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Figure 2: NAS approval time for six regulatory authorities in 2006-2015
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Figure 3: Number of MAS approvals by review type for six regulatory authorities in 2011-2015
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*Expedited review” refers to EMA ‘Accelerated Assessment” and FOA/PMDA/Health Canada/Swissmedic Priority Review’”.
**TGA does not currently have an expedited evaluation programme.

Hi B8 : Bujar M, McAuslane N, Liberti L. 2016. R&D Briefing 59: The impact of the evolving regulatory environment on the approval of new medicines
across six major authorities 2006-2015. Centre for Innovation in Regulatory Science.



I ERMEEOREICLY., FAREEHIRONODENICEDH D 8

1 HRER
© B enfortumab vedotin
(ASG-22ME)
o ] AsG-15Me
o |J Aspss7s
o] AGse7E
o |J Aspa132
B £r7UF=7 msco
o] Acss2r1
® | AsP2205
o [l AsP6282
N YM311/FG-2216 (B)
o [} AsP7398
o | AsP6294
ol AsP8302
o [ AsP5094
o ] Asp3s62
ol ASP4345
o | Aspao70
o ] Asp7266
o ] Aspos92
o ] Aspiso7/ccsas4

F O FEER
I HILARIR
(3LHS A FEMRRIATA)

AGS-16C3F
(BHapanA)

JYFYEITI(AMG 103)
(Bt \tEamfs. B)

YM311/FG-2216
(Btt& . &)

ASP8232
(PR 14 B E)

bleselumab (ASKP1240)
(IFSGS)

peficitinib (ASP015K)
(BEETY < F . KER)

Y . ASP7962 (ZER R
° . ASP8062 (i)
° . ASP0819 (i)

ASP1707
® (FEREE. BEUYTF)

ASP7373
o (H5N1/> LIV, B)
S CK-2127107

(B MR ZEHEAE. COPD)

° RPEfifa O 5 L
(EHEEMBEHLIHE)

EMAAER

IUHILEIR

(MO CRPC, MO BCR: kFrEE. M1

HSPC, TNBC: B B &)
THLYH R GhARHL B)
FILTUF=T (ASP2215)
(AML. KExHER)
ASP8273
(NSCLC. KFrHH)
I )IxFow
(MR #RfE E TR . SKER) )
Y2z FoiEoRT Ay
(BERREA. KIXE)
=550y
UNRRRAEEPEBRE . K0
AEXYTa1XEvk
(ASP1517/FG-4592)
(BHEBRAFICHESEMm, BXA)
o] ASP0113/VCL-CBO1
(HCTEFCMV AN KERH)
peficitinib (ASP015K)
(&) o<F. BE)
romosozumab (AMG 785)
(BHLLSE. B)
43X IRADY
('@sﬁﬁﬁ%:‘t B. /MR B
475502y
RS TF, (E&FEL R)
A4737)7noy
(1EEERA. )
)4 0OF R (EHEERE. B)

B3R

I TUHLASR @HLKE)

I HITFFE> (BP-D.H)

ASP7374
(EEMHEA A 7ILTIUH, B)

1J>4~0FK (ASP0456)
(E#&IBS. H)

St
G
o
p!

RIERF . HIER P

Z Dt
® RS F/ MRS

OV DREIMEEZRLIZDDTY,
HMIE ATV RS SRS,

)astellas

NSCLC: JE/MERERIASA . CMV: B A EAH O A LR, (FSGS: BRI ERRERIATELEE . PDPN: #ERFEEHRESICHES£5E. COPD: BMHRAEMMEKE. RPE: BERRK LK.
MO CRPC: JEErig 4 R BRI MERILIRAYA . MO BCR: JEERFS M £ L FMIBRAILARN A . M1 HSPC: ERF8 1 RILEV BEZMERILAR M AL TNBC: M) FIL R AT TEI AL
AML: 2 BB AMmFE. HCT: EMMMaTEiE. BP-D: JUBMHEE(ZH (T3 DEK. IBS: BEEIREIRE



BHFR—F T4 A D
INATAR

R&DI—T41>% 2016

> astellas

2016412 HA8H
FATIAREKRA S
FFEHEER

Bernie Zeiher, M.D.




I AHOAR 2
DARBIIZE D) —F =y TR ar DL
AMERERIRICHTEFILTUF=TDAEEMH

NARRIKIZE TS5 T DD ZEARER R

ZREAB R MO RFTIEHR

wastellas




I MABEICEITD—F—yT
moavDiEIL

7 astellas



I DAEEIZETB)—F— v TRIOS v DREIL

2007

AgensysttZz B I

2009

I HIILESK(C
FEERE

>

2010

oSl
Pharmaceuticalstt

ZRIN

>

2016

Ganymed AG
Pharmaceuticalstt

=R

RIREMKR-EMES
1A (ADC) ZBFAR—+
JA41)A 27BN

RIILARAA B EE
(FASITHERD
ERZITG.
AN AREAD
26 i 415 K 0D R RETE

FASASRELICE TS
HFEE ML,
EXRABRTER

ZHERESRD
IMAB362%
EILHET S

E/78F— )Lk
(IMAB) %
INATSA21ZBMN

TH 52 B 7 B 25 H BE S Bk RR RO 1R #E . (Dana Farber Cancer Institute. MD Anderson Cancer CenterZ)

wastellas

* Ganymed#t D BYRICE I 52 EHEE R KL=, BINFHEkii+h



I M ASEIEIZE 1T HBAF B 5

R

BEENEERTEEBOT AV —INFVEEICEWNT, AUt ETEMEIHA

ZETHHEE. REDRHRART U HHN IO AENESZHER

ZETHEE. TLoDav AT O U REEERELT IO —FETER

HRBEEFEENAREREDT TO—F a5

Wastellas




AR AIZEWTIVYFILEASE D Fk < E AT BE ¢ % 5T 6

FF A =8 m7orn7 A (=295 3

MO BCR MO CRPC

EMBARK [ PROSPER
FIARR § FIHEEER

PSA/ i h
fEBATE e SRR AT fbmEs
M1 HSPC (PREVAILSRER) (AFFIRMERER)
ARCHES
SEIFEEAER:2

SRR R ‘

ESRZH EZERE

] ————

@ ’astellas

P. Mulders et al. EAU2012, modified by Astellas ~ PSA: RIIZAR4FEHR. MO CRPC: JFExfE M Z SR MERTILRN A
*1 FAl. EHRE L MO BCR: JESEF 14 £ L F I B RATILIEA A . M1 HSPC: &1L EY B2 MRTIIIRA A
*D SSBRRFICER IR




I ZTOMOEENRAIZEITHIFILESF 0L

SMAARR: NV TILRT T+ THDA

TLooaurATaio77a—F

FIHER: ANAOERDOYT2,4T
ER/PRIG . ARFSE/Her2[5 14

£ I 855 FFHRsA




;3
o

RDARIIATSL 8
Javzyk MRATE B P1 P2 P3 =
IVHILASK BILARAS A Toray U2 RARES BISLRRA A, TNBC

(SRS A BRI
Jesnis it L PE R,
BRIV BV R .
AhtA . FFRH A
FHLYHR RIS AS Al GNRH7 AT =Rk
FLFYF=T AEERMANE. FLT3IAXLIBEH)
JE/NRRERT AN A
At A
ASP8273 IE/NHRRR A AN A 7 RRIRMIE T HEGFRIBEH . ]
ASP5878 B A5 A FGFRIAZH ]
ASP4132 HEITHA _
IMAB362* BRELA E/980F— LA (IMAB) | -
(2#9:CLDN18.2)
AGS-16C3F e~y ADCHEfT% B L 1= bk -
(Z#9: ENPP3)
TuFYERT | EMUL AN #.CD19 BITEHiH L ]
enfort_umab REEEENA . BERHIA ADCHiflizZRALI-K -
(rsaoME) CETE SR
ASG-15ME FRE&E LA ADCH iz & FALf=#ik 12/ : SLITRK6) -
AGS67E EHYUNE ADCHiftiz & AL T=#nik 2/ :CD37) -
AGS62P1 &1 BB B s ADCH % 5% AL F-#itk (GE#9: FLT3) ]

,astellas

* Ganymed#t D BARIZBE 9 S 2 fEiaE R R LA BNFHEi#it



S O — S
RBRARINLTSA4Y 9
JavzHk MRAFE LEE P1 P2 P3 i
IVHFIILESR BISLIR NN A 7orOs U ZRIREEH 1] 3L B B
(FEERFBE BRI, AAA . FFHRRA A
JEERRE LB .
R MARILE RS .
LA . FFHERE AN A L
FHLYHR AT REA A GNRH7 A3 =Xk SMhARHF: BX
= = 2 (7 A == = =i =Qikzs
ASP5878 B A A FGFRIBZHI I
ASPA4132 DA ]
D 8
AGS-16C3F BN A ADCHiffizZRALIziK
(¥Z#:ENPP3)
JUFYETT AU tEAnRE .CD19 BITEH K ]
ento ab 7K R 5. ] i D E -
ASG-15ME FRE&E LA ADCH#: i & AL =4k (IR#J : SLITRK6) -
AGS67E EtEy> B ADCHifi %% FL - ik (128 : CD37) ]
AGS62P1 &1 BB B s ADCHi#i% 35 B L =itk (2# - FLT3) e

,astellas

* Ganymed#t D BARIZBE 9 S 2 fEiaE R R LA BNFHEi#it



I FILTIVFZ=T DFIEEE

xastellas



SEEHERmMEETILTYS

HKastel

20165 12A8H

Robert H. Lurief &M At 53—
S2EAmBETaISLERE
J—RIIRBVKREITAN—TEFRKER
AFEAZIR

Jessica K. Altman, M.D.




I AXBORAE 2

HITOAMBSHEERMFEDAEDRNE
TrYRATAHIL=Z—X

XILTIF=T D4

RRELLTOFRILTIFZI DR

)astellas




| o s

« BEMDDeb (RA) [I52BND &M, 39.4°CHHEIANLEREGEE. 2BDAHEE
RATHMNYDITEEZSZ

o HERMEKD-O. £MBkREBEZE., AMBk%196,000/uL, NES OE 5.7
g/dL. I/ #x #80,000/uL

« MRARZE(ER) TREBREZRITALIITHE TR ERTOZEICLLSIELFR
[TRAETHIRHME SVEEDERIETEDH

- BREREZRIT. FLT/ITDEEBGEOEEZRE R EHE A MR EZE

)astcllas




REFEEAMKBICONT 4

o REIZHTD2016FDHETEFH ERFLTE%:19,950.710,430A
o HI25%NMEELETE

- FROPRIE: 675

- BIETE BRRERK. ERiFIEERA

« BELGHBREE

)astdlas

SEERT—ARIZDWVWTILLLT DY A &SR http://seer.cancer.gov/statfacts/ntml/amyl.html



HRZmBEICHTEI7IA—F 5

- WELEREE BERIEX. FBEVEE)
« MEBREBEZHEO>EOHKBKRE. REBREZECLEELFRE/ ARIL
« RAZITERDEE
e PT.PTT.247)/5 2 (IBREMHMENEBERERBEDRE/ARIL)
- BEEZER|EAR
— WREESRETIO—HARARN)—
— HRECFFM TR, AE. BEOME
- DFEYPFRILARNILDEE - FER.BEOVR. 7 FEMNE(CNETIXEBERICE
ESNTW=D., SRITEDLSTEEMNS, )
o YRGTHERAVEFGHEETE
IFIRDFLZIZDLTHELEL

)astdlas

PT:Z7ArAVEVER. PTT: 9 AR TSR F B



I HEEZEN (BEUSFERIVRITIVL—TOBSEIZDONT 6

el

inv(16) lacking c-KIT; t(8;21) lacking del(9q) or
complex karyotype or c-KIT; Mutated NPM1

Bif without FLT3-ITD (normal karyotype);
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Kottaridis PD, et al. Blood. 2001;98(6):1752-1759;
Frohiling S, et al. Blood. 2002;100(13):4372-4380.
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Quizartinib (AC220)

Midostaurin (PKC412)

Lestaurtinib (CEP701)

Crenolanib (CP868596)

Gilteritinib (ASP2215)

KIT, FLT3, VEGFR-2, VEGFR-3
and PDGFR-f8
RAF/MEK/ERK pathway*”
FLT3/STK1

CSFIR/FMS

SCFR/KIT

PDGFRs

FLT3

KIT, PDGF-RB, VEGFR-2

PKC

FLT3

JAK2

TRK A/TRK B/TRK C
FLT3-ITD
FLT3-D835
PDGFR-a

PDGFR-3

FLT3

AXL

ALK

Hepatocellular carcinoma
Renal cell carcinoma
Thyroid carcinoma

AML

AML

MDS

Aggressive systemic mastocytosis and
mast cell leukemia®'

AML and MPN®**%

AML
GIST
Glioma

AML

Table 1. Most frequently used FLT3 inhibitors
Name of the drug Kinase inhibitory profile Disease under evaluation Notes
Sorafenib (Nexavar) CRAF and BRAF AML Most of these kinases are involved in

angiogenesis.

It is the most potent in vitro FLT3 inhibitor.’

6

Inhibits FLT3 at very low doses, generally in

the nanomolar range.*®

Abbreviations: FLT3 =FMS-like tyrosine kinase 3; GIST =gastrointestinal stromal tumor; ITD = internal tandem duplications; MDS = myelodysplastic syndrome;
MPN = myeloproliferative neoplasms.
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Antar A et al; Bone Marrow Transplantation (2016) 1-8.
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n
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Registration 0
m
FLT3 WILD _ . )
TYPE not | Daunorubicin | CR HiDAC X 4 Placebo
ellglble for Ve ARA-C - Placebo — | MAINTENANCE
enrollment Placebo 12 Months
e
Stratification: TKD; ITD with allelic ratio <0.7 vs. 20.7
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Stone R, et al. 2015 ASH Annual Meeting and Exposition. Oral Abstract #6
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1Levis M. Hematology Am Soc Hematol Educ Program. 2013;2013:220-226; 2Grunwald and Levis. Int J Hematol. 2013; 97(6):683-694. 3Smith CC, et al. Nature. 2012;
485(7397):260-263. *“Mori M, et al. J Clin Oncol. 2014;32(5s suppl): Abstract 7070. 5Perl, A et al. Haematologica. 2015;100(Suppl 1); SLevis et al. J Clin Oncol. 2015;33(Suppl)
AML, acute myeloid leukemia; FLT3, fms-like tyrosine kinase 3.
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Waterfall plot shows investigator-assessed tumour response. Thirty subjects had
evaluable target lesion data.

M ex19del

M L858R

H 1861Q
G719X

*Denotes patients with de novo T790M mutation; Apatient who experienced
progressive disease; A patients who discontinued due to progressive disease.

15

ASP8273% 300 mg#& L =fEHI D 15%LL £ T
HFELE-ESHEPOEEER

ASPEIT3 300 myg
iN=21)

Treatment-Related Adverse
Events, m {3}

Harmhoea

Peripheral sensory neurspathy
Heavated ALT

Hyponatrzemiz®

Mausea

Dry mauth

Hevated AST

Decreased appetite

Dry skin
Stomatitis

Dysgeusla
Malalse
Rash
Vomiting

aTRAE occurring in 215% of subjects;
PNo classification of Grade 2 hyponatremia within the NCI-CTCAE.
Date of data cut off: 23 February 2016.

14445)
11 {36)
G159
31
T3
G615
5{16)
S{16)
S{16)
S{16)
nm
4113
4{13)
51{16)

5 (16}
1{3)
3100
3108
26
2 i)
13
i)
13)
i)
143
1{3)
o

Z (6]
a
Z (6]
B (15
a
a
103
103}

(= = I = R = T = R = |

21 [68]
12 39
11 35}
10 33)
1033]
B [26]
B (26]
L E
7]
619}
5[]
5[]
5[N]
5[N]

ﬂﬂﬂﬂﬂﬂﬂﬂﬂﬂgﬂﬂﬂ

)astdlas

Nishio et al., WCLC2016
ALT, alanine aminotransferase; AST, aspartate aminotransferase;

NCI-CTCAE, national cancer institute common terminology criteria for adverse events; TRAE, treatment-related adverse events.



ENFORTUMAB VEDOTIN (ASG-22ME): LR 16

B | Hik-EmEaHkADC) |
ROF-AE BESFORIFLIFI—IIBT S LT AND R B3 K- Z 44 &k (ADC)

IBIREES /Y . ROFU-AEERES HEEENE/PO—F LHiKIgG1K
%4 . TOFTF—EESHYH—

o [E5DFEIEHZIN. BLUIBELNSHEFE, BEBEIT . BUNSIEERBEREOE/AFILTYYREFL-E (MMAE)

LR RE(RE. TR, B8) . BRIR(ERE). B
B, FLE. BICEWT, eEiidRalciUiRE,

T 7
¢ EMASATIRERE, A A R A FiHtA, S5 )E, e B
1A DRBBIT A IO T7LA (TMA) TlEh ZEE D % - -

TMATIZEEBEN A DB83% (434, 7524) H G ETHY .
60% CHEFIIFEFEEDLENZEOHLNT-, 1 FEE /i)

S

OSeattleGenetics’ )astellas

Morrison, et. al. (2016), Mol. Cancer Ther. 0570.215.epub.
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ENFORTUMAB VEDOTIN: EERERBLENAICE ITHE I HHHAER 17

ERIERBLERNABEZRNRELEE I HERICETS

BT E PR R £ AN A TREMERTREREHI* (S

R—RFAUNODBRREILEDI+—5—T+—ITAYE BlTHLEH
P 050 mgkg 07 mgkg 0100 mgkg Best Overall 1.25 Total
- 0125 mghg Response, mg/kg (N=49)
o1 N (%) (n=17)
L ORR (CR+PR) 10 (59) 18 (37)
o 95% Cl 329,816 | 23.4,51.7
W-.
0 te e, DCR (CR+PR+SD) 14 (82) 37 (76)
! 1
a JFIil‘ﬂmmm-ﬁl?ﬁli‘ﬂ.E.ﬂ.lil.H.H.H.FII“FII“L.lilﬂ.B.".‘BI.C".'!I3|.I3|.I3|.ﬂ.FIF‘I3|.HF'I3|.I3|.I3|.I3|.BZH3LI31.I31.ll? 95% CiI 6.6, 96.2 61.1,86.7
oy UUUHUHHHHUHHH H ORR Subcategories,
- N (%)
&0 Subject with liver 1/1 (100) 5/12 (42)
L metastasis
=80
L Prior taxanes 4/6 (67) 8/20 (40)
=10 -
-0 Prior CPI 4/7 (57) 6/16 (38)

*Evaluable Subjects are defined as subjects having at least one post-baseline radiographic
assessment; Response assessed per RECIST 1.1 Response rate includes unconfirmed
response, study is enrolling.

)astdlas

Rosenberg et al., ESMO 2016

mUC : BB 4RI ERMNA. ORR : EF¥FE, CR: TE£FH. PR: &H &3, CL FHEXMHE.

DCR: &m#a>y bO—J)LE, SD: BFE
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EEEPOBEEER(TEAE)* 2 20% N=58

All Events Considered Related
Fatigue 7 30
Nausea
Diarrhea _
Pruritis

B Grade 1land 2

Decreased appetite

. . M Grade 3
Alopecia

" Grade 4
Dysgeusia
Rash
UTI
Vomiting : |

100 80 60 40 20 0 20 40 60 80 100

. ) . * I .
No events were Grade 4 in severity a&,[LHaS

Rosenberg et al., ESMO 2016
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LREDHREITV, FTVIRAUMAZFRIZLDBBRBEDHLHIEEERRELT
B Al Red B FE R T B Z 3R E

JE/NHERER DA PIENAE, RIFUADFEBENROHONSMDERAAIZENT,
5 1 MERER DL KRaR— &k
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ClaudnZ 7 2 U—IZE9 %

BA MDY aVDERELGEER
- LRiEMEOHBEOKEREZSS <
FRRIEDAFEICE WD TILEFEICHIR

s EEMNA. TUOENA. BHAAU. LFV
TEIFE A A DFI70-90%

« DREAA &R/INHREATAYA DFI10%

IEEMETIERET L TLOERLD
(AL HF Y EE LR WOBAEERR <)

Paracellular
pathway
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Al-Batran et al., ASC0O2016



IMAB362 : {EF#FE

W IMAB362

‘e

—_ Complement
FcR+ Effector Ce)
ADCC w

CDC

CLDN18.2

R

Tumour Cell

+ EOXChemotherapy *
* (immunogenic cell death)

IMAB362-coated Tumour Cell Debris
Pro-Inflammatory, Chemoattractant Environment

M

Cross-presentation by APCs**

\

T Cell Infiltration

Induction of Adaptive T cell immunity***
}

*Kroemer et al, 2013. EOX: Epirubicine, Oxaliplatin, Capecitabine;
**Rogers, Veeramani and Weiner, 2014;
**Bjachini and Gianni, 2014
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lgG1 A SHudk

Claudin18.2[=xt 9 % & L ER %

EFRF -

= AR FERE AR
(ADCC)

= iR FEMRESEE (CDC)
= EFEE L DO

-  THROZEZRE

- REWGYA LHAUEFE
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Al-Batran et al., ASC02016



IMAB362: 8 I #8FASTRHER D TH A >

CLitiiil]

Arm 1
612012 & | NN
First-patient-in =
arms1&2
SENEEEEE
CLAUDETECT
IVD TEST
2+/3+ in 240%

1512013 :
First-patient-in 3 FRAEEEEE
" S1:17 ams| CLLTTTTT]
A L B, 85 >—

o | 1000 mg/m* q3w >

B imaB3s2

D Epirubicin, 50 mg/m?, d1 of each cycle

I:I Oxaliplatin, 130 mg/m?, d1 of each cycle

. Capecitabine, 1250 mg/m? per day, d1-21 of each cycle

-1

23

HE

H. BiE. BREEGHORNABRE

CLDN18.2H%40% LA £ D EH MR T2+/3+D5RE T
FIH (RIEEADCEHZEHIVDX vy FTEHBIE)

EITHEAAITH T DIEFREBRDGTWEEIZE TS
— KAk

BFTETIER (XERB

FTHAL

F—T IRV A LILE THEFAER
Arm 1EAmM 2111 TS VA Lk

BERIZAmM 3%, Arm 1&Arm 2T80%MD
EENMEAANONT-EHNSEMLTLNS=O
1:1:7TEY 17

S U4 LMEDEEIZ (i) CLDN18. 2B M. (i) IRZED
sHARIE TR
FEMIEE . |MIEEAFLM (PFS) .
FLHRIREEHEER  £47F8B (0S)
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Al-Batran et al., ASC0O2016



IMAB362: FASTERERIZH [+ HPFS

(2HBEE - [EEHMIDA0%LLETCLDN1IS.2MD A2+ [F3+)

PFS* (FEF@EIEH) :Arm 2 vs. Arm 1

1.0 —— EOX (84)
—— EOX+IMAB362 800/600 mg/m2 (77)
09
b mPFS 4.8 vs. 7.9 mo
il HR 0.47
g "\ P=0.0001
< 08
s
2 05
2
S 04
§ 03
02
01
0.0 -
0 20 40 60 80 100 120
a4 34 9 2 1 0 0
Al risk 77 40 18 1 9 3 0

Time to Event (weeks)

24
PFS (#ZxBY95FM) : Arm 3vs. Arm 1
1.0 —EOX (84)
——EOX+IMAB362 1000 mg/m2 (85)
09 ‘L
08 mPFS4.8 vs 7.1
. HR 0.51
g p=0.001
w 086
8
g 05
%
© p4
02
01
00
o 100 120
Al risk g; g

Time to Event fweeks)

)astellas

*Based on central imaging assessment in patients with 2+/3+ CLDN18.2 staining in 240% of tumor cells (total population);
Updated data presented By Al-Batran et al at ASCO2016



IMAB362: FASTEABROCLDN18.2ERREE (EHMED70%ULE
TCLDN18.2MFEBEM 2+ (F3+) [2HIFSHPFSEOS

PFS oS

1.0

10 — —— EOX (59
I " O MAB 362 GO0 G2 T
04 :
08 mPFS 5.6 vs. 7.2 mo 0.8 mOS 9 vs. 16.7 mo
S o7 HR 0.36 S o7 HR 0.45
E=] = =
L§ 06 p=<0.0005 £ 06 p=<0.0005
2 S
32 os 3 os
k7 B
z B
= 0.4 ‘% 0.4
g 0.3 =
a 0 = 03
0.2 02
01 .
0.0 -
0 20 40 60 80 100 120 T T T T T T : : ;
59 26 8 2 1 0 0 0 20 40 60 80 100 120 140 160
Al risk 57 34 18 1 ] 3 0 — s? 46 28 13 [ 44 ; }
Time to Event (weeks) 2 8 %8 ae 29 !

Time to Event (weeks)
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Al-Batran et al., ASC02016



Adverse Event/
treatment arm

IMAB362: FASTRERIZE T3 ELFETER
(NCI-CTC CRITERIAIZ & B)

26

Anemia
Leukopenia

Neutropenia
Thrombocytopenia
Diarrhea

Nausea

Vomiting

Asthenia

Fatigue

Infections

G1/2 G3/4 G1/2 G3/4

24 (28.6)
10 (11.9)

18 (21.4)
7 (8.3)

29 (34.5)
52 (61.9)
29 (34.5)
17 (20.2)
14 (16.7)

9 (10.7)

6 (7.1)
5 (6)

18 (21.4)
3 (3.6)
3 (3.6)
3 (3.6)
3(3.6)
2 (2.4)
3 (3.6)

2 (2.4)

29 (37.7)
8 (10.4)

18 (23.4)
12 (15.6)
12 (15.6(
56 (72.7)
43 (55.8)
11 (14.3)
20 (26)

11 (14.3)

9 (11.7)
6 (7.8)

25 (32.5)
0

3(3.9)

5 (6.5)

8 (10.4)
2 (2.6)

5 (6.5)

0

)astellas

Al-Batran et al., ASC0O2016
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AXYTFaXE2y b : BRIZET5EFHOE I HARBROKER

TEFMEERE BREEETHICETEIN—RAFIONDAE/TOEVDFEHELLE

1.0 7 Adjusted Difference: 0.623*
I I
Adjusted Difference: 0.508*

0.8 1

0.6 1
Adjusted Difference: 0.254*
[ |

AHb (g/dL/week)

0.4 7

0.2+
04
-0.2-

Placebo Roxadustat Roxadustat Roxadustat Pooled

(N=27) 50 mg TIW 70 mg TIW 100 mg TIW  Roxadustat
starting dose starting dose starting dose TIW
(N=27) (N=26) (N=27) (N=80)

*P<0.001. Rate of rise was calculated as the slope of a linear regression for each patient using all Hb data collected during the fixed-dose period.
Error bars represent standard deviation

weg AFXFY TRy FOBRELREFT.
AEFRORBRKAIECNFTTORBRLERHRTH > 1=,

30
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Akizawa et al., American Society of Nephrology Kidney Week 2016
Hb: AES B EY, TIW:E3E
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S5+M50 mg: solifenacin 5 mg + mirabegron 50 mg, S5 mg: solifenacin 5 mg, M50 mg: mirabegron 50 mg TEAEs: IxS#iBT OEEER
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H #: Kohli M, Tindall DJ.Mayo Clin Proc.2010;85:77-86; CancerMPact; Epiphany; Cancerlmpact 2015
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1.Ovcaricek et al., Radiol Oncol.2011, 2.Schnitt, Mod.Pathol.2010, 3.Collins et al, Mod.Pathol.2011 4.ZDH I RATHIANAVEBEFRLAFIZEHEDHIEE

#R9, 8 :Kantar CancerMPact, 2016
ER: Estrogen receptor, PR: Progesterone receptor, HER2: Human epidermal growth factor receptor 2, TNBC: Triple-negative breast cancer




XILTVF=T:
ETHREBEEICHEY., FLT3ZEZ > 2B e lnfs (AML) 10
BEDOT7U AN =—XIZEYED

AMLE 2 (#35,000 A)* GELGARTOTSLTEER
Foryr=—XIZRYET

FLT3Z 2 : $330%

v ¥ L _
R A S B FE IR LA - BR/EBEAMLTRYICRTE
60~70%" 30~40%" E ]:E--g—
; I . e LYBHEAD BEANEERERIIZE
wEORE 1B IERR
#950%" #950%" -
l : l : e FLT3ZEEHSAMLEZE A D
ExEIH
A A
50~75%" 50~75%"
I |
!
WIERA
50~60%"

*tH#1:2016 ClearView Market Research, 2016 ZS Market Research; **Incidence in U.S., EU5, JP, Cancer Impact 2015
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