B O TARRA TR P EPE T4 % bRTINICEWEROERICE O, BERERZIEFEL THEE
R
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AR 1 ERABRREICETSEIER - BREOEFRENRTE—RR

ERAR#ERAZD (2015/11/13~2017/5/12)

OF:ES e 512
@ FEIEHIL 1995
@ RBIFEH S DS BUAE G 1031
@ G DORBUE4 =Y 1920
® RIVERSE DI BUERZ (%) [@,”@x100] 51.7
RIlVE A2 O fsH
BEIRE B & OV e 188 (9.4)
E ST 3(0.2)
EE 2% 1(0.2)
BEK 1(0.1)
B 2(0.1)
* Wk S 2(0.1)
* [z 2(0.1)
Sf TN 1(0.2)
NS 159 (8.0)
* fifi %k 2(0.1)
* 27 A L APERTS 1(0.1)
HEE R B 2(0.1)
* b AU R 1(0.1)
PR G 3(0.2)
A b AN AR T R 1(0.1)
* U L HR G 1(0.1)
* SR R 1(0.1)
* SRR 1A ¢ 1(0.1)
I P it 2(0.1)
il 2(0.2)
* bR 1(0.1)
* S Y 1(0.1)
* IR MR 2% 1(0.1)
B, BEBIUCHMTHOHEY (BRBLIURY —T2ET) 2(0.1)
* S5 AL 1(0.1)
* BV g 1(0.1)
Mg LY v RREE 56 (2.8)
2. 34 (1.7)
FEFEE (5 PN 1(0.1)
* B o BRI E 1(0.1)
* GRAR T PR I 1(0.1)
F . BR TR fiE 1(0.1)
I H BRI 3(0.2)
LI BRI E 1(0.1)
* JR L ERIE INAE 1(0.1)
iR E 12 (0.6)
* IR 1(0.1)
*EHiEE R 2(0.1)
P InEE 2(0.1)
* HUIR M A BE T NE 1(0.1)
* FURIR A LR o AR 45U 1(0.1)
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EAMETAZE (2015/11/13~2017/5/12)

Rtk L URERE 98 (4.9)
ik 3(0.2)
Sy RPN IR 5(0.3)
* e R R L 1(0.1)
&7 VT 3 e 2(0.1)
&AL 7 A fE 3(0.2)
& Y 7 b fE 3(0.2)
5wl NURVNI iR 8(0.4)
kiR 814.0)

PR IEE 38(1.9)
* B AIREE 1(0.1)
* g i 1(0.1)
fipi s 2 3(0.2)
FFEIED 7(0.4)
ISR Y 13 (0.7)
GIEbE) 6 (0.3)
* JKEEAE 1(0.1)
* ERIE R 1(0.1)
R = 2 — 85— 3(0.2)
* RN SRR 1(0.1)
R = 2 — 1 T — 1(0.1)
* U R 1(0.1)
* AR P AR 2E 1(0.1)

IREEE 10 (0.5)
Eha]i 1(0.1)
Rt I 1(0.1)
* IRNE 2(0.1)
* AR 1(0.1)
* ARG N 1(0.1)
TR 2(0.1)
iVl 1(0.1)
* RGOS A 1(0.1)
R ig: 3872 1(0.1)

B L UkgEE 1(0.1)
* BANE PRI PE D F U 1(0.1)

DgEE 23(1.2)
* MDA ZE 2(0.1)
* DAl 4(0.2)
* A4 5(0.3)
PR 1(0.1)
* 5 o ML R4 2(0.1)
* YRR 1(0.1)
* DR 2E 1(0.1)
e 1(0.1)
* MR 1(0.1)
* TR AR R 1(0.1)
* SR 2(0.1)
* SR 1(0.1)
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EAMETAZE (2015/11/13~2017/5/12)

* D EPEHASMIAE 1(0.1)
* 2| L ADE 1(0.1)
hEEE 12 (0.6)
* AL 1(0.1)
* R T 2(0.1)
TR SR i 6(0.3)
* JERRSE 1(0.1)
* DU e e R A 2(0.1)
FER SR, FAERIc X UWEhRIEE 145 (7.3)
* I 55 3 E A 1(0.2)
* AU 1(0.1)
I K 1(0.1)
58 7 P 1(0.1)
e R 3(0.2)
* QFBRER M 9¢ 1(0.1)
e P 1L 3(0.2)
Leo< b 1(0.1)
* (KA T 2(0.1)
DR A A 93 (4.7)
Jiti b 11 (0.6)
SRR 1(0.1)
* fig K 2(0.1)
iz g 2(0.1)
* R it 2% 1(0.1)
fifilig 2 7(0.4)
* S 1(0.1)
e} 2(0.1)
* IR ML AR E 1(0.1)
P R i AG 2(0.2)
* iSRRI 1(0.1)
JiliZERAE 4(0.2)
S 1(0.1)
* LRGE O RAE 1(0.1)
* WHEHALHE 1(0.1)
fifi e 4(0.2)
P RN S A 2(0.1)
kS 284 (14.2)
R 1(0.1)
* 77 AP 1(0.1)
AE% 2(0.1)
* ISR 2 1(0.1)
(27 6(0.3)
T 202 (10.1)
* - CIRIE 2(0.1)
* g% 1(0.1)
* HHE 1(0.1)
(ERESTERUNTE /S 2(0.1)
*{HEE 2R AL 1(0.1)
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EAMETAZE (2015/11/13~2017/5/12)

/S 2(0.1)
*ALT R 1(0.1)
AN 26 (1.3)
A% 63 (3.2)
* _LERIE A 1(0.1)
A 12 (0.6)
ol e =17 1(0.1)
* JRESUEIE 1(0.1)
L/qhd 1(0.1)
* [ PERERR 1(0.1)
JFAEE R EE 67 (3.4)
* IS o 1(0.1)
* [P 1(0.1)
JFHgRE R RS 28 (1.4)
JiFRE 35 (1.8)
* A TE U 1(0.1)
SR T R 1(0.1)
KB L O THRES 383(19.2)
LY/ 2(0.1)
it B9 5(0.3)
B % 402
SUERRRE 5 67 (3.4)
* 7 LV — MR R 1(0.1)
* IR R RE 2% 2(0.1)
p 7 2(0.1)
B R HE 70 (3.5)
{2 10 (0.5)
HLET 9(0.5)
* ZIGALEE 4(0.2)
* AL B 1(0.1)
* iR A 1(0.1)
JRD 2(0.1)
FHE - SR EFETRN A REERE 3(0.2)
* 9% 2(0.1)
Z 9 EE 35(1.8)
* ST 4(0.2)
W% 151 (7.6)
ALBEPERZ 1(0.1)
2HVERE 2(0.1)
BEIR B2 2(0.1)
BER FIBAR B2 6 (0.3)
EBIERS 2(0.1)
% D FEVERZ 7(0.4)
* R R 2% 2(0.1)
W AR 1(0.1)
* Jz 10 (0.5)
* REOD A 4(0.2)
BLREFIL 7(0.4)
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EAMETAZE (2015/11/13~2017/5/12)

R gtz 5(0.3)
B2 &t SR 1(0.1)
PLRETE T 1(0.1)
EcdlS7 11(0:6)
W RRE 6(0.3)
VAR 2(0.1)
* 4 By RLEE 1(0.1)
BH M S FEIE 2(0.1)
* g2 2(0.1)
* FRFER 1(0.1)
JTUR DJAE 2(0.1)
BEHARB X ORI E 13 (0.7)
BRI 2(0.1)
fi i 2(0.2)
* e 1(0.1)
B3 B KR 1(0.1)
P 5 (0.3)
* g 1(0.1)
HER 1(0.1)
utlisar 1(0.1)
i A [ 1(0.1)
BB L ORERES 12 (0.6)
il 1(0.1)
HEIR 1(0.1)
* AR 2(0.1)
* e 10D
*EARA 1(0.1)
* R BH2E 1(0.1)
B RE R 6(0.3)
AR B L O ERES 1(0.1)
* AL 1(0.1)
—f% - 2HEEL LU SHAORE 84 (4.2)
9 57 11 (0.6)
BTk 38 (1.9)
* IR 1(0.1)
RGP I 2(0.1)
* R 1(0.1)
FEEN 34 (1.7)
BRI E 249 (12.5)
EHEALER Y b e v R 7T AF R 1(0.1)
TI=rT I bT AT TP 22 (1.1)
77— 1(0.1)
TANRGRUEET I ) NT VAT =T — BN 26 (1.3)
TSR IR Sl 4(0.2)
* Iy 7 v — LN 1(0.1)
M= L AT a— LN 1(0.1)
M7 V7 F ok AR FF—EH 14 (0.7)
>y LT F = B 1(0.1)
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HARMERE (2015/11/13~2017/5/12)

27 L7 F = HEN 20 (1.0)
* AV T LE 1(0.1)
* Ifi, H R N 1(0.1)
* C — IO H N 2(0.1)
DEXQTIIEE 16 (0.8)
* QPR ERHCE N 3(0.2)
*y— A E IV RNT AT =T — BN 3(0.2)
*E T TR U 2(0.1)
* U 2 SER-EE D 2(0.1)
A EREIB D 36 (1.8)

RN o el 2 113 (5.7)
*7n hmyE RERER 1(0.1)
IRE D 1(0.1)
A i Bk A 76 (3.8)
AT /VTVERAT 7 2 —EHI 4(0.2)
* JFmER 5 1(0.0)
* i~ — A —HEm 1(0.1)
* TR RERR AL L 5 1(0.1)
HE, FEB L CLESFHE 2(0.1)
S 1(0.1)
* T 1(0.1)

FREBIKRSYHE (SOC), F54 (PT) : MedDRAJ] version 20.0
* MEA EoEE] 2o TRITE 2R VWEIER
1 1) [E—EFI TR O IWER (PT L-b) NEHIERRD b 8a12id, 1F& L,
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AlF 2 ILD BT 15 BIDIEFIRFME (REMBITHR)

vofmm | mm (e | ST omser | e orne |ET k2| e
1| % | 80mfX | 1 4 P PR i A A l i l A LGRS
2| B | 60t | 3 11 P PR i A A l A l Fis RS RN (RIS HE
3| & | 70K | 2 11 P PR i £ A i A i Fis U IGRITEN:S)
4 | B | 70K | 1 9 P PR i £ A A i Fis A 55 2N (M)
5| Z | 80k | 0 6 PR i £ A % A i A 5 FR50 (M)

6 | B | 60k | 1 10 PR i £ Gl H = El i3 By ZERN (R~ RE

7| & | 80K | 0 6 PR i £ Fi & = i i3 5 FR50 (M)

8 | B | 70 | 1 3 P i £ i3 A A A A LE (H%)

9 | & | 90mft | 3 5 P i £ Fi A Bl bl Bl 5 F50 (M)
10| % | 60mft | 0 17 P i A Fi i A bl Bl 5 F50 (M)
11| & | 605k | 1 2 P i A Fi i F L Fi PREBIEAT ()
12 % | 60t | 1 12 P B M P Fi S & A bl R (R AEE)
13| & | 40fk | 1 4 Ik bl b bl A A AT (R)
14 % | 60k | 1 10 Ik bl b b5 bl A 22 (R A EE)
15| & | 705k | 3 3 Ik bl A A bl A AR (R A EE)

T #5:4, (PT): MedDRAVJ version 20.0
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AFEX 3 —ARIT TAGAREICET 2BFEREAFA ILD BHRRKR (LD EMRERLHTE)

—HRILY THEKRESAL L AFWERS BZDHAR REMEAENT | ILD % | ILD FIRGEHI% v Xtk
SHRIEF | BRI | (95% 1ERERXFE) | (95% {EFERX fH)*
n=1995

SRR BT KT D HID AR | 1814 (90.9) | 76 4.2 (3.3,5.2) Ref

I 8T = v I RA )

RIEEH] (=~ 7 G A (1 % H A 54 (2.7) 16 | 29.6 (18.0, 43.6) NC

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

A (2 »HLLE3 % HR) 20 (1.0) 2 10.0 (1.2, 31.7) NC
A 3 » HLLE 4 % AR 15 (0.8) 1 6.7 (0.2, 31.9) NC
A (4 » HLLES » ARG 11 (0.6) 2 18.2 (2.3,51.8) NC
H (G H ALLE6 » H AR 2(0.1) 0 0.0 (0.0, 84.2) NC
H6»ALL) 8 (0.4) 0 0.0 (0.0, 36.9) NC
FFCH 7 (0.4) 0

Ref: 4 v X LR OB O FEHED K HE

NC: Not calculated

* H7 AV =720 5L LD ILD FEBUERII KOS FILL L ILD JEREFININE S h 25 R
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3 g Ly %AOmg
20Uy e 80mg

FURIFZT AV EHERE

TAGRISSO" Tablets 40mg-80mg
ERBEME TRBRE MRBRE

B4 BEY RN BB E R
(ILD) R ELREL (ILD BEFAxRZ B L¥)E)

7 A~ TR BEERELE




A& 4 BEEREFH ILD RBERR

(ILD EMREAEHITE)

TEMUMITRIREN | ILD HIREH | ILD HIWEH% v Xtk
n=1995 (95% 1S4EX M) | (95% {ERERXRE)*
PERI % 682 (34.2) 41 6.0 (4.3,8.1) Ref
/3 1313 (65.8) 68 5.2 (4.0, 6.5) 0.85 (0.57, 1.27)
AF i 65 I A it 588 (29.5) 30 5.1(3.5,7.2) Ref
65 % LAk 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 At 467 (23.4) 23 4.9(3.1,7.3) Ref
18.5 LA |- 25 il 1152 (57.7) 70 6.1(4.8,7.6) NC
25 L4 = 30 A 211 (10.6) 9 4.3(2.0,7.9) NC
30 LA I 35 i 28 (1.4) 0 0.0 (0.0, 12.3) NC
352 - 2(0.2) 0 0.0 (0.0, 84.2) NC
N1 135 (6.8) 7
WL 2 i3 1382 (69.3) 73 5.3 (4.2, 6.6) Ref
f 612 (30.7) 36 5.9 (4.2,8.1) 1.12 (0.74, 1.69)
AFEHL 1(0.1) 0
Pack-years 0 (M A oD 1393 (69.8) 74 5.3 (4.2, 6.6) Ref
KEG % 5T )
0 #-10 ¥ 67 (3.4) 4 6.0 (1.7, 14.6) NC
1024 F 495 (24.8) 29 5.9 (4.0, 8.3) NC
Faok 40 (2.0) 2
WHO performance status 1LLF 1614 (80.9) 85 5.3(4.2,6.5) Ref
2Lk 381 (19.1) 24 6.3 (4.1,9.2) 1.21 (0.76, 1.93)
APBE - 51k ABz 1245 (62.4) 82 6.6 (5.3, 8.1) Ref
sk 750 (37.6) 27 3.6 (2.4,5.2) 0.53 (0.34, 0.83)
AKENOIEET A >~ SWIGHLLT 934 (46.8) 38 4.1(2.9,5.5) Ref
4 RIGIE LA 1046 (52.4) 71 6.8 (5.3, 8.5) 1.72 (1.15, 2.57)
R 15 (0.8) 0
SR BT D HLs A FI# 5| 43 (2.2) 1 2.3(0.1,12.3) Ref
B : EGFR-TKI A 1952 (97.8) 108 5.5 (4.6, 6.6) NC
JFREICT DB RIS [ 663 (33.2) 26 3.9 (2.6,5.7) Ref
B - it e 1332 (66.8) 83 6.2(5.0,7.7) 1.63 (1.04, 2.56)
R BICX T BP0 A K 5 | 1 1814 (90.9) 76 4.2(3.3,5.2) Ref
g %U ﬁ(ﬁf:;;; éé;fgg H 181 (9.1) 33 18.2 (12,9, 24.6) | 5.10 (3.28, 7.93)
) (D)
SRR BT 3 D P A 5| i 1814 (90.9) 76 4.2 (3.3,5.2) Ref
g %U ﬁ?fj}::j éé;fgg CACELES ) 164 (8.2) 33 20.1 (14.3, 27.1) NC
%)) (2) A G ALE) 10 (0.5) 0 0.0 (0.0, 30.8) NC
AFEHL 7(0.4) 0
g CT A o> Fife il 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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REMMBITIRAES | ILD RIS | ILD FIREHI% F v Xt
n=1995 (95% 1S58 | (95% {ERERXFE)*
Jifi > TF4fi g o 1377 (69.0) 73 5.3 (4.2, 6.6) Ref
=l 618 (31.0) 36 5.8 (4.1, 8.0) 1.10 (0.73, 1.67)
fiti > FARIE - i Al 4 1987 (99.6) 108 5.4 (4.5, 6.5) Ref
H 8 (0.4) 1 12.5(0.3,52.7) NC
fiti > FARIEE - FliSEEI Rl pil3 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)
Jifi > FAIEE « 5/ Tt e 1958 (98.1) 107 5.5 (4.5, 6.6) Ref
e 37 (1.9) 2 5.4 (0.7, 18.2) NC
Jiti 0 Jic st Fo P o TR 4 1846 (92.5) 98 5.3 (4.3, 6.4) Ref
f 149 (7.5) 1 7.4(3.7,128) | 1.42(0.74,2.71)
P SR TR IEE i3 1854 (92.9) 101 5.4 (4.5, 6.6) Ref
=l 126 (6.3) 8 6.3(2.8,12.1) | 1.18(0.56, 2.48)
NG| 15 (0.8) 0 - -
P (BRI - A PDHE) e 809 (40.6) 21 2.6 (1.6, 3.9) Ref
A 1177 (59.0) 88 7.5(6.0,9.1) 3.03 (1.87, 4.92)
R 9 (0.5) 0 - -
JHF R R P 25 D i e 1795 (90.0) 89 5.0 (4.0, 6.1) Ref
f 191 (9.6) 20 10.5(6.5,15.7) | 2.24(1.35,3.73)
N 9(0.5) 0 - -
T RE P D I 4 1775 (89.0) 92 5.2 (4.2, 6.3) Ref
=l 211 (10.6) 17 8.1(4.8,126) | 1.60(0.94,2.75)
N 9(0.5) 0 - -
e P P2 B oD 9 JEE i3 1940 (97.2) 97 5.0 (4.1, 6.1) Ref
=l 46 (2.3) 12 26.1(14.3,41.1) | 6.71(3.37,13.36)
R 9 (0.5) 0 - -
Wit S5 0D Y5 iR i3 1926 (96.5) 101 5.2 (4.3,6.3) Ref
f 60 (3.0) 8 13.3(5.9,24.6) | 2.78(1.29, 6.01)
N 9(0.5) 0 - -
COPD D Fis 1952 (97.8) 103 5.3 (4.3, 6.4) Ref
f 34 (1.7) 6 17.6 (6.8, 34.5) | 3.85(1.56, 9.50)
N 9(0.5) 0 - -
DR B DI il 1842 (92.3) 97 5.3 (4.3, 6.4) Ref
H 144 (7.2) 12 8.3 (4.4,14.1) 1.64 (0.88, 3.06)
R 9 (0.5) 0 - -
B JR 995 D 53 [EE e 1844 (92.4) 101 5.5 (4.5, 6.6) Ref
) 142 (7.1) 8 5.6 (2.5,10.8) | 1.03(0.49, 2.16)
N 9(0.5) 0 - -
W 2R R D IR (W B dS L OY| 1898 (95.1) 100 5.3 (4.3, 6.4) Ref
COPD &R <) f 88 (4.4) 9 10.2 (4.8,18.5) | 2.05(1.00, 4.20)
N 9(0.5) 0 - i
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ST RES | ILD FEBRAESH| | ILD FHBAEHI% F v Xt
n=1995 (95% 1S58 | (95% {ERERXFE)*
AFUBE B & 70 > 7o 23 A D |6 5 A 614 (30.8) 26 42(28,6.1) Ref
BITRER > 5 DR (1) 6 » ALLE 12 % 117 (5.9) 4 3.4 (0.9, 85) NC
H Al
1225 AL 18 170 (8.5) 9 5.3 (2.4,9.8) NC
H Al
185 HEL 24 5 163 (8.2) 8 4.9(2.1,9.4) NC
ESD
24 5 ALk 890 (44.6) 59 6.6 (5.1, 8.5) NC
R 41 (2.1) 3
I R I 191 B 65 (3.3) 4 6.2 (1.7,15.0) Ref
v 1738 (87.1) 95 5.5 (4.4, 6.6) NC
Z Dt 192 (9.6) 10 5.2 (2.5, 9.4) NC
PO ART V7 I 2| 1 1575 (78.9) 72 4.6 (3.6,5.7) Ref
i =l 382 (19.1) 37 9.7(6.9,13.1) | 2.24(1.48,3.38)
N 38 (1.9) 0
PREB ORI« raRze2e ofil e 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)
R 17 (0.9) 0
PRERODIRDL + syt 25 i e 1743 (87.4) 95 5.5 (4.4, 6.6) Ref
f 235 (11.8) 14 6.0 (3.3,9.8) 1.10 (0.62, 1.96)
R 17 (0.9) 0
PBOIRDL LI ATE L3 1901 (95.3) 102 5.4 (4.4,6.5) Ref
=l 79 (4.0) 7 8.9(3.6,17.4) | 1.71(0.77,3.82)
N 15 (0.8) 0

Ref: 4 v X LR H OB O FLHED K HE

NC: Not calculated

* T I Y —H72 0 5HILL D ILD FEEER KON 5 FILL Eo ILD IER BB INE SN E 5 H
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3 g L wy) %AOmg
20Uy e 80mg

FURIFZT AV EHERE

TAGRISSO" Tablets 40mg-80mg

FEARERE RS RS

RS BEE R FRHPETCICE ST
1B P4 B < AR (ILD) FEELIR L
(ILD EMIxRZEB &HIE)

7 A N TE R AL




BEks5 BEEREFIETICE-T ILD RB|KR (LD ZMREESHITE)

REMBIAR | HTICE | ETITES 1 7+ Xt
EHIDSHILD | of= ILD | ILD HIBFEF% | (95% {SFEXE)*
FIFI n=109 |FIRAERI | (95% 1EFERXFH)
PERI 5B 41 (37.6) 7 17.1(7.2,32.1) Ref
S 68 (62.4) 8 11.8 (5.2,21.9) | 0.65(0.22,1.94)
AF i 65 % AT 30 (27.5) 3 10.0 (2.1, 26.5) Ref
65 % LA Lk 79 (72.5) 12 15.2 (8.1, 25.0) NC
K& (kg) 50 kg A 50 (45.9) 6 12.0 (4.5, 24.3) Ref
50 kg LA 52 (47.7) 7 13.5(5.6,25.8) | 1.14(0.36, 3.66)
FNE 7 (6.4) 2
BMI (kg/m2) 18.5 Al 23 (21.1) 2 8.7 (1.1, 28.0) Ref
18.5 DL | 25 K3 70 (64.2) 9 12.9 (6.1, 23.0) NC
25 L = 30 A 9(8.3) 2 22.2 (2.8, 60.0) NC
30 LA | 35 i 0 0 NC
3524k 0 0 NC
ARFCHk 7(6.4) 2
WL 2 3 73 (67.0) 10 13.7 (6.8, 23.8) Ref
H 36 (33.0) 5 13.9 (4.7,29.5) | 1.02(0.32,3.23)
Pack-years 0 (MR R 15 M o JiE ) & & 74 (67.9) 10 13.5 (6.7, 23.5) Ref
1»)
0 #8-10 Kl 4(3.7) 0 0.0 (0.0, 60.2) NC
10 24 E 29 (26.6) 5 17.2 (5.8, 35.8) NC
ARFrHk 2(1.8) 0
WHO performance status 10T 85 (78.0) 1 12.9 (6.6, 22.0) Ref
2Lk 24 (22.0) 4 16.7 (4.7, 37.4) NC
UNECRRAS S N 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)
KRN OWERET A SWIEWLLT 38 (34.9) 3 7.9(1.7,21.4) Ref
ARG LR 71 (65.1) 12 16.9 (9.0, 27.7) NC
JRBE BT KT 2 U3 A K #& 5 | 1(0.9) 1 100.0 (2.5, 100.0) Ref
B : EGFR-TKI o) 108 (99.1) 14 13.0 (7.3, 20.8) NC
SRR AT KT D P AU HI & | I 26 (23.9) 2 7.7 (0.9, 25.1) Ref
B - ek H 83 (76.1) 13 15.7 (8.6, 25.3) NC
JFR BT T 2 Hios A KB 5| 1l 76 (69.7) 9 11.8 (5.6, 21.3) Ref
gﬁ:u ﬁ?f gjv/j(j%figgﬁgﬁ% f 33(30.3) 6 18.2(7.0,35.5) | 1.65(0.54,5.10)
) (D)
R BT T 2 Hios A KB 5| 1l 76 (69.7) 9 11.8 (5.6, 21.3) Ref
gﬁﬁiif; 7? (jéfi; Tjﬂiﬁﬂ& (5 7 J i) 33(30.3) 6 182 (7.0, 35.5) NC
Z)) () A (G ALLE) 0 0 NC
s CT f o> Fite s 1(0.9) 0 0.0 (0.0, 97.5) Ref
A 108 (99.1) 15 13.9 (8.0, 21.9) NC
Jiti > FAf IR Bl 73 (67.0) 7 9.6 (3.9, 18.8) Ref
A 36 (33.0) 8 22.2(10.1,39.2) | 2.69 (0.89, 8.15)
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TEUBTHER | REICE | BTITES 1 v Xt
FEFID S5 ILD | o1= ILD | ILD FIRIEFI% | (95% {SEBRXRE)*
B n=109 | RIS | (95% EREXME)
B> P - M4ttt i 108 (99.1) 15 13.9 (8.0, 21.9) Ref
H 1(0.9) 0 0.0 (0.0, 97.5) NC
fiti > FARIE - FliSEEI R i 78 (71.6) 7 9.0 (3.7, 17.6) Ref
A 31 (28.4) 8 25.8 (11.9, 44.6) | 3.53(1.15, 10.79)
fiti > FARIE - Hi/ Tl fe 107 (98.2) 15 14.0 (8.1, 22.1) Ref
H 2(1.8) 0 0.0 (0.0, 84.2) NC
JiTs 0D Fe St i P S TR i 98 (89.9) 9 9.2 (4.3,16.7) Ref
A 11 (10.1) 6 54.5 (23.4,83.3) | 11.87 (3.01, 46.73)
P& ey pili3 101 (92.7) 13 12.9 (7.0, 21.0) Ref
a 8(7.3) 2 25.0 (3.2, 65.1) NC
JE (MRS - B OHE) i 21 (19.3) 0 0.0 (0.0, 16.1) Ref
f 88 (80.7) 15 17.0 (9.9, 26.6) NC
J R RE R 5 O P i B 89 (81.7) 12 13.5(7.2, 22.4) Ref
H 20 (18.3) 3 15.0 (3.2, 37.9) NC
B RE IR D i3 92 (84.4) 12 13.0 (6.9, 21.7) Ref
A 17 (15.6) 3 17.6 (3.8, 43.4) NC
VLML IR FR D9 JRE il 97 (89.0) 10 10.3 (5.1, 18.1) Ref
A 12 (11.0) 5 417 (15.2,72.3) | 6.22 (1.66, 23.29)
s JE. 0D 975 R JHE 101 (92.7) 15 14.9 (8.6, 23.3) Ref
H 8(7.3) 0 0.0 (0.0, 36.9) NC
COPD Dk pi 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 ORI B3 97 (89.0) 11 11.3 (5.8, 19.4) Ref
f 12 (11.0) 4 33.3(9.9, 65.1) NC
PR 99 O 95 [ i3 101 (92.7) 11 10.9 (5.6, 18.7) Ref
H 8(7.3) 4 50.0 (15.7, 84.3) NC
IR w2 R DIFE (W s L O | Ji 100 (91.7) 12 12.0 (6.4, 20.0) Ref
COPD %P5 <) A 9(8.3) 3 33.3(7.5,70.1) NC
AFEAEH L 2> 72BN A D6 5 AR 26 (23.9) 2 7.7(0.9, 25.1) Ref
TR & ORI (1) 6 1 DL I 12 5 F Al 4(3.7) 0 0.0 (0.0, 60.2) NC
12 5 A LA 1 18 % H AR 9(8.3) 0 0.0 (0.0, 33.6) NC
18 » A LA L 24 » A & 8 (7.3) 1 12.5(0.3, 52.7) NC
24 5 AL E 59 (54.1) 12 20.3 (11.0, 32.8) NC
R 3(2.8) 0 - -
fifh AR I 1 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 DA 10 (9.2) 2 20.0 (2.5, 55.6) NC
BB ORPL AR T VT | 72 (66.1) 8 11.1 (4.9, 20.7) Ref
i A 37 (33.9) 7 18.9(8.0,35.2) | 1.87(0.62, 5.63)
BEBORDL ¢ Moz fig 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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REMBINE | RTIZE | BEITELT: o Xtk
FEFID S5 ILD | o1= ILD | ILD FIRIEFI% | (95% {SEBRXRE)*
FIRFI n=109 | FHEIREH | (95% (S%EXFH)
PR OIRDL « Mafsois 25 i i 95 (87.2) 14 14.7 (8.3, 23.5) Ref
H 14 (12.8) 1 7.1(0.2, 33.9) NC
BRI - DFERETH 3 102 (93.6) 15 14.7 (8.5, 23.1) Ref
H 7(6.4) 0 0.0 (0.0, 41.0) NC

Ref: 4~ X OB FLHED K UE
NC: Not calculated

* 73V =B 5HILLEDIETICE 72 ILD FEIUER K V5 FILL EDOFETIZE - 7= ILD IEFRBAINIUE SN HAE T

27




	■ 症例構成
	■ 副作用・感染症の発現状況
	■ 重要な特定されたリスク
	1.　間質性肺疾患
	 間質性肺疾患の発現状況（担当医判定）
	 死亡例発現状況
	 間質性肺疾患のリスク因子に関する集計・解析結果（ILD専門家委員会判定）
	(1) ILDリスク因子解析（ILD専門家委員会判定）
	(2) 死亡に至ったILD発現に関する解析（ILD専門家委員会判定）

	 ILDに関するまとめ
	2. 　QT間隔延長
	3.　肝障害
	4.　血液毒性
	■ 重要な潜在的リスク
	5.　心臓障害（QT間隔延長を除く）
	6.　感染症
	7.　血栓塞栓症
	8.　角膜障害
	■ その他の重点調査項目
	9.　下痢（Grade3以上）
	10.　皮膚障害（Grade3以上）
	11.　 爪囲炎（Grade3以上）
	■ ILD以外のまとめ
	■ 有効性
	■ まとめ
	別表1　使用成績調査における副作用・感染症の発現状況一覧表
	別表2　ILD死亡15例の症例詳細（安全性解析対象）
	別表3　ニボルマブ前治療歴に関する患者背景因子別ILD発現状況（ILD専門家委員会判定）
	別表4　患者背景因子別ILD発現状況（ILD専門家委員会判定）
	別表5　患者背景因子別死亡に至ったILD発現状況（ILD専門家委員会判定）


