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AENE. ALK@ESEC TR lkRiMEEESZENRELC AF-001JPHER (BASEI/
IBRER) Z X BELRHEBAE " UT, 201447 BICHSRICFHERF. AIBICBWVTIALK
BEECTEEDOVIRRTEERET - BREOIE/NNBIFTE" | DMEEX IR TERZEIS
L&EULI.
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3)Hida T, et al.: Lancet 2017; 390(10089): 29-39.
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B (ALK BiEBICFREOIRTEERET - BROIEIMBMMESEERRE UEKREER )
AF-001JP 8 (BN / I48:8) ° *' 0 300mg 1 B2 B 54 (FLt> U8 n=58) (Ch\\T. M
FEERD 1 H (1.7%) BOSNTNET, KRR SEB 102BETHY . A7O1REDBREITHL.
BRABDOONTOET (K20meg/40mg BHEBRE - % 1),

He. AF-001JPEHE (BNE]/IMHRE) IchW\ TR, LR 14Icma. RRERBEISEESNTOIEES
SELTHEHSERBRA RO T LILF—HBERADE 1 BIRESN TUOET (AR 20meg/40me SHI &) .
J028928 5 (NS MMERE. 7Lt TEn=103)"2cH T, HEMEFESRD 84 (7.8%) BHD.
Grade LI EIF5%I(4.9%) TL/z, MEMEMERERRLESAHNDSE. {LEREDIAREDRVOEEL
36 (2.9%) . (LHFEEDRTREEDSHBEREITS5H (4.9%) TLiz, FIREFHAISE SR 22~214HET
HY). 8HIFEEINATOARNPERERAKREDAREEZZ(TTHY., 86H6H TRRRIFEENIBDHDONT
WET T, ARBICEOTREHITRESNTOELEA LOISE12AKS - K1, K2).

JP28927 % (ENAEMF MRS MRE) *°ICh U\ T, Grade 1 DREIEMMESISPBESNTOET (K
20mg/40mg SUHIA&REE")

xR1: HEMMEEORRIRRIAF-001JPHERARU 02892855k (300mg 1H2E#ES5HI). 7LV U8
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Ees 4 Grade CTCAE v4.0lc kB E—7 K Grade Bl 3141 5k R
5% (%) | Grade 1  Grade 2  Grade 3  Grade 4 Grade 5| #I# 5l ¥
& MRS 9(5.6) 3 1 5 - - 9 -

K2 BEEMREBEOFEIRAES [JO289285 8% (300mg 1BH2E#R5H) . 7L Y8 (n=103)]

Bae | g | CERED gage| g | BRSR \BEER um ) xues |56
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40mf% 5V SN N
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BEMmES | (O aL 3 |E% | s6 - | [PTREEAER | gy

T0mAR : ZFOANEL | g
Fﬂﬁgﬁﬂﬂiﬁ% ﬁ’lﬁ 7:L [/ 2 E% 43 - EP .U: E&b%ﬁi;f\ ﬁ@?&ﬁ” $:t R
s | QL B 1 |%EE| 23 R B B

p 60mf Y " i
MEMMER | 2 | ceoontPEwipey) | || FER) 27 i e B

IREED2HIDO5. Grade 3D 1 fldFIR% 126 HEICEIFEE. Grade 101 FlI3FF L 6 HBICHRERDPERSNTVEY
(RACERRIFR)

PEM  XXRLFER, CBDCA DILARTZF >, PTX; /N7URF4IL. CDDP ;Y A7ZF>. VNB:E/LILE> . BEV NN XY T

1) AREFEHMIE R - B/ D805 (AF-001 JPaEER)
2) AREFRHME S | BN IR E (ALC-ALCLEER)
3)Hida T, et al.: Lancet 2017; 390(10089): 29-39.
[CONAREERISRNELEEDITIRICKIThN e, BEHICHHRER) P ILEMIREEZBL TODEDEEND. BEEDDS. SRITHHNUEDHE THB.
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ALECENSA
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DIERDPHEDON. BEMEMREOERILEBPRONLHEICIE. BPDICKFIOKRSZHIEL. A70
ANEBRREDBEYRMEZTOCLEEN. HEMMRROZICHIEOTIE. WICTIHRESFERMEL . 2
RBRICHON - BERE CHRSHRBRFA O E. BIELETHIENERTY,

F/o BRISIEUTEMRMELZE D E (PaO2) | iR mERFREIAE (SpO2) | At fe AR ML 3R 5 E#ZE (A-aD02)
At EgEES] (DLco) FDIREEITOTLEEL .

RRICISUT. FFIDZEN (FREHZARE) CEmHEL TTE 0,

§ TLEVYDOALKRABETHREOET - BROBMBOMEXIIRICH TEEARBINAERVAE (BA) F. UTOBYTT,
AEROAE (k) BE. SACET7LIFZ7E0T1E300mg% 1 B2EEORET 5.
t 7L T H T2 20/40me (FARFEHET .

*18%E  BASE1/ 11855 (AF-001 JP EER) DHIE

X ® ALK Bi&BLTZ2E 9 23 \liafess
RERE ZAFwF1:1@20mg ~300mg 182 EROKS ERASERE)
25wF2:1@300mg 182@ER0OES
iE Bl # ATw 1244
2TV 24641
RATFYvFPT1TRURTYF20 1@ 300mg 1H2@ROKSHE : 58 4)
OB HA R 2010 8F~20165%12H

*28%E  BNSEIEEER (JO28928 E5R) DR

o= ALK BB TR T - BRI eSS
AR E 1@300mg 1 B2 EBROEBS

E OBl M 1031 (45122

= OBR HARE 2013 108B~2020F 128

*38%E | BENEYMFHNEFMEEER (JP28927 HER) DHIE

o= ALK A& BT RS 530 IIRMmEES (ALK BEHIBLLBAE S D)
AR E 1@300mg 1 B2 EROEBS

£ OBl 354

5B E 2013 78~20144F118
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AFDE/’EICKYAST. ALT. EVILECFOEMEFESHEEREDSHOONDIED D
(')i-a_ (% IIJ\\¥82 93 1 1 112 %/E\\E\)c

O SHIR TP IS ERMICITREEMRBE ZRMEL T<ESL
OEENRHSNI ‘SIZIEI:ZIﬁ'J7&1$§2l3:k'—:7¢ﬂ:3’%)UEEWJUME’E?‘TDZ‘<T:‘_‘
&L

FtREREE DB BE ICITEEICHRE L TILEZLY,

F BRI

ALC-ALCL B (EMEIRHER. n=10)7ICHN\T. FHAEREBERESSARBINTOET. AR
A ALPIEMD 341, ASTEMKROMALEVIILEBMABE1GITHY. Hy's LawlZeZH T HEESH. HVF%
XIFEBELEEREDHODNIIEAILHUELATL. Grade BB HEITILUT OB TT .

xR FREREEEEORRIKTIALC-ALCLEER. n=10]

Ees £ Grade CTCAE v4.03c&BE—2 8 Grade Bl 337514k
%k (%) Grade 1 = Grade 2 Grade 3 = Grade 4 = Grade 5
meALPIEDN 3(30) 1 2 - - -
ASTENN 1(10) 1 - - - -
mepEUILE > 1(10) - 1 - - -

&% Common Terminology Criteria for Adverse Events (CTCAE) v4.03(Z$11% Grade &% (P.27)

8% ! Hy' s Law &(3?
Hy Zimmerman[C&WIRIBSNISERIT, BREBCTUTOIEEZGELITEBEN 1 FILLERDONIIBE. WERENE
ERESERC TN BRI EERLET
Hy's Law D 3 8%
- ASTXIF ALT M EZEE _EBRD 3 S L LTI,
HEUILE VDYESEE ERROD 2 ZLL EITEIIL. ALPIEIZ DL,
PE/NSVATIS—ERUHBEUILE YA EDITIEINT 2RERNMBICERH SN,
(BI:ABY, BEUN (F CRURFX, 2MERTRE. FFEEDRRELERSMOERZHAUCEDRERNIREZS5RL)

T: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 (2026E58EE
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BE (ALK REEGTF B O UIRRTEEIREST - BROIFNMAIRMESE ZMRE UIZIRREER )

B TRAELEL/IERE (AF-002JGitE/NP2876158) * *'0600me 1 B2EHES5H] (7Lt Ef
N=134)ICHEW\ T EYUATEEN 1 FIRESN TUVET, AF-001JP:HE (ERE]L/I18:E) R 1'J028928
B (EREIAERE) O300mg 1B2EREGHE) (FLE2 Y8 n=161) ([CBW\T. FAIEEREEEEDHER
SNTWET (AF-001JPHBRIFA20Me/40meBHIAREE . JO28928:ERIE2015F 12 AR AR - K2).,
Hy's LawlCEZ 29 BIER. A2 XIEERBITREREED HODNIERIFOBITLIZD. ALTEREUILES D
EBIC EFUIEFOMRBIN TODIEDS, HRADHEEILEIEZRELET . BH. AF-001JPEHERICEWNT
REERB OB LICER. FRERBEDORRTIE. RE5H CHALIA) ICH5ONBERHRDSN
El7c. TDOEAST, ALTIMAEFICK B LEIBBLIANICKEL . MR HRMEERBOHEL LD EEILE>
DWW REFICKVBFRAONDEDD. AFIRSHABFAIFESED LR (1.0mg/dL) O3FLUT
(Grade 1~2) ZHR § HIRADBDONEL 7,

]2 ! FHEREREERE ORIRIXR [AF-001JPHERR U 0289285158 (300mg 1B2E#E5H) . 7L V58 (n=161)]

x5 4 Grade CTCAE v4.0lc&BE—2 BsGrade Bl FE BRI %K BEh | A

5% (%) | Grade 1 Grade 2 Grade 3 Grade 4 Grade 5| B# LIk
merE)ILE > 8 32(19.9) 9 21 2 - - - 7
ASTE N 29(18.0) 25 4 - - - - 2
ALTHEMN 23(14.3) 19 2 2 - - 1 3
meErALP A0 10( 8.2) 8 2 - - - - 1
e e [

%3 Grade 3L L DFFAEREIERBEOFIRES| [AF-001JPFHERR U)02892855% (300mg 1H2EHR5H)) . 7L Y ## (n=161)]

Fiip = FIRFH | F A = LI
20m At . w5 Frigae El78

ALT 40 " 3 FEE | 2621U/L 12 65 PREE W (351U/L)
401 AL = n Fri%ee 3PS

ALTEh0 " 3 ¥EE | 193I1U/L 85 161 #E5hIE i (741U/L)

Wheune> | 20881 5 | smm |oTmed| 18 | mew | 4% | L | xE@
mE

meEYILEY | 408 e " .
o) o 3 JF=EE [3.1mg/dL| 103 29 RE NV (1.2mg/dL)

5 E

—MRICAHREEREEDEREL T, HH. . 2OERK. BESHETONETH. ERDPHESHONT ICHHKEE
RBEEHPREERT EODHDID. BEFIFEMRMICHEERBEZERL TSV, £o. ERDPRBOOSNL
BRICIEARFIZREX IR ESHIET DR EBYRAEZITOTI/ZE0N,

2% | ALC-ALCL 7B (EEIERER) ICH\J BIREEE (P.27)

§ 7L OALKBABEFHBEDHET - BROBEMEODEXISHRICH T DEBSNCAEROAE (A IE. UTOBYTY.
RAERORSZ (k) BE. RACETZLF 70T 1E300mg% 1 H2EEDERST 5.
t 7L T H T2 20/40me (FAREHET .

*18E [ 551/ 118558 (AF-002JG 558 /NP28761 s5R) DR
X R JUVFZTDEEREER I 2 ALK G EGCF R MiafERE
H i 1H20ROKS
fiE Bl W 1344
HEBREE 201258~2017F108

1) AREFRHMER - BRFE]/I18:08 (AF-001 JPiE)
2) AR E R | BN I ER (ALC-ALCLAER)
3)Hida T, et al.: Lancet 2017; 390(10089): 29-39.
[CONARERIFRNELEDIIRICKIThN . BEHICPHRER) I YILEMNIREEZBL TODEDEEND. BEEDDS. 3RIEHHNUEDOHE THB.
) #RER  EREIHEGRER (JO2892855)
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3) #FpEE S . BmEKiR D
RHIDREIC KR FREES . EMREED BBBDNBTENBYET (BFHFXS.3,
11.1.3 38).

@ X SHRA T ERRN ICMREE (MINMEE. BMRDSEF) 270, EEHDOREZ
THCHRBULTLEE L,
@ EENRDOOSNZSICIE. FRZAETZBEBNBUEZIT>TIEE L,

FEIRIR ST
ALC-ALCL 518 (BB IHEEE. n=10) 2I=HU\T . FHEEEAH 1 BIBSSNTOET, HUO 1 FIcHUIT,

FHIKEDICHDORIMEDHEIRIFFBOONEEATL/z. Grade BIFRFIEUILAT D@ TT .
R 1 FPIREUES . BMIREURL OFEIRIKR [ALC-ALCLEEER. n=10]

on et CTCAE v4.03 =k BE— 278 Grade ARSI
B (%) Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
PR ERBUR D 1(10.0) - - 1 - -

&% Common Terminology Criteria for Adverse Events (CTCAE) v4.03(Z$11% Grade ©% (P.27)

8E (ALK S EEF RO THERET - BROE/IMERMESEERREUIERIER ")
AF-001JPitE (B THEa4ER) TR 0'J0289285 8k (RIS I4R5E) D300mg 1B2EHR 54 (7Lt 4
R n=161) [CHWVT. HFHIEURD . BIBRERD DHERIN TOET (AF-001JPEERIEA20mg/40mg
BHIAREE . JO28928BR 201 SE12 AR - R2) ., FHEREES . BMBREE . i1k 52
(21HEFO) [chobh. ZDE. FHEkENE1,500/ulLll E (Grade 1) . HmEkEIE3,000/ulL Ll E (Grade 1)
=R I DEMDRBOONEL .

BEIFRIERD 52 ONEE MBEUHDICH O EEDRIEEHFEL/AEFIL0F TL .

2 FFOERERI BIERECAS DFRIIA [AF-001 JPERERR U J02892855% (300mg 1B2EH%5Hl) . 7L Y8 (n=161)]

s £ Grade CTCAE v4.0(c&kBE—Uks Grade RIF IR IR BEhIE | R
1% (%) | Grade 1 Grade 2 Grade3 Grade 4 Grade5| #I% (k:
57 SR ERBGH 18(11.2) 1 1 6 B - - 7
B IR ECR S 14( 87) 5 8 1 B B B 1
%3 Grade 3L\ LDIFERTRA BIMERECEA RIS (AF-001 JPEERR 102892855k (300mg 1B2EIZSH) . 7Lt HE# (n=161)]
FH - BE(E RIS | S5 AR o
=54 jg | Grade | i e I =
FRBREED | som | 8 | HEE 830 3 43 #L aL | @&
PmzkEEe | K 3 FEE 1,900 3 85 iU iU [E118
SFERBRELH SOﬁﬁ 3 | x=r 900 8 o0 | t& | GCSF | EE
SFERERER Zﬁf 3 5 880 18 56 hzg | mL | @@
SFARIRAH O 3%%5% 3 | EE 960 69 8 e | sl | mE
SFERBRER 4%%“ 3 | xEE 760 13 - sL | sl | ®@EE
SFERERAE D 6%%“ 3 | #mE 980 169 | 36 L | &L | @
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ALECENSA’

X T5 A

EHMICMREE (MERHEE. QKD EE) %"L\ BFRERE QMBI O Z B B L TEEL, e
BEDIREZTDICERRL. EEDPROONIHEICIE. AFZARETDLREBYLRAEZITO> TN,

2% ALC-ALCL#E (BN IMEER) ([CHTDIREREE (P.27)

1) ARSI E R - B/ D85 (AF-001 JPEER)

2) AR E R | BRI (ALC-ALCLEER)

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

[CONAABRISPABEDTIRIC R TON /2. FFICPRHNREIN YA ML EEZBL TV EDEENS. ZEDDS. SAIHHEEDHETHD,
4) #ER  BRESIERER (JO2892855)

4) BHEES

AHDEREICKYBREREDHOONDIEDHYET (BEFHN8.4. 11.1.681).

® S IMBIEENIHREREERIEL T <2

A

FEIRIR;

ALC-ALCLE B (EMEIHERER) 2 ICBW\ T /L 7F U EMA 1 FIRE SN TUOET, GradeRIFIm ALk IE

VNI NGRS
1 Mpo L7 F = EIDOFEIRIAR [ALC-ALCLE ER. n=10]
£ Grade CTCAE v4.03c&BE— 8% Grade 5l 31751 %k
FRA B (%)
° Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
me L7 F =8 1(10.0) 1 : - ‘ - ‘ - ‘ -

£% : Common Terminology Criteria for Adverse Events (CTCAE) v4.03(C&(F% Grade &% (P.27)

2) AGREFAHIE R | BN IMAEER (ALC-ALCLEER)

§ FLETDALKBABRGTFHIEDOET - BREOBEMEOMEXEHRIONT2ERBINCRERORE () F. LTORYTY,
AEROAS (k) BE. SACET7LIFZ7E0T1E300mg% 1 H2E@RO%RS5T 5.
t 7L T H T2 20/40me (FHRFEHL T .



B8Z (ALKBSEGEFBEOUIRTEERET - BROENIEMESEEWREUERTER )

AF-001JPsE (BN El/IHERE) SR 10'J028928: 5 (BN EIMHEHE) D300mg 1H2EIE5 6] (7L
LR n=161)ICBW T, BHEREL Tl sL 7 F = A8mA2 78 (16.8%) SERA2H1 (1.2%) . Bilae
REEA3M (1.9%) RSN TUVET, Grade SLLEDEIVERIZOHTL (AF-001JPHRERIFA20me/40me
B AGRE T . JO289285 83201 5F 12 BHER) .

feh L7 F = MO AERIRRE RIS DT, 5884~ 147THE T, Z0M%. HEREE(E FRYIIN—2
1> D1 55511 (Grade 1~2) =#E I AERDHHOHNELT=,

AFIOERSIM BT BEERER GEFT - BROIE/NAREE) X OELEIRTTREICHE VT, B#EREE CHEIND

BFESEHREL. REBEHIEE TRV 1hlESGEEHDGrade 3 LULEDRBIHA AIRDHSNELI
(202445282988 S) .

BN DEERZSI |\ TRREEN BB E SN BENDGrade 3L DEHEBES R/
DEHAIELI T ORYTY.

z2 | RS DOBEEIRFEEICH VLW THRBEFRN 5D EFRESNIEEEN D Grade 3L EDEHEREEE DRIZAES|

E PP FEHp PR A% Grade | FRUM | BN | g R

EEOS 80 Bt | 150mgBID | 5 14 e e -
mesLFFo MM | 70RMA B | 300mg BID | 3 611 7 = a1
B 80mft &t | 300mgBD | 3 e e nL | *EE
mehs L 7F =8 “RER 600mg BID 3 EH EH N N
EEON 50Rf &M | 600mgBD | 5 32 P SR -
2MEEE ‘ 7 SELR | ey aE

B RAEET 7omAL Bt | 600mg BID ) SELN | e a1
2BEE 70 B 600mg BID 5 10 9 FEE%Y FET
B 80mA% &M | 600mgBD | 4 13 R R o
2ABEE 80mA B 600mg BID 5 21 NER NER ST
BID: 1H2[A]

*MedDRA SMQ[2MEBAR% (narrow) | . MedDRA SOC[BHKIVREEE ] . XUO'MedDRA HLGT [BREREES LOFRGE | 255t

75 %

EHINICBEERE AT\ BEREBOZEBICHHEEL TS,
Hfo. BEOREETHICREL . RESBOSNHAIE. FMERERS5HIET 2RO ABEET>T
A AN

1) ARESMME R - RS/ I18:0E (AF-001 JPHE)
3)Hida T, et al.: Lancet 2017; 390(10089): 29-39.

[CONARFERISRNELEDITIRICKITHON 2. BEHICHHBER) I YILEMIREEZBL TODEDEEND. BEEDDS. SRITHHNUEDHE THB.
) HAER  BREIEE (JO289285 )

PLEYY OERSNCHERUAEEUTOEITY,
6. FHiERURAE
(ALK GBI FIREDET- BROERE) (ALKREEIZF R DIE) BERAHREIC S 1 BT fBEE)
BEAACREZLIFZTELTIE300mMgZ 18208018579 2. BE. RAICIEZLIF =70 T1E600megz1820. BEICROKRSY 2.
BENRICEZLIFZITEVCREICEDETROEBSEZ1B1EXE1828 22U B5HRIF240BRETES B, BE BEDREICKVBERHET .
ROKRS59 D, (BRXISHEEDALKRSEIEFHBEORIMEXMIRY > /ViE)
*s 82 1OR58 @,/ %) . TEIJA79‘:7r;tL;'C1 O300mgZz1H2ER 01859 2. 2fZL. 48E35kg
kgl L1 5kg 150mg T50mg, Omg RBDBED 1 ERSEIF150mgeET 5.
15kglA E25kg i 300mg 150mg150mg
25kgPA E35kg R 450mg 300mg.150mg
35kgklE 600mg 300mg.~300mg




ALECENSA

5) HLEZFF

AHDBREICKVBLEFADPHEONDIEDHIET (BFFX11.1.4 BR).

@ ESHEDIEF. BEOREZTDICHRLTLIEETL
@ EENROSNIZEICIE. ARE. BEXER. CT%@MEH@EE?‘TL\\ xH|
DS ZDIET R EBNBUEZTO>TIIEET W,

FB IR

ALC-ALCL B (BN EIHERE. n=10)2IcHL T, MEZILORRIZOAITLL,

B8E (ALK SEIETHB MO IMTEEGEST - BROEIERMESE ZHRE UCEREER )

AF-001JP &8 (EIFEs]/ I48ER) * R0 JO28928 58 (EM s I4RER) 0 300me 1 B 2 EE5H] (7L
T2UEE n=161) (CEWT. BILBEZIALISRBODONELATLED (AF-001 JP &B&IFA 20mg/40mg £

e, JO28928: B 2015 F 12 AR . B/ CERMLZER RS/ I35 (NP28673 58 * '
DB00mg 1 H2EEH4] (FLE2 Y8 n=138) IcEWLT. BEZFID 1 fIRBHON. HETICEOTLDIE
PREINTVEY (K20meg/40me EHIERE")

75 %

BEOREBETRICHERL. BEDPROONBEICIE. ARE. BEXR. CTHEOBELRREZTV. AF
DHFE5%EHIETDREBYRILEEITOTIEL,

1) AGRESRMME R - B/ I8 (AF-001 JPHER)
2) AFREFHEER | BN IHEEE (ALC-ALCLAER)
3)Hida T, et al.: Lancet 2017; 390 (10089): 29-39.
[CONAEBRITRNBEEEDTIRICKITON 2. BEICHHREI) I YIL A MNIREEZBL TODEDEEND. BEEDDS. SRITHNEEDHE THB.
4) HARER  BRFEIERE (JO28928:E)

§ FLETDALKBABEGTFHIEDOET - BROBEMEOMEXSHRIONT2EBEINCREROBE () E. LUTORYTY,
RAEROAS (k) BE. SACET7LIFZT7E0T1E300mg% 1 H2EREO%RST 5.
t 7L Y H T 20/40meg 1 ERTEHET o

*18%E  ERLRASE/IBHER (NP286735ER) DBIE

x4 R JUVFZITRBDALKREGELFZE 9 2IF/\HiefhEEs
A 7 1B2EROKRS

E # #® 13841

AR E 2013%68~2017%108

13
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6) MmiEEEIE

AHDBREICKVMBERESHAHEONDIEDHIET (BFHFX11.1.5 BR).

@ i SHIEE. FEOREZTHICHRL TN
@ EENRHSNIIBSICIE. ZFﬁlla)S‘z%’éqﬂjtﬂ'é7&:‘:“5@@@%@’21‘?3?(7‘:“3L\o

FEIRIR ST

ALC-ALCL #B (ERHEIMARR. n=10) 2T MEREREDHKIITOFITLI.

8E (ALK S EGEFRIEDOIRTGET - BROF/IMIRMESEERREUERRER ")

AF 001JPi#E (EF ]/ I:E) *D300mg 1 B2EIRS 6] (7Lt U8 n=58) (CHL\ T, MLERIEE
RBOSNETATLED (AR20me/40megalf&KRE") . JO28928 8 (AR FIMEzER. 7L > 1Ef:

n=103) ICBWLT. Grade 2ORBMERREN 1 FIRESNTOET (2015F12AKR) . JP28927aER

(AnEYZERFEEER) (CHWT. Grade SOMEIARMASIED 1 FIFRESN TVET (R20mg/40mgE)
eF) . BRHEREEL/IEE (NP28673:#8) *0300me 1 B2EHESH) (7L HEn=138) B\ T,

FZEAED 1 FIRESN TOET (2014F6RKFR) .

75 %

BEOREETDICEREL. EEDPRBOONIHAICIE. FEIDRESEHIETIREBYLLAEZITO TSN,
1) AGREFEHEE R - AT/ I8 ER (AF-001JPEER)
2) ARESFME  EPNBIERER (ALC-ALCLAER)

3)Hida T, et al.: Lancet 2017; 390 (10089): 29-39.
[COI ARFBRISRANEEDIIRICKITDON Iz, BBICHHNREL) I PILEAMNYREEZBL TVDEDEFND. EEDDE. 3RIEHAREDOHE THD.

4) #RER  BRESIERER (JO2892855)

7) ZTOMOEIER

RODKXSBEMEAN S SONBEICIF. BEORELERICHU TEYGLEZIT

TLREEW
5% | ALC-ALCL &5 (BB IHERER) ([CH T HIREELE (P.27)

(]

Bn4EE

ALC-ALCL:E (BANETERE. n=10)2I1ch T, BMER MOFKRIZ0F T, BESROOSNHBEICIE
KE)ZARE T DREBYLRNEEITOTLIEZ0N,

8E (ALK RS EEFHREDOIRTHERET - BROE/MERMESE £ RWRE UK ")
AF-001JPitE (Bl TH8atER) TR 0'J0289285 Bk (R IMA:1E) D300mg 1B2EHESH (7L 4
B n=161)ICEV T AMMEMITROONEBATLED . BHOELERTEICEN T ARBEDPEETE
BUAMMEREEDOSFRESNEL (2021 F8A30HRFR) .

* MedDRA SMQ A RS (wide) | &5t

§ 7L OALKBABGFHIEDHET - BROBEMEODEXISHRICH T DEBSNZAEROAE (A IE. UTOBYTY.
AERORAZ (k) BE. RACE7ZLF 7L T 1E300me% 1 H2EEDERST 2.

t 7L T H T2 20/40me (FARTEHET .



ALECENSA

Mo L7 F 2+ 73 —¥ (CK) gl

ALC-ALCL& B (EMEIHERER. n=10)2IcH W\ T, MFACKEIMN 1 FIRESN TOET . £/, EHBRES
DEBLAE - BIRER. HAHVLDER. BEBEFRELITERL0FITL 2, Gradef|FERAIEIFFRI DB TT
(P.16) . EEDBDOONIIHZEICIE. KA ENRET DL EBYIRAEEFTOTIEE,

8E (ALK S EEF R OIRTHERET - BROEIMBRMESEERRE UIRRRER ")
AF-001JPtE (B EE]/ IMEER) "R 0'J028928548 (EIM S5 MA8:AER) D300mg 1 B2EHE 56 (FL> 4
B n=161)ICHWL T, mACKIEEMA 2961 (18.0%) « BHEEH 1961 (11.8%) RSN TLET (AF-001JP
HERIFA20me/40meiFAERES ' . JO28928: 8413201 55 12885 R) . Grade I HIRAIEIFR2DB T
(P.16) . MACKIEMIFIREH (11 BLUA) ICHOONBDMERDBHONEL . BEHRBIEFOERR
HE BB HAOWVLOERR. MERBEFEL/TESIFOFITL .

FKREES

ALC-ALCL:E (EREIAERER. n=10)?IcBW T BRERES 1 FIRESN TOET, BUO1FICENT. REES
ICEBERDN DB CHRERD DFEIRIFOBTL . GradefFRAIEIFFRIDBEITT (P.16),

8 (ALK RS BEIEFRIEDOIRRTEERIET - BROE/VBIRMESE ZWRE URREKER )

AF-001JP&tE (B Es]/ IHEER) R 0'J028928:t8 (EIM s M48:ER) D300me 1 B2EHE 56 (FL> 4
Fn=161) IZBVT. BHRZERLLSFOKRREREZNIOM (24.2%) HESNTOET (AF-001JPEHERIEA
20mg/40mgBiHA&eREE ' JO289285 84120155 12 A8 ) . Gradef IR AlEkIdR2DBY T (P.16).,
HKREREICEDERDON DB IR IUSHERD O 7IEHILO0FI TL 7.

HE

ALC-ALCLE B (EREIMHERER. n=10) 2ICHW\ T BBREBREBHABI. RBEH1FIMESN TLET ., Grade
RIRIRGIE IR DBYTT (P.16),

8E (ALK RS EIEFBRHEDOIRTHERET - BROE/IVEIRMESEERNRE UERKER )

AF-001JP:tE (B 1/ IMERE) SR 0'J0289285 5 (EM $M85tER) D300mg 1 B2EE 54 (7Lt
B n=161) ICHBWT. ®BH28%] (17.4%) . BHREBIREZH8H (5.0%) REINTULEY (AF-001JP
SERIFA20mMe/40meEHIAERE T JO289285EI$201 5F 12 8kA) . Grade B RIRFIEIIR2 DB T
(P.168) . BEEELHEAICHVTIE. ABE (NEAR VEEBRI AT I AT A UG, ~/SU>
BOWESE) RO 7L I —MREREE (T 14V 717 IERIEE) (LR EPTONEL =,

(&%

ALC-ALCLE (EREIHERER. n=10)?(CH VT ERH2ARE SN TUVET ., GradeBIFRAEIIR1 OB
T3 (P.16).

B8E (ALK RS BEIETBEOIMTEEREST - BROEIERMESE ZHRE LR )
AF-001JPiE (B ]/ TH8atER) R 0'J028928: Bk (B s IA:1E) D300mg 1B2EESH (7L 4
B n=161)ICHBWT B 49HI (30.4%) RSN TLET (AF-001 JPaERISA20Me/40me S &REF ' |
JO28928: 83201 5F12AKFR) . GradeflIRIRFIFIIFR20DBYTT (P.16).

1) AREMER - BRE]/I18:8E (AF-001JPHE)
2) AREFRHmE R | ElNFEIiERE (ALC-ALCLERER)
3)Hida T, et al.: Lancet 2017; 390 (10089): 29-39.
[CONABRITRNBEDTIRICKITON . BEHICHHREI) I YIL A NIREEZBL TODEDEEND. EEDDS. 3RIEHNEEDHE THB,

4)4EEE : BN EIARER (JO289285ER) 15
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ALC-ALCLE B (EAEIMERER. n=10)?ICHWV T RIROFJRIZOBI TLIZ. REHRBOONIZFEICIE. AHZ
WET DHEBRINBEETOTIEE,

BZ (ALK RSB F RO ET - BROIENBIEMESEZRMREUERRR )
AF-001JP:t8 (B ]/ IMRE) Sk 10'J028928: 8 (B EIE:48) D300mg 1 B2E#E 54| (FLt> 4
B n=161) IZBW\T. BIRD261 (1.2%) . SAMERIRD36] (1.9%) RSN TOET (AF-001 JPERERITA
20me/40mgElF|Z&zReE . JO28928:484132015F 1288 &) .

WFhHGrade 1 T B EHRIERIFREEZEL/SEMITRL . 2 TOES TAKI DR SIS TTRE TLIZ,

=1 ZEEADORIRIXRIALC-ALCLEER. n=10]?

4 Grade CTCAE v4.03 kB E—78% Grade 5l 33752k
B 5125 (%)
0 Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
I CKE N 1(10.0) - 1 - - _
KEEE 1(10.0) 1 - - _ _
ki3 1(10.0) - 1 - _ _
BREBIREZ 4(40.0) 4 - - _ _
= 2(20.0) 2 - - _ _

£% Common Terminology Criteria for Adverse Events (CTCAE) v4.03(Z&\4% Grade B (P.27)

SZ (ALK RS BT FBIEOIRTRESET - BROE|ERMESEZHRE URKRR )
K2 : SENERADRIRKT[AF-001 JPEHERR V028928515 (300mg 1B2EH#5H) . 7L YE# (n=161)]

— 4 Grade CTCAE v4.0lc&2E—7EFGrade Bl F BRI 1 mEE | ke

BI# (%) | Grade 1 Grade 2 Grade3 Grade 4 Grade5| P k=
MmACKIE N 29(18.0) 17 5 5 2 - - 9
iloSEE 19(11.8) 19 - - - - - _
KEEE 39(24.2) 38 1 - - - - _
£ 28(17.4) 26 2 - - - - 1
BIREBIRKZ 8( 5.0 2 2 4 - - - 4
{E* 49(30.4) 40 8 1 - - - -
AR 2(12) 2 - - - - - _
ST e 1R Ak 3(1.9) 3 - - - - - _

HRERBRDPEESN OBV ERESTERILTVET,

1) ARSI E R - EASE]/ I8 (AF-001 JPEER)
2) AREFRHME R | EA S IHEER (ALC-ALCLAER)
3)Hida T, et al.: Lancet 2017; 390(10089): 29-39.
[CONAREERISRNBEDITIRICK)IThN . BEHICHARER) I PILE MNIAREEZBLTODEDEEND. BEEDDE. SRIEHHNUEDHE THB.
4) #HRER  ERNEIHEEER (JO2892855)

§ FLETDALKBABRGTFHEDOET - BROBEEOMEXSHRIOHT2EBEINCRERORE () E. LITORYTY,
RFERORAEZE Gk BE. RAICETZLIFZ7ELT1E300mg% 1 B2EEDERST 5.
t 7L Y H T I 20/40meg 1EERTEHET .




M

S-ERZSCIRBESFERIFF. EFAXBER(P.30,31) ZITSRIEET L, ALECENSA

% PR 3L 5% OD R

1) ALC-ALCLH 5% (BRI E%) 2

2) ABRRHEE L E N B AR (ALC-ALCLAER)

AERT Y1V RUS RGN

FhEREE
AL KBAEBIE T MR DML ARRD >/ \FE
© B EES B D F iR 6T £ PL4F=7300mg1H2ME. 8-y BERE
o BN FRIEICPDEL I
BEBCR/PRAIESNT . —— ({xE35kgkKiH:7LI/F=7150mg1H2H)
RIMEE (R I BRI LE R
OHE IR EEE T D 141902185
(SEHEE IR O )
®ECOG PS 0-2
(n=10)
K¥RAIEUVTRRKI6UATILETELT 7T A4 TILLIED
BE5#MENNEEFBENHRIUERE(E. HRRSET &
()=

BRXIEAMALKBAETFHERMMERMIEU > /\ERE (BRUL) ICBI2T7LIF T 0E M. Z2h
ROEYENEEIRET T Do

%ME?E*@#WEE& MR EIEER

BRUSHAMAL KRS BEF B R AR/ SIS (6RLLE) 1061

(SRR RET FAS CARIHE 5 Sh =2 1) 105, ZE MRTHSIER CRAIL 5S4 61) 106]. 329
B RER (KA S SN2 6)) 1 06]

* HOEICK) ALKBABEGFHETHAD EPEBANICHEEZH SN TODRDERMAE) > N EEEETRELT,

EailE]E]
FEFMEEE =M= (hRYFEZEES) (Revised Response Criteria for Malignant Lymphoma)
BRI EFMIER ST BEMRR, 5 (DOR)  MEEEA AR (PFS) « 1 N NETFHAR (EFS) . 477881 (0S)
BREFmEE W/NERERZ (MDD) . It ALKHTAMM

Z0fts RN ENHE
R &t B

B =IRROZOEAIO0%CIHE Pl EMERLOZF DmAI0%ClIa W IEERICK EH L=, BE
ERIFE0% ERRE SNz, EREDEIG  ERBEBEEEFL S FREANY MR EROFEREEHFEE .
Kaplan-Meierz&2 AW THTE L. #HZNOmEI90%ClIAGreenwood DA AR TKke Tz, SRIICRES N
YT —T (FEiis) BRI & =5 L 7= (X)),

ReW BEERNORIERICOWTC REBERUORLEEEZER EEERICEL L.

EMERENT A — & MAFEEICDVWTETIICK SRV ZITV. EMERIEM/NTA—2ZEHX L. £/35
X—RDBHRASORSENCEY L, HMERE I EIChFEEDBMtE 423 585|ICEE T 8B
HWRR (ERIROFETEE) a5 ERICER L 7.

O ERHAR 2016558208 ~2017F128 108 (RHWODBEDEBEUS B~ 1 RETAHY b TE2BMELEREDBE DR
BEH)
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BRIREER D AR

BEESR

BEERIE TRITRTBYTL.
FHRIVAEOEAAIL. TL2YF27T NRFUHEH) ALCLOOKR OESHAPEED & 44 CHOPEEH 34

18

TL7z,

261 (n=10)*" 261 (n=10)*'
n (%) n (%)
FELSD 246+18.9 5D - 4 b -5 AT 3(30.0)
shsRff (§EE) 19.5(670) VNG ()
Fi (%) BRIk 0 BRES - Basn ') > /N8 () 1(10.0)
6MLLE. 158K 4(40.0) ) >/ (&) 2(200)
15mLLE 6(600) AthR ) > /NG 1(100)
B 8(80.0) iR PIAY: ] 1(10.0)
Rl - 2(20.0) FEABIAR ) >/ N 3(30.0)
g&(cm) | Ti5E+SD 15954228 BaRED | ) /i 2(200)
FE+SD 50.8+16.1 BB > /NE(R) 1(10.0)
chiafl 583 B&E- KRR /N8 () 1(10.0)
8 (kg) (€:)) (20.0-71.7) B®-ABRY >/ \H () 1(10.0)
35kgkik 2*2(20.0) Khe 1(10.0)
35kgklk 8*4(80.0) HE/ET 1(10.0)
0 4(40.0) ol 1(10.0)
PS 1 2(20.0) IR 1(10.0)
2 4(40.0) BEED A 3(30.0)
I 2(20.0) LES i 7(70.0)
- i 2(20.0) SHED 5 10(100.0)
il 5(50.0) LES i 0
I\ 1(10.0) 7LLE—0 | F 1(10.0)
BREEXD o] 7(70.0) LES " 9(90.0)
GRS & 3(30.0) HbA1c (%) | Fi5fE+SD 5.4+0.4
s HATED VIEERE AT 4(40.0)
i B1ER 4(40.0)
BOER 2(20.0)
*1 FASER

*2 AREIEKgRM2BIDAFRIE. /NR (1578RH) 261, A (1551 E) OB TdH o7z, AEIEKg LA EDBFIDAERIE. /NE (155 26, BLA
(15m L) 6l THore.

ALCLOO: T H U XYY S UORAT IR ABANN A = ARAT7IR TNRURN S ETEY (RFVILES VLIS ZRIB R RS

ESHAPEEE TR N XFILTURNZY OV S RTEY AT SF 4

CHOPSR S I OARAT7IN  RFVIES Y BV IUAF TRV OV EA
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ALECENSA

(LTl

[ EWNEE EE=HHED . TEBREE) ] hRYEESA(CKDFHE

FRYUTEZEZDHEICKD 106 DRRMEIRIE. CRDEHI. PRY2AFITHY) . Z3h%(E80.0% (8/1041)
(I90%CI:56.2-95.9%) TL7#= (201 7TE 1281087 —8H YA 7B R) . R BHICHE SN /-RIMEE

50%TL 7.
HREEHR (n=10)
=% (CR+PR) 80.0% (90%Cl: 56.2-95.9*)
CR 6
PR 2
SD 0
PD 2
1 FASHRHT

*2 WIERERICE D HETER LZEERXM. — 5. B HICEDJERLEA X
(Clopper-Pearsonikx) TEH L 7290%Cl1$49.3-96.3% CTH o7z,

$EIMEE A 7S HARS (PFS) GIRHTEES . TE6EHES)" ]

PFS®OKaplan-Meieri#RIELI T D@ THY . 1 FPFSE| & DHEEEILS8.3% (MfAI90%Cl:28.6-79.3) TL /.
PDXIFREZBHLEVIFETIFAHRBOONEL T (201 7TF12R10BT —2DYMATHER) .

60 E.. | 1 Ll ]

40 .

DI HF el

<)
=

200 nbsa

1EEIBRAFEIS(MMRI90%CI) : 58.3% (28.6-79.3)

0 , : : : : : : : ,
0 100 200 300 400 500 600 700 800 900
HERESELSOHRE (H)
SERRSHETEE. RARIEARI90%CI

* FASHRIT

Z2MFHAICOVNTIE. P.20Z2IZBRTEE0.
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RERD AL

Z T (BIER)

ALC-ALCL &8 (BB TMRRER) 2 DRL M FMHSRA 1065 106 (100.0%) [CEHERHBHONELI.
REWERIE. BRESREB 46 (40.0%) . LLEMRE. SEIX. MF7ILHUKRAT 72— EHME 35

(30.0%). FHI. ON%. FW. BH. BREMES?2 §(20.0%) % TlLE, (2017E128 1087 &y

A 7B

BfERRRR—E

[ALC-ALCLERER ({kE35kgll LI2300mg 1B2EH25. (FE35kgF#lE150mg 1H2E1ES).n=10]

. CTCAE v4.03Ic&% CTCAE v4.03I2&%
BER4 SKIH IR Grade*ﬂlj?%iﬂﬁﬂﬁ BlER% I8 RIPR Grade*ﬂl]?%iﬁﬁﬂ%&
MedDRA/J ver.14.0 7% (%) . MedDRA/J ver.14.0 % (%)
BRERIRE 6600 1 4 1 - - A 11 100 1 S .
By | oo 1 2 - | [semwees oo v
TANSGEIBTI 0ol 1 - - o EEbE 11100 1. - - - -
NS> AT T S5—FH MEREs. HEH LU
teh s L7 F =>4 1l100] 1 - - - | | RS 220002 - - - -
nHEILTFS Tool - 1 - - - FLILE— Rk 11100 1 - - - -
RARFF—EIENN THEED X5 11100 1 - - - -
MR U JLE >N 11100 - 1 - - - [Tym Tiool 1 - - - -
SFARERESR 11100 - - 11 - - MIRREE 2/200| 1 1 - - -
RS SUFERE s/500] - 4 1 - | [ 5e o200l 1 1 - - -
B 8|00 - 8 - - | wmm i[100 1 - - - -
PR 8300 - 8 - - | [mumm 1100l 1 - - - -
%ﬁ%ﬁtﬁ 1 100 - - 1 - - BEE% 1 10.0 1 - - - =
OEm 1100 1 - - - | [ ey 11100 1 - - - -
EMESURTEAEE | 55000 4 1 - - | (e o0l = = = = =
RREBIRES 414001 4 - - - | aRr 1100l 1 - - - -
SV 54 DN 1100 1 - - - - ‘ .
Ei 2> 11100 - 11 - - -
K ERzIR 11100/ 1 - - - -
A =ESEE] 11100 1. - - - -
BEEE 3/300/ 1 2 - - -
TAI 2l200[ 1 1 - - -
Om% 2/200 2 - - - -
B 2l200f 2 - - - -
HES 11100 1 - - - -
gL 1100 - 1 - - -
Kb LUFRERE 3/300/ 2 - 1 - -
RIS (M 2l200f 2 - - - -
FES BRI AE IR 11100 - - 1 - -
—pn =S5 N
BomhonE 2/200 - 1 1 - -
B 11100/ 1 - - - -
BEE 11100 - 1 - - -
FAEMEFRE 11100 - - 1. - -
BR[| dmos - -
ROEE if100[ 1 - - - -

MARBEDPEESN TORNERELTEILTOET,

20 2) AREFEME R EAZEIRHER (ALC-ALCLAER)



D
ALECENSA’

8E (ALK S BIEFBEOIRTEEREST - BROEIERMESE ZHRE UCRRER )

AF-001JP:ER (B Es]/ IHBakER) *R 0\ JO28928:18: (B s IARaER) D300me 18 2B 54116161474

(91.3%) ICEHERDROONE L 7c, ELRRIERIL. EM496] (30.4%) . IREEE 394 (24.2%) . FZ286
(17.4%) . ImAAEUILEZAEM326) (19.9%) « ASTIEAN. MACKIEINE296 (18.0%) « 7L 7 F = 1810
271 (16.8%) ZF L7 (AF-001JP:ERIFA20me/40me sl &sREs ' . JO289285#841F201 55 1288 ) .

3B EICERSHSNI-BHERFRIRIKR—ES[AF-001JPEEER A 0 J0289285K88(300mg 1H2E%541).n=161]

CTCAE v4.0ic&% CTCAE v4.0lc&k%
BElER 4% I RPER Grade*/“JlJ%IRﬁIJ%& BlER% 5530 RIEE Grade*SIJ%IEWJ?&
MedDRA ver.16.1 #I# (0 - G2 G3: MedDRA ver.16.1 BI# (%) G2:
= T
S5, ak1y R
(20205 i | 29| 143)19 2 2 - - P s
TAINTF VBT AR 15/ 9315 - o 1 .
ezt i il RIS 0o 62| 9 1 - - -
Jﬂltptlji/t\/iabu @l1og 921 2 - | = Y= s
BT e 200180117 5 5 2 | [GABRBED
mepsLFF MM | 27| 16816 11 - - - *ff*ﬁmﬁ%
mErUsUeoREm | 3 19 2 1 - - | LR 191118119 - - - -
SRR 18] 112 1 11 6 - | | BRESSUSERE
EImEREH D 14 87 5 8 1 - - H%H*%A s 19 1 2 - - -
=LA ELGEEDS 5 31 4 1. - - -
TR e 10 62 8 2 - - o ogg s 1o - 8 - - -
BiEEE JUE % 4 25 2 1 1 - -
B 49| 30.4| 40 8 1. - - REmR 6l 37/ 20 4 - i _
A 11] 68/10 1 - - | | mRE WBbLURREE
BR% 3 19 1 1 1 - | RIHEMRES 9| 56| 3 1 5 - -
BO 171 106|160 1. - - -| | [REE=
A% 170 106|156 20 - - - | g 3l 19l 1 2 - o -
&t 4 25| 4 -1 -1 - - AREZ /% 4| 25 2 2 - - -
REHLUR TH#ES D=
SRR E X 3] 19| 3 - - - o | A% 3 19 3 - - -
R EE )R 748 7T - - - ]| REBEUREREE
e 3 19 8 - - - -| &mEmE 3l 19 3 - - - -
ii %gg?ﬂﬂi 3l 19 2 1 - - _ Ea’@l& S gl 19l 2 - 1 - -
e e | | WEBEUYY R
55 8l 17426 2 - - || & . 9 56 6 2 2 - -
RREBRREE 8 50| 2 o 4 | | DocURERE
EREE BikeerEs 3 19| 20 11 - - -
RERE 39| 2a2lss 1 - - | | RS
P s 50 8 - - - - TERSE 4 25| 4 - - -

e
*ARBRS BTN TR ERE L CEN LTS 7
1) RERESERER | ENE] THERRRALE (AF-001 JPEER)
3)Hida T, et al.: Lancet 2017; 390 (10089): 29-39.

[COI ARRERISPHNBEED IR IC K Th Nz, BEFICHANREL)TIHILEAMIREESEBL TVREDEEND, BEEDOS. 3RIKHHNEEDOHE TH D,
4) A EREERE (JO289285E)

§ FLETDALKBABEGTFHEOET - BROBEFMEOMEXSHRICHT2EBEINCREROBAE () F. LTORYTT,
AEROASE (k) 1 BE. RACETLIFZT7ELT1E300mg% 1 B2 EREOHRST 5.
t 7L P HT I 20/40me (ERFEHET .
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BI{ERICDOWT

EEmUATJEEEE (RMP) ICT, EEREBENYRIEVLTEESINTLSQTHIR
ERVHREREOFAICSIFIRBIRRICONTHITLIEEL,

Al QTHEFZER
ALC-ALCL:E (BANSEIMERE) 2Ich 0. QTRIRIEE O FRIKFOFI T,

2% (ALKRABE TR OYIRRTEELET BROEMIFRIMESRE M REL/IRKRRRSY)
JP28927:E (ENEMFHIEEERE) X UJ0289285E (ENEIERE) D300mg 1H2E#%5HIIC
FVWT DERQTEEN3HI (Grade 153241, Grade 3D 14l) BB INTWVET (UP28927H B IEA
150mg B AERRF . JO28928:E1E2015F 12AKR) . Grade 3D 1FIISAF DAREEZL KL, &5
FRUEICESTERNSOBI TL 2.

BZ | hERGFvRIVICRIFTREICDNT

EREOT7 L oF Z71REIRIFIn vitro ChERGEREREL FL 7 (IC20 : 58ng/mL. ICs0: 217ng/mL) » AREE
DMFEEFBER (99%L ) &ZRBLEEX. AIFROBEIEA%ZIN VivoTHER T 2HEDARED MFFRREEL.
ZD100fE EEEAONET .

RE . NERGF v XL ORREE. OB EEN BN OB AMBOELNDSQTHEROER S| X I gD D Bamn
BRAEROREERDIENPHNONTUET (Sanguinetti MC, et al.: Cell 1995; 81 (2): 299-307.)

22

RARES
ALC-ALCLEE (BN EIMERER) 2 IcE W\ T EEAD FIRESN TOET,
- 4 Grade CTCAE v4.03I2&k % E— 2785 Grade Bl R 15 51l $1
% (%) Grade 1 Grade 2 Grade3 | Grade 4 @ Grade 5
fERRE 2 1(10.0) 1 - - - _

2 (ALKRABRGFREOYIRT L ET BROEMIRIEREEZHRELBRRER )
AF-001JPiER (AR IHEEER) X 0J02892851 5% (ENEMARER) (300mg 1B2EIFSHIICH T,
BREEZED 1561 (9.3% ; REZIR. #EER . RNEE. =M. EVE (EVRHE) . RORYIRK. RIEET . REBA.
PRI, RS, 5B48) SRS N TULET (AF-001 JPEERITA20me/40me 2 &Reg . JO2892854 88
132015F 12885 R) . Grade SOEBLIE (BHHRMEAE) 1 Bl CHREZZLEL D 5P IEICESTERNITOHF
Tl7=.

HERE (visual disorder) (%M 2WEREL T, TR B AOBESRERINEL/ (SetoT, et al.: Lancet
Oncol 2013 ;14 (7): 590-8. [COI] A BIF RN BEDZEICKIITh /=, ZEEHICHHEL)FRERRLRE
EZELTLVDEDEEND, EEDOE. 2AIFHANEEOHETH D).




ALECENSA

BFANDZOMOEERAICKIBRENBEIN TN TN, EREKRHERTIE
TR RZBEICEELTLELIEH?

A2 ALC-ALCL:E (EMSEIARER) ¥ TlE. AEBBEUED T BRI SRICEIL T BENDRAXEIZH
ENTVWEEBATLE,

2% (ALKR A EETHIEOYIRTEELET BROIL/MIRMEREE N RELRRAR )
AF-001JPi#E (EMEEl/ IR "R 1VJ028928: B (AN EIERER) Tld. BEAOFHANET. BX
NDREFEOEZRORES BT 2EEHL THY. AT BHNRIREER CIEAXADREZ BT /o DXIH
ELTHBET LS —LOEREEHEL TOET,

BMEEMIEEDKSICEEHLEITN? e, REFOFAITORREFICOVWTHZT
<fEEL

A3 AP HZHEIE. BIRFMERBOZEL VEMHBOOSNET D, BHEEZRFICREL TV\DHE
(CIFBMLARWNCEDDYET, mpEEILE> OB EEIN. LERRRKRESR (LDH) &E. /\7h
IO DAEBREUTADBPOROET . RREFHEFEICIDIANMEEBM TS, BERI—LATAN
DIERDGIEICRIET
Xk BEREDORESNIIERDOE. FHBERDPFONTELIC OV TRICRLET .

& AmMEEnORRER [MRE (BAR.BHETD)]

8 Bz 5
BRE | o | RSE | RRES | /—L2 B ag (2| wR |58
ﬁgﬁ V=F>3
~ESO0E> | 95g/dL
MCV 851
1 1E2E | s, oV bk ik
| (O soomg | BRI | gy | REDIVES 129merdl | ) k| g | 4imras | oa®
it | OO0 | 12mRe LDH 300U/ | RO eyl
/ NZhOEY | 2me/dL FAEX -
@IRFMBREL | 124%10°/L
ANEZOEY | 6.4g/dL
MCV 106 6fL -
ERIFRE | 704 | 1028 e | BEULEY | 1.87me/dL . L o
am¥am | % | 300meg| °F | B% | [pH 386U/L LR | Hid ﬁ%‘% SR
NFRTaE> | 2me/dL it
WAAMHR | 3.8%
\ ~ESOE> | 68g/dL #,
80t | 1B2E L. | Evne: i | oex
amiegm | OO 78 B | BEULEY [ 18meg/dl | w Lo e8| mEvE
i | 300mg L DH 2416U/L (HE=THEH) wRE
NE/OEY | 7.48/dL
\ GELES | 185me/dl | ke i
Eﬁﬁgﬁ 72{?‘@ AZE | 42m | mit |LDH 351U/L (BE5T | @ | 3R fﬁ
™ & NTRFary | 86me/dL B3%) (CER R =
WAKME | 47%

1) AR E R - BRFE]/IHBERRGE (AF-001JP:ER)
2) AGREFRHmE R | BRI ER (ALC-ALCLAER)
3)Hida T, et al.: Lancet 2017; 390(10089): 29-39.

[CONARHBITHNBEDIIRICR ) TDON Tz, FBFICHHNBEL) DI A MIBEEZRL TV DEDEEND, ZEEDOE. SRAITHIHIEDHE THD,

) #RER  BERNEIHEGRER (JO2892855)
5)Veena G, et al.: J Hematop 2021; 14(2): 131-6.

6) Kazuhito M, et al.: Onco Targets Ther 2023; 16: 65-9.

§ 7L YO ALKRIAEGFBIEDET - BROEMEDRE

AEROBRE () 1BE. RACRT7LIF=7E0T1REIS00me% 1 B2 EfEAIR57 5,
t 7L Y H T 20/40meg 1 ERTEHET .

IFHRICH T BAERSNEER AR (A &, LITO®’YUTY,
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BRAAICDWNT

BB ENIEEP . RRERZEAER LBESR ESTNELVTIH?

Ad BHENTEICTH DU EEEITE AN ERAE T ROBABEHC 1 EHDE (300mgXiE
150mg) BT BEIICHEBNRBL TS RLT2EHOBE—EICRAT B ENRUED.
THAE RV, Fo, BoTERABLTLESBAICIE. BEICHRYEICERT 2L, BEICHSE
LTLEE . BIERDR<BODNBAIERDBYET .

ER/FRISTHAZITSCLETEFTH?

A5 FAISHBHBBE CHHIEND. RRIEL THRUTERL THUEEA, POEFTHET HHAICL.
D AEDOBRNICET BRI ARTA A, ZEFrE XY MOEARER (F& <27, T—JL)
BEEMEMT B, BB DWIEALARLRE EERNEEBEVLET.

RATEIVPEZRE LTRSS T B EFOgETTH?

A6 BOT I TRELEZEBOT -2 (B, 22t B98N (BN TOWEEADT. RHATILLT
BELENTLEZL, BRBBRE5TIE. PLI7FZ7600mgaaB T 2B RE IV 1—AD
BARERERNCERRE LSS h T RSO RL TREIZS TR 5~1 65 a T RS
Tld2.4~2 SIEBBEIEILZEVHRERESBONTOET ", LK. 2B TDORSILHE
WelEBA.

T RER  BIERREEIEAER (GP427 765 BR)

Z Dfth

ECOG PSOEWVEE, [FEEEDIETUCVWAEEBICHIHIIET VREHVFTH?

A7 ALC-ALCLEE (BRSIERE) 2B\ T. ECOG PS2MEE SRR TIldid. PS20EED
APIEENTWELD. FREEHITD R PS2LL EH B WEIEZEEEEDIE T L TWDEEICHT S
AFKIOFERRBRISEREONTWET, BEBEANDFERICHEZOTE. AFOFIIER O REEZ T2
BEL J= LT AFI DN OBFBEIREIC DV THIEERICHRET L TEE0. BE. FFiREEEDHHEE
W AFOMFEFRRED LR THEOREDHIET .

BE (ALKBSBETHHEOYIRTELET BROEMIRMESREEMNREL/BRRAR" )
AF-001JP&tEx (M EST/IHEEER) (FECOG PSO~1T. TREHMED MR SN TUVBBEEWNRELTVE
L7z, JO28928: 8 (BN (CH ULV T. PS2OBEIBRISHR TIIBUEEATLED . ERBERIE
Dl (PS2UIEH BNV EEEREDE T L TLBSBEICKH T AR DEAREEBRIIRONTOET .

1) AGREEME R | ENE]/ I8R5 (AF-001 JPEER)
2) AREFRHME R - EA S IHEEER (ALC-ALCLAER)
3)Hida T, et al.: Lancet 2017; 390 (10089): 29-39.
[CONARRBRIGRANBZEDTIEICLITON . BHRICHNEUZEL) Y IL A NREEZBL TWDEDEEND. EEDOL., 3AldHhHEED
HBThHB.
4)HNER BN EIHERE (JO28928:t8)

§ 7L Y DALKRAS BT IR IEDHEST - BROBEROIEEX RIS T HEBINRAEROAE (BA) ROBEXISHEHAEDOALKRRE
BEFBEORMEAMAR >/ ORI RICKT T DARBSNCAER O BEIE. LITORYITY,
(ALKRAEEEFRBIHOET BROERE) BEXORE (/) (BE. RAICE7LoF =70 T1RIB00me% 1 H2E#E IR 57 5.
(ALK EBFHBHEORDCAMA >/ \BE) FIERVAE BE. 7LyF=7ELTIREB00meZ 1 H2EROHR S § 2. /272U AE35ke
RmDHE D ERSEIE150mgET 2.
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ALC-ALCLE5R (EIPISEIIHEERER) ICB (3 BBIRR U RN E S

1) EEREROEBIORULETHY . A7 ILORBHEIEETHAETAREDHIML EEE,
2) ALKRAEBETBEMEDALCL ThadI EDBMFICHEEZISN TS,
1) WIEIEZ e X (S B R ISR SN /=B O W\ I N D TREMRB R ERICRVHE,
3) BRZMTD /=D DB D IRETE S,
4) IREERM LR ARITRBETT (PD) BHLLTAEEZTZTEER (CR) /E2EH (PR) HEONED /. XIFTE
ElFgEgIicERELIIBERLL,
5) EEERERDOEMICE DX, Revised Response Criteria for Malignant Lymphoma ([ZFRE SN 538
ERRREZEd 5.
6) Eastern Cooperative Oncology Group Performance Status»0~2 T3,
7)BEEEE. 3HALULEOEEFEDEFTES,
8) ATV — 2 U BERORKBREBEDS U TOEEZ TN TRZL TV, BE. FPERER U M/IMREROEET]
1 BEIGEETFHEAEZ ENERER OO - —RHA FRFI X T a2l THo I EEREREEDP RN TS,
OnFehEk#r 0 1,500/ uL B E
@in/N\lr%ER 75,000/ u L L E
@mBECVILEAE | HERREZEE FBR (ULN) O 1.5 BT
@mBEILT7F B ULND 1 52T
OF I TI/NTGVATIT—EROTAINTF VB TI/ NIV ATIo—t ULND 2 52T
Q) ARBEBADBIICOVWT. HREAAXINGEE (AEREROERD 20K HEDHE) POOREBENET
BoN TS,

1) B OZMDIRFENER S ALCL Th 2 (lFize~EEL . 251 ALCL ERBROFEICERL/CBEILBERETD) .

2) AF OFEIRSHT 2 BELRISTEB DT ILA, MEXIEERRLEDIBOHONT.

3) A MA—IAREHERK (A7) —=2JREBICEWVTNETOEY Al 7.0% U E) 2B T 5.

4) SFELULEBRREICBRVZOMOBUERESORERVCEHERT 5. 2l LT 2R
OFFREEREE

ORBeRERDPITHON/CRE M AT AR E
OF =\ LR AE

5) FIFZR A EE T B,

6) ETMHZEMREMEELTR T HHEPEREE T S.

T EEDBBEXE7LILF—DBEDH 5.

8) AV —ZVUREROEN B2 T AR, BREFATVIILAKENIR. BREFR VI AKETRIE
(HBs#HifF) . BEFRVAILADT7RARNAEXIECEFR VAN ARGEDIHETHD. L. HBsSTAEDH
BHTHY . BREFRDIFUEBEDHOD THHHAIFIRILERL .

O MELZEET 5.

10) AF OHEIHRSET 1 2:BFELNICERE MR EDEITSN .

1) FEE MRS E RIS .

12) AEI DR EIR ST 4 BELINICBIERRICT T 2768 [MEHRERE. LEFE URRRER RORILEY

BEaal] a%\Tc. 2L, BROEERE UAEREER BTH52:B8EZEL. PD THAHEHIE
4 BELINTHEFPIRECT B,

13) AHOMEIRSHT 7 BLAICU > /N EICH T 2aREN TRIBR EAT O MIDREESNTWSEE. 72l
REAGEDRHHEICHT HENADLFV > 2.6mg/kg (&K 100mg) DREIE. AHFEIRS 48 BEEHTET
ET D,

14) REIOREIR S /T 4 BELIRNICHORBREDRE SN, XITABRKSRPERIN.

16)BEIC. ALKERENICIRNET DREEZ T IIED DB,

16) RBREDMMICEFTNDAINE FLHEKFY. BRELO—A ZUUILBREINIDLE) ISHL OBBEE
BITBHIEPHRL TS,

17) iR BALA. HIROPIEMED DD XIFEEBEREDSRBREDORMRZS 0 HARETOBEICRELRL.

18) XEICFBDRBXISHBRFIREEF T DENEREDOLOBEEEH T 5.

19) DM, EREDRABBADBIMIETEL AL TOD,

2) AREFEHME R EAZEIEESR (ALC-ALCLAER)



ALC-ALCLERER (EIMSEI4EKER) [C 8 1F DIRZEEL$E (—aBikie)?

ALECENSA

Grade 1 | Grade 2 | Grade 3 Grade 4
Grade 2LIFICEEY
A Fl— A% e
HE5EBHT 2.
A — A Grade 2L TFICEEY 2F THRET S, BIEREIE

R — R CIR5EBHTS" .

*1 RREEEMUTARDEEMDPEZD R D SR SR A RECHRTL EEZRICOVWTIE R EMET TEHEDET B,
2) AREFEHME R EAZETEHSER (ALC-ALCLAER)

Z2Z:Common Terminology Criteria for Adverse Events (CTCAE) v4.03(ZH1AGradeE&

<LLN-3.0x10e/L

<3.0-2.0x10e"/L

ER4 Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
ALTHEN >ULN-8.0XULN |>3.0-5.0XxULN  |{>5.0-20.0XULN |>20.0XULN —
ASTH#0 >ULN-8.0XULN |>3.0-5.0XxULN  {>5.0-20.0XULN |{>20.0XULN —
e YL i >ULN-1.5XULN |>1.5-3.0XULN {>3.0-10.0XULN |>10.0XULN —
ALP#H0 >ULN-25XULN |>25-50xXULN | >5.0-20.0xULN |>20.0xULN —
I e B <LLN-1.500/mgn3: <1,5OO-1.OOO/m9m3: <1,OOO—500/mr9ns: <500/mm‘;; _
<LLN-1.5%10e%/L | <1.5-1.0x10e%L | <1.0-0.5x10e%/L | <0.5%10e%/L
S <LLN-3,000/mm?; | <3,000-2,000mm?®; | <2,000-1,000/mm®; | <1,000/mm?; .

<2.0-1.0x10e”/L | <1.0x10e%/L

T L7 FZ A

>1-1BXN=AF1(,
>ULN-1.5xULN

>15-30X"=251 2,
>1.5-3.0XULN

>3.0XN=AZ1>; | >6.0XULN
>3.0-6.0xULN

CPKiEHn

>ULN-2.5XULN

>2.5XULN-5XULN

>5XULN-10XULN|>10xULN —

KEREE

KROZE/XIEDHSD
PREFIEDS
720N

BEFODEEHD
HEZL (B - &0
BTUXIN) ik
TR, BROEK

REHIUR THE#EEE.
ZOfth (RIFRICECH)

SEIRD 7RO, F &
BREDERDHS;
BRPRFT R &/ 1d4%
EFfROA ;| A%
- VA A

hEE &NR/B
e/ IERERARR
ERY S FEmEIS
DEOEYLSD
BEAERSFOH R

EEFRLCIEEZN | EaeEh T BR|TXT
ICERTHBD. o | DAEEET S
EBEICEREED
ERSONQEAWN S
FIF AR O
HERZET DA
TEE/BNEAEE. B D
Bl OBEELEEE
DHIFR

fE%H

NEBF/IEERAY
IR REALA/
& A/ REOTX/
e N ERICER

BHIAELIRE
DEHMERER
THEMAER
FOREYLISNDORE
EEEEDOFIRR

WEERTDEE | EweELT BR|TXT
BEW FORYD | DREEET S
HEEEBEOHIR

Ay () FEZHE T BCradePEHRSIN TVRNIEERKT 5.
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MEMERA /ALK BEEH]

FLOF=—TEBEATEIL

BAEERRSEES 1 874291 ieheiass 22700AMX00997
SEATLRY 20154:11H
WeFebRhG 20154F-12)7

7 E | y® REIRS | RIS A BERR
° F % ERRE
LCIY renisom = =

@ALE CENSA Capsules

3E1)ALK: Anaplastic Lymphoma Kinase (&b~ B+ —)
)R -EME NS BICLDERTIE

IR

==}
=

ZTHICATITE BED RSN

1.

1.1 FHI&. B2 T EDERMRICB VLT B ACEEGEICT DS AIE- B2 DEMOB® & T A ADET) S HIB S NBEFIICDWT
DHES5T DL KleRBEFIRICEILS. BENIFZORFICHEMNERUERIEZ T2 HAL. BREFTHSRS5IT DL,

1.2 ARIDFSICKDEBEMIREN S SHNDIEN G DD T, FIHER (BUD1. IFIREEE. IZ8 . %) DR UHIEC TREZ DRME L, SR

SalCEAF DRSZERIL T DB EBENENEZEITI L e BB AR EZENICETIEEDT T,

EE MR ESEOERTEEARIRICRE T 28R 2 T2C1T5CE. [8.1.9.1.1. 1 1.1.124R]

2. B2 (ROBHEICIFBESLIEVNTE)
2.1 AFIOBRH S UBBIEDOREFRED S 584
2.2 [ SXOAITFHRL TS BEME D 55 Lotk [9.55: 1 ]

BF 53528 A7 TUE KGRI IR I GS 07 FH R SR 5 SO R B iR & FVW B2k,
*5.5 FRREISHAANSNIZBEDODBAFEFIZDOWT, [17. BRG] O ONEERFIL Al
AN R O R A+ PR L 72 | T AR B B EIN A DRI OB IRAAN T4 555
IZARFIS OO TG DN TEI TR AIL EIC & OBIREITHZL,
5.6 ARAND T MBI B 2H VRO R AL Tz,

(BRNIHAMEDOALKRSEIEFHEORDEAHIZY ) )

5.7 o AR AT & B B UM 3 T Fo 1 AR ARIC LD ALKEA B (5 B b h 7z
BECRGTHZL.

1) FRGRE NSNS W R SRR 2B 3 B DT, DU F O 79 4brb ATl
Th%:
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html

*6. FiERUAE
(ALKRASEIGF ISt DE(T-BROERE)
T RAIZIET Lo F =7 ELTLR300mgZ 12 1 545,
M N7V F =T EUTTREIZA DB TROPE 554 THLN SUZTH2M R 2555,

1 =
kol 1 e
6kgll F15kg A i 150mg 150mg” Omg
15kgbL 25kg At 300mg 150mg.~150mg
25kg A F35kg A 450mg 300mg,150mg
35kl I 600mg 300mg.”300mg

(ALKRIE B FIBIEOIE EIaIEIC B 1 DT MBI L)
R NIET Vo F =T U TLN600meA 1H 200, RISk 5-95, 72720 % 5-0I1NE 247 FI
FTLT 5, ks, BEORBIZ KD H RS 5,
(BRUSHEMEDALKREEEFBIEORM LAY /B
S, 7V F =7 LU CUAI300mgA 1 H2E 14 5§ 5, 72750 AR T 35 kg AMiD B GO 1l 5503
150mgk9 %,

3. 1EREEIR #7. BERUBRICEET 38

3.1 4R (ALKREBIEF I DT BROBME. BRRFHEL DAL KRS BEFRILORS LA
Wi o % TLA ST 50me fUIE I o

e 7.1 BHEINC KD IRSES B354 | 018 BRI IRSEjT L[] — e CRe G-A T &5, A sy
S | s 16133 BAR A BT,

i S5m (ALKRESEETF DI RIS B i MBNRTE
= mg 7.2 BRI B2, L RO S IR T, R, i b b 32,

A = FUBEKAIY, L A= 2L A EROES T O LR LT —2, T )L HEOER
o FIGL AT TV~ T I L —_— = -
8 AT T ARO=R I THE=F Y A 5 LTS L FNaw ey EaTy L AL LIl 5

FYTY S 600mg

3.2 WEIOMR 1FR 450mg
WK 5% % TLEVHHTHN150mg 2B P 300mg
Al W7 3EHREIR L 5t
@ ¥ HE~HAOHE BIfERRRI O AR AR
w HE R i

<| & ELFEIEE | SGrade 5EmIET 5.
R 15 JHEARERE FEVILE Y AR LR | ALTXUSASTA N =274 U3 SEHEAE R
% & 400mg 2f5 LU T CALTUZAST A | 35U TSIl § 2% TIREES 2, Il #1311
FoT— ~ Sl FRROS( 475 B | L AOVREL TS P TR,
ALEZ150me BEDLC AL EIO | $5AI 5.
#*4. MBEFHHR 2 A AALT XIZASTA
OALKRISBIE TR OET BROBRE SR EIRO3I 4025 b 7
OALKB& BT DIE) VIENHEC 310 Bl HBgE prem Grads 22 Grade 3 Grade 1D T XUE S B 60 7 DLl
OBRER B AL DALKREEETIILORSHE AL ) ! e S ribeulvt Sty e e

5. WHER B HRICEHEY B3EE 15 HCES.

(ALKRAEIBEIGE TR OREIT- R OIF) RIS, ALKRS S G TR O EIEC S D Grade AT
WS RBIREA) - A

6.1 LR S UL AR Bt SRR KD, ALK TRz | IPCKONIN CAULH ERIOSH A | ~—274 LI LRO2 5 Kl
AR GF BT ., BB T RGREAU= RS IR R SUS TR £ BT, AHA FEECIIET S, IR VRS

5.2 KA 100 BT A O PEIE LT, Il TR FCES.

5.3 il iRk L TR 55 B3 AL, BAGUBI SALA AN SIS ORI OLT, CRAMEHER FIROT0RE% | =274 ULSEHERE FIRO2.505 L0 F 1= ml
[17. BRI ORI OPIEE RIL AR O ROR b4 [ 53 BRLZ LT B E O AT FBECULES B, LR~ ELC
HIREATHTL, 125 FRCES.

(ALKRSEIRFIREOET- BROERE GFVBIIEZRO) ) BRI | ~EOC10g/dL A ~ESIE10g/dLEL Il BE TR B,

5.4 53 kB A T BN BRI USRI 0 AR A S R0 ALKEVE 5 T BatEps iR h 7 [ B LR L~ LY 5 T2 5,

1) GradeldNCI-CTCAEVS.012HEC S,

8. EELEANER

8.1 HIEMMEED BEHNBEILAHBOT, BYUIH, FFIRERIHE, 0, FEAFEOYIHER oD
B RO R 42 4§ A SO B AR BT, E72 I C TR A SO I L,
DOIREE 3BT 5T 8, MELZIE U CTHYIRIMLEE 353 (PaO2) . BYIRILEE ZEALAIE (SpO-2) | Mifle
SR IALIE 3 53 E 8 (A-aDO2) | i #BE T (DLco) FOMAAEITHIZE, [1.2,9.1.1,11.1.12#]

8.2 MFHHERLH 2B ob MBI LA B DO T, AAIE AL Z I IFERER A 170, BE OIREE
FoHE T BZE, [9.3.1.11.1.25 ]

8.3 #rhERkIR D . FERIR D Fh35 5b BT LA B BD T, AFlHE 5 I i M (i Bk 8
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