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2)Hida T, et al.: Lancet 2017; 390(10089): 29-39.
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% TR e
&t 25(19.5) 1( 6.7)
ALTHEMN 7( 55) -
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ASTHEN 6( 4.7) -
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HIESE ] 3( 23) -
EERE 1(08) 1(6.7)
PEERANIRR 1(08) -
Y-JIWRIVNTZ Y AT T5—F 1N 1(08) -
A 1( 0.8) -
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BrUILE> mE 1(08) -
i) 1(08) -
=il 1( 0.8) -
i 1(0.8) -
BALUILE B 1(08) -
£ 1( 0.8) -
NE 1(08) -

3) ARBEFEHHE N | ERARFIEFER (BO40336:E)
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REICEST-BI{EH
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532 (25.0%) [CRHDN. TAERIEMHCKEMASH (6.3%) . ML ILEARIHEH (3.9%) ZTLx.

BAREDER (FLE YR n=15) Tld. 84 (53.3%) IcRBHHN. ELRERIFMAPCKIEEMH 26 (13.3%) ®E
Sh&EL.

FEIDFMEICEST-EIERA [ALINAZER (600mg 182EHRSHI) . 7LV U #]

— ] H (n=
w5 TR )

At 32(25.0) 8(53.3)
mACKIEN 8( 6.3) 2(13.3)
meREDJLE> 0 5( 39 1(8.7)
ALTHEM 2( 1.6) 1(67)
IS 2( 1.6) —
Ao L 7F =8N 2(1.68) -
SRR 2(1.6) -
i 2(1.6) -
ASTHEN 1(08) 1(6.7)
FEEEE 1(08) 1(87)
R 1(08) 1087
Rz 1(08) 1(6.7)
BB IR 1(08) 1(87)
R 1(08) 1(87)
mEUILE > E 1(08) -
IPIAV=A:: 1(08) -
il 1( 0.8) -
B2/ 1(0.8) -
Frest 1(0.8) -
= FRER I 1( 0.8) -
TRAR 1(08) —
BEVE] 1(08) —
T 1( 08 -
|NE 1(08) -

3) AR E R | AR FIHEFE (BO40336:E)
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2.2 ERNIEEIRUC WS TOIREM D H DR M [ETFRN 9.5 8]

2 K-BREANDRECONT
SYRRUDYFZRVCE -BROFEECETZHBRICOVT. FE-RBEDFELT.RE. NRERE. BRERGED

P E-RIRSMNRHSNE L.

FRZBARBHBRUSYMAVIWERICSVLWT. SLRBHRIEEEICER T 2 BHIEMRFARNT
INEZERIEANROONE LI KL MEZAVCEREAZZXRN O BAEMRZAVCRERERHR
[CHENT.ZENZNDNARUREFBEICH T DIERFRDSNFEATUI, '
ERERIBRTIE ERXIEERREREDRBREZRALTHY . RBRABPICKRARE/N—~F—H E ik
UTIEBIE B o fe e IR TOREMRBWEFIONTVE A,

BENERZHETHRAEBICHAT 2EE (3r#)

9. HEDERZHITIBEICHIIER
9.1 &I - BIEEEDHDEE

9.1.1 HEMMAREDHDFEXFZDERTEEDHZEE —P.14%ZTIBRILEETL
BEMMERENRREN BB T IBZNNHD, [EFARX1.2. 8.1. 11.1.188]

9.3 MiEEEEERE —-P17ZIBREETV

(GHEEFE)

9.3.1 FFEEEENMEBR T 2HZTNHLH D, [BEFAHN8.2. 11.1.280&]
PLIOFZITDMBEFREN LR ITDEDHENHD. [BEFHRX 16.6.1 B8]

(ALK & EILFIE M DIE/IREIRGREC S5 T BT MBEE)

9.3.2 EEOIFH#AEEZE (Child-Pugh92$8C) DH 3 EE
BEZERIDEEDIC, BEOREZLVESICHEL, BWERORRICTEETSDIE, PLIFZT
DIMFRREN LFU. BHEANMBRINDZBZNHH D, [EFRN16.6.18H]

9.4 H4IEREZEFTBE
FIRT DOREMDHDLIMEICIE. FEIRSTRUREERSZ 1ABBICSVWTHET ZUNEERTEYR
BEEICDVWTEHIAT S &, [EFRN9.5. 15.28H]

9.5 Wim
HRXIFITIRLC V3T EEE DS L EICIFIRS LBV E. BIYRER (Tvb, o8 ) [CBWVT. K- B
ROFEL. RE. NEEE. BBERSENHESINTNVD, [BEFRX2.2. 9.48H]

9.6 FIWw
BELOBRERUBIRBEOBREZEREL. RADRRENEPIEZRNTEIE. EFBIAPADRT
[EDOVWTIEREHTH B,

9.7 INR
(ALK @t S BIGF B D UIRRTEEET - BROIENHIRME. ALKESEEZFRIEDIE/NRRMEC
B BT HEE)
INREZERREURARERIEERLTULRL,

9.8 S
BEDOREBZHBUBHOEEILRETDIE, —MRICEEBKENMETLTVDIEN S,
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10. HHE{FHA

PLIOFZTF. FrIO—LPAS0(FEICCYP3AS)ICL>TRBEIE NS,

10.2 HRER (HRAICERETBIL)

AhZ3FV—-I F
[BFHRN16.7.285]

D5, CYPBABEMFEMDZNXIELTEL
EHNORBEERTDHIE. PTERT
HATIRICIE. BEOREBEZEEICEHER
U BIMERRERBRICTDERT AL,

A5 BRI B A W - B REF
FLOFZT7OMBRHREFP LR BIE | FLOFZTORBCIEEICCYPIALY
CYP3ARES AORBEENBEDBINIHBHIE | BELTVD7%0. CYPSABREH OB

BICKW.FLOFZTOREPEESH
MEEFREDIENT BRI EMED DB,

CYP3AEEH|
Vo77rE>>Y F
[BFHN16.7.185]

FLOFZTOMEFREMET L. AH
DBENUEDHIE T DEENDHBHIEDD.
CYPIAFEERDHVOXIETTOEAA
ODREBEERT DI,

FLOFZTORBMICIFEICCYPIALD
BE5ELTWS/1cH. . CYPSAFER D
HRBICKU. FLOFZTORBHTTEL
MEFFREPMET TSR EMED DD,

in vitro lHEZE D KA
in vitro FBED R RH*

CYP3AHEZTIEREY

in vivo B8 ($E1EF) DA KA
in vivo AR (51R5) DKM :
in vivo FEEFERE)DRRG) TV UTrEYY

2Z  CYPIADEE . HEERUFAEEDOR KA

A NSOV =)L hOFY—)b.azamulin®' troleandomycin®' . RS/ =)L

TPy
I EYVSANITYSA

=TT —vIa—-X

JSUZONA YV, TUZAONA VYR ) aFV =I5 A RSV =L RS/

*1 BERREFOREEREZE TS, *2 fIRCThHY . MENRUANTIERN,  *3 PIREOREER

EEHBE EEMRECEELBREROLOOEMREERANT A2 (FRI0FTR28H HKEEEFKO723545) &Y

2024F 8 R ET (B2hR) BFRUE TS
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ERFNBNAEINTVET . ARIBRADRICEYIN., [FIREH. X RAFOEHRAENHSHNEBEP.
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<IEEELY,

TLEYYNYRTvY

FifizERULHHPABETADS 5.
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TLEYYNVRTvY

#IT - BREBDABRESADS 5,
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ALECENSA

FEIRIK T
ALKREBIGF IS OYIRTEESET- B RO BEAHE" >
AF-001JPatER (B %1/ I485LER) D300mg 1B2EIRSH6] (FLE> Y2 1 n=58) [cH L\ T A MMEERN 16
(1.7%) BHONTWNET . FEIRFHIIRSHFB102BBTHY . A7 O REDBEIILE BRPBOONTOET
(A20mg/40meg B A&=RES -3 1)
BE. AF-001JPEE (BREI/IMHEER) ICEWLTE. EE1FIICA . ARBEFEPESESN TVIEEERELT
IREHRERBI A R O 7 LI+ —HRBAD R BIERESNTUOEY (R20mg/40mg B ZAGRR) .
J028928 &k (AWSEMRRER. 7L > U8 n=103) (BT HEMMERED8HI (7.8%) &BHSM. Grade 3
PAEIE5HI(4.9%) TLTz. MBEMMEZEFIBELEBHDIE. LEFREDTNABREDLRWNEEIL3MF (2.9%) L%
BEDETEREDHHBELSHE (4.9%) TU. BRIRFHRITHRSRK22~21488THY. 86IH6HIHATOAN
PEHREABRAREDBEEZ T THY. SEIRCHI TREIIEEDPBOHONTNET", ARBICHOVTIRTHIEHRE
SNTVFEBA (RO15F128FFR-FR1.K2).
HREHED 261055, Grade 3D 1 Flid5IR1% 126 HRICEIFEIE. Grade 1D 1 4i33 8% 36 HRICHRBR IO HERIN TOET (FAEBREFR) .
JP28927: 5 (ENEMFMEEMHER) “ICHU T, Grade 1 DBEEMMERDRESN TLET (A20mg/40mg
SRR

=1 EEMERORIRIARL [AF-001 JPEHERK 0P J028928515% (300mg 182EH%5HI) . 7L VU8 (n=161)]

54, £ Grade CTCAE v4.0Ic &% E—o#FGrade 5l # IR 2% 5k R
51%(%) | Grade 1 Grade 2 Grade 3 Grade 4 Grade 5| flI% 7k
mIEMER 9(5.6) 3 1 5 - - 9 -

K2 HEMEMRBROFIRES [J0289285 5% (300mg 1B2E#R5H) . 7L Y8 (h=103)]

#34 | go | CEEED rage mme | RS R nm| xoas 5

80BN 5 - i e e -

MRS | Dok et 3 | =8| 215 mi | 270N BERE | BE
maems | OO0 | o lilerg | 8 | EE| 28 | 108 |mr| FERUNARE | As
A0%A ) - N o

maiemrs | U 8 e | 8 | ER| 24 N 250K 7t
MEMEES | OE | ooopinspayy| 3 | EE | 205 | 52 | | ATRITLARR | gy
P i 2 72@ nL 3 | 28| 86 e HD;@;@% &1t
70BR ) - FETPISTN -

FEﬁg'riHﬂiﬁé% ﬁ'l\_&g 7:‘& [J 2 E% 43 - EF' .U: Eﬁ%ﬁi?i\ ﬁg;ﬂﬁlj $i |\;&

MRS | OOk aL 1 |%mE| 23 e %L iR
; 60BR 5 " - =
MSMMAR | 2w | ceoompbmsey) | ' | FER) 27 i s B

*REED2FIDS%5. Grade 3D 16IEFHIR% 1 26HB(ICERIRETE. Grade 1D 16lIEHIREI6HBICHRRIADPER SN TOET (RICRTIFR)
PEM; AXXNLF 4R CBDCA; HILRTZF > PTX /37U &FIL,CODP: ¥ A7 ZF > VNB: E/LIILEY  BEV, NN XY T

g E  BRNEYENESERER (JP28927RER) DHE
it % ALK S BT FEE S 33/ BEMEES (ALKBEERESENZ2 D)

RERE 1@E300mg 18200 OKS
E fl 354
R E 201378~2014%118

T 7L P H T 20/40mg 1 E8RFEHET .

1) AREFRHME R - BREL/ T80 (AF-001 JPaER)
2)Hida T. et al.: Lancet 2017; 390 (10089): 29-39.

[CONARBIG A SR DIIRIC LT DN, ERITRHBEL TP MIBEESHEL TV BEFEEND, ZEDSSE, SRHHMEOHATHS.
4)#RER  EREIHEGER (JO2892855k)
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FEHEFACZOXIR

ALKREE(G TS DI EIRHEIC S 1 B x>

ALINAGE (ERERSMAEE) O600mg 1 B[RRS54 (FLE2 T8 n=128) IcH0W T MEEMERE &
4536 (2.3%) & <h. Grade 3LLEE1HITLE (%3).

KIVEFHRI L S5R94 18~ 101 HETHY) . SHIH2FIHAT O NPBRRALE DREASITHY. 26 CEES
ROBNTVET, ARBICHVTREAIRBESNTOELA (XD,

K3 HEMARE OFRITRR [ALINAGKER (600mg 182E#%561) . 7Lt P8 (n=128)]

v £Grade CTCAE v5.0lIc&BE—278EGrade il 3R 55k P Ech Rz e
%8 (%) Grade 1 | Grade 2 | Grade 3 | Grade 4 | Grade 5 fi%s %8 ik
& MR R 3(2.3) - 2 1 - - 3 - -

R4 HEMARE" ORISR [ALINAGKER (600mg 182E#%561) . 7Lt P8 (n=128)]

P SIS | AR .
e a | Grade | EEE | o s wE TR =R
N 60RA% N . 25O ., )
il ¢ Lot 3 BE 18 158 5k I RS Bk
Bl 5%@“ o ¥EE | 191 09 | #EeiE #L E7E
N 60 N . 2501 N, )
o o 2 ¥EE | 83 61 | medr | S =1

sk E MRS - MedDRA SMQIEE MEAZES (narrow) | POMSUESX K &Rl e R REERT

3) ARBEFEHHE R | AR FIEFER (BO40336:E)

75 E

THERD HEHLN . FEUEMEREDFER XISEBDRON /G B ICIE BPDICAFI DR EGZHIEL. AT7O1RK
ARG EDBYBRMEEITOTIIEENN,

BE MR BRDOZETICH/OTIE WECTREFEXEL  BRERICH I WERE PRFRBRFOTE.
RAEZZA T DIENERTY

£ BEICISLTERMERZDE (PaO2)  BRMEFLENE (SpO2)  fiRKBRNERDEBE
(A-aDO2) . ffi#E#sRES) (DLco) FDREZITO>TLLEEL,



ALECENSA

2) H#geEE

AR DIZSICKIASTALT, EUILE YV EDIENZH ST HEEREEN H SHhNBTENGHIET
(%?llj\\YB 2 9 3 11.1. 2;5,&7\:\,)0

@ XSHIEPEFERNICHEEREZRELTIEEW
@ EENRHSN ‘SICld:zlsﬁﬂ7&%12(33‘2‘—:‘}'?]]:3’%HEE@JEME’EFJDZ

AFHEEEREDHDBREICIFEEICIRS U TV ALK G B TR DI/l fhiEC
BT ZiTEREEEEAICE VLW TEE D EEREZRE (Child-Pugh 738 O)[TR59 2ERIE MRS
REN ERU.BIERAD i%ﬁﬁé‘ﬂéib‘%ﬂb‘ HBH HEZZERBLTLIETW

FHIA SR
ALKRSEIE T DU EE S ET- R OIF/) HHiaaE" >
BN TEMELZEL/IHERER (AF-002JGiE/NP2876 1 58) *m600mg 1 B2E#% 56 (FL> T8 1 n=134)
ICENT EYUEFREDP1PIRESNTOET.
AF-001JPatER (BME]/IEHER) A 0J028928: 8 (BN IR ER) 300mg 1 H2EHER S (7Lt 18
N=161) ICHEWNT. FHERTEREISHERINTVET (AF-001 JPHEIEA20me/40me 5L &R EF
JO28928 BRIF201 5F 128K - k1) . Hy's Lawlcex =7 2. AR XISERRITHERE HOo DN
ERNFORITLZD ALTEREVILES DEBIC LR U/TIEFIOERBSNTULBDIEDS, FHENDFEILTEEEL
EXLI®
BEH. AF-001 UPHBRICE WV TREBEERS DFHBEHERL/AER. FHRERBEOER L. RETH CHRLR)IC
HEDONBEADBOONEL /o, TDE. AST. ALTIIHREEZIC K B L ZIBRELIAICHEL . RIETHEMZRD
FUEDBEVILEAAT DN TIE AREFICKVEEIEAONDEDD . AFHRSHREHILERBEO LR (1.0mg/dL)
DIELLT (Grade 1~2) ZHEFF I HIEADBDHSNEL /2.

1) AREEHEE R RS/ 18588 (AF-001 JPEE)
2)Hida T, et al.: Lancet 2017; 390 (10089): 29-39.

[CON AR MIEDIIEIC kTN o, BHICHHBEL P MEEESAL TV BEHEEND, BEDSE, SLRTHUEOHETHS,
4)#RER  BREIEER (JO289285k)

*SE 1 ENE]/IHERER (AF-002JGHER/ NP287615HER) DIME

X Y JUVFZTDERERZE I DALKREGEL TR/ ERmEERS
A P73 182ERO0KS

E fl # 13441

Gl 2012%58~20174 108

Py Y DEBINICRERUAR (R (E LU TOEITY,

(ALKRAS BT F IR DVIFFAEE IR ES T B DI/ lEakhE)

BEHACEZLIFZTELTIE300mMgZ 1 H20# 0859 3.

(ALK S BT F IS DI HBISETREC 3 1T ili fBnEE)

BERALREZLIFZTELTIEE00mMgZ1H20. BRICROKR ST D, 1L RSHBIE241BBETET 2, BE. BEDRECIBERET 2.

t 7L P H 7L 20/40me 1F8RTEHE T o
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18

R FFHERBEEREORRNR [AF-001JPHERR U 02892855 (300mg 1B2@EESH) . 7L Y

(n=161)]
e £ Grade CTCAE v4.0lc&3E—2BsGrade Bl B3k Bk e
g (%) Grade 1  Grade 2 = Grade 3  Grade 4 . Grade 5 s s
meREYILE >N 32(19.9) 9 21 2 - - - 7
AST 29(18.0) 25 4 - - - - 2
ALTE0 23(14.3) 19 2 2 - - 1 3
fmeRALP A0 10( 6.2) 8 2 - - - - 1
R e I R B

2% Common Terminology Criteria for Adverse Events (CTCAE) v4.0l&()3GradeEs (P.65)

2 : Grade 3L L DFFEEREERE ORISR [AF-001JPEHERA U )028928545% (300mg 1B2E#%54H1)
7LEVHEN=161)]

BR4 ol | Grade | mEE | mmE | T | SRR g | e | SR
ALTEHN 23{%& 3 FEE 2621U/L 12 65 1RE gg% (356%”
ALT 70 O s | wEm [ 1o | 85 | 161 | mosr | DOE | R
Brevnes | 20mR | smm |sTmedl | 18 | mwh | 4% | sl | 0@
gt Bl $EE | 3ime/dl | 103 29 ez IO I

ALK& EIETF IRt 0IE/lialmEIC 3 Bifik s
ALINAG S (R RSB ISR D600me 1 B2EHE 54 (FLt> U8  n=128) IcB 0\ T, FHKEERE "7 84
(60.9%) <., FHEREIREERHEL T ASTHMAE3H (41.4%)  ALTHEMR O IAE ) ILEA2INAE 436
(33.6%) I@BHSNEL . Grade SLLLIFALTHEN. AL ILE>HEMAE2H], ASTHINKR OFFHEEREE LF
PBITLIZ (RS .
Hy's LawDEAEICH S § DAERIA 1 GIERDSNEL 7245 AEBIE S N AN—IVEGREDH3E . ASTHINA AL THEAN
DEAEET ERDTNDED HY's LawERE T BT ENTEERATL .

ASTHENN. ALTHEIIDFEIRE T DR FR(EIF28.58 (FH - 1-504) THY). 78.6%|

TARRRERTESH B LINICHAE

L&, o AV EAERMORIRE TOEARHREIF43H (#H : 13-421) TH4. 80.0%HEEFHMESHA
DIMICHEL &L 72,

*MedDRA SMQ[EHICEEE Y 2ATEE—2IEAEZR (narrow) ] &%E&+



ALECENSA

K3  FHEEEREERE OFRIRR [ALINAGER (600mg 1B2@#g56) . 7L Y 8 (n=128)]

s £Grade CTCAE v5.0lc&BE—2RsGrade I FIR Gk mEtE | pkE e
1% (%) | Grade 1 | Grade 2 | Grade 3 | Grade 4 | Grade 5| P s s

ASTHN 53(41.4) 46 6 1 - - 1 6 1
ALTHEhN 43(33.6) 31 10 2 - - 1 7 2
meREVILE g | 43(33.6) 17 24 2 - - - 5
fmaEULE N [11(86) | 4 7 - - - - 1 -
y-JINEIINTVR
J 15— G 4( 3.1) 4 - - - - - 1 -
ep3EEE
EULE 823 3 - - - - - - -
NFVRAT7IF—E
= 2(16) 1 1 - - - - - -
FrgeER A LR 1(0.8) - - 1 - - 1 - -
EFRRE LN 1(08) 1 - - - - - - -
RESTER AN 1(08) 1 - - - - - - -

&% :Common Terminology Criteria for Adverse Events (CTCAE) v5.0Ic$F75GradeEs (P.67)

X4 : Grade 3L FDFFEEREER S DFRIZAEH [ALINAGKER (600mg 1H2EHESH)) . 7LV B (n=128)]

T4 ah | Grade | mmm | oo | FEEE | ogm | xnam | o6
2:;2 OBl s | wmm | tes | 85 | @Stk | sl | @
ALTHERD o 3 FEE | 28 99 s L Bl
mepeni s | 3 HERE 13 576 e L E7E
mebenevigm | O 3 B 5 113 W ) Bl
B EE LR o 3 B 77 212 | @54 | #L Bl

3) AERBEFEHIHE N | ERAREIHEFER (BO40336:E)

8% . Hy's Law&ld?

Hy Zimmermanlc KWIRIEBES NIRRT BRTKBR CTUTOIREBZE LT BENMFIULROSNIEE  HREN i

BEERBREEZECITREENHDIEERLET
Hy's LawD3ExR
"ASTXIFALTH EAEME RO 3B L EITIBN0,
HEVIVE VD EEEE ERD 2 EICEMUL. ALPEIIZ DR,
FE/NSVRTIS—ERUREVUILE YA EDICIEINT 2RAMMBICFRHSNIEL,
(1 : AZY, BEUX [FCTURT R 2IERTRE. FFREDRRE RS MOFER ZHALCEDEBHEN RESIRL)

% U.S. Department of Health and Human Services, Food and Drug Administration, Center for Drug Evaluation and
Research (CDER) and Center for Biologics Evaluation and Research (CBER). Guidance for Industry, Drug-
Induced Liver Injury: Premarketing Clinical Evaluation, July 2009.
https://www.fda.gov/downloads/guidances/UCM174090.pdf (2025F 10/ %
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T HEFREZONR

X T5E

—MRICHFEREREE DAEIREL T RE. FB . TOERK. BESDPZETONTIT D ERDP HOHOLN T ICHFHERER
BEPREFERT IEEHD/CH B EPEERNICHHEREZREL TRV, Flo. REEDPRBOON
BEICHEARFERENIIRESHIET 2R EEYRMEZTOTILE N,

2% 1 J028928: 8 (RNFE M) I[CB S DIREERAE (P.64)
2% ALINAGE (B RSBIERER) ([C BT HHAE RE. PIEE%E (P.66)

FERIDAFE-REX EhIEEHE
ALK RSE(EFIEEDIEIlllaRhEE C 53 13 il fBhEE

ALTRIZASTH - -
N—2S1VRIE 1P E 2B E

SHA(E HRX3ICEET HET
. = BEUNEYSBE@EERX2 5D o
BERESE ALTXI:A/ST>§;@J:FEX5 I Bl BIER ) theE EliR#
QN (e
%) n=
BEUILEY >EELRX2 5D "
ALTRIZAST>HME L3 &SHLE

*1E300mg 1 H2E TARBAMDEONRSEIE. BE5HIE,

20



ALECENSA

3) #FREKEY . BnEKESD

AE DR SICKIVFPIREUEL . HIMIRBHA DN HSOHNDIENHIE T (EFRNS.3.
11.1.388),

@ ZSHBDPRFERNICMRIRE (MXBEE . AEMRSEF) 21TV EEDIREZ
THICBRRULTLEE L,
@ EENROSNIBZEICE. KB ZARFET BB EBUBLEZITOTLEE W,

FH IR
ALK& EIE TR D YIRTEESE T - BR O/ ik
AF-001JPaE (EINEEL/ THEEER) &0 J0289285H 8 (A IEEE) O300me 1 H2mES4) (FL> U3
n=161)ICBU\ T BFRERETRD . HIBRETAD DHERBIN TOET (AF-001JPERERIFA20mMe/ 40me B #FBIF ' |
JO28928&BIF201 5F 12AKF -5 1) . FFREREURS . EMBRECH IS, Biik SR (21 BEET) IchoDN.
Z D%, FFHREHET.500/uLU L (Grade 1), EMmBkEIE3,000/uLLl £ (Grade 1) £ HEEHBDHON
L7
o BFRIRECR D d 2\ B IEREUR DI\ EEDBIYEEHFEL/ERIZOBITL .

R IFPIRECEL . BMEREGRIA OFIRIR [AF-001JPEHERA U J028928545% (300mg 1B2E#%561) . 7L
VY8 (h=161)]

E54, % Grade CTCAE v4.0lc&kBE—rGrade R F 3 Gk BEhE | R

% (%) | Grade 1 Grade 2 Grade3 Grade 4 Grade5 | #I# filzk
SFRRERBUR D 18(11.2) 1 11 6 - - - 7
Bk #0R 2 14( 8.7) 5 8 1 - - - 1

£%:Common Terminology Criteria for Adverse Events (CTCAE) v4.0lc$1F5GradeEs (P.65)

K2 : Grade 3 L¥FhikEuEL . EMEREURA OFIRAERI [AF-001 JPEERK U 0289285158 (300mg 1H2M@
1’56l . 7LtV HE(n=161)]

= - BEE | RaEH | BREE -

=54 wg | Grade | mEm | 0 s fx nE | xhem | BR

P RERER A 508t 3 FEE 830 3 43 N L EFE
BmREES | T 3 SEE | 1.000 3 85 &L %L 1
SFERERAE D 32@“ 3 HEE 900 8 00 4z | gosF | maE
SFERERER QOﬁf 3 5 880 18 56 th %L 78
SFERBREL 39;@% 3 HEE 960 69 8 o %L B
SFRIRECH D 49%@% 3 HEE 760 13 - zL 7L K EE
SFERBRE 6%& 3 HEE 980 169 36 #L %L @

1) AREMER - ERE]/ 018508 (AF-001 JPaER)
2)Hida T, et al.: Lancet 2017; 390 (10089): 29-39.

[CONAGHBRITRNEEEDTIRICKITON 2. BEHICHHHEI) Y IL A MNIREEZBL TODEDEEND. BEEDDS. SRIEHNUEDHE THB.
) HAER  BRFEIHEGE (JO289285 )

T 7L H 7L 20/40mg 1 d8RFEHE T

21



FLEIEFRHCT DX R

ALKRSBIGF IR EDIFIEEIRHEIC 31 BT mMEnEE>

ALINAGER (B RS IEHER) DB00me 182E# 54 (FLE> U8 n=128) ICHL\ T, SFhEREIRD D 5H)
(3.9%)  HILERBURL D36 (2.3%) HESNELT (R3) .

ISR HIR SHII822~B90B B Th ). 2HITEEDROSNTNEY . Bd . SFREBHD 52\ \FE MBRECHD
(S EEORBIEEH L IEMIZOFITL .

K3 FRIREUAS . BIMEREURIA D FEIRIR [ALINAGER (600mg 1B2E#%561) . 7Lt Y8 (n=128)]

52 £Grade CTCAE v5.0lc&BE—URsGradesl FEIRFI BEhE | pheE e

%8 (%) Grade 1 | Grade 2 | Grade 3 | Grade 4 | Grade 5 k2 R 24
SFHREREUR D 5(3.9) 2 3 - - - - _ _
BimEREuR D 3(2.3) 2 1 - - - _ _ _

£% :Common Terminology Criteria for Adverse Events (CTCAE) v5.0lH(75GradeEs (P.67)

3) AREEHMBE R | ERA RS NIEHER (BO40336:5%)

X475 7%

EHRMICIARE (MXBETE. BMXDEF) 270 FRIRE AORROEHIC+ERL TILZN,
o BREOREBEZTDICHEL. REDROONIGEICIE KEENRE T DREBYIBRAEEITOTILEEN,

2% 1 J028928: 5 (ANEMERE) ICH IS HIREERAE (P.64)
2% | ALINAGER (EFRAR S TR ICH 1T B ME. IEE%E (P.66)



ALECENSA

4) BHRERES

AENDSICKBRERENHESDNBZTENHIET (BEFARN8.4.11.1.688),

\

@ RSHMDP I ERNICEREREZRELTIIZE L,
@ EENROOSNIHZSICRATFNZARER IR SDPIET BB EBNRNEZ{TO>TLE
A

F RIS
ALKRYEEIETF I DU T- B R OIE/| HfaRHE ">
AF-001JPaER (R IEaER) & 0'J02892854 8 (AN IMEHER) O300me 1B2EHSH] (FLt> U E#:
N=161) IV, BHEREL TIAHRIL 7 F U MA27H (16.8%) . SBRH26) (1.2%) . BHAEREH M
(1.9%) BEBENTL\ET . Grade 3L EDBIEMIFOH TLI. (AF-001JPEHERIZA20mMe/40me B #FREF |
JO28928: 820154 1288R)
ML 7 F ARMOYESREIIC DN TIE, BERRA~14THE T, DR, HEREEE ERXEN-251>
D1.5f5#1#% (Grade 1~2) &H#H T BIEAHBHONEL 7.
AFIOERINE S BERIRFER CETT-BROIE/NARRITE) K USERTRICEV T, BRERS ICHRSNLEE
ERPELL. RREGRHPEE CERVRT I HIEECERN DGrade 3 L EDEMHA41FIRBHONEL .
(202452298 ) .
ERSORERFRICEV\ TERBEDI HHERESN/ZER N DCrade S EOBHEERELFIRL/AEF DM
FUT BT,

xR : ERADRIERTTEICBVTRRREFRN $H 2 LHESNICEEN DGrade 3L EDERKEERE O FIRAES

E54 i PR Pk Grade | FTLM | FHUEE |y R
EEN 80mf B | 150mg BID 5 14 e i T
meRsLFFo AR | 708K B | 300me BID 3 611 7 e 1
T —— 8OMMt &t | 300me BID 3 e e &L | *EE
[ —— B 600mg BID 3 T e T AR
BRe 50%M &t | 600me BID 5 30 RE5 i T
P 4 | sEum | e B

70mM Bt | 600me BID
BRAEET 4 | sEMm | R B
2AMBREE 7O B 600mg BID 5 10 9 el LA
BikaerEs 80t it 600mg BID 4 13 NER NBR E1E
2AHEREE 80rft B 600mg BID 5 21 NBA NEA T
BID: 1H2A

*MedDRA SMQ 2B A2 (narrow) ] . MedDRA SOC[BHXUREEREE | . XUMedDRA HLGT [ BREERIGE S LORIGE | Z#5HEqt

1) ZARESREME R - BN/ D85 (AF-001 JP&LER)
2)Hida T, et al.: Lancet 2017; 390(10089): 29-39.

[CONAEERITRMNBEDITIRICK)IThN . BHICHHNRER) I YILEA MNIREEZBL TODEDEEND. BEEDDE. SRIEHHNUEDOHE THB.
4)#RER  EREIHEHER (JO2892855k)

T 7L HT I 20/40mg 1 EFRTEHET .
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FREIEAEZOMR

ALKRSBIGF IR EDIFIEEIRHEIC 31 BT mMEnEE>

ALINAGER (BRI S IEHER) D600me 1B2E# 54 (FLE> U8 n=128)IcH0\ T B¥EERE 3274
(21.1%) WESNELFz, MApIL7F = HEMA 1961 (14.8%) ICBHON. ZDSE1fIHGrade 3TL7E (XR2).
BHAEEE ORRETOMEHTRIEIL64.08 (#H : 4-590) TL.

K2 BREERE OFRIIAR [ALINAGKER (600mg 1H20#%56l) . 7LV Y8 (n=128)]

— £Grade CTCAE v5.0Ic&BE—VRsGrade | F I Gk BERE | e e

B (%) | Grade 1 | Grade 2 | Grade 3 | Grade 4 | Grade 5| P [ B
ML 7F= 8| 19(14.8) 17 1 1 - - 1 1 2
ZAR 6( 4.7) 5 1 - - - - - -
iR 4( 3.1) 3 1 - - - - - -
AR FRFEIENN 2(16) 2 - - - - - - -
BiEOIE 2(16) 1 1 - - - - - -
FRAE i ERFE 1 2(16) 1 1 - - - - - -
RERKRBIFD 1(08) 1 - - - - - - -
S e I A e e e e
PR 1(08) - 1 - - - - - _
FRA TR M ERFE 1 1(0.8) - 1 - - - - - -
HEPR RS 1( 08 - 1 - - - - - -
ShilE247S 1(08) 1 - - - - - - -
RESERR 1(08) - 1 - - - - - -

##  Common Terminology Criteria for Adverse Events (CTCAE) v5.0lcH1F5Grade® % (P.67)

3 : Grade 3L LD EHEEEE" ORISR [ALINAGKER (600mg 182@5H6) . 7Lt YE (n=128)]

P SIS | AR -
H%4, gl | Grade | miEE | o s wE | Inew | &R
s L7 F =8 Gﬁf 3 FEE 64 698 B =L 0

* MedDRA SMQ[R24EBA2 (narrow) ] . MedDRA SOC[BHKXUREEEE ] . XU MedDRA HLGT [ BREERIGE L LORIEE | Z#5&At

3) ARREFRHIE R | ERHFEEIHERER (BO40336:5)

X475 %

TEHMICBHERDZTL. BERBEOEIICTmMERL TEE0,
Flo. BEOREETDICERREL. EEDPROONITIBAICIE. AHEREXIZSHFIET HREBYBREZTTOT
<FEELN,



ALECENSA

5) HLEZFTL

AENDESICIIBEILERANHESDNBZTENHUET (BFAX11.1.48

)
i/ O

\\

@ ESHREPIF. EEDOREBZ+HICHBRLTLIEETN
@ EENRHOSNIHFEICIF. ARER. EREBXER. CT%@M\EU@EEF!L\\ FEIDIK
S5t I3 REBNRUEZIT>TIEETN

FIR IR
ALKREBIEFR SO T - BROIE liamE" >
AF-001 P& (M ST/ IMEER) K 0J0289285 5 (RN EMEEER) D300me 1H2EIZEH) (FLt&> Y3 :
n=161) ICHLT. MILEZALEROONELEATLED (AF-001JPE B IFA20me/40mg B K| A& SR AE |
JO28928:E& (3201 5F 12 BEER) « B CRIEL /=B R/ T (NP28673558) *m600mg 182/
BE5H) (FLETEE n=138) ICEWVWT. BEZEILDIFIRBOON. FETICEODTWSIEPHESNTVET (K
20mg/40mg SR "),

ALKREEEFREDIEIVRERRHEIC H 13 Btk mehEE>
ALINAGER (EFERFIFIMEEER) O600me 1B2EER 54| (FLt> Y8 n=128) ICEWT. BILEZEFLIFOH
TUL7z,
1) ARESRME R - BN/ IMHaE (AF-001 JP&LER)
2)Hida T, et al.: Lancet 2017; 390(10089): 29-39.
[CONAERITRMNBEDIIRICKITON I, BEZHICHHRER) I YILE MNIREEZBL TODEDEEND. BEEDDE. SRIEHHNUEDOHE THB.

3) AGREEHEE R | ERHEENIEHE (BO40336:5)
4)#NER  BRSIERER (JO2892858)

X475 %

BEOREZTDICHEL. EEDPROOSNTZHAICIE. ARE. BHBXIR. CTHFEOLERIREZIT V. AF
DREEHIETIREBYBAEE T'J'(<T:f—5b\o

‘B . @BRLRASE]/IEHE (NP28673HE) DEE

x4 £ JUVFZIRNLDALKREELFZE T 2/ HRRfEERE
A P73 182ER0O0KS

E fl # 13861

G 2013%F6H~2017%10H

FLEYYOERSNRAERUAE (R [ U TOE@UTY,

(ALK S EIEF IS DO VIBRTHEIRET - BR O/ BiaRhE)

BERACEPLIFZTELTIE300mgZE1H2080%59 %,

(ALK SBIZF IS DIE) BISRHEC 3 13 Bl fBNELE)

BE.EAICIETLIF =T ELTIE600mgZE 1820, BECRORS D, LIELRSHEIE24nBBETET 2. BE. BEDREICLVBERET 2.

T 7L H 7L 20/40mg 1E8RTEHET .

25



26

FREEAETORE

6) MmizZEs2AE

REIDESICKIMBERESENHSODNBZTENHIET(BFANT1.1.588),

@ SHRAPIF. EEDREBZ THICRREULTLIEE W,
@ EENRDSNIZSICIF. AFNDIFESZD LT BB EBYIBUEZTO>TIEE L,

FERRR

ALKRt & BILF B OUIRRTREE R T- BROIE/ liashE ">

AF-001JP&ER (EAEEL/IE5088) D300me 1 B2EI#HSH (7L U8  n=58) [CHE W\ T MitZEREILFRHSN
FHATLED (K20me/40meau#&REE ) . JO28928: 5 (AN EMAMBRER. 7L > Y8 n=103)IcH 0T
Grade 20X MEFEREN1FIERESNTOET (201 5F12A8FR) . JP28927: 5k (BRNAEYFHIEFEHIER)
IZBUVT . Grade 3OFEIRMASIEN 1 FIERE SN TL\EY (A20me/40mg 8HIAREE") . ERLRE]/ THE:RB
(NP28673:5) D300mg 1H2EIZSH] (FLE>HEE n=138) ICBEWT. MERES1HIRESN TVET
(201456885 ) .

ALKREIE(L TR DI REIAHEIC 3513 B ifii bR
ALINAGER (BRI IEEER) O600me 1 H2EHE54] (n=128) ICH LT MARTISIE" 336 (2.3%) W&
EhELrc. SHCEARRICDERBRISRBOONELATLL,

*MedDRA SMQ[ 2B LU (narrow) J &%E:t+

1) ARSI E R - AL/ D85 (AF-001 JP:LER)
2)Hida T, et al.: Lancet 2017; 390 (10089): 29-39.
[CONAEERISRNBZEDITIRICKIThN . BEZHICHARER) I PILE MIAREEZBL TODEDEEND. BEEDDE. SRIEHHNUEDHE THB.
3) AF M E R | EEEHERFEIHEZER (BO40336: )
4)#RER  EREIHEGEER (J02892855)

X475 %

BEOREETDICHERL. EBDPRBOONIBAICIE. AR D/ GEHIET HHREBYIBRMEEITOTILZE,

T 7L H 7L 20/40meg | E8RFEHE T .



ALECENSA

7) TDODEIER

RDESBEMERANGSONIBSICIE. EEDIREBOERICHCTEYBUEZ
To>TLREE L,

2% 1 J028928: 5 (ANSEMEFR) (CHIFDNRERZE (P.64)
2% ALINAGER (EIFRE RSB IARRER) (SR HHEE RE . IR (P.66)

AMEEm

ALKREBIGF IR D VIR HER &S T - BFE DI ilRahmeE" >

AF-001JP&8 (Eryssl/ IE&E) & 00289285 5% (EMH MRS D300mg 1 B2EHR 5] (FLt> H3E:
N=161)ICH\ T AMMER MIGRBOONE LA TLED. BHOBERFRICH T BREROSEE CERL M
" HE5HIRESNEL 2 (2021 E8A30HHR) .

ALKREBIGFIREDIEIEEIEHEIC 331 BTk mMEnEE>

ALINAZER (RFE RS IEER) 0600me 1 B2EHE 4] (FL> 8 :n=128) [Ch\\ T R E M EI33RE
SHTVWARNEOD, BEDFRICHEWTAMEE MORRIRE SN BETHESNIAER DA (3.1% : BM3HI.
A1) BHOSNELJz. BEEISEMSFIHGrade 2. &M 1§lHGrade 1 TLI.

WA R EL TIAFIRAGIRE B FRADRRE BRI NRPERRMIRE) HPROONTNEY, 453
FEHBRAR MR D IEBE PN T ST OEY D=2 5V EHPBDET (100—+8mg/dL, 210—10msa/dL,
102—34mg/dL) EHBDOONTLNET .

* MedDRA SMQ[AMmMEREE (wide) | A&t

1) AR ER - BNEE]/IEER (AF-001 JPaLER)

2)Hida T, et al.: Lancet 2017; 390(10089): 29-39.
[CONAKBRITRMNBEDIIRICKITON . BEZICHHARER) I PILE MNIREEZBL TODEDEEND. BEEDDE. 3RIEHHNUEDHE TH B,

3) AFRFME R | EEHRFIHEZE (BO403365: )

) #RER  BERNSEIHEGEER (JO2892855)

BEODREETDTERL REDRBOONIIZRICIE. AR ERENIR S HIET DLEBYLAEETOTEE.

2% 1 J028928: 5 (ANSENERR) (CHIFDNRERZE (P.64)
2% | ALINAGER (B RSB IARGER) (SR HREE E . IR (P.66)

AFIDIRE FER (ch %
ALKRS EE TR OIF ERIEC 313 BieRaEES

BERES ~E/OEYZ108/dLIC 1R E 2FRPL R B

B89 3% T
B\ g - p— - . p_—
%% £4/0E>»<10g/dL Rz El{E# 1R El{g#

*1E300mg 1 B2E TRAMEDBONARVBEIE RS HIE.
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EBAFREZORE

M 2IL7 F 2+ 7F—€ (CK) &8l

ALKREBIGT IR D YRR THERES T - BT DI/ iR Ah "

AF-001JP&ER (B EEL/ IMEER) X OJO289285 5 (HIA S IHER) O300mg 1B2EIESH] (FLt> Y3
n=181) 2B\ T, mHCKIZMA296] (18.0%) . BHESHEA 1961 (11.8%) BN TLEY (AF-001JPHER
A&20mg/40megBFI &BEF ' JO28928BIF2015F 12AKR) . MARCKEMIFIRSHE (10 ALIM) IH5
PNBEEDBOHONEL .

ALKREBIGFIREDIEIEIARHEIC 31 BT mMEnEE>

ALINAGER (EIFRH RS IRREER) O600me 1B2EHR56 (L2 U8 n=128) [CHLT. M CKIZINA 5261
(40.6%) . BEN32H (25.0%) BN TVEY . MACKEMOEFREAOFRIEG. £5554 1588
(488 : 7~337) Tl

WINOBINEICE W TOERERIBBES DEBLME BB, DD OEE. REZFIEL/EAILORITL .
EEDPRBOONTH RIS LT DR EBZICARENRERE. ZE5PIET DREBYRAEZITOTIEE0N,

2% 1 J028928: Bk (RN B IBAER) ICH|F HIREE%E (P.64)
2% | ALINAGKE (RFRRR S IREER) ICH I BAE. HE. FIEE%E (P.66)

FHIDARZE-FE S PILEHE
ALK@SEILF I EOIEVREIRHEICSH T B il mHBRE

F—RE
leﬁfyili _ B8 (9@
i ner
CK>HH#AE ERX5 " 1R S 2R E
BRESE EliR# HRE ElR#
@@ CKihn
N—2AF1URIE
SHEAE(E LRX2.51C 1R E 2R 2
EETRET
CK>E#(E LBRX 10 rRE ElR# CC%CQ HhE El{E#

*1[E300mg 1 H2EI TRAUDEONGVS AL RS HIE,



ALECENSA

FREEE

ALKREBIGF IR D YR THEN &S T - BT DFE iR AhE"

AF-001JPE (F W%I/maait%@ &UJO28928£§%§ (B MREER) D300mg 1 B2EHERSH (7Lt Y3
N=161IZHWT . EHREBUHZDREREHIF (24.2%) HBIN TL\ET (AF-001JPEEIEA20ms/40mg
BFEERRS | JO28928FBRIF201 5F 12AKR) . REEEICLDEEA DN BRMTIRUIAERD & ST ER]
IFOBITL .

ALKREEIGF IR0 IENHRHEIC S 1T B i B>
ALINAEE: (ERRHEEFEMMERER) O600mg 1B2E1%546] (FLEZ>HEE  n=128) IZHT. KEAREH 1 34
(10.2%) BREIN TVET, REBEICLDEE T DNBBRTIRIEERLD & -7 EAIF0BI T LI,

HE

ALK EBIEFR ORI T - BROIE liamE" >

AF-001JP&tE: (R W%’I/Hﬁait%ﬁ) &U“JOZSQZSEEC%% (BRI ER) D300me 1B2EIE S 4] (FL> T8
n=161) ICBWLT. EBH2861 (17.4%) . BEREBIRRZD8HI (5.0%) HBIN TULET (AF-001JPEERIZ

A20mg/40mgELHIA&EREE . JO28928: 813201 5F 128 R) . SARAZELSEAICH U\ TIE. S EE (NaXL
VYBBBIATIINAT U ETA T URMERIGE. NNUVEBRLMES) XIERAOT LI —EEREE (V1R VT1H
IURBIES) ICKBREDP TR EL .

ALKRSEIGF IR DIEIEEIEHEIC 31 BT MEnEE>
ALINAG B (EFRH RIS IEHE) O600me 1H2E#E 5] (FLE> U8 n=128) ICHEWLT. EBH17H)
(13.3%) . BHREZIRZ B 14 (0.8%) FERBSN TLET .

{E%p

ALKREEIE TR D YIRTEESET- BROIE/ ik

AF-001JPaE (B THRHER) R 10'J02892853 5 (BN IHEER) D300me 1 B2EHESH] (FLt> U3
N=161) [CBWV T, ERPA9H (30.4%) BRI TVEY (AF-001JPEERIEA20mMe/40ma S A BEF
JO28928: 81520155 12A8A) .«

ALK@&EIETF DI/ liamREIC 3 Bifi s
ALINAG B (EIRRA RIS IS 0600me 182EE S (FLE> T8 n=128) BT, ERH406]
(31.3%) RSN TLET

1) AREFHEE R - BN/ T80 (AF-001 JPEER)
2)Hida T. et al.: Lancet 2017; 390 (10089): 29-39.
[CONARBIZFAMEDTIBIC KT, BEICHHMEL) LML EBEL T PEPEEND. BEDSE. SBETHUEDHE THS.
3) AGREFHIER | ERAREIEH S (BO40336: %)
) HAER  BRFEIEEE (JO28928: )

t 7L P H 7L 20/40me (F8RFEHET .
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F 158l FRETDRIER

i
2 )8

ALKREBIEFBE O IR EE T - BROIE RrammE" >

AF-001JPzE (EREL/ IR X101 J0289285 8 (BN EMEHE) 0300me 1 H2EHE S (FLt> HEf:
N=161)IZBUL\T. HERD26 (1.2%)  RMRIRD3E (1.9%) EREN TULET (AF-001JPHERIZA20me/40mg
BUHI&EREE . JO28928: EkI$201 5F 128 8ER) .

WEFhHEGrade 1T BEFIERISAREAE L TR £ TOER TAF DR SMFEH T T L.

T 7L HT72IL20/40meldBRTEE T .

ALKREBITT B DIE ) VEBIRHREIC 35 Bt manEE>

ALINAGE (EFRH R ZENERER) D600mg 1H2E3R 546 (FLt>2 U8 1 n=128) IcHE W T, 1Rk, BMERIRDE
O (4.7%) BN TVET . AARBRICEWV T IREGHIE REICEOIFIRIFBOONFEATL Iz, BBICED
TRIRDS B SEEIRIRD261BDHEN &KL Tz,

AR DA RER (FhIEEHE

=Grade 1XI& R =
DHEZ60E]/ 5 1B E 2SR E

E{EY2ET
BERES Grade 2X[$Grade 3 R iR g ElfE#%
%%

*1E300mg 1H2E TRAMDIEONARVE A ’REHIE.



ALKRSEIEFIEEDYIBRFEER &

T-BROFEIHERNE"

ALECENSA

SEWERADFRIRIRR [AF-001JPEHER R U 028928515k (300mg 1H2EHESHI) . 7LV Y8 (n=161)]

5L, £Grade CTCAE v4.0lc&BE—JrFGradehl FE IR GI%K $EchF Rk
B1% (%) | Grade 1 | Grade 2 | Grade 3 | Grade 4 | Grade 5 ik %k
MCKiEHN 29(18.0) 17 5 5 2 - - 9
iilE ] 19(11.8) 19 - - - - - -
TREREE 39(24.2) 38 1 - - - - -
Ei2 28(17.4) 26 2 - - - - 1
BREBIRR 2 8( 5.0) 2 2 4 - - - 4
&7 49(30.4) 40 8 1 - - - -
AR 2(12) 2 - - - - - -
STAETRAR 3( 1.9 3 - - - - - -
MARBRDPEESIN TOVEVNERZ2 TEALTVETY,
2% Common Terminology Criteria for Adverse Events (CTCAE) v4.0lC&|F%GradeEZ (P.65)
ALKRS BT OIF)BRAEIC 313 BT ML
ZEIEFR ORISR [ALINAGER (600mg 1B2EZ56)) . 7LtV U8 (n=128)]
s %Grade CTCAE v5.0lc&aE—785Grade| 3R %k PEmhE | R e
B8 (%) | Grade 1 | Grade 2 | Grade 3 | Grade 4 | Grade 5 | 1% s s
A CKEMN 52(40.6) 26 18 7 1 - - 7 8
BhAE 32(25.0) 28 3 1 - - - 3 2
TREREE 17(13.3) 14 3 - - - - 1 -
Ei2 19(14.8) 13 4 2 - - - 1 3
fE™ 41(32.0) 33 7 1 - - - - 1
RAR 14(10.9) 11 3 - - - - - 3

HERBEPEESN TORWEREETEELTVET,
&% Common Terminology Criteria for Adverse Events (CTCAE) v5.0lc$F5GradeEs (P.67)

1) AEREFEHIE A EAEL/ IEEER (AF-001JPAER)
2)Hida T, et al.: Lancet 2017; 390 (10089): 29-39.

[CONAEBRIEFHMEDIIRICKITHON 2. EHBICHABRLY I HIL A MBEERBL TV BEDBENSD. EENDIE. SRSFHMEOUHETHE.
3) AREHIER | EFRH R B IMEHER (BO40336:18k)
D HAER BRSIHERR (JO2892855)
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TIREIEREZC

\) -

8) AEERDFEIRFH®

ALINAGHERICH T DB EERORERFRTY . FBEEEROFHMIP14LIEDORIREZEG/ZE0,

FREESEROFEEGFHA[ALINAGKER (600mg 1B201H%56l) . 7L Y8 (n=128)]

BEESHORIAFEA (n=128)

0 100 200 300 400 500 600 700 800 (H)
83(18 - 191)
1 B M b e 52 (3f5l]) | @ [18 - 191]
128.5(1 - 503)
PrigeErE= (78f5l) | @=> [16 - 71]
GAEEEER R 11801 - 730)
ristpnirnbidaivyya (92f3) |@ [12.5 - 21.5]
| 64 (4 - 590)
BiteRE (27f5) | ¢=@====p [23 - 128]
| 307
AmtEEm (1451) ® [307]
|64 (15 - 674)
FhEGE A RO EMBKE A (346)]) | ¢=@=) [24 - 170]
|64 (15 - 589)
RAR (1560]) | = [22 - 254]
i 214.5(1 - 570)
HEEE (12f1) ¢ ) » [36 - 399]
| 335 (282 - 399) © FRATAE
i EeE (31) ——) [282 - 399] (D

=) [ fEEHE]

*MedDRA SMQ EMmEEICLDMEEDIE (wide) | TEZEL. &L TOET,
TFRIREUR 213561 (3.9%) « BMBREUR 1336 (2.3%) FEShEL T,

3) AGREEHMBE R | ERA RS NEHER (BO40336:5%)
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[EE-2RESCIEEESERIZ. DIEEISRIZEV, |
—BEREZ I RERVARERBIF I AERRAR CHIHBRLTVET, |

ERAREER DRk

1) AF-001JPitE (EIRE1/IE5tER) 19

1) AREMERN  ERE1/IHEER (AF-001 JPERER)
5)Seto T, et al.: Lancet Oncol 2013; 14(7): 590-8.
[CONAABRISPAREOTIFICKITON e, EBICPHBEESFERREZZELTCVBEDN EFND. ZFEDDL. 2AIEHAREDOHETHS.

AERT YA RO SRR

FIEE 2

E )

BE ERTRS <» RIE  ZRERS 300mg

182[MH
(n=46)

ZRREFHR S

160mg | 240mg

SE1biEERS e

300mg 1H2[E#& 54l

RERERS AR (L R 2 MERFE O XS RAEF]

(EEFARAROAL KRS E TR MARRBBE M R, REFH TR EAAORIBETO

BHMRORLUERE T, B, BRSSO SBEACHIESERREMN L. FAEATHHM (PFS) RU 247

$1(0S) & FHET 5.

e r= O

8 RIS : 2L VX0 Ll E DS BAERE L. B OIS ORI BB B TR AL KRB T I
17 BRIE IR BB 240 (ENBRRITHSER SBIiFIHEH 561, EIDIRESEOR)

BIAES 1 110 D E DS IAEAE T ALK B BT B 17 B 356 MR BEE 4661 [Intent 0
Treat OREICEIHEER (TT) RURS MIFMNSIER 465, AREIHEEICHA LB
SR 4401)

* IHOGER OFISHAZ AW T, XIFRT-PCRIAZFAWV TRES NIz, IHCAE L TER NI 74 VALK IAEP F v, FISHAS U T Ze#RE THelL
SNAREAN B RSN, THZTH R THEYI S NZFISHIAIE. Vysis® ALK Break Apart FISHO—7'FvhEDBSEMNTERIN TV S,

= 149865 _I%?ZH_HEIHE AEHREE OLT). . &AME (MTD). R EMERE/ITX—4
BIREY TR B NS
FERFHHRE ESUES

SFIMEES | BIREYFEEE LM B (PFS.OSKRE) . EYMHE/NATA—XK
RF SR E Z3HAE . =R R TDHE . HAE SR/ \E

BahE: %H‘E*ﬁ DT EEFHEERICOVWTIR— N EICMBBENRE —BITR U7z, BIHEED Tld. BESX
RIS BRFIIREF25%. B HDHA5%E L7 RERIC DT . Clopper-PearsoniEIC K> THEE L 7295%CID T RA
REEM=RZ LRDHESH TEHEL /=,

ReW DLTZBDELIEBEBRORERIN IS LU,

EMENRRNTA—R B IEBD CIE BEFHIEDNEFTLIVF T BREDHBRZIEHR L. 7L OF T DRE
MFRREEDENFE/ N TA—2EEH Uz, BIEEH Tld. MFER 7L IF T REON S JEZEHL /2.

PUEVY TERSNCAERUARIZUTO®ITY,

(ALK RIS ETF IR DVIRTEEIEST - FROIE/ lRRbhRE)

BE. RAILE7ZLIF=TELTC1E300mg %z 1H 2080859 2.

(ALK S &L FISE DI BEIATEIC S [ 2 ilT manEL)

BE. RAILIF7ZLIFZTELTC1E600mg 7z 1H20. BEICROKRST 2. 120, RSHBBIEFE24NDBHETET B, 5d3. BEDREICKVEEHET 5.
(BRXIFHLEDALKRSELFRIEORDI LAY >/ B

BE. PL7FZT7ELT1E300mg 7z 1 H2EROB 59 %, 1220, 4E35kgRBDHBED 1 BRS5EF 150mgsd 3,

T 7L H 72 20/40mg (E8RTEHET .



BET

=
R

ALECENSA

SEI48ERS (n=46) ™

E1488845 (n=24)*'

300mg 1B 2E#E 54 (n=58) *2

n (%) n (%) n (%)

=3 shckfl () 480 (26-75) 425 (28-67) 495 (26-75)
- T 22 ( 47.8) 11 ( 45.8) 25 ( 43.1)

Lt 24 ( 522) 13 ( 54.2) 33 ( 56.9)

0 20 ( 435) 9 ( 375) 24 ( 41.4)
ECOG PS

1 26 ( 56.5) 15 ( 62.5) 34 ( 586)

BRE L L 27 ( 58.7) 14 ( 58.3) 35 ( 60.3)
BLAE IR BLE ch 1( 22 0 1 1.7)

B BIE 18 ( 39.1) 10 ( 417) 22 ( 37.9)

BE 46 (100.0) 22 (91.7) 58 (100.0)
MR RELRE 0 1( 42) 0

KiffarE 0 1 ( 42) 0

25— 0B 2 ( 43) 0 2 ( 34)
BERRE | RAF—SN 31 ( 67.4) 14 ( 58.3) 37 ( 63.8)

HEER 13 ( 28.3) 10 ( 41.7) 19 ( 32.8)

IHC A DFISHEE 39 ( 84.8) 22 (1 92.0) 49 ( 845)
ALKZH#A

RT-PCRER 7 (152) 2 ( 80) 9 ( 15.5)

B AR 41 ( 89.1) 22 (91.7) 52 ( 89.7)
EGFRE | ZRE 0 0 0

E: 5 ( 10.9) 2 ( 83) 6 ( 10.3)

o] ™ 22 0 1( 17

1 21 ( 45.7) °C 42 21 ( 36.2)
E'J;nﬁﬁ

2 9 (196) 10 ( 417) 18 ( 31.0)

=3 15 ( 32.6) 13 ( 54.2) 18 ( 31.0)

5 14 ( 30.4) — 17 ( 29.3)
ERRE

: 32 ( 69.6) — 41 ( 70.7)
*1ITT

*2 ReWFHIHRED
*3 TR MRBIEEREIZ LI A ELRVD ORI TRENALURICBELLBE 1L X ELTRD,
*4 FIEIME IR U FHHRERICKY A SN,

DLT.MTD (XFZFHEIAE . R 4R EH)

AHBROFEIBELD T, 300mg 1TH2@ETDLTDORRFRHON T FIEED DHEMAE(E300mg 1H20
[ORESNEUL(2013F4R8188F7 =9 AvbF THE=) .
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IEFREER DR

(Bl

[ NP ER = RS BRI ] WREL MBS A& 2HE (I TTER)

BIREAICE T HEERTFMER ThHHEMZIE93.5% (95%C1:82.1-98.6) ThH'. CIOTRDFHED/-RFE
THhB45%% LE>TVWELEZ (2014F1A31BT —Eh YN TRER) .

MEBR (n=46)
3% (CR+PR) 93.5% (95%Cl : 82.1-98.6)
CR 9(19.6%)
PR 34 (73.9%)
SD 1( 2.2%)
PD 0]
NE 2( 4.3%)"
* EHPIEICES

(53E)

SIS FHAR (PFS) @rummEn. z2mig) DHReetilEEa(c &3 (TTER)

PFSHRMEILIHETETHE (95%CI1:33. 10 F-HEEAHE) ThHY . SFEIBBETFEIG1362% (95%Cl:45-
75)TL7z(2015F9R10BT — XYM TRER) o

LR (OS) @rwwmeEs. x=@mimm  (TTER)

OSO AR REIFHEETRETHY . SELEFEIAIET8% (95%C1:63-88) TLAZ (20154981087 —4&
YA TEER) .

Ty Y TEABSNCRERORAREU T D@ T,

(ALK RIS EEF IR DVIRAEEIEST - BROIE/ lRRAHE)

BE. RAILR7LIF=TELTC1E300mg %z 1H 2010859 %,

(ALK S ELFISEDIEBEIRTEIC S [ 2 ilT manEL)

BE. RAICIE7ZLIFZTELT1E600mg %z 1H20). BEICROKRSI 2. 120, REPBIE24NDBREETET 5, 5d3. BEDREICLVEEHET 5.
(ERXGHEMD ALK BSBEIEFREORIMEAMIZY >/ VE)

BE. PLOFZTELT1E300mgZ 1 H2EROKB59 %, 1220, 4hE35kgRBDHBED 1 ORS5E(F 150mgsd 3,

Z2MFHEICDOVWTIE P.44ZTBRTZE,
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ALECENSA

2) JO2892858 (EIPEIIRHER) 2

2)Hida T. et al.: Lancet 2017: 390(10089): 29-39.
[CONARBISFANUEDTRICKVITON Iz EBICPANMRELY Y LAV MIREERBL T\ BEDBEND. EEDSE. SRRTHUEDHBTHS.
) #HRER BRETEEER (JO2892858)

AERT Y1V RUS RGN

FREIBELE
O AL KB & B (m TRt /N A b 8 71/7*13‘;00“1%
e R 1414 : 28H
O L FESEE L AL Sy (n=103)

O HEMEIC T ALKBARETENE e gy

TR (IHCHDFISHX |ERT-PCR) 1:1 #1) ) F=F250mg
OECOG PS 0-2 | > 1H2[H
O AIEREEIRE 1 DL E (FAEICK D) 19142J) : 28H
O LR ELH DV SEEEFEEDMEGHITHR (n=104)
(n=207) *BAET ECOG PS (OXIE1 vs. 2) GEES 1> (1R vs. 2)%) . BEE R 1A
(AF—VTMBRIEN vs. AEHER)
ALKBh G B -F GBI NMARRfEREZ N RIC. VUV F ZJICH B 7L IF T DB ELR S % 185195,
HEBRFYsy
ZHERHEIFE R T AL LB A B

LFRERBITOL MR ED 1 LI A HEITSN ALK BRI TR M 1T - BRI/ NMlRAhEEE (ALK
FEHIBAEAZR) 20760 (B MR MRER ITT (T2 AL SN /=26) 2076 R BT NMRER
(ABEDRES SN Ic2f)) 2074)]

#E ANT 7 A VALK IAEP®F v N (IHCE) K UVysis® ALK Break Apart FISHZ?O—7'% vk (FISHE) ZFRWT. XIFRT-PCRIAZRWVT
BEIN.

SFiIEE
FEFMER A TR A 17 HA RS R ¥ E MRS K AT . AREERY AR IEE)
B (2EFHRE. =R EDPB. EPETOHRE. MEBRELE I 2REOMEGEBRE
BRI EIER BWEFTOHM. MR E 2B LR VWEEDMEBRIRETOHAR) . Health-Related Quality
of life. Z&M. E¥EhAE
BEHRFMIER ALKEGEFEESOBYMEICEITDINAAY—H—
Z DD FEMHIER RAESHENE
.3 T T

PRI ERERIOEEMIC KB PFSICRAL T UV FZ KT BT LI F 2T OIS MM OB R EIREE T 5.
REMETE & LTI IEL MR DREIEE ZEHE L (BHNICRESNIFLET -T2 11.2) EL MR DIFE
RERDEMEINIZIHEICR > T i TR RRDORRIREZERET 5.

SES MRS/ N\NY — REEDO9.6826% ClD ERDIEL MY — > Z TRIZDHE DD TEHME L EHEREIE S >
A LD BRIRF B BRI Log-rank EICK > TEHAE L 7=

S ALMEEOBRIEFEBWTER L Cox NS — REFILAERELT.ZUIF TN B FLIF
ZTDNY—=RLEEFDCIZHET B,

CFRTICRE SN 77— TR ECOG PS. /BB > BRERFRER. 6. BUEIT . BERFe R ) E RS
ICKBEHME) « AEniE (FREIC K D) . ALK B2HT] AT 2 EhE L 7z (PFS).
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Eﬁﬁﬁ%it:ﬁﬁmf =2

HUER D248

1) PFSETHBEHDE0% (824NN RUOT5% (1234 XK DEREN 2R THEBTDPETE SN T
L\e. 2D AF-001JPFEEBRDFER (2014F1 B31BOT—&DY A7) (CKY 7ANILE33% (551NN
DANUIDFEELIRICHREBREERET DEDIELESNT,

SR KWVFTESN TV E2E S REET (T —2hvb7 7 20155 12A3H) DFER. FLIUFZTHICB T HEE
FHHIEE CHBHPFSOBERBLERD RSN/ MILT —2EZL Y TERERDEI028928HEED FHAE R
hiED#ESNT.

@ ERHAE20.55 A (2013F118188~2015%884H)
@520 AT

F—=aHvhA7: 2015%1283H

PFSA AN R HIEHERSIC S DETE) : 831

EEIBEEKE  0.003174

BB AR h o E (U RIEEE) 7L F Z T8 12.008 (6.5-15.7) VUV FZTJE12.25H (8.4-17.4)
F20hEBRITOERICEY . EZTHIBEEZZR LRI T —2 TR IR ESHHI0289285 BD FHB X T ILHEIE SN E L=
@PFSDERAILIENT M OOSDFE2[a]Fh fEf# T

T—=EHYNAT 2018F6A30H

PFSA NN GBI ¥ E MRS K DRF) - 1454 (PLOF Z 785614 7 FZ78891%)

R RE T L O F ZTJBA2 4B V) F ZTJEE42 26 A

BEER

TLOFZTE JIJF_TE
(n=103)* (n=104)*
n (%) n (%)
i rhRfE (ZEE) 61.0 (27-85) 595 (25-84)
B4 41 ( 40) 41 ( 39)
reRl E-gid 62 ( 60) 63 ( 61)
0 54 ( 52) 48 ( 46)
ECOG PS 1 47 ( 46) 54 ( 52)
2 2( 2 2( 2
BUEL L 56 ( 54) 61 ( 59)
BLEIR R BLER 20 2 3( 3
BB 45 ( 44) 40 ( 38)
BRiE 100 ( 97) 103 ( 99)
bk i) RELEE 2( 2 0
ZDfth 11 101
A7F—2 1B 3( 3 3(C 3
B R m EA Ar—YN 76 ( 74) 75 ( 72)
fiTEER 24 ( 23) 26 ( 25)
ALKE IHC A DFISHRS % 96 ( 93) 94 ( 90)
RT-PCRE 707 10 ( 10)
DA 1 66 ( 64) 67 ( 64)
BRI 2 37 ( 36) 37 ( 36)
BIE TR £l 83 ( 81) 90 ( 87)
(AL ¥ E HBIIC K 5 54D I 20 ( 19) 14 ( 13)
BEEFS £l 14 ( 14) 29 ( 28)
(3L ¥ E 1% B8 1 & 2 F1A) fin 89 ( 86) 75 ( 72)
BMERTE £} 16 ( 16) 31 ( 30
(EREIC & ZEH) i3 87 ( 84) 73 ( 70)

*ITT




ALECENSA

GBSl

[ PFS GZ:HTIEE. 55200 RImRiTHE) ] IR HIERRIIC KD EHE ™ AR H R ER AT IEE

E2E PR DIER. UV F Z IR D7 LI F ZTDPFSO/NSF—RHE*($0.34(99.7%CI:0.17-0.71) T
B IUVFZICHI B P LIF ZTOIFSHMRIES NE UL [FEH T —I21.2] Flo BRIEDIREESN
F U7z [p<0.0001 (BRILog-ranki&iE) **1, PFSTSRMEIF 77 LI F Z T8 CHEEABE (95%C1:20.31n B-HEEAREE) |
JUVFZTECT10.208(95%Cl:8.2-12.0) TUIz,

(F—9HvbAT:2015F1283H)

100-
— FLUF=TE
— JUJF =T
801
% 4 L LA /
5 | 7
& 601 | EER
H HETHE
7
2 40/
PN
A
(%)
20
P& :10.21 8
01— : : : : : : : : :
0 1 3 6 9 12 15 18 21 24 27
No. at risk # B (A)
FLoF=7% 103 103 93 76 49 36 27 9 1 0 0
JUJFZTE 104 102 86 65 40 21 14 4 0 0 0

E L ET LSRG DRGIEEEEREL 22D, 99.7NEEXE D LREDHONUHRELLIELHEY— 1 22 FTRIVIBERIRSDERN SN /=
7o B TEMM RS DREIREE ML 2.

1 [TTHEIT

*2 BRICOXELBINY —RNEFIVCKBHEE [BRIEF : ECOG PS(0OXIE1 vs. 2) . AR 1> (1)R vs. 20%) . BREREER (A7 —YMBXIFIV vs.
MEER) ]

*3 Al EKE 1 0.003174
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B PR ELBR 0D R AR

3) BO40336;i5% (ALINAGER. EFFLLRSEmAHEER) ¥

3) ARBEFEHIE K | EFRH B S IR (BO4033655)

AERT Y1V RUSHREIE

FREIRELE 7LYF=7600mg
182
O AL KEAAE IR F Bt 3E/ B f 2 2E'¢p§'

O SR DA~1 2B HTICTE L VIR SIZIN (n=130)
OB (fEs&4cmll k) ~MAHA | {1

(UICC/AJCC E7HR) 11 75 F F HAEH B F RS2
®ECOG PS 0-1 e 1917)V:21RH

4517
(n=127)

1 BRIEFHEDIE (B [fEE&E4cmil E] vs. IH#E vs. MAHR) A (PP 7 A vs. FEFZIT7A)
*2 ABEML (9 ERMICEY . ITOTSF FHEIFRAZEREL DA OWThhaDRIRESh =,

- ATSF>T75mg/m?(Day 1)+E/LILE>25mg/m?(Day 1.8)

Y ATSF>75mg/m? (Day 1) +45 L4 > 1,250mg/m? (Day 1.8)

- ATS5F>75mg/m?(Day 1) +XARLF+ER500mg/m?(Day 1)

(n=257)

ALK& BT BEIE MR E O 2 TR BE N RIC. SRR 57U F =T ET5F Sl
EREOENE RORLEAIRE T,

ZBRHRIFERT VX LB

B (FEm#&E4cmbil b) ~ARE (UICC/AJCCETiR) DALK & B F I NMABftEOT2VIRREE 2574
(B EEmTIRER I~MAHR 23140, ITT 2574, MR RER 2484]

I 2

FEFHHEE SRR (OFS) (I~MAMERMAOITTER) (RFEMLAEITER)
BIREYEHEIEE 24778 (0S) (I~TARER R OITTER)
i PIEIBFEABAL L OFRRFEMIE/ AR (NSCLC) (ITTEM) #

RANVFERTEEBSNREN SHREL T DB T

RIEIIRP IR, VIBRANARINES T - FRFE IR/ AR . T L bR <SR\l (C BT SMTRIREIERE
FILARANVF TR (8 F) TERINZAREEHNRIFL T D@ T,

RIEMIER RS UIBRA BRI EA T - FEFDIE/ AR R, RV LR bR <SR/ BRI S I D TRTHEBNE A
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ALECENSA

BINMEREMISI~TABRERLOITT EAZ FRICERE L /=,

ERFMEE THAHDFSZHERE LT I~TABEARCITTER C2EOmABEEKEZ0.05. I~MAH]
ERICHIFBDN\T— NS5 (LEEEBEE R L TT7 LV F Z 78 COFSHhEN30H BH 55510 BICHE
TBZEITHEE) ELREEE. B LIXITTERICE TA/N\Y— REO.58 UL FEFREC LR L T LV F T8
TDFSHIMENIEH ADOE2H BICHET 2 EICHH) & LIZBEIC. MR CirE N Z80% R T 57252,
YT A XE2E5H EERE L,

-DFS OEZfEMTIE. I~MABER THBIFID DFS A N> NPEEEINZRICERT D& & Lk, £7/2.DFS
AN MAEIDRIGT % IZE L /2 T, O'Brien-Fleming ;=D ZEHIRFE R T B Lan-DeMets D a 4 &R
MEBAWT.DFSOFRE@BITZ1BERT 5 & Lk (hEEmEOmAIEEKE: T~ T A#ER 0.0118.
ITTE£R 0.0077),

E—TEDBRDE U AHERZ2ETO.05ICHIEHT 5720 DFSICDWTI~MARER. ITTERDIEICKERE
ICARERIRTE 2 5= L 72,

REFIE FHEEE
1 DFS (I~MA#EM) (EZFHEIRE. IR R#RITEE)
2 DFS(ITTEHE) (=ZFHHIRE . ARILRILEITIRE)

I~TMARERICHFBDFSONY — REIEFAE(T U7 A vs. E7 27 N) z2BRIRF & L7=EHRI Cox Az
EFNEBVWTHE L. ITTER TR FE(IBREER4cm I E] vs. T8 vs. MAEA) MO ARE(TF 7 A
vs. 3E7 7 N) ZBRIEF & L7z, DFS (& Kaplan-Meier ;=% B\ THR{E. DFSRAH#TE L. Brookmeyer-
Crowley 5:%& B\ THRIENDI5%CI. Greenwood DR E BT DFSERDI5%CI A& E L 7z, BRI,
BRI log-rank iREZ BV TERE L /2. OSICDWTERBO T E TR L.

‘DFS(OI ~MAHERKROITTER ICDWT.B/IICRESNEY 77— 7 (&%, 45 A& Ri&. ECOG
PS. BUEXR. AUCCHETHRIC KB WREIZERF ORISR NEFEH) in &£ L 7z,
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EREROME

BEESR

FLOF= TR fbsrmeREr
(n=130)*" (n=127)*
n (%) n (%)
Fi chofE (%EE) 54 (26-80) 57 (33.87)
31 T 55 (42.3) 68 (53.5)
a3 75 (57.7) 59 (46.5)
EANZYIRRIZS T H 1(08) 0
s 20t 127 (97.7) 122 (96.1)
sEEnL 2 ( 15) 2(16)
TER 0 3(24)
FIOTNE 72 (55.4) 71 (55.9)
AT (RRIET) F7IT A 58 (44.6) 56 (44.1)
1 (kg) chsfE (%5 6525 (40.5-120.0) 70.00 (40.5-118.0)
£COG PS 0 72 (55.4) 65 (51.2)
1 58 (44.6) 62 (48.8)
BELL 84 (64.6) 70 (55.1)
BUTIRR gk 5(38) 3(24)
B BE 41 (315) 54 (425)
SR ETAE 31 (413) 18 (30.5)
LI DTS Fc & BERSTE 3 ( 40) 5( 85)
FRfE1E 41 (54.7) 36 (61.0)
D emi o7 X MEETD | s () 204 (06-7.0) 194 (04-13.1)
P 59 (45.4) 56 (44.1)
RERDHL a5 71 (546) 71 (55.9)
BAIEBE (cm) ™ chsfE (%56 30 (0817.0) 27 (0610.0)
BHA 119 (91.5) 119 (93.7)
RELEE 6 ( 46) 3(24)
AR BE (MIRESEEL) 2 ( 15) 0
NSCLC/NOS 2 ( 15) 1(08)
20t 1(08) 4(3.1)
T1a 30 (23.1) 37 (29.1)
T1ib 21 (162) 20 (17.3)
- T2a 59 (45.4) 47 (37.0)
T2b 4(3.1) 10 ( 7.9)
T3 15 (11.5) 8 ( 6.3)
T4 1(08) 3(24)
NO 21 (16.2) 18 (14.2)
NEF N1 45 (346) 43 (33.9)
N2 64 (49.2) 66 (52.0)
MEF MO 130 (100) 127 (100)
AJCCETERICE?D Stage IB 14 (10.8) 12 (1 94)
DEBEEEORLSE Stage I 47 (36.2) 45 (35.4)
(RERIEF) Stage A 69 (53.1) 70 (55.1)

*1ITTER  #2 BAAZEE (FLUFZT78n=15L¥FERN=20)
*4 FLOFZTEN=129 (L ERN=123

*3 FLOFZTBN=T75 LFHRERN=59

*5 PLOFZTEN=120 (LR ERN=127




ALECENSA

B EFE (PRIEERES)

[ DFS E=s5mEs) ] RN R EIRIES (I~TAHER)

I~TMASBERICEWNT. ALEEEICHT D 7L oF =T DODFSO/NYF—RE*130.24 (95%Cl : 0.13-0.45) THY).
(EERHITH T B 7L F T DEMED RIS NEL 7 [p<0.001 (BRILog-ranki®E) **]. DFSHREIF. 7L
JF ZTEETHETENEE (95%CI : HEETRE-HETENEE) . (LR EEL T44.408 (95%CI: 27 .81 B-#ETHE) TLT=.

(F—9HwhA47:2023E68268)

100-
-
ol -_q_\_‘
% PR A
2 oo
1=
&l 40-
(=]
(%)
20 — TFLUFZ=TE
—— fepERE
Ll
N HoR(E 44418
0 6 12 18 24 30 36 42 48 54
No. at risk #irE (R)
FLOFZTE 116 111 111 107 67 49 35 21 10 3
emsr 115 102 88 79 48 35 23 17 10 2

#*1 BRICOX@RETIVICRBHEBIBRHERF AE(ZI7A vs. 3E7I7N)]
*2 mABEREKA0.0118

[ DFS G=sHEe) ] RIENRRATES (ITTED)

ITTERICHENT. BRI T D 7L IF ZTODFSONY —REE*130.24 (95%Cl: 0.13-0.43) Thl). L=

BRI BT LIF =T OSSN EL 7 [p<0.001 (BRILog-ranki&E) **1, DFSHR(EF, 7LoF =7

RECHEE N BE (O5%C  HEETBE-HETE TN EE) (L BERT T41.31 7 (95%Cl : 28.50 B-HEEAHE) TL/z.
(F—=9Hhvh47:2023F6H26H)

100- —
=
n _\-—q_i_|
i3 OB HEEAREE
7 60
<3
17 L
& 40-
[=]
(%)
20- —_— FLIFTE
— LR
3
. T 750y thoB: 41358
0 6 12 18 24 30 36 42 48 54
No. at risk AR (A)
7LoF=T78 130 123 123 118 74 55 39 22 10 &
f(d=a:355 3 127 112 98 89 655 41 27 18 11 2

*3 BRICoX@IRET IVICKBHTERE [ERIRF RN 18 (B ESEAcmELE] vs. T vs. MAHR) AFE(PI7 A vs. FE7 TP N)]
*4 WAIFRKE0.0077
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IRFREER DAL

4) BIfER

ALKREEIE TR DYIRTEESET - BR O/ ik

AF-001JPEEBR (ENEI/IHEAR) R1'J028928:A B (ENENMMEE) D300mg 1 H2E %K 54
1616114761 (91.3%) ICBIEADRBHONEL /. TREIEMIF. B4 (30.4%) . kEREE 39
1 (24.2%) . 353741 (23.0%) « MAEUILE #3264 (19.9%) . ASTH . M CKEEMNE 294
(18.0%) . IR o L7 F = #M27H (16.8%) FTL 7 (AF-001 JPFRBRIEA20me/40mg SHABEF '
JO289287 BIF201565E 128 R) .

BIfEARRKT—E (300mg 182@1%5H].n=161)

- CTCAE v4.0ic&% CTCAE v4.0lc&3
alfER4 %17 %9 Grade BIFEIRGIEL BIER% 23 =apsk Grade Bl R IRGIEK
MedDRA ver.16.1 A% (%) . 2 ) sl MedDRA ver.16.1 BE 0 . o 065
ERRIRE 84|52.2|27 38 17 2 - fER 49| 304|400 8 1. - -
Zg\/:;;fé_tﬁm 23| 143| 19 2 o 1 _ T 11| 6.8/ 10 -
FIS—HM Y TR N I el o8 1 - - - -
— e 3l 19 1 1 - -
Ii;;;;;%ﬁk—/t‘\igm 29| 180126 4 - - - S=RY—F 1 o_z 1 1— B -
Ei;:ﬁ}}::ztém 82/ 199 921 2 - - [[gg R BT
RAREF —BHEN 29| 180| 17 & &6 20 -| | BREFEES 11 06 - 1 - - -
oL 7F =8 27| 168|161 11, - - - EE 11 06/ 1 - - - -
A7 RN 11 o6l - 1 - - - FEi% 11 ol - 1 - - -
1 AR ER AR K SR B ZR RN 11 o8] 1 - - - - B 17| 106/ 160 1. - - -
il g7E SN0 1| o6l 1 - o - || B 1| o8| - - 1 - -
meRHY 7 LIE 11 o6 - - 1. - - A 11 06| - 11 - - -
MmN LD 11 o6 1 - - - - OR % 17/ 106| 150 2 - - -
I SINSEVE NI =) 3 19| 2 1 - - || mEE 4/ 25| 4 - - - -
DERQTES o 12| 1 - 1 - | | FHm 1l o8l 1 - - - -
S EEERERIENN 1 06l 11 - - - | | EBBLURTAMEE | 58/36.0/46 8 4 - -
SONSY 1| og 1 - - - | =E oot - - - -
AESOEHD ol 12 1 1 - - | [ BE% ot - - - -
U~ B o 12l - 1 1 o - SEREEX 3 19l 3 - - - -
eh3A /O A T oe| 1 - | | JhehEREX og t - - - -
SFRERECR D 8l 112 111 6 - | P o8 1t - - - -
BFBAEET i el 1 - - - | |[BEER LS s s s M
Y ZEERIRIIEIEIE = —— 3 198 - - - -
REN 1| o6l 1 - - - 4| StrousE 1 og - 1 - - -
F M ERHK 2 14| 87/ 5 8 1 - - B 11 06| 11 - - - -
FRICE R 1 o6l 1 - - - || mE& 1l o8l 1 - - - -
inlesl% )i 11 06| 1 - - - - JMOrREE 2l 12 20 - - - -
£ et NEEEEEEIE - IREREEE
BEREE 79/49.1|62 14 3 - -| | HERBBERE 11 o6 1 - - - -
BBANR R 2l 12 20 - - - - EOEE 3 19l 3 - - - -
FEERR 11 06 - 1 - - - R 11 o6 - 1 - - -
i3] 1l o6l 1 - - - || s 1l o8| - 1 - - -
LREERTE 2l 12| 20 - - o - K2 28| 174|260 20 - - -
ml=0% o 12| 2 - - - | | HREPREES 8| 50 20 2 4 - -

44 T 7L H T2 20/40mg (FFRFEHE T .



ALECENSA

5 CTCAE v4.0ic&3 CTCAE v4.0ic&%
BlfER 4 %I zm% Grade RIRIRGIS BlfER% 538 #ap Grade*BIFIRFEIE
MedDRA ver.16.1  #% (%) . ) <o <1 o5l MedDRAver.16.1 B (0 - ) 0 oh s
B2 R ol 12l 11 - - || EMfE 2| 12| - 2 - - -
MexTE 11 06| 1. - - - - SIRZER 5/ 31| 4 1 - - -
EESY e 2l 12 20 - - - - RER 3 19 - 3 - - -
HRREE 51/31.7/48 3 - - - | mE% 4 25 2 1 1 - -
FRDE ol 12 2 - - - || mmx o 12 1 1 - - -
D E L i oel 1 - - - || mx o 12 - 2 - - -
RERN i og] 1 - - - || mense IECIEIEERIEE
TR R 39| 24238 1 - - || EmEmE 6| 37| 2 4 - - -
9 8| 50 8 - - - || RERRRE 1 o8 - 1 - - -
R SHRR 20 12| 11 - - - JiiTR2C 2l 12 - 2 - - -
A= 1—0/F— 2l 12 2 - - - - HRE AT ARA 11 06| - - 11 - -
REMERE—1—0/\F— 11 o6l 1. - - - - PRI 7 B R AE 11 o8] 1 - - - -
ERR ol 12| 20 o o o | | BRF WBELOMMREES | 21/13.0/13 3 5 - -
fist 2P 11 06| - 1 - - - RZIR 2| 12 20 - - - -
57 B reAE R 11 o8] 1 - - - - HEEE 11 o6 1. - - - -
ISR 1 06 1 - - - | | WREH noe - - -
—pn, = s N H H
R R
e 1 o6 1 - - - - — : i I —
prae ol 8 o o o . RapE A 11 06 1 — -
SR 15| 93|15 - - - - < s s s s B
- JEMEIZIR 2 12 .
e A S s s M B ) =Dy i o6l - 1 - - -
REZRE 10| 62| 9 1 - - - :
o a1l 5 - - - . B ] 11 08| - 11 - - -
- IR AR BEAN R 11 06 1. - - - -
08 11 o6l 1. - - - - ga—
ﬁﬁ-m‘é_tsxv oeslze 1 - o - RN SR 11 o8] 1 - - - -
HERTREE ARREE 15/ 9.3/100 4 1 - -
BIERR 2l 12 2 - - - | Ry 1| o] 1 - - - -
B 11 06| 1. - - - - B i o8l 11 o o o
BRIK 11 068 11 - - - - ERE i o8l 11 o o o
2 120 2 - - - || s 3| 19] 1 RN
BHIHET ol 12 2 - - - || mee A 25 o EE
st 19 118[19 - - - || == ol 12 2 - o o
ER M BIEE 1l o6l - 1 - - || m= 1 osl 1 - - - _
PR ol 12 2 - - - - | mhmsE o 12l 2 - - -
bl 1 06 1 - - - - | ®FHHm i o6l 1 - - - -
SRS ETE (R 11 o6l 1. - - - - RO R 11 o8l 1. - - -
BES KOFERE 26/16.1| 9 14 3 - - EBHHERE 11 oel - - o1 o _
[ERR 12 - 2 - - | DS 10 62| 7 3 - - -
PERE 2 3 19 1. 20 - - - EER 11 o8l - 1 - o -
[ES[ADN 11 06| 1 - - - - 5% ol 12| 20 o L
wHiNES 1 o6 - 1 - - - BHELTE 11 oel - 1 - o _
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B2 ARSI BR (D RIS

- CTCAE v4.0l2&%
RIfER 4 538 sapsk Grade*BIRIRAIE
MedDRA ver.16.1 B (%)~ s 3 64 65
R EE AR 11 06 1 - - o -
SRMERAR 3 19 38 - - - -
DEMERER 11 06 1. - - - -
DEERRSMIRAE 11 06 - 1 - - -
RFBLORERES 10| 62| 5 3 2 - -
YRR 11 06 - 1 - - -
= Mg 11 o8] - 1 - - -
[=YaAwINiik 11 o6 - 1. - - -
mhJJUE N 2l 12| - 1 1 - -
= PRER MfE 3l 19 3 - - - -
[EReZ=SZpINiitid 11 o6l 1 - - - -
BAUHIR 3 19 2 - 1 - -
MARBLVCVNREE 9l 56/ 5 2 2 - -
=l 9| 56| 5 2 - -
FRREE RS 5 31 2 3 - - -
e[k T NS 11 06 - 1 - - -
FERIE 11 06| 1 - - - -
FHiReRE 2l 12| 11 - o -
FrpeEs 11 06| - 1 - - -
BHLUREREES 5 31 4 1 - - -
SEFR 2l 12| 20 - - - -
BikheEE 3l 19 2 1 - - -
RS 4| 25 4 - - - -
TERAE 4] 25/ 4 - - - -
BEBLURBREE 3] 1.9 3 - - - -
Hig 11 06| 1. - - - -
EERMEDHEN 11 o6 1 - - - -
SRR EER DR 11 o6 1. - - - -
MmEREE 2| 12 - 20 - - -
SinE 11 06| - 1 - - -
RAE M EZEARAE 11 06 - 1. - - -
RE. BESLD
SR EY 2l 12 - 1 1 - -
(BRELVAR)-TZEED)
BeRMEAMLE 11 06 - 1. - - -
Jizgctsstind 11 06| - - 1 - -
EWRBLVUERE 11 o6 1 - - - -
THALELE 1 o8 1 - - - -
* E—U8F

XARBEDPEESIN TV RV ERZ2 TELTOET.

1) AREHMER - ERE]/ I8 (AF-001 JPEER)
2)Hida T, et al.: Lancet 2017; 390(10089): 29-39.
[COI ARBRISPHNBEEDTIRICRIITON e, FBBICHHREEL) IV N
REEZHELTVDEDEEND, EEDOL. 3RAIFHHEEDH B THB.
4) #RER  EREIHEGER (JO289285k)
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O
ALECENSA

ALKREBIGF IR EDIFIEEIEHEIC 331 BT mMEnEE>

ALINAGER (EIFRHREISEIMERER) O600me 1 H2EHE5H1 2864 1206 (93.8%) ICBIEADRBHSNEL I,
FRBIVEAIE. MRCKEEMN526] (40.6%) . ASTHNS 161 (39.8%) . ALTHIN4261 (32.8%)  EHE. L) ILE>
HEMEA0H (31.8%)  FHPE3 141 (24.2%) . RALPHEIN. BME256 (19.5%) FTL7z. =

=
I
BEIfEARIRIRN—E (600mg 1H2ER5H]. n=128) 32
) CTCAE v5.0lc&% ) CTCAE v5.0lc& 2
Bl 538 %|x Grade BIRHHILK IR IR %Rk Grade BIRBHIK
MedDRA ver.26.0 gy (%) G1 G2 G3 G4 G5 MedDRA ver.26.0 figg (%) G1 G2 G3 G4 G5
BheE 6752348 16 3 - -| | meaLZAFO—LEMN 1 o8] 1 - - - -
8l 63l & - - - | mpmimmmsLE P I A I I
D 411320183 7 1 - | 122 ¥
Bt 4 31l 4 - - - _ REKAFBIBE D 11 o8 1 - - - - Elj
m— o4l & & 1 | | o i os] 1 - - - - B
[ a 31 3 1 - - _ RETERIENN 11 o8 1. - - - - i
mAPN 4 31 3 - 1 - - %ﬂéﬁfﬁfgﬁ*vﬂg 37/289(32 4 1 - - 0%3
RICTR a4 814 - - - ] mr 12| 94]10 2 - - - %
BRIEW MRS 2l 16/ 1 1 - - - e o 7ol 7 1 1 - - R
OIReziR 2 18] 2 - - - [ mem a 81l 3 1 - - -
FEERA U 2l 16| 1 1 - - - 2 1l sel11 - - - -
BHA 11 08 - 1. - - - P ol 16l 2 - - - -
TREEBTE 11 08| - 1 - - - e al 23 3 - - - _
MnfEHE 11 08/ - 1. - - - e o 16 2 - - - - i)
BE [ o8] - 1 - - | ag Tosl 17— g
el 08 1 = - - - [ g@ipkopsms 31|242(27 2 1 1 - -3%
ZBE 11 08 - 1 - - | same 4 81| 3 1 - - - &
BRERIRE 86|67.2/47 28 10 1. - = 7T~ ol 148l 18 - 1 - - = |
Z;jfjlgﬁ’i;gm 51| 398/ 44 6 1 - | | BERELE 8 63 8 - - - -
E—— &N LI 1 o8] 1 - - - -
i e 62 408126 18 7 1 o Ty s o 16l 1 1 - - -
(o ean | H@g00 2 - | e
SFARERBUR 5/ 39| 20 3 - - - =R A T o8l 1 - - - _
g“%;;%]—uﬁiébu 261 203|242 - - -| | BME 1 osl 1. - - - - a
B RO A ol 18] 1 1 - - _ BRIV 77 i fE 11 08] 10 - - - - %
mEmBUkEREEN | 5| 89 5 - - - | | BEAME 11 08 1 - - - -
EE o 78 7 5 | | WEBEUUVNREE Sz 2
VLA o 28 3 - - _ aim 25| 195 150 100 - - -
NSV AT I5—EHM : EERMEERERM 1 o8] - 1 - - -
/RO D 2l 16| 1 1 - - - YAl 11 o8] 1 - - o
[ PRIFHEN 2l 18] 20 - - - - | EBHSUOE THREBRES 40/31.3[28 100 2 - -
HERD 11 o8] 1 - - - - 395 19| 148/ 13 4 o _ _
LI O A sl 25 1 oo o || mEE s 23 3 - - - -
TIATIRIER ESFIE a 31| 4 - - - - £
%ﬁ?ﬁwmumw/ 3| 231 3 - - - | | MRBBERS 5| 39l 3 2 - - - g
N> AFIF—CER o el 1 1 - o | | HEER 4 81 4 - - - - #
BILTF - doosl o1 4 I3 11 08| 1. - - - -
TIT SRS SRS ol 18| - 2 - - _
R e el 11 08 - - 1. - - XBEREEL ol 18] 2 - - o _
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B2 ARSI BR (D RIS

CTCAE v5.0lc&% CTCAE v5.0lc&%
BIER4 538 %9pE Grade BIFIRGILK BER% %1 9 Grade BIFEIRAILEK
MedDRA ver.26.0 B (6) -\ 5 a4 osl| MedDRA ver26.0 B (6 oo o oy 6s
B 2| 16| - 2 - - - | DiEREE 15/11.7/12. 3 - - -
Y RE 108 1 - - - - | #k 14/ 109/ 11 3 - - -
IR 2 11 o8 1. - - - - ELES 2 18] 20 - - - -
PETRIER B 11 08| 1 - - - - BeE 11 08| 1 - - 2 -
BRILERES 1l 08 1 - - - - | BELURKES 8/ 63| 5 3 - - -
MOES 11 08/ 1 - - - - EH=]7d 4 31| 4 - - 4 -
EEBH 11 o8 1 - - - - mfR 3 23] 2 1 - - -
FRRE 11 o8 1 - - - - BfEAE 11 o8 - 1. - - -
FFEERES 4837.5/17.28 3 - -| | HRA# 1l o8] - 1 - - -
BEUILE ME 47| 367\ 16280 3 - - B MmERFR 11 o8 1 - - - -
AR 108 1 - - - - | REE 6| 47| 4 2 - - -
ik 11 o8] -1 11 - o - ez 2l 16| 20 - - o -
BERRPLURAMMES | 44|344(37 6 1 - - NS 7+ 1l o8] 1 - - - -
lEShE] 32| 250/ 28 3 1 - - ROE4R 1l o8] 1 - - - -
EafE0pE] 41 31 3 11 - - - KARSE 11 o8 1 - - - -
IR 3| 23] 3 - - - BHET 11 o8 - 1. - - -
e 3| 23| 3 - - - - ABAEA 11 o8 - 1. - - -
U 3 23 2 1 - - | | mERE=E 2l 16/ 1 - 1. - -
FEREE o 18] 1 1 - - | | BOE o 16| 2 - - - -
i 11 o8l 11 - - oo U \ZEE 1 o8] -1 -1 - -
PN 11 08] 1 - - - - | BeEEE 2 16/ 1. 1. - - -
A 11 o8 1 - - - - THRSE 11 o8 - 1. - - -
HRREE 24/188/20 4 - - -| | *% 1l 08/ 11 - - - -
REREE 170 183|141 3 - - | | ARBES 2l 16 1. 1. - - -
FEMEDE 2| 18| 20 - - - - FRRAR MR BETTIEE 11 08/ 1 - - - -
BEYE 7| 55 6 1. - - - FRIRIRMEEEE T™E 11 o8 - 1. - - -
R =2 —0/3F— 3| 28] 3 - - - | | EERBLIOUEESE 2l 16| 2 - - - -
1ERR 2l 16| 20 -1 - - - B P 108l 11 - - -
IS i 08 11 - - - - BISZARA 11 08| 1. - - - -
RApEE 11 08/ 1 - - - - RMERT ARAEASE 11 o8 1 - - - -
TR, BB LUMRREE | 12 94| 8 3 1 - | | BE PEELONEAHE 1[ 0.8] -i 1: - - -
N O% PRI 6| 47| 4 20 - - - RIS HHE 11 o8 - 1. - - -
Iz 6| 47| 5 - 1. - -| | RE.BESLV
RSB AR 8 28] - 2 1 - | |CHEROEEM ee| 198 ' - -
AR 1 08 1 - - - | smesspskiamEE| 1| 08 - 1 - - -
K 11 08| - 1. - - - « O
2 11 08/ 1 - - - -
BAESIOFTERE 11| 86/ 66 4 1 - -
A TINI YIRS 41 31 3 1 - - -
RERS 2| 18| 20 - - - -
PR B REZ 2l 18l 11 - - -
8% 11 08 1 - - - -
FEREA 11 o8] -1 1 - oo
FRER 11 08/ - 1 - - -
REK 11 08 - - 11 - -
TS 11 o8] - 1t - - -

XARBEDPEEIN TV RV ERZ2 TELTOET.
3) AGREFEHMEE K | ERA RS IEHER (BO40336:5)
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Q&A

BI{EAICDONT

Q1 tOALKBEEETRESHSNTVSQTRIRERPREEED. FRICHSIFB3FRBKRIC
DVNTHATLREL,

Al QTHRBER
ALK& BIETF B DO YR EEISHET- B R DI HfakHE" >
JP28927: 8 (EIMAMFMES AR RVJI02892858: (ERENHEHRER) D300ms 1H2ME
BEHI VT OBRQTERHSH (Grade 15261l Grade 31 ) BBEN TLEY (UP28927
BBRIA 1 SOMERAIRBES. JO289285842015% 1 2ARR) . Grade 301 FlIAAHIDHES
ZUELIH S I E S EAISOBITL.

ALK S BT T DI ERRHEIC 313 B iR

ALINAGE (ERE RSB MAERE) 0600meg 1H2EERSA] (n=128) [CHWT. QTHERIER £330
ONFEBATL,

#MedDRA SMQINLHY—K K R7N QTR (narrow) JIC%4 2B RaE:T

BZ | hERGF v RILICRIFTREIZDONT

EREOT L oF Z7IREIRIFIN vitro ChERGEREEL FL 7 (IC20 : 58ng/mL. 1Cs0: 217ng/mL) . AREE
DIFEAEEER (99%LL b)) 2EZEBLEE. BIRROBEERZIN vivoTHER T 2HE DAED TR REEL.
ZD100fE EEEAONET .

R hERGF v XL ORREE. OB EEN BN OB AMBOELNDPSQTHEROERZS | X I gD D) B
BAERODBRERDIEDNSNTOET (Sanguinetti MC, et al.: Cell 1995; 81 (2): 299-307.).

HEES

ALKR & EIEF IR DI e T- BRI/ i~

AF-001JPi8: (EPsl/ IR R 1VJ028928: 5 (EWEIHRRE) HD300ms 1 H2EE 54
ICHNT REEED 156 (9.3% : BRIZIE. #EIEL. RAME . HRA. HILE (EHIEE) . IROZWRE.
BRAERE . BRIRZS. BT REIM. EIORE. BHR) BBIN TLIET (AF-001JPEERIEA20me/40ms
B AR JO289287BIF201 54 1 2ARR) .

Grade SDEBHE (BEIHFHEIE) 1 DI CHREEZL KL B EFIEICESTIERLOFI TL .

HREREE (visual disorden) ICZE T 2RIEREL T BR. RABEPHERINELE
(Seto T, et al.: Lancet Oncol 2013 ;14 (7): 590-8. [COI A B&IFHAMNBEZEDTIRICKITON . BBICHHNEEL)FHER
REEZHELTVDEDEEND, BEEDOL. 2AITHNEUEDHETHD) .

ALKREIEIG TR DIEIREIAREIC 35 Bilii ML

ALINAGE: (EIRR#£RSEMAERE) D600mg 1H2ERESH (n=128) BT, REEH 124
(9.4% : KA 74 BAR. BRREL HARE. RIET . LRRIRK . sORBIRK . MR M. MARREE. 7
REEIN) RBINTVET . Grade BLULEDEFIFBOONELATL .

1) AR ER | BRI/ D855 (AF-001 JPEER)
2)Hida T, et al.: Lancet 2017; 390(10089): 29-39.

[CONAHBRIGRANBEDTRICKIITON I, FEICHINREL) YA MIREEZEL TV EDEEND, BEDDL. SAIEHNEED
#HBTH5.

3) AGREFEHEE R | ERH BN (BO40336:5%)
4)#ARER - BASIEHE (JO28928:5)



ALECENSA

Q2 EFFNOZOMOEMEAICKFBRENEHEINTLE TN, BEREKRRTIE
FRIN R E BB ICIEELTLELED?

A2 AF-001JPiER (EM L/ IHHER) R U'J0289285 5% (B IIAAER) Tld. BENDHAXET.
BANOREEOERDORES BT 2EEH L THY. AT, BHEEREER. ALINAGER (EFRHE
FEIAERER) TEAXNDOBREEEITSH/ODOREL TR LD ) —LOEAFEHEL TV
ES

1) AGREFEHMAE R RSB/ IR (AF-001 JPER)
2)Hida T, et al.: Lancet 2017; 390 (10089): 29-39.
[CONAABIFPNEZEDTIBICK)TON =, EBBICHARREL) I HILEAMNIBREEZBL TVWDEDEEND, EEDDS. 3AlIEHHNRZED
HBTHB.
3) AFREFHEER | EEHER S IR (BO40336515%)
4)ARER  BREIHERE (JO28928:18)

Q3 BMHEMIEDLSICEHULETH? T, ZEOFHTORIREFICDOVWTHIT
<FEEW,

A3 AMPHZHEEIE. BIAFMERBOZLNENHRBOONETH. BEREZEZEFICRELTVDEE
IZIFEIML AN EDHYET, mPEEEUIILE> OB EREN. ILEERRKEREZ (LDH) 5E. /N7
70> DRAERELLTADORDEROET . REFKFICKDAMEBM T, B —LAT AN
DIERDPGHEICRYET,

Sk BEHMEDOINESNZEGIDDE. FHlBERPFON/EGICDONTRICRLET .

& AmEEnORRER [MkE (BR.EBHSD)]
B

FRE | b | B5E | RREN | /—LX i ng T2 wR |3
S A
~EJOC> | 958/dL
MCV 8511
AREZ:R v hiE hiE
| (OPM oomg | FEIE |y | REDVES 129merdl | ) k| g | aimmaes | e
it | SOTE | 12mmie LDH 09U/l | SEPRLK el
"5 NTRFary | 2me/dL SRR -
ERRMBE | 124%10%/L
ANEFOE> 6.4g/dL
MCV 106,61 i
SRR | 708t | 1H28 e |EEULEY | 1.87me/dL _ ; .
Bmam | % | sooms| °F | BH | [py 386U/L b | Hil ﬁ%‘% SR
NThIOEY | 2me/dL it
@AFMK | 3.8%
\ ~TJ00> | 68s/dL i
80tk | 182E L | nEZOE e | ax
AmEEm , 7H e | #EULEY | 1.8mg/dL e T | [EE
Lt | 300mg e Jomedl | cememp s
ANEFZOEY 7.4g/dL
\ GrULES | 185me/dl | s
Ezﬁgﬁ 72{@‘ A28 | 48 | @t |LDH 351U/L (BEST | @ | 3B f;iﬁ
ol & NTRFAaEY | 86me/dL B%) (CER R =
@AFMIK | 4.7%

6)Veena G, et al.: J Hematop 2021; 14(2): 131-6.
7)Kazuhito M, et al.: Onco Targets Ther 2023; 16: 65-9.
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Q&A

RAICDWT

Q4

Q5

Q6

Q7

BB ENIEEP . BRERZEAER LBESR ESTNELNTITH?

Ad BHTNI=T EICTH DV ERITE, RABNEHEBRALT. ROBMBHICIRHOBERAT S
SOBENSBL LSV RLT2ED DEE—FICRATHZEDRNED, ZIREEEL,
Fo. BoTE<RALTLESLBAICE. BEICHLEICERT 545, BEICHAL TS,
BIfERDSR<BODNB RS BUET .

B/ ERIEB TR B ETOIEIFITEEZFTH?

A5 FHIIHBMBEE CHHIEHD. RAEL THAIEEL THYE LA,
PEEITHDT BRAIE. FPABDOBHICET BEBA RS U, REFrERVIMPEA
RS (F48. Y AL O—F ) REAERT 5. BEIH DMIHERLARL L EBRSEHE LET,

WA EILPEZREUTIRS T B ERBTIETITH?

A6 BiNT7 L TRELEBROT—2 (B 2. EWFR) BN TVELA.
BRBER G TR, FLUFZT7600mgead § 2MERE TV 1—ADRBARERRAANICER
BELISHA HT IR ESRELBL TREE S TIE 61 65 MR TRES TIE2.4~2 5ERED
BIMLIEEWRERDPBONTVEY . UEKD AT PHEZBBL TRELARNTIZEL,

Bl - BEODESSICIRAITNIEELVWTTH?

A7 ALKRtSEIGTFEEDVIBRAEEISET - BFRDIE/)VRbaihE
BEORAIVJICERG<LRARETT,
b, J028928:48 T, 1E300me% 1 B2 (38- 4 2B %) ICRA T AEMESNTOELEY,

<BZ . REOFET—%(300mg) >

150mgh 7RO TALKBA BRI TR O NERAEEES1 41 BIS00me=ZfER (15
HT2BERE]. 5% 1BEHE) XITRZRICIB2EN 0OBMREROZRSLIZEEX. FLIFZTD Tuadd
BEOTEEZITEBATULEDAUC, CroddZBRERFIRSICUNTRER S THELE 1 25ICEMNLE
L7z, COZEENE. EARRZEE) (ZEMFRHIT20~30%IRE) CENTNEL REOFEIEIBEM THDE
EAGNET,

(Hida T, et al.: Cancer Sci 2016; 107: 1642-6.)

ALK@t S EnFEEDOIEIRRRFEIC B 17 Bl MR EE

BRICRABLTTE,

K. ERHEREEIERE (ALINAGER) Tldk. 1E600Me% A4~ 1 H2RIBHEIIRS T 2ERESINT
WELEY,

<BE REOPET—%(600mg. SAEAT—5)>
R A186IIC150mgh 7L 1 RI600meg=Ze gy (B 5a11 0. R 5 B4R ER) X
BEICERREORESLCEE. PLIFZTDTrald IR S T4EEE . REIR S5 TBRFAE CTL,

F7z. AUC. CraxlFZBREFHE SICLENTREBR S TENENHLE29MF. 2. 71E Tl
(Morcos PN, et al.: Clin Pharmacol Drug Dev 2017; 6(4): 388-97.)

2)Hida T, et al.: Lancet 2017; 390(10089): 29-39.
[CONARBRITHNBEDTIEICK)TTON 2, BBICHHNREL) I HILEMNIBREEZBL TVREDEFND, EEDDL. 3AIEHHIIZED
HETHD.
3) AFEFRME R | EEHEEFIHEZE (BO403365 )
) #WER  BEASEIRE (JO289285 )



ALECENSA

Q8 HIHEELECAREERTZBS. F S ENKSVEIREZEIT ZHELHUFTH?
A8 ALKEt&SEIE TRt DIEIVERIRHREIC 51T B i R
ERHEEENMEEER (ALINAEES) Tld. Fiihod~1 28ERBLI-EZIIEFREINE L. BEFLY
F O BECBITDFEMDOPEIRSBE TOHRE O PREIL1.6848 (1.0-2.858 . BT SREIEK
130%1)) TL7=,

3) ARREFEHIHE R | ERHEEIHERER (BO40336:5%)

Q9 iliEBEAICSVT. 1E300mg 182ETIZSEIET BT ESTIRETT H?

A9 ALKRISEIGTIB DI VREEHEIC S 1) BifgminEs>
EREHERE E TR (ALINAGER) (CH 1T BFEAMAEF1E600meg 1B2RIRZIZS ThY . AFICKD
BEEZRDPROONIZEOEMEBIEEL THEA2BET. 150mgB A COREZHFARL TLELT .
1[E600mg 1H2[E%5 CHKRIBEX. BESADIREICKIHKREICSCTHRET I,

3) AGREFEHEE R | ERHEEIEHE (BO40336:5%)

Z D fth

Q10 tHOALKBEEEDLAEFEEIZBEICHTIIEFVRESHIETH?

A10 ALKRISEIGF RO YR THEN &S T - BFEDIE ilRahmE" >
AF-001JPEER (B S/ B8R R 0'J028928:8: (BN EIMAHER) Tld. BAICALKEEE
DERGEZT1=BEERNLTLVELL.
ALKFREZBLARGICH T DEMRRIIRON T\ B7cd  AF OB R U REWE+HITIER
L7e £ AFILSADABEIRBIC DL CHEBICRETL T<EL,
%% BN TRAELAJIP28927HER (HRENZHIRFMHHER) PBIERREER CIE. MhOALK
FERORRELE T 2REBIAFERGLTOET.

2% 1 J028928: 5 (AN FEMAERER) ICH T DT MER R UBRIEAEE (P.62)

1) AREHEER - BN/ IEE (AF-001 JPER)
2)Hida T, et al.: Lancet 2017; 390 (10089): 29-39.
[CONARRBRIEPHNBEDOTIEICIITON /=, ZBICHNEEL) Y ILEMNREEZHEL TODEDNEEND, ZEEDOE. 345
HWEOHB TH 5.
4)HNER BN EIHERE (JO289285(8)
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Q&A

Q11 FEEEEEEIT3EBESANESTIRICERTINETLRSIFTH?

A1 FHERETHIET IHEEEREEDER T DB TP HIET . /o FIREEREEE § 58E Tl
FEIOMFHRED LR THEOREDHVET . ALKBE B FEREOIFNIRIEICE TS
MERBENIBRAICB VW TERDIKERERE RS T ARITREEERBL T/IZE0N.

BE. RIREBRICEWTE. FHMEEREEEE I 2REBIIGRAEETHO/I/1cD. BRARICH TS
TASHIEEA,

<BE HREREREEHCTIRERAANICEITEDT7 LY EERSOPKZTET %85
BRERZIEEER (NP297835HER) >

FEEROEEDOIH¥EEREEEE (Child-Pugh BAUO) ICBIF2AFI R OAFIDEERE M THS

MADEBDRBEEBIIBRMANICHNERLEL 2. AFHKROMADOEEDAUC,.. DEFFIIED

He (P RERE E B EIR SRS/ R AIRSE) [90%Cl] 1. EEORHEEEREREICH T 176%

[98.4%. 315%] . FZFEEDIFHEREREEBEICH LT 136%[94.7%. 196%] TL 7z, AEAERIC

BI2FEFERVOEEDOHFKEREREICEV . AEERIIBOOSNELEATLL.

<Child-PughZ3 8075 DAa7>

HIEERE 15 28 3
7IL T2 (g/dL) 3.5 2.8 E35LTF 2 8K
EULE> (mg/dL) 2.0k 208 E3.0LLTF 3.0#8
BEK =L BE REEDE

> hO—ILAJEE v hO—ILEE
FFMERMAE () =L 1-2 3-4
JOROVEVER] (7). ER) Vb ST AL EBLIT 618
(%) (70#B) (40 E7OLLTF) (403#)

(BB AN B ERREERMT 22— AR 7> 2— https//www.kanen.ncgm.go.jp/ (2024E8BEFR) KV))

Q12 ALINASTER (i REIEEE. 600mg 1H2E) (B TEEE TRIZL TLBASTHEN.
ALTHH0, MPEUILE Vgl (GEVILE VIESS) . MehCKIEMIZ DT, BEER

REEORBNLGHEBZERITIIEEL,

A12 KiBEHIE. BRTETEIESN TOVRDS/EITIERIBEHR T . MEFEIERICHITS[600meg 182
175 | CUSBERMBEERFOAEERERBLCEMNICEOTIMRBEMEOHRBISTIEE T HUE
DHb). BRERRERICH T DR S HMER OB BB DR EBEL TBUET.
ALINAGRERICH UV TASTHE, ALTEN. fpE ) JLE >0, mARCKEMDBEESERR L/
EFIDDB. HEBEITOTUWVRVER OMRBEEE B AR LRI TRO®BYTT,
600mg 1B SERICH I DEBERHRT /0. PLESHREEICEN T, BEBICE
B CRBICE /B EERDERARIVELA) LR SHIEICESTERIEARDBIRIL THY.
REC B SRR RICEENET .
BERHDLERAEMBICHENVTAST/ALTICDNW TSR SRIHR%ELZI0ELA. CKICDWTIFRES
BtA P L F30BLRICBEEROPT O MERAN TR EN TOET DT, ZOBHIEKIIREBED
TEPCEZEDREICTZFT TSN, F/o. BERICEOS TR S I EIRMICIR B E £
LTSN, REDRBOON/ABEIIHRE BB 5H T BRSERNEEITOTEE,

*ALINAZGEEO ORIV TIE. Grade 20BEERFEIREF TIEHE - HEILTABERMOHIK TEE. Grade 3SDEEER
FIRBF CIIAEL . BERITABRERMOYIM CREDLITR—AE TOHRSBRESN TOELE BFRXCBITERHE
WEEEEIRBDIEICTEFETI0N,

sk [FFEREREE || [HABEREER] ICTERLLERERALLEED (RE. REPILEAIOED) (SR DEERER
BRI DV TR EREWEREZ DMK 2) FHKEEIREE. 8) AEEROERNH | £ 2RI,

3) AR E R | ERHEEIEHER (BO40336:5%)



ALECENSA

ASTiEND (n=40)

BERBBREITO0ALRNICHEERTERDEDOONEL /2D . OHLIREILELEE LRO3ME
(Grade 118) LIT 2329 2EODBHONEL T,

HEICES/ZASTHEM 16 (0.8%. 25Grade LU EIFOAD IFATOYMIEENTVERA.
HEHIEICES/ZASTIEI 141 (0.8%. D5Grade 3L EF 16 IFATOVNMIEEFN TLEEA,

<#&E5HM\HS2FER>
300-
200+
<
2
|—
()
< 4004
0- T T T T T T T T T T T
0 60 90120150180 270 360 450 540 630
BEmKBEEH(E)

<#5HHS5 1808 (¥161 A M) >

300

200

AST (U/L)

100

#&5RmERK ()
RSB ANDRE T —REBHEL TL\ET.

B FERIAR | BB EROSE (Grade 218%)
rhIRERBREAR | BEEME ERO3ME (Grade 148%)
iR NERAREAR | EAEME IR
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ALTIEN (n=32)

BERBEREITO0ALRNICHEERTERDBOONEL /2. SOH LI ISELEE LRO3ME
(Grade 118) LITZ23#2 9 B BOHONEL T,

HEICES/ZALTIENN2H (1.6%. DBGrade SLLEFOF) IEATOVMIEENTOEEA.
HEHIEICES/ALTIEM 61 (0.8%. 25Grade ML EIF1 ) (IATOYMNIEENTOEEA.

<#&E5HRI\HS2FH>

300+

200+

ALT (U/L)

1004

0_
0 60 90120150180 270 360 450 540 630
BEFRmERLH(R)

ALT : 7OvMIB W TIRSEHR308E (28HB) (CeEZRL TOBEIICE W TldGrade 3 (ALTXIFASTHEAESE LBRD
SE%IBAS EF) DIehFBR T O IUREN—BHAZEL . BRRISAREMOHIIIC KU E—BE TIREBASh TLELE,
ANEGIICHVTHHREVILEAEN (GEVILEVMAESE) ORIRIEBDOONELATLE,

BFARAXCBIIDHE - REEE T [HEC LD EEEE LRO2MELT TALTIFASTHEAEE LROSEEBA 2 LF | IE
EfEFETHREL. BERIGHE CREBRTDIEPHESNTOET,

<& 5,5 1808 (¥61AR) >

300

200+

ALT (U/L)

100

REmRHEEEY (B)
A BRERBCHRADIRE T — X e BBl TLEY,

B LEBRRAR | EE(E ERROSME (Grade 218%)
FRIRERAEAR | EEE_EIRD3E (Grade 118%)
R NERAAR | EHEME LR



ALECENSA

mEVILEVIEN(EEVILEVIEZE) (n=33)
BEZRTHBICOVT—EDRMIIRBOONELATL Iz REPEFHIFEEELRO3ME
(Grade 28) LIT 2329 2B BHONEL T,

HMEBICE /AL EEINSH (3.9%. DEGrade SELEIF14]) . mEUILE> MAE2F)
(1.6%. 2BGrade SLLEIF26)) (IATOYMIEENTOEEA.

‘G HIECE oz ILEVEN (BEVILEVIESE) [FF8BHONELATL,

<HBE5RMDS2FR>

EUIEY (mg/dL)

0 60 90 120150180 270 360 450 540 630
REREEBEE (B)
<#&5Hw\H,S51808M (K961 AMR) >

5_

EVILEY (mg/dL)

RERmEEER (H)
x  BRERBCHAADIRE T —XEBHEL TOET,

B EERRLAR | B ERO3E (Grade 218%)
FRORERALHR | HEEEE EBRD1.56F (Grade 1184)
B NEBARAR | EEEME IR
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Mo CKiEN (n=37)

BEFBEEEZI0RLINICHREZRTRADROONEL,
SOBLIEIFEEEMB LRD2. SELUT2HR T HEBDROSNEL 2. #5511 1808 (K9617)
LA 1,000 (U/L) BLED S EZ R I AERIEBOHSNEL 2.

<BEFW\HS2FRE>

1500

1000

CK(U/L)

500

0 60 90120150180 270 360 450 540 630
#EREEEHR(B)

MmARCKiEMGrade 3 (BB ERDSEEBA D LR) ZHBRL TODEGISHERT O UV —BFAREL. EERITAR
EEDHIETIC KB —AE TREBRSN TOEL,

BFAXICBITBHE REREETIE[CKPEAEB LROSEEBA/HE | IFREETHREL. BERIIE—AE85LITRE
L TREBRTAIEPHEREINTVET, BEOREICELC CBYIAAEBRAEZREL T,

<#&5HHS5 1808 (¥61ARH) >

1500

1000~
3
N
2
X Ve
© 500 "\
] //
/,//,\\\‘:‘
0- T T T T T T T T
0 15 30 60 90 120 150 180
RERKREER(B)

x  BRERBCHBADIRE T —XEBHEIL TOEY,

B EEREERR | EEE(E_ERRDSME

FRERERARHAR | B LIRD2 5%

R NERAAR | EAEME IR

EEESE  HARKGRIRERHEs EEERARNCEESR BARCSIPETRLHARBEEOLBEE —@iHe
FBAOF5IE— 2022/10/01h



ALECENSA

Q13 iieRBELIOERTIRCRELTVLETH. B2 - BHEESTURD,
A13 2214

ALINASERICHEW\ T, BESZSSH/SRIRLAHEAICIETON IO BEFEREE (p.66) ICEDXERF
HREL. RERICEEF/AIEE—BE TREBHINELE, BEICHOTIE2EME (1[E300me)
FTCOBEDHFBRNTVELE,
HEICE>IEBEEZRERIEL/EMILI3M (25.8%) Tl (1ERBEBEIE226]. 2R E L
1B TL . ) BEICES/T=EHWER DRERIEP.9Z Z BRI EX0),
HEEERELU/EFAEED. ALINASEB SR EWT L IF _TJHICPVWTEEREESRAFEIR
L7eEBIE 71 (13.3%) « EELREIWERIZ26] (1.6%) 5 IHIE>/-BAEER S LORIERIE
761 (5.5%) TL7=,
FEASFEZ BEDRBOONIIEEITEFANICH T DBEFEREEI RO THRE - BE - FIEED
BYRMNEEIT O TLEZ0N,
FRIREBR IC BT DARE = FIEREIC DV THERINZVWEEIEP.66a I8 RIZX0)N,

=11 3

AERIE FRIETEIN TOWEEA TLED . AREERFORSFIEICT I 2EEEL TRESN

FRITIERIBIM T . MERBEIEEICHITS[600mg 1 A2[ERES | ICH T BHEICHESERITHEL

FRHEICE T DIER ThHDEEA BINICHITAHIHERE L L TEEHL TWET,

ALINAGBRICE W TREZITHhED /- BEEN. 1REREZT/-BEER. RO2EBAES

1T/ BEERICH T AR AETFIAR (DFS) 0EHN A UKaplan-Meierghigidsk. K1, 20&EH0

T (U TTIN—T8H) .

REEMTIERE T BRIERIE. LTFTORICTEEZE,

@ 1 ERIEN IR BB AT o/c BEDHDRESN TVET,

@ BRERF DN A CRENE) (CHEDNA T ADEEDBETCEE LA,

@R 25 TORD O I-EBEEN. | BEHEZTO/-BEEN. RO2BRMEHEET /- BB LM
TOLETREED RSN TUOVRWZ EISERL  N—A T4 U BRREFEICHE O TERICRY D

HUET.
-2 EER (NEF) PN2OBEDE G (RERLA5.3%. 1RERESS.5%. 2ERIERE
72.7%)

- RERDIMARDEBEDEIE CRERL48.4%. 1 ERFEHESS.6%. 2BRFERET2.7%)

R BRELANIICHITBDFSOER

WERL 1ERRERE 2R E
N 95 22 11
ARV RDEN=EE . N (%) 7 (7.4%) 5 (22.7%) 3 (27.3%)
DFSH5fiE (A) (95%CI) NE (NE, NE) NE (38.4, NE) NE (38.7. NE)

NE : not estimable (#ETEE)

3) ARBEFHMER : ERRHRSIEER (BO40336HER)
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H1:REZThEP 2 REERACIRBREZITOLBRBEHICH T HDFSOKaplan-

Meierghfz
100 "
‘
I—I I—OO.—O—I—O-H—O-
80
ﬁ Np——
& 60
c3
=
% 40
(%)
204 —— 600mg(RE%L) (n=95)
—— 450mg (1 BFRE) (n=22)
+ BiE
0- T T T T T T T T T T
0 6 12 18 24 30 36 42 48 54
No. at risk EQEEﬁ (ﬁ)
600mg 95 92 92 89 55) 40 28 17 9 2
450mg 22 20 20 18 10 8 5) 2 NE NE

R2:REBZThEP 2 /REERAL2BEBAEZT O LBBEHICH T HBDFSOKaplan-

Meierph#g
100
T |
80
=
7% 60-
c 3
=
= 401
(%)
204 =—— 600mg(CEE%L) (n=95)
— 300mg (2EZREAE) (n=11)
+ BiE
0- T T T T T T T T T T
0 6 12 18 24 30 36 42 48 54
No. at risk HAm (R)
600mg 95 92 92 89 55) 40 28 17 9 2
300mg 1 11 11 1 9 7 6 8 1 1
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SE5E4

J028928515 (NS IEHER) [CBF 3 ELERRUBNEE

@ F/NARMECHY  ALKBABELZFRERDER SN TLDEHE.

@5/ Nt IS T BRTAREIC DUV T LR ERETE L IMUERED 1 L X fTsh /e,

OECOG PSHO~20DEHE,

O KEHFAT14ABLIADERFEHREAEIC OV T LT OEEEBLL TVDEHE. BE . SXPFRICKRE
BRDERGFET BRI AZENEEDODERBITHIEET D,

A7 FREREY 1.500/uL Bl E vy MERREREB ERD T 5ELUT
M/NRER 10.0x10%/uL Bl E AST.ALT MR A B EROIFUT
ANETOEY 9.0g/dLM E R ABARMELREIME (SpO2) 92% LA E

miEoL7F=> 1.5mg/dL LT
OALKBEICHTAABENEANSARBEERARESKESNS180BRETOR. BITTS
ZEICARLEEE (FEXEINEELICEEL THREL LR OBRBIEEDEREBIES 1255
Pl EDZEZRR) .

FREE

OB EICALKIEERDHR S &2 (T /2BE.
@S EREFIC. AAESUIANE DK TRAOLUT ORI #EBL TO RN EE,

FAi 4B (BRI - FE RIS 2:BRH)
IREHRREOA 438 (B« B EBASI A DIRSS SIS TE LI STHRoa B IS 2 )

EL2HTE (D FIENEZED) 4B fE
BfENL F—A IEREN 28/
gy I 3% I PR - 2L 2 E
hDEERE 4 E

OHELR JERZFHOXILAEEZET HDMERZE T 288 (MEBREADBERICATOCNEIFICK
DXIFEEDITONTODIEE . BEFRICEWVTAREKR THL2B8E L ERIBL TODEBREIFER .
BEZE Y DK BKXITOEKZEZE T 2EBE (BRERICEVTHFEREZR2BFL LZEBL TEY. HD
BEORWVBEIFER .

@ E& ETHROPREE MEAMESR (BB MERMA . A . EHE A . SRE A EMA 2 OMEEHRET K.
FARMERE . MR B EE &R fRB. FERAF) 28 L TLWA. XIFEDBFZE I 28&. 2L,
IR B N DI GHAR AR A D BT (BRHEAL) (SFFE T 5.

@-o-IMmELRE (NYHASEIXIENV) . O MA—ILAEAS M/ (UWHERAM/E>150mmHg X I3k
HAfmE>100mmHg) . AN REMRDE . EYBERZ2ETHAEMR. QTCHEROFRLRER (QTCHRED
480msll ) . XIFEERFI6HALLIADOEHIREDEEES. BRI EMEERDOERZE T 5B HE.

@ 1> hO—ILABERIERRZB T 5H8E [ZERIIILI—A (RRIELT0E) >200mg/dL],

OEME . IEEH. XIIMUVAIN AR D2 IR E5Z2ETAREERZAHL TVWDEE,

@ 7O RFID#MIHI R 5% E (MR XISERARES) 22T TWDEE,

OLITORILEREZE T HEE.

BOFEORBDTERLN,

BEIRREZEET D,

SR E CHILBYIRRE) ICKDRINEEEZF T 5.

TEENEDECE BB EE T2 (BAEEDOD TR REDAECEHHEDBAEFIC T 2REIEIHET D).

@ HIVHLARR M. HBSTUR X IFHCVIAB DR SN TL\SEE (HCV-RNARM RSN /ZEE IR .

@ KB DAY (FLkEKIY. BRI O—-A. F>T7>J)d—IB&FN YA eEROF> 7O L
O—A VIR FT NI T LR OCAT ZUVES T X7 L) IS L COBBIEDBREF P H L EE.

@) JF ZTHEFORMF (BREFKT AR RN O—A KU VBIKRZANS T T T
O—IBRFNITLROATFZUVERS T X7 L)L CEBBUEDBEEDN HHEE.

O ERIAENOSERBOEREZEL TV EE (R2UKRUEEBEKMRECS FEEEN LR AR Xk
AREFEAFEIR YR IC KT UIBRL 728 g @R <) .

@11, FILE ISR ER D BRE.

@7 DM EBREEER XISBRDEERDARBANOSINETELEROLE,

2)Hida T, et al.: Lancet 2017; 390 (10089): 29-39.

[CONARBIEFNMEDTIRICEVITON Sz, EBICHRAMEL IS MHBEEZBL TV BEDEENSD. BENSE. SRSFHMEOUHETH .
4)HRER BN S IMAEER (JO289285 )



ALECENSA

ALINAGER (ERSH RIS IERER) ([CH 1T B TRBRN ORI >

@®18mLi Lt
@ = ixAT14~ 1 2BFEILIAICTE 2 VIBRZE 2T UICC/AJCCETMRICHEWIb (BEZEE4cmEl L) ~Ma#l (T2-3NO.
T1-BN1.T1-BN2. T4NO-1) DIE/NlffbE CHY  ALKBR S BRI FRIRDPHERB SN TLDEBE.
O HIFDEF AR UIHARTAUNGENT ZF FEFIHBCFEEL S AN TBIE Th DI E
OECOG PSHO~1DEHE,
O RTSHELIND EEfE e Ic DT . LI T OEEE /L TS EE,
SFehERER 1500/uLLlE
Mm/NRER 10.0x10%/ulL t
NtE/oEY 9g/dLE E
MEILT7FZ> 1 OXREREAEE ERUTHDILT7F 2075 A 60mL/minkl k£
AST.ALT MEEREAEE ERRD3BELT
@RI R R OVRBRERRIRSHEO0BBRETOR. BE T HZEICARLZEE (FE XISV ERFHICER
LTRRLIcR MR OREAEROERRIRED 1 20 ALl LD MERR) .

@ EEICALKEEEREDR S EZT/BE.
QT HHFIC. FNARXIFME DK TRHDOLUT DHEDEBL TLWERWEE.
WEHREE 4B
{L¥kiE OF

BEREE (D18) EEC KL MRS R EE R T AN sz afiN2DBE.,

@LEBREDHM DT L CEBBIEDEBED HDEHE

OERPEDVOERBOEEEEGL L\ 2RE (E2VIRLICK BARME NRRAMRTBRICK TS
UIbRB LaaiE. TR LR AR, IRE LR AR, RIARILERE. XI&aRLIcZ OO TREFT DN
R DODFS. OSICHEES ARV EHIENDHRIERR) o

@iEORDIRIUR EE KITT PIREM D H DTN RIEFEE XTI KRR RIGVIRERDIRNERED B BES

OFIEREIEE . SAIKRERRE . I ZDMDIFREMARRICEDES (ROET . FFEME. E7IL T
IMAE. B, REFITVEIC LD HME)

@R, T BREHEFXIET LI F =T DERIIES NS08 LINXIF B HIZ DL A RERE F AU
HARSAUNIRESNHABICERETEL T\ 2EE

OHIVGEXIFAIDSEEREB DR SN/ BE.

OHBsHIR. HCVIARBZ DR IN TUL\DEE (HBVREREOBIEEN & 2EEXIFHBVREREDEIEL 28E
T.HBV-DNARRMDHEREINcH AR HCV-RNARMEDHERBSNZBE TR .

@ EFMEIREYE. 7L O—ILE XIFZOMOERORMEFL

OERMERIRERDDEE

OB EDOBRED HDEBE.
TBEREY RIS 4B AR OAFIHR SR 3B IR H72CYPA50 SABREHRIXIGFER DRE5H
HBBE PKERARKEICEINT 2BARAABEDH)

@XM DR EF DEF R XIIHANTAUNE DI RHNBEDONT DI T HBE

@t O EREEERXILABRDEERDALBENDOSNENELERBD/IEE,

3) AGREFRHIE R | EIRHFEEIERE (BO40336:5)
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JO28928:18% (EMSEMEEER) [C 351 BINFEEAE (—Epik)
| eradet | Gradez | oGrades | Graded4

Grade 2L FICE{ET
N I BECHET B, B
e A—FARz#H R ER— AR T
5 AET B,
g2 I Grade 2LITICEET B% CHET 5. EERI
S it ER P — R RSB 5",

*1 U2 B EZERR<,

*2 BEMERMEENPEONZBEICE. BEBICHRET 2, ZORCTHRESICL2EYAMEEREL . BEEMERCZISN/ZEAICIdGradell
Moo’ EEHIET .

*3 AR EIEMXITARDEEMPEZHN RN SR ST HIBT L EERISOV TR BERBETERBDET S,

2)Hida T, et al.: Lancet 2017; 390(10089): 29-39.
[COI ABRIFHMNEEDTIEICKITDON Iz, BBICHHNREL) P ILAMIREEZBL TVRDEDEEND. ZEEDOE. SAITHAREDOHE TH 5.
) HAER  BREIEE (JO28928i )
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ALECENSA

& Z :Common Terminology Criteria for Adverse Events (CTCAE) v4.0lCH(75GradeEE

EEEEDOFIRR

ER4 Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
ALTHE >ULN-80XULN |>3.0-5.0xULN  |>5.0-20.0xULN |>20.0xULN -
ASTH SULN-3.0XULN |>3.0-5.0xULN |>5.0-20.0xULN |>20.0xULN -
e e UL E S SULN-1.5XULN |>1.5-30xULN |>3.0-10.0xULN |>10.0xULN -
ALPH SULN-25XULN |>25-50xULN  [>5.0-20.0xULN |>20.0xULN -
4 e R > <LLN-1,500/mm? | <1,500-1,000/mm? | <1,000-500/mm? | <500/mm?; _
B <LLN-15x10€%/L | <1.5-1.0x106%/L | <1.0-0.5x106%/L | <0.5x106%/L
P <LLN-3,000/mm®: | >3,000-2.000mm® | <2,000-1,000/mm | <1,000/mm?:
s <LLN-30x106%/L | <3.0-2.0x106%/L | <2.0-1.0x10e%/L | <1.0x106%/L
_. > 11 BXA=A5A Y | >1 58008254 | >30XX—25>: | >6.0xULN B
TLTF=Rm SULN-15xULN |>15-30xULN  |>3.0-6.0xULN
CPK 0 >ULN-2.5XULN | >2.5xULN-5XULN| >5XULN-10XULN| >10xXULN -
WEOZILIEHS | REEOTERS
R PRAEFEEFEDLS |KREZRL (F:£0O _ _ _
70 OIS
Tk RO
FERARU FlE | DB BINR/B | B EEH | A RERDT  RR | T
BEOERD G | )/ ILEENAR | ICBATHEH. /- | DLBEEETS
BRERAT R/ (48 | A BT 5 FRIAR | R BICERERD
- . EFROHK AE|OFOEY LMD | TEOTIE AR
EEo) L %\ AT -
bl = A REEEIEOSIR | £/ ARBE O
=ikHlca EEET T 5D
Tee/EETRBE. 5D
| OHEEEENE
DI
RS AR (TR R0 | BEEE T 5TE | £HEBHT B2 | ST
LR ERACH | DR BN EBEE | HEW: SOV | ONEEETS
EH ETH/RBOIH/ | T 2B HNER | BEEEIEDHR
EEETERICER | BOEY LD

Ky 1 (=) IFEHE Y BGradePEHRSIN TVARNIEERKT 5.
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ALINAZSER (ERSHEISEIHEEER) (C (T DI, HE. thI HEHE (—2Biki ¥

FLE T BHERBIEDZHIC. 1EI600mMgh5450mg. 300mMegN\EFRAEBETHE TE 2. 2ERIDHERIC.
SHITHEDPREICRDISE. T T ORGEHIET D,
BIERDRBOONDIH A TROEEIH 7L Ye—BMICRET DI EDTEDD . WEHED21 B82S

HEE kE5EHIET S,
Grade 1 Grade 2 Grade 3 Grade 4
EHEER" B—FEZ it ABREE (918 EA | KRET D, REF 2,
DHRFICIK) BT, 10BLIAICGrade 1 | 1Bl 2B B3#IRAEFIC
DIFicEELEBAE. | 218 RICGrade 1
AREME (91) Eah | LITICEELASE.
DHMTICKUB—BE | 1TRELNIVRELT
THREBHTZ2, | H#58H7T%.
1021 BLAIC | SEBRBFOS AL
Grade 1L T X I | #E5%Z+HIET 2,
N=AS1 BEICEE
L7zBE . 2RIERIRS
218LAICGrade 11
BIELEHZEIE 1 BE
LNIVRELTREB
B9 %,
SEIEHAFOHEIE
B5%zhIEd 5,
& AR B5%hIEd %,
FFikaerE= ARFRORYDEBICELS,
HTOWThhDRDOON=HEF IG5 EHIET S,
- ALTXIFAST >8xULN
- ALTXIFAST >5XULND14B%#BA 5
- ALTXUSAST >3XULNADHEUILEY >2XULN
- ALTXIFAST >3XULNDDEE X SATEBEREE O BE PO G B, Bt & _EREED
8. B BE. BB FEREKIBINE [>5%] %) DD
JREREIY S h Mg REEDIRESHIDKEICRDE T H D/ XISEEED+HRRRABBEILEND
F B AIORKREEBEE LR Tkt g 5.
BEErES Fl—RE% R BERET () =MD | KET D, B5%Z=HIEd 5,
Hrlc K BEE, mEILT7FZ2D
Grade 1L T X &
N=AZ41 VBICEIE
LES&EIF1TBEL
NILREL TRE5BHA
ERAN
i (AmEEMEST) | ANEENDSRDONDHEIF IREERET S,
AMEEM T AT/OEVHGrade 1T XIEN—AT1 MBICKELZHEIE. TRELNUEE
LTHREBRT 2D AFOERSEFIET S,
IEARMMEDEMZRD/EHEIF ARORYDIBRICELD,
TRAR REF D, BE5 9 5HAEIFE
S IAHAEDMFESNTIRSZHPIE. X | SNAVGEIF. KF)
BET 256, Grade 1LUIT. XIFDIRED | DI&EZEFHIET D,
60bpmL EICEITEL /R T AFZR—F= | 57 5HAEIHEE
THR5BHET 5. SN THREEHIE. XE
5 I 2HBEMFESNRNBE. Xiddik., | BET2HEE. 218
- HESNEWGEE Grade 1LITF. XidDiask | LLIRICGrade 1L,
H60bpmLL EICEITEL /2R T, AFZT1HE | XIEO0E#%60bpm
LNIVEELTREBRT . DI EICEEL/ERT.
AHZAVRELNVEE
LTRE5BHT .
BRLEBEEERSZ
F1Ed B,
*MACKIEMESE
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ALECENSA

& Z :Common Terminology Criteria for Adverse Events (CTCAE) v5.0lcH(75GradeEE

ER4

Grade 1

Grade 2

Grade 3

Grade 4

Grade 5

2HEEER

BE ERD RN
T SBEEDERD
b BRRPTRE
IFIREFR DA A
BEREH

ShEIE | /NIRRT
B/ IERER AR E
EHTD  FhRICD
FoEYLSOBE
EEBEOFIR

BEFIFEFMIC
BERTHDD. 72125
ICEBmEEDTOD
TR ABRETz
IFABTRAE DR %
295 50EVD
BEAREEOHIR

EaeBDT  BR
WEZET D

BEERICED
FEC

ALTHEMN

N—=2SA I EAE
i E N OB a >
ULN-30 x ULN:
N2 HRE
fBOHE 1.53.0%
N=2F1Y

N=ASA U EE
BERDOS 2>
3.0-5.0 x ULN:
N=2ASA PR
BOBE>B.0-50x
N=2FA>

N—=A AV PERE
BEAANDSBE>
5.0-20.0 X ULN;
N=AZAUPEE
fEDI5E>6.0-20.0
XN—=AZ1( >

N=ATA U HEE
LHEAODIHE >
20.0XULN ; X—2Z
SAVHEEED
HE>20.0XN—2A
oA

ASTHEMN

N=ATAHEE
HLHERDIHE>
ULN-3.0 X ULN;
N=AZAVDPERE
fEDHE 1.5-3.0%
N=ATA >

N=ATA U HEE
HEANDIZ A >
3.0-5.0 x ULN;
N=ATAUHEE
BEDHE>3.0-5.0%
N=ATA >

N=ATA > PEHE
BEADEZE>
5.0-20.0 X ULN;
N=AZAVDERE
BDHBE>5.0-20.0
XN—=AZFA >

N—=2SA VR
BEKOEE>
20.0XULN ; X—2
SAYHREED
A >200XX—2
51>

mREVILE NN

N=2SA Ve
BENDSAE >
ULN-15 x ULN:
N=2SAHRE
BOHE>1.0-15x
N2>

N—2TA U SEHE
HEADIZE>
1.5-3.0 X ULN:
N=2ASA PR
EDHE>1.5-30%
N=2AF1>

N—=RAZAUHERE
BEADHAE>
3.0-10.0 X ULN;
N=ASAVPRE
EDHE>3.0-100
XN=A5A>

N=ASApEHE
wENO B S >
10.0XULN: N—2
SAYBREBED
1A >10.0x~—2
S

ILTFZUEM

>ULN-1.5xULN

>1.5-3.0XULN

>3.0-6.0XULN

>6.0xXULN

CPKiEn

>ULN-2.5XULN

>2.5XULN-5XULN

>5XULN-10XULN

>10XULN

=yl

NEJOEY
<LLN-10.0g/dL;
<LLN-6.2mmol/L;
<LLN-100g/L

NEJOEY
<10.0-8.0g/dL;
<6.2-4.9mmol/L;
<100-80g/L

05 =7in| %7
<8.0g/dL:
<4.9mmol/L:
<80g/L : @ima=%E
ERA)

SamaEhY  BR
WEZERT D

EC

RMERRAR

ERDEL BRE
20

ERDH DD TBHE
ZEER0BEICH
U7 EYIRED
EEEETD

ERD B, BEE
295

EDeBDT  BR
WEZETD

A

Ay 2 () IEZE T BCradePEZESN TVARNIEZRKRT .
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102892855k (EIPIEIHEHER) [CH1F BRER T Y1 —IL>?

ARRHAR
-
MBS kKl
LiRz4:8%
ALK1RE O
HRAE. B O
*HE O O O O O O O O
ECOG PS O O O O O O O O
NAZIGA> O O O O O O O O
MARFARIRE O O O O O O O O
MmARECFIRE O O O O O O O O
FRI%E O O O O O O O O
BRE - MBRIRE ©) (@) O ©) O O
FIVENRE (BHEDH) O O O o*
WA DFH-B% O O O O O O
s~ —h— O O O O O O
EBXHRARE O O O O O O
DER ® ® O O O
SRR E O O

*Day113(16:8) D&

INABILY A RR. HLE (UNHREA T /SRR EA M) |« ARiAEk

MURFIEE | RO ATI/OE>  ATRIUYR, /MR B IEREL. B MmERSE (BF Bk, >/ \BK, BEEK, SFBREK . SFIREEK)

MEEERE  HREQ. MB7IILTIV BEULEY (EEEUILEY  AST.ALT.LDH. ZILAUKRAT 74—, y-GTP. CK #8aL A70—)L.
NJFUEZAR FILa—A Na. K. Ca.Cl.P.Mg. ;E7L7F=>.BUN.CRP

FRA&E FRER. B, FR¥E. FRoH. FRILE

BREARAMBRE  APTT.PT-INR

FIVEARE T ANAT O B ANAT O SIRERBARIL T EEF AL T

2)Hida T, et al.: Lancet 2017; 390 (10089): 29-39.
[COI AFBRIFRNEEDIIRICKITDON Iz, FBICHHNREL) I PILAMNIREEZBL TVDEDEFND. EEDOE. 3RIEHAREDOHE THD.
4) #HRER  EREIHEGER (JO2892855)
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ALINAGKER (EISHESEMAKER) ICHF BRBER TV a—IL°

TR EEHARE
24— Zett
=y Week1-12 Week13-48 | Week49-96 7;1*/%: BREF
N—RF1> 3iEE 6B 12;8%

ALK& O
BEER O
TREE. N—AT1 IKEE O
R O
h=E O O O O O O
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ZDfthDIEE 2:BEICENE
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ALY A > SR ME HERAILE /SRR M E) |« RinER. PRk

MRFRIRE | FRMEEL ANTTOES ATV, VMRS BMERER. B MBS B (GF k. U/ 3R BEIR, SFEREK. IF IR AR, Z Db MmEk)
ANEI/OEY<10g/dLOBMFEROZE . NET AL FRMBREL MBATRMER. /NI AL ALT. LDH #BEUILE> (EREUILE>

R MBHERE . R OEECoombsitE (DAT) 2 CIBZHIRE &£l

MREAFIRE HEA. ME7IL T MEVILEY (BEEUIEY (ASTALT. ZILAHUKRAT 72—, y-GTP. CK. Z2iErFMmiE. Na. K. Ca.
P.Mg. B4, iEI L7 F =2  BUN. FR3. FREX. FRBRRUBRILES OV TP F 2O UT T2 A

ZOMDIER : CKIALT.AST. ZILAURAT7R—E HEUILEY (EREUILEY
FRI&E | FREB. FREML. FR¥E. FRoH R b tHLE
BREHRAMRIRE  APTT (EPTT) L PT (XIEPT-INR)
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@QALECENSA Capsules

i 1)ALK: Anaplastic Lymphoma Kinase (&b~ B+ —)
)R -EMSONSBICLDERTIE

a4
=9

1.8
1.

ZTHIITIT L EENROSN

1 AH1& . F2BFC T RG T EDERIERICE WL T DA EREEIC T30 M- ZERZEFH DEMD S & T A ADE S HIBT S NBAERIICDOWVT
DHEE5T DL KfeSRERIRICEILS. BENIFZ ORFICHEMNERUERIEZ T2 HAL. BREFTHSRS5I DL,

1.2 ARIDFZSICKDEBE MIRENS SHNDIEN G DD T, FIHER (BUD1. IFIRESE. IZ8 . FEE) DR UHIEIC TREZ DRMEE L., SR

SaICEAF DRSZERIL T DB EBENFNEZEITI L Fle BB AR EZENICETIEEDT T,

EE MR ESEOERTEEARIRICE T 28R ZT2C1T5CE. [8.1.9.1.1. 1 1.1.124R]

2. E2(RDEBBEICITHESLIENTE)
2.1 AFIOR IS UBRBOEDOREFEDH 5%
2.2 I U RL OB Al et D &5 L PE (9.5 1]

*4. MBERFHHR
OALKR A IR T Bt O VIBRAREZME S T 1538 DI/ M it
OALKRE BT Bt I/ INHTaiie < FotF Bl t i e i
OMFESUIHAYED A LKA BT Bt O RS U M) 7 Sl

5. MEENISFRICBIET DiER

(ALKRSEIEF IR DU RE IS EIT-BROIE/ i . ALKRISEEF Rt OIE)HRER
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