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FTY720
(Multiple Sclerosis) 

MCC-847 
(Allergic Rhinitis)

MP-513
(Type 2 Diabetes Mellitus) 

Cholebine
(Type 2 Diabetes Mellitus)

MP-424
(Chronic Hepatitis C)

MP-214(Schizophrenia) 

MP-435
(Rheumatoid Arthritis)

CNTO148
(Rheumatoid Arthritis) 

TA-6666
(Type 2 Diabetes Mellitus)

Cholebine
(Hyperphosphatemia)

Radicut (ALS)

VG-IH
(Myasthenia Gravis)

MCC-847 (Asthma)

Valixa （Transplantation）

APTA-2217  (Asthma)

TA-8317/ACREF
(Breakthrough Cancer

Pain)

Modiodal (OSAS) 

Remicade
(Ulcerative Colitis)

Remicade
(Ankylosing Spondylitis)

APTA-2217  (COPD) 

Ceredist (Spinocerebellar
Degeneration, OD tablet)  

VG-IH
(Systemic Sclerosis)

Novastan (HIT)

【【 ApprovedApproved 】】： stage up    

PhasePhase 11 PhasePhase 22 Phase Phase 33 Filed Filed 

D
o
m

e
st

ic
D

o
m

e
st

ic

Neuart
(Toxemia of Pregnancy)

VG-IH (Polymyositis, 
Dermatomyositis)

VG-IH 
(IgG2 deficiency)

Remicade
(Additional dose,

Rheumatoid Arthritis)

Remicade (Psoriasis)

VG-IH  (Hypo-, 
Agammaglobulinemia)

CNS

Metabolism/
Cardiovascular

Others 

Immunology

TA-7284
(Diabetes Mellitus)

1. Development Pipeline Status 1. Development Pipeline Status [Domestic][Domestic]

Anplag
(Cerebral Infarction)

Maintate
(Chronic Heart Failure)

Pazucross
(Additional dose,

Sepsis/Pneumococcus)  

Changes since May 7, 2008 
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T-0047
(Multiple Sclerosis) 

TA-1790 （US）
(Erectile Dysfunction）

FTY720
(Multiple Sclerosis)

TA-7284
(Diabetes Mellitus)

MCI-186  
(Acute Cerebral Infarction)

GB-1057
(Stabilizing Agent)

TA-5493 (Rheumatoid
Arthritis, Psoriasis)

MP-513

(Type 2 Diabetes Mellitus)

TA-8995 
(Hyperlipidemia)

MCC-257 
(Diabetic Neuropathy)

MCC-135 
(Myocardial Infarction)

TA-6666
(Type 2 Diabetes Mellitus)

TA-5538
(Overactive Bladder)

Argatroban （EU）
(PCI in HIT)

MCI-196
(Hyperphosphatemia)

MP-1４6
(Chronic Kidney Disease)

Argatroban*
(HIT)（EU）
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TA-1790 （Korea）
(Erectile Dysfunction ）

* In preparation to file

PhasePhase 11 PhasePhase 22 PhasePhase 33 FiledFiled

1. Development Pipeline Status1. Development Pipeline Status
[Overseas] [Overseas] InIn--house developments, licensed productshouse developments, licensed products

： stage up

CTA018 （Secondary
Hyperparathyroidism) 

Changes from May 7, 2008 

CNS

Metabolism/

Cardiovascular

Others 

Immunology
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Steady P3 progress

22. Key Development Projects. Key Development Projects

Medium-Term Management PlanMedium-Term Management Plan

US/EU
MCI-196 (Hyperphosphatemia)

MP-146 (Chronic kidney disease)

NDA by fiscal 2010

20102008 2009

Alliances in US/EUDomestic

MP-424 (Chronic hepatitis C)

MP-513 (Type 2 diabetes)

Steady progress

License-out
in US/EUTA-7284 (Diabetes)

LCM

RA/Change of usage/
dosage

Psoriasis

Ankylosing Spondylitis

Ulcerative Colitis

ALS

R
em

ic
ad

e

Radicut

2015

Approval
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22. Key Development Projects. Key Development Projects
Chronic Kidney DiseaseChronic Kidney Disease (CKD):(CKD): USUS//EU DevelopmentEU Development

U
S
/
E
U

U
S
/
E
U

2010201020082008 20092009 20120155

Filed Filed 

N
e
w

N
e
w

EstablishEstablish bbusiness usiness 
pplatform in the U.S.latform in the U.S.

MCIMCI--196 196 
((HyperphosphatemiaHyperphosphatemia))

TargetTarget NDANDA 20102010

Steady Steady P3  P3  promotionpromotionMPMP--146 146 
((CKDCKD))

CTA018CTA018
（（ Secondary HyperparathyroidismSecondary Hyperparathyroidism ））

North AmericaNorth America
Development Development 

Focus on Focus on CKD drugsCKD drugs

MarketingMarketing
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22. Key Development Projects. Key Development Projects
CTA018 CTA018 （（LicensedLicensed from Cytochromafrom Cytochroma,, CanadaCanada））

【【IndicationIndication】】

Secondary Hyperparathyroidism (Secondary Hyperparathyroidism (SHPTSHPT) in ) in ppatients with Catients with CKDKD

【【StageStage】】

Phase 2Phase 2

【【LicenseLicense】】

Exclusive license to develop, and Exclusive license to develop, and distributedistribute CTA018 in the US andCTA018 in the US and Asia, Asia, 

including Japanincluding Japan

【【Chronic Kidney Disease Pipeline Chronic Kidney Disease Pipeline 】】

CTA018 is CTA018 is ourour 33rdrd productproduct, following MCI, following MCI--196 for hyperphosphatemia and 196 for hyperphosphatemia and 

MPMP--146 for CKD146 for CKD

【【Commercialization PlatformCommercialization Platform in the USthe US】】

Utilize Utilize CytochromaCytochroma’’ss research, development and marketing knowresearch, development and marketing know--how based how based 

on its broad experience and achievementson its broad experience and achievements
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PCP

Mild Severe

Stage 1 Stage 1 

Treatment for CKD
（MP-146 US/EU, P3）

Stage 2 Stage 2 Stage 3 Stage 3 Stage 4 Stage 4 Stage 5Stage 5

Challenging Prevention and 

Treatment of ESRD

Challenging Prevention and 

Challenging Prevention and 

Treatment of ESRD

Treatment of ESRD

Treatment for
Hyperphosphatemia

（MP-196 US/EU, P3）

Treatment for SHPT
（VD3 Derivative

CTA018 Canada, P2)

SHPTSHPT:: Secondary Hyperparathyroidism Secondary Hyperparathyroidism 

Renal Specialists

Dialysis Physicians

Severity of Chronic Kidney Disease 

Development Projects for RenalDevelopment Projects for Renal DiseaseDisease
(CKD)(CKD)
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22. Key Development Projects. Key Development Projects
（（MPMP--513513, , TATA--72847284））; Development for Diabetic; Development for Diabetic

Pancreas

Post-prandial 
glycemic control
Glucobay

★DPP4 inhibitors
MP-513(Ph2）
TA-6666(Ph2）

SGLT: Sodium glucose cotransporter

★Insulin sensitizer
Cholebine（P2）

Vessel

Antidiabetic line with varying mechanisms of action

Diversify into drugs for obesity & diabetic complications
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★SGLT-2 inhibitor
TA-7284(P2）

Incretin
action

Small 
Intestine

α-GI 

SU Biguanides

★Novel antidiabetic

GLP-1 

Thiazolidines

↓glucose uptake

Phase：Most advanced stage is presented

★Novel antidiabetic

Muscle/
Adipose cells

Hyperglycemia

Liver

↓glucose uptake

↑glucose production

↑
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Insulin secretion 
deficiency
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Total Care Strategy:Total Care Strategy:
From Diabetes to Kidney DiseaseFrom Diabetes to Kidney Disease

MP-146
(Chronic kidney disease)

MCI-196
(Hyperphosphatemia)

Renal field

CTA018
(Secondary hyperparathyroidism)

TA-7284
(Diabetes)

MP-513
(Type 2 diabetes)

Diabetes field

Novel diabetes drug
MCI-196
(Diabetes)

Pursue total disease care with DM as the key disease 
・ From metabolic risk (obesity, hyperlipidemia) to complications （kidney damage, dialysis）

・ Expand discovery research multilaterally from hypoglycemia to vascular and kidney damage drugs

Bolster alliances to accelerate strategy
(development, marketing)

・Obtain earlier approval for the 3 renal 
products
・Establish and enhance our own sales 
operations

・Develop diabetes pipeline into blockbusters

・Overseas: licensing, co-development, co-
marketing
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Follow Up

Follow UpPEG/RBV

PEG/RBV
TVR/PEG/

RBV

Follow UpTVR/PEG

Follow Up
TVR/PEG/

RBV

* :SVR12 data for Genotype 1 

48% *

(39/82)

36%
(28/78) 

68% 
(55/81)

62%

(51/82)

EASL 2008 PROVE2, Oral Presentation, April 2008
GM Dusheiko et.al

72w

↓

48w

↓

36w

↓

24w

↓

12w

↓

PROVE 2 : PROVE 2 : SVRSVR2424 for patients for patients withwith Genotype 1Genotype 1

22. Key Development Projects. Key Development Projects
(MP(MP--424, 424, TelaprevirTelaprevir): ): Development for HCV diseaseDevelopment for HCV disease
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Development schedule of Development schedule of TelaprevirTelaprevir
（（MPMP--424/VX424/VX--950950））

2004

US/EU 

2005 2006 20082007 20102009 2011

JAPAN 

Licensing-in

P2

P3 (POC)

P1 (PK, PD)

ADVANCE (POC)

PROVE 3

PROVE 2

PROVE 1

P1

2012
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P3 Filed 

RA
(additional dose) 

Sep. 2007

RA
(additional dose) 

Sep. 2007

Psoriasis 
Feb. 2008 

Psoriasis 
Feb. 2008 

Planning Planning 

Ankylosing
Spondylitis

Sep. 2008

Ankylosing
Spondylitis

Sep. 2008
Ulcerative   
Colitis

Ulcerative   
Colitis

CrohnCrohn’’ss disease  disease  
（（MaintenanceMaintenance））

BechetBechet’’ss disease  disease  
RARA

CrohnCrohn’’ss disease  disease  
（（Induction of remissionInduction of remission））

ApprovalApproval -- LaunchLaunch

Ankylosing
Spondylitis

22. Key Development Projects. Key Development Projects
RemicadeRemicade -- LCM LCM 

Present 

~ 2010

Successive   Successive   
AApproval pproval 
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CureCure

（（MTX
MTX / B
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））

CNTO148 scCNTO148 sc
((P2/3P2/3 in Japanin Japan))

MP-435
(C5a antagonist,  

P1 in Japan)

MPMP--435435
((C5a antagonist,  C5a antagonist,  

P1 in JapanP1 in Japan))

Development strategy Development strategy inin RA treatmentRA treatment
Development projectsDevelopment projects（（RRemicadeemicade, , CNTO148CNTO148, , MPMP--435)435)

3 months

M
ild

Remicade ivRemicade iv
((Additional indications Additional indications && dosage, dosage, 

JJ--NDA filledNDA filled))
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RARA
DiagnosisDiagnosis
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RA 
Onset

AntiAnti--human human 
TNFTNFααantibodyantibody

New Oral New Oral 
DrugsDrugs

Time

Early diagnosis  and  Early diagnosis  and  
early treatmentearly treatment

•• DrugDrug--Free Free 
RemissionRemission

•• Prevent joint Prevent joint 
destructiondestruction
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FTY720 FTY720 
【【 Development Development sstagetage 】】
-- Licensed to NovartLicensed to Novartiis Pharma AG, s Pharma AG, P3P3
-- CoCo--development in Japan, development in Japan, P2P2
【【 Generic Generic nnameame 】】 FingolFingoliimodmod
【【 Mechanism of Mechanism of aactionction 】】 S1PRS1PR agonistagonist
Suppression of lymphocyte emigration from
secondary lymphoid tissue and thymic medulla 
to thymus and blood vessels.
(first in class)

TT--00470047
【【 Development Development sstagetage 】】
-- Licensed to Licensed to GSK, GSK, P2 overseasP2 overseas
【【 Generic Generic nnameame 】】 FFirategrastirategrast
【【 Mechanism of Mechanism of aactionction 】】 αα4 antagonist4 antagonist
Suppression of tissue invasion by lymphocytes
(oral, first in class)

3. Development Project Topics3. Development Project Topics

Multiple Sclerosis Multiple Sclerosis (FTY720, T(FTY720, T--0047)0047)

Filing planned by end 2009 in US & EU 
(Press release from Novartis, April 2008)

5mg1.25mg
FTY720

starting dose

89%
Free of active 

brain lesions (%)

73%68%Relapse Free (%)

Extension of Overseas P2 study 

(3 years)



Cautionary Statement

Statements contained in this presentation are based on a 
number of assumptions and beliefs in light of information 
currently available to the management of the company and is 
subject to significant risks and uncertainties.


