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ME-401 : Bffila B HIER 23 RELILTII— X 1batERDFER

B AR PIENSSIEIC L BME-40 1 BIFIZE(FUYES VT L OBBESE @

Daily dosing x2 cycles X1D 3\,'2ék Nx%tvl:lggak;;y
Cycles 1 and 2 Intermittent Schedule on Cycles 23

B EINDNRHLVREER

. . No. Evaluable (0] 2{}
o
FL 36

Adverse Event of
Special Interest (AESI)

30 (83%) Diarrhea or colitis

By treatment group Diarrhea 2 (3.5%)
monotherapy 17 13 (76%) Colitis 2 (3.5%)
Combo with rituximab 19 17 (89%) Rash, all types 1(1.8%)

CLL/SLL 9 8 (89%) ALT/AST elevation 1(1.8%)

By treatment group Stomatitis 0
ME-401 monotherapy 3 3 (100%) Pneumonia/Infectious pneumonitis 0*
ME-401 + rituximab 6 5 (83%) Non-Infectious pneumonitis 1(1.8%)

EEkIESEICED, BLEMNRRUVEIRRIFREEMEZRUE

*1 patient with grade 5 COVID-19 pneumonia in Cycle 15.
1 cycle: 28 days, ORR: £&%h3, FL: 24> /A&, CLL/SLL: 24>/ VR MR /2> ) Bk > ) CiE
© Kyowa Kirin Co., Ltd. 15
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ME-401 : BX/#altniEREU Y NIEEFZRELVE
JI—ZX2 TIDAL R I @

B HERE | S E2RIDET BT 2T LBF/#ialtORRIEY Y EEE
B A% 1 ME-401 B8k 5EC L SHEAIRE

Daily dosing x2 cycles . ’P\?vlgak Nx%t‘:"gﬁgy
Cycles 1 and 2 Intermittent Schedule on Cycles 23

m BRAEMIEX : 12041

B AEREMEE : KE. EXM. A7Z7. BE. &85

B FEHEIEE : £2FTHF

B KETORERAEDOODOEERMEMERIEL T, KEEREERRBNERETE

TIDAL (Trials of PI3K DeltA in Non-Hodgkin’s Lymphoma)
© Kyowa Kirin Co., Ltd. 16
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KHK7791 : Ph2i8& (UJIRESSEHISOUIEARER) TH1>

B MRERETRORY > MAES

ClinicalTrials.gov Identifier: NCT03831607

BBZXREVIIFE RTINS R MR

AOV-=>0 i AR USRS S
92 & 83 % 674 + KHK7791

SiREAE
msY>iRE

YR
(mg/dL)

7.0

3.5

fHZ=HY T A

: 3.5-7.0 mg/dL (3 i8R) (26 ARE)
#i=Hy : ER i :
do ©o ele) ee &
KHK7791 | O :

UVIRER e USREZOWRE :
-3 0 (8) 26

m FEFMAR : 26 BRR[ADY VIRERES LUKHK779 1 DFEEEEDY,
N—ARF12D530%IE T ULHBEREDEIS
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KHK7791 : Ph2iE& (UJIREEHNSOVIESZER) &R
m FEMIER

- R P value [95%{SHEXR]

30% 4 71.6% (48/67) <0.001 [59.3, 82.0]

B 1ABEDDYYIREELBLTSHEE B M5V YiREDHERE

KHK7791 o KHK7791
(88/8) jm5pams IM 5% = (mg/dL) aspamm
16 ' 14.7 5 1S R DZE{L 6 .

|
- -11.7 8t >0 a 5.2 mg/dL 4.7 mg/dL
- (-79.6%) 5
8 4.5 i
j 3.0 & 4 I
2 3.5 [
0 3 l :
0 () 26 0 2 () 26

H7ZDWERE(CH VT A—A51 VIFELEATY YIRS R DARETEEIH 30% U LA U
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SHISDOS12FYI - N1475314> (202047 AK5)

5)

Jd=-)b (1991) NI (1998)

bz AYIUY (2013)
[R7% & -
RTA 402 >

IAR— (1990) RATJ (2007)
ADIWARKRIF>OFII7PIKKF] (2019 by KKF)

#il
_ 5-70v9 (2020F5%) >

S LJIX5 (2008)
AWTT147 (2018)
CKD-MBD I:I7JJLI~‘EI—)l« (2001)
JAZA20v% (2003)

KHK7791

tm o
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RHERERE
HARSEREL - b
= o 2019ﬂ£ 2020$ o 20204
®RI (USD/F) 110M 109H 108H
RV R (GBP/F) 143M 138H -5M 135M

2020£F-f"Q2 RECERA (BIFELL)

A7 =S558
XRJ (USD/HM) -2{EM -1{EM
HK>R (GBP/H) -11{8M -4{EM

20205 E RBRLE (EETFEN-Q)

X(RJ (USD/H) 1M -8{2M8 -4 M
K> R (GBP/H) 1M -3{M -0{EHM
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55 ME-401 e * Phase 1b 55563 (ASCO)
3= Tenapanar MR TR M El Phase 2 5*—4%5 (ERA-EDTA)
65 B e BB * EHEHI O

1: BFBUBISERDI 7T ATIRS (LRRVREIOZENISRINEMEL . IRFAEEEFEZZB I L COMNRINERIZAR) 2B IHRAN-FOYIRBECHID
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FERINLISLODBEFE —
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Brodalumab
KHK4827
Brodalumab .
KHK4827 o *
Brodeumab YNESSE O | *
T R OEETEE -
1 kS
B“ﬁ’éﬁ?fb XLH (B&A) . *
Burosumab
KRN23 XLH? E o
1
i BRI * I
e e *
Romiplostim B EE CHRAT D71 *
AMG531 BAEARMEEM =
Romiplostim
AMG531 ITp E *
1: UltragenyxttEDHEIRFE . .
2: BRETHRBULEIGEEFGF23BEEED > MAE 4 2R - BE LA *  HEICLDEISIRTTAGE RIS DOHI RO HARF SN B 05FHA
3 w8 ol =5
H:BAR. K KE. FCERN . 37207, 65878, R0 3 B
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FBRINATSAODHEFETFTE

i el

Bardoxolone methyl
RTA 402

Bleselumabt
ASKP1240

Entinostat
KHK2375

Evocalcet
KHK7580

KHK4083

KW-6356

Tenapanor
KHK7791

ME-401

Antithrombin gamma
KW-3357

Brodalumab
KHK4827

Brodalumab
KHK4827

Mogamulizumab
KW-0761
Pegfilgrastim
KRN125

Romiplostim
AMG531

B ITAE
HEPRIR T B R

BREEACHITD
BFMFSGS

LR
SHPT
7 NE— RIS 4
S—F Y

EATHES T OS> M0 E

D> )i
OIS £ BiE
=g T o4hd
ZEIEIREIE

HAM
IS MEFHIAZD
FAEMNOENE
RINHIEER QD
BEARMEM

1: PATSARFEAH ORI
H:BAR CKKRE BCEN, 3727, &:53E, hE
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HETE FEAE HIENE T (3 TEBAEHIEN

R | B | HEEFIEGIER (i) FE | L
HEETEBAEHIZL (p)

Japan i: 1,150 per year i AIBICHFBHTLV- 1B RUBIEREBOEEHBLIREIIR T2 1 FEAEMFTIRESE (ILO—HL. F
p: 2,000 F%22531)

p: BAFHBE FR2OFEERAE. BREADLER

ATL U.S. i: 180 per year US Lymphoid Malignancy Statistics by World Health Organization Subtypes. (Lauren R et al.,
CA Cancer ] Clin., 2016)

PTCL Japan p: 1,000 B EE Fk29FFBERE. GREADLER!

CTCL Japan p: 2,000 BAEFEE FR29FEBERD. BREAD IR

CTCL u.S. i: 1,500 per year SEER Data (2001-2007)

XLH Japan p: 5,000 (adult), 1,000 (ped.) AEEOHTEFRAR (20,000 A[C—ATRE) [CEIMWIE; Nationwide survey of fibroblast growth

factor 23 (FGF23)-related hypophosphatemic diseases in Japan: prevalence, biochemical data
and treatment. (Endo I et al., Endocr J., 2015)

XLH Europe p: 12,000 (adult), 3,000 (ped.) AEEBOHEFRER (20,000 AC—AF2E) (CEIUE

XLH u.s. p: 12,000 (adult), 3,000 (ped.) AEEBOHERER (20,000 AC—AF2E) (CEIWIE; New perspectives on the biology and
treatment of X-linked hypophosphatemic rickets. (Carpenter TO, Pediatr Clin North Am., 1997)
TIO/ENS Japan p: 30 (TIO) 2010FF BAEH@E NIE REHBERE(CRT 2B FRAMR
TIO/ENS U.S. p: 500 - 1,000 Ultragenyx{tiA&
PD Japan p: 162,000 B4 EE Fr20FBERA. BREADIER
PD u.S. p: more than 570,000 Decision Resourcesttii&
AD U.S. p: 9,000,000 - 17,000,000 Decision Resourcestt H&U Global DatattiiE
CKD Japan p: 13,300,000 HABHF =% CKD2EA( ~2012
AA Japan i: 1,000 per year #RBIHREI-R—LR-T (2020867H3R7E) HN55IA http://www.nanbyou.or.jp/entry/106
ITP Japan i: 3,000 per year HRBIHREA—R—LR-T (202087H3R7E) MS5IA http://www.nanbyou.or.jp/entry/157
HAM Japan i: 30 per year HTLV-1E8EEREE (HAM) &A1 RS4>2019
p: 3,000 - 3,600
FL U.S. i: 15,000 per year Cancer.net (20204 7H3R7E) N'B5IA https://www.cancer.net/
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AA
AD
ATL
BS
CKD
CTCL
DKD
ENS
FL
FSGS
HAM
ITP
PD
PHPT
PTCL
SHPT
TIO
XLH

&

Aplastic Anemia

Atopic Dermatitis

Adult T-Cell Leukemia/Lymphoma
Biosimilar

Chronic Kidney Disease

Cutaneous T-Cell Lymphoma
Diabetic Kidney Disease

Epidermal Nevus Syndrome
Follicular Lymphoma

Focal Segmental Glomerulosclerosis
HTLV-1 Associated Myelopathy
Idiopathic Thrombocytopenic Purpura
Parkinson’s Disease

Primary Hyperparathyroidism
Peripheral T-Cell Lymphoma
Secondary Hyperparathyroidism
Tumor Induced Osteomalacia
X-linked Hypophosphatemia

© Kyowa Kirin Co., Ltd.

BEARMED

7 NE—THERZ B %

R A THARE B MmywY> ) (&
)\ A A& e

12 EBE SR

RZIETHARIEY > ) (RE

HEPRIR £ B i

R EBPIE(RET

et )i

ER D B SRERRE LIE
HTLV- 1885 hiE
FFFE I I/ ) MBTRVAM 2R DR
N=F2VIR
JRFEERIFIRARIEEET LEE
RAHMETHRRY> ) (RE

TR IR RIARRERE TUESE
(P ed= X | ¢nd

XZ A& EH R > ME

SYOWAKIRIN

32



(LYOWQ KIRIN

~AERNOHHESE T~
BTV RN
J—-ARb—bhI1Z1=5—-33>8 IRIIN-T
03-5205-7206



