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Our Vision 2
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€ Aspire to be a globally active R&D-
based company

€ Contribute to medical care through
leading-edge technologies
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R&D Basic Strategy Iy
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Early recovery from LATUDA CIiff: Focus on late-stage clinical studies

® Be certain to obtain approval of late-stage development pipeline
promptly

For our future growth: Further activation in drug research

® Discover first-in-class drugs or drugs with distinct characteristics
» Select and concentrate on focus therapeutic areas (Psychiatry &

Neurology and Oncology), adopt business unit structure

Discover drugs by drawing upon our strengths

Ensure “POC First” principle and enhance translational research

Bring in cutting-edge technologies

Reinforce use of “outside” resources

VVYVYYVY

R&D organizations & Personnel system

® Management according to the development stage
» Early-stage: Venture approach, express abilities as an individual
» Late-stage: Organizational power, cooperation
® New personnel system (professional contributor: PC)
» Created PC1/PC2 positions based on individual expertise and
achievements 5



Early Recovery from LATUDA Cliff y
R e
Performance Image after the 3 MTBP D

Drop expected in FY2019 as LATUDA® loses its exclusivity in North America.
Shooting for early recovery after FY2020 through launches and growth of late-stage products.

Acquired after May 2016

Net sales Image inorganic growth of late-stage products UTIBRON, SEEBRI, ARCAPTA (U.S.)
500 - Approved in U.S.
APL-130277 (Global) Ph3in U.S.
LATUDA® patent Alvocidib (Global) Ph2in U.S.
expiries New products
400 1 BROVANA® (Oncology)
- APTIOM® Main products for launch
New products Operating (planned)
300 - (excluding Oncology) (blirl‘l(i:gr?;eof Oncology area
LATUDA® yen) Napabucasin (Japan and U.S.)

— 100 Amcasertib  (Japan and U.S.)
DSP-7888  (Japan and U.S.)

200 - .
Operating income
Other image The other areas
products SUN-101 (U.S.)
Dasotraline (U.S.)
100 - —0 SB623 (U.S.)
Lurasidone (Japan)
R&D costs image DSP-1747 (Japan)
0
FY2017 FY2018 FY2019 FY2020 FY2021

(Created in May 2016) 6



Early Recovery from LATUDA CIiff

Key Late-stage Pipeline : Progress in FY2016

Compounds

Napabucasin

Alvocidib

Dasotraline

Apomorphine
Sublingual film
(APL-130277)

Glycopyrronium
bromide (SUN-101)

UTIBRON,
SEEBRI, ARCAPTA

Progress

Gastric, Gastro-esophageal junction adenocarcinoma (combination): Completed
recruitment for Phase 3 study

-
v

tﬁ Sumitomo Dainippon

) Pharma
Submission
target
FY2018

Colorectal, Pancreatic cancer (combination): Started recruitment for Phase 3 studies (Gastric, Gastro-

CCTG announced results of CO.23 study (Colorectal / monotherapy): No significant

esophageal
junction

difference was observed in OS between napabucasin and placebo, but napabucasin  3genocarcinoma)

significantly improved OS in patients with high p-STAT3 expression.

Acquired through Tolero in January 2017
Ongoing Phase 2 study for relapsed or refractory AML (combination / with
biomarker)

ADHD (pediatric and adult): Significant improvement in the primary endpoint was
observed in pediatric Phase 2/3 study. No Significant improvement in the primary
endpoint was observed in adult Phase 3 study

BED: Significant improvement in the primary endpoint was observed in Phase 2/3
study

* Acquired through Cynapsus in October 2016
» Ongoing Phase 3 study for OFF episodes associated with Parkinson's disease

NDA for COPD accepted by the FDA in October 2016
(PDUFA date: May 29, 2017)

In December 2016, acquired exclusive rights from Novartis for commercialization
rights in the US of three products for COPD

FY2018
(at earliest)

FY2017
(ADHD/
Pediatric
and Adult)

FY2017

Filed

(Approved)

CCTG :Canadian Cancer Trials Group; previously known as NCIC-CTG, ADHD: Attention Deficit Hyperactivity Disorder, BED: Binge Eating Disorder 7
COPD: Chronic Obstructive Pulmonary Disease, Alvocidib is licensed from Sanofi.
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Current Focus Areas & Future R&D Investment Strategy R
Prioritize
* Innovation y/
« Competitive advantages i
« Marketability Psychiatry &

» Growth potential Neurology Respirato

area

- Take on the challenge of satisfying area g

unmet medical needs
From “point” to “plane”

edicine / Ce IFuture R&D

 Time axis therapy investment

Addressing the needs of the time _
Rapid advances in Science & Technology K Oncology

- Own strengths bt —
Past accomplishments & experiences
Future R&Dz
Toward the future investment

Growth areas —



Focus Areas
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Trends in R&D Costs (direct) & Allocation to Areas Y

Others

Diabetes and Cardiovascular j N\

Respiratory

Regenerative medicine /
Cell therapy

Psychiatry
Oncology & Neurology

<FY2012 > <FY2015> <FY2016 (forecast)>
32.6 billion yen 48.2 billion yen 50.7 billion yen

Focus investment on
Psychiatry & Neurology (including regenerative medicine / cell therapy)
Oncology



R&D Sites (including Alliances)
Hub & Spoke, Central & Satellite System

) Pharma
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PsychoGenics

Ex scientia

Oncology Psychiatry & Neurology
, AT TETEEEEEEEEEEEE ~q . ~—— T T/ = == = =="=-"=-=======
J/ REMIGES Ventures Cynapsus
: Tolero i' Johns Hopkins Canada
I U.S. | University
I : Sharp Edge Labs I
' Sumitomo Afraxis
: Dainippon JCR Pharma
: B_Bostg_n I Sunovion
I lomedica DRD U.S.
| u.s. DCI _
I BioElectron
|
I
[ RIKEN
' DSK | \ RACMO —
I i
I | Sumitomo Kobe University
I | Pharma -
\ Kyoto f‘tha Suzhou) Kyoto L.lnlversﬂy
\\ University , CiRA
S . L _ \ —

DCI: DSP Cancer Institute

DRD Drug Research Division

DSK: Kyoto University and Sumitomo Dainippon Pharma Joint RACMO: Regenerative & Cellular Medicine Office

Research Project

10
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Psychiatry & Neurology Area y
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Expansion from Psychiatry to Neurology />

P Ni | Take on the challenge for
SyC |atry refractory psychiatric diseases

LATUDA®
2011

Take on a new challenge for

neurodegenerative diseases
LONASEN® (AD, DLB, ALS, PD)

® 2008 Improve cognitive impairment
LU LAr\iOO'] Improve motor function
AD: Alzheimer's disease
SEDIEL® APTIOM® (gpilepsy) DLB: Dementia with Lewy Bodies
1996 2014 ALS: Amyotrophic Lateral Sclerosis
PD: Parkinson's disease
TRERIEF® 2009 After 2010
(Parkinson's disease) iPS cell research
DOPS® 2000's
(Parkinson's disease) Alzheimer's disease research
1989 1990's Joint research with Karolinska institutet
1989
® R&D of BDNF (ALS)
(Eigy)EGRAN Collaboration with Regeneron

| Neurology 11




Psychiatry & Neurology Area
R&D Strategy: Fusioychiat & Neurology 7»

Sumitomo Dainippon
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€ New indications for psychiatric
drugs

Expansion to associated or peripheral
symptoms in neurodegenerative disease

Schizophrenia Depression BPSD
Autism Anxiety PDP
Behavioral and Psychological € Expand to new indications from
Symptoms of Dementia the originally specified disease
[ElFny From Orphan diseases to

Parkinson's Disease Psychosis _
(PDP) Common (segmented) diseases

etc.

Alzheimer’s disease (AD) Amyotrophic Lateral Sclerosis (ALS)
Dementia with Lewy Bodies (DLB) Parkinson's disease (PD) ¢ Uni que approach

Phenotypic drug discovery (animal and cell)
Biomarkers (EEG, fMRI, PET)
Non-human primates

EEG: electroencephalogram
fMRI: functional nuclear magnetic resonance imaging
PET: positron emission tomography 12



Psychiatry & Neurology Area
Continual R&D Pipeline

4 _ ——
Area Discovery/PC Phase 1
Psychiatry DSP-1200
Treatment-resistant
depression
Early program DSP-3748
(Neurotransmitter CIAS
Monoamine system)
DSP-6745

PD psychosis

Neurology Early program DSP-2230

(Core & Peripheral symptom ~Neuropathic pain

Reduction neurodegenerative

progress)
(Regenerative
medicine / Cell Early program
therapy) (iPSC-RPE,
iPSC-dopamine neuron,
etc.)

CIAS: Cognitive Impairments Associated PD: Parkinson's Disease

RPE: Retinal Pigment Epithelium

Phase 2
SEP-363856

PD psychosis,
Schizophrenia

EP1589

PD, ALS

SB623

Chronic stroke

(rt‘ Sumitomo Dainippon

—J ) Pharma

Phase 3

dasotraline
ADHD, BED

TRERIEF®

Parkinsonism in DLB

APL-130277

OFF episodes associated
with PD

ADHD: Attention Deficit Hyperactivity Disorder
with Schizophrenia ALS: Amyotrophic Lateral Sclerosis BED: Binge Eating Disorder

DLB: Dementia with Lewy Bodies

13



Oncology Area

R&D strategy: Oncology

Napabucasin
Amcasertib

Cancer
Stemness
Inhibitor

Cancer
Peptide
Vaccine

Kinase
Inhibitor

Amcasertib

Alvocidib
TP-0903

TP-1287 (preclinical)
TP-0184 (preclinical)

DSP-7888

BBI-801a (preclinical)

Sumitomo Dainippon

‘7 ? Pharma

€ Meet the needs of the
times

€ Take on the challenge of
adopting innovative
concepts and technology

€ Fuse external knowledge,
skills and culture with

ours
(Boston Biomedical, Tolero,

Academia)

14



Oncology Area
Aim to Continual Approval & Launch

(r’-—’ Sumitomo Dainippon
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o 2012 2016

2019

Launch

Gastric and Gastro-esophageal junction

adenocarcinoma (Combination therapy)

Relapsed or refractory AML
(Combination therapy)

Gastric and Gastro-esophageal junction
adenocarcinoma (Combination therapy)

Colorectal cancer Colorectal cancer (Combination therapy)
(Monotherapy)

Pancreatic cancer (Combination therapy)

Phase 2/3

(Combination therapy)

Relapsed or refractory AML

Frontline poor-risk AML
(Combination therapy)

Myelodysplastic syndromes
(Monotherapy)

Glioblastoma
(Combination therapy)

Alvocidib DSP-7888



Oncology Area
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Napabucasin Clinical Development Status VY s

® Cancer Stemness Inhibitor Napabucasin: Key late-stage clinical studies
v Gastric and Gastro-esophageal junction adenocarcinoma (combination):
Phase 3 study ongoing, Completed LPI, Submission target FY2018
v Colorectal cancer (combination): Phase 3 study ongoing
v Pancreatic cancer (combination): Phase 3 study ongoing

® Results of Phase 1b/2 study (BBI608-246) in colorectal cancer combination therapy with

FOLFIRI, or FOLFIRI and bevacizumab (open label) Percentage Change in target lesions
» Study Results : (Best response)
v Napabucasin showed signs of anti-cancer activity 20% p-STAT3 low cohort (25 patients)

regardless of FOLFIRI-pretreatment or p-STAT3 status

0, l - o= .
0% "INl I I I I I
_ -20%
(56 evaluable patients) 409
Disease control Overall response
-60%
S rate (DCR) rate (ORR) *

p-STAT3 high cohort (31 patients)

Evaluable 56 pts 88% (49/56 pts) (12§t0/;(§r11i6e/\?i?15 tcS:)R) ‘21((::; | |
FOLFIRI naive 93% (28/30 pts) 33% (10/30 pts) 0% .. . I I I I | | I | | I | | |
FOLFIRI exposed 81% (21/26 pts) 23% (6/26 pts) 2%
0-STAT3 low 92% (23/25 pts) 32% (8125 pts) 0% |
p-STAT3 high 84% (26/31 pts) 26% (8/31 pts) Zzi

+ LPI: Last Patient-in 1100%

* FOLFIRI (Combination with fluorouracil, leucovorin, irinotecan) FOLFIRI naive FOLFIRINGxpoSed

Johanna C. Bendell, et al. J Clin Oncol 35, 2017, ASCO-GI 2017 (suppl 4S; abstract 593) 16



Oncology Area

Cancer Peptide Vaccine (DSP-7888

J/'
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® Characteristic: The peptide inducing WT1-specific CTL + peptide inducing helper T cells
Targeted disease: Solid tumors (Pediatric brain tumor),
Hematologic malignancies (Myelodysplastic syndromes (MDS))

® Phase 1 study for MDS

» Study Results :
v Disease Control Rate was 66.7%
in evaluable 12 patients

Overall Survival in azacitidine
failure higher-risk MDS patients

DSP-7888 (7 patients):
6.8 to 15.5 month")

Historical data (435 patients):
Median 5.6 months?)

> Future plans:
v" Phase 2/3 study will be initiated in
FY 2017

WT1: Wilms' tumor gene 1 CTL : Cytotoxic T Lymphocyte

Clinical Responses and Survival Outcomes of Individual Patients

Treatment Duration and 0OS

10.5mg/

I On treatment

body ¥4 Off treatment
:; » Surviving
0 2 4 6 8 _I__10 . 12t " f14 16
s . . Median OS from ime from start o
Higher risk AZA failure historical data treatment (months)
(5.6 months)
1) Miyakoshi S et. al. ASH 2016(Abstract 4335)
2) Prebet T et. al. J Clin Onclol 2011;29:3322-7 17



Oncology Area
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Tolero’s Pipeline & Discovery Capabilities Wy o

» Tolero's pipeline

Development Generic Mechanism of . Development Development
. Target indication .
code name action location stage
- Alvocidib | CDK9 inhibitor Acute myeloid leukemia U.S. Phase 2
(Completed)
Acute myeloid leukemia (Biomarker) | U.S. Phase 2
Myelodysplastic syndromes U.S. Preclinical
TP-0903 TBD AXL receptor tyrosine | Solid tumors, U.S. Phase 1
kinase inhibitor Hematologic malignancies
TP-1287 TBD CDK®9 inhibitor TBD u.S. Preclinical
TP-0184 TBD ALK2/BMPR TBD u.S. Preclinical
Signaling Inhibitor

* In addition to the above list, Tolero possesses two compounds in the preclinical stage
» Tolero's drug discovery capabilities

* Experienced personnel who have been involved in drug discovery and clinical
development targeting kinases for more than 10 years

* Unique evaluation system that assesses disease relevance and in-silico platform
to discover disease-related kinases

N/

Select target indication, such as hematologic malignancies, most relevant
to targeted kinase 18




Oncology Area .

_ Cancer Stem
Injury Cell

Suppression

Cancer Cell
Kinase inhibitors

Intracellular signa
transduction s
inhibition

Cells of
the Immune System

Drug

Sumitomo Dainippon

Cancer Drug Research: Outlook for the Future D

19
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Towards the Future Y rams

® Make achievements with limited R&D resources

v Selection and Concentration
v" Advancing the R&D system, Securing investment in early-stage programs

® Continuously develop and reinforce our own science and

technology platform (strength)
v In silico drug discovery, Disease iPS, Brain targeted DDS
v" Phenotypic screening system, Non-human primate system

® Accelerate use of external resources

v' Secure “drug seeds” through open innovation
v" Out-license of early assets

v' Cost sharing with partners through joint research or collaboration

Aspire to be a globally active R&D-based

company, through leading-edge science and
technologies

Ensure sustainable growth through the creation
of new value

20
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Topics L T
Psychiatry & Neurology and Respiratory Areas:
Pipeline Driving Sustainable Growth

Dasotraline Antony Loebel, M.D

Executive Officer, Head of Global

Apomorphine Clinical Development

Sublingual film
APL-130277
( ) Executive Vice President and CMO,

Glycopyrronium ) Sunovion Pharmaceuticals Inc.
bromide

(SUN-101)

New Challenge in Oncology Area: Making Meaningful Medicines

David J. Bearss, Ph.D
Chief Executive Officer
Tolero Pharmaceuticals, Inc.

Alvocidib

21
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Psychiatry & Neurology Area, Respiratory Area:
Pipeline Driving Sustainable Growth

Antony Loebel, M.D.

Executive Officer, Head of Global Clinical Development
Executive Vice President and CMO, Sunovion Pharmaceuticals Inc.

22
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Q PSYCHIATRY FRANCHISE

. GCD OVERVIEW

NEUROLOGY FRANCHISE

RESPIRATORY FRANCHISE

mitomo Dainippon

23



GCD Overview
Global R&D Organization

~
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Head of GCD

Global

Development Global CDMA
Operation

Office of
Global Global Global Global
Project tonal Strategic clone Regulatory Clinical Clinical £ Elote Safety/PV

Management R&D Admin. Planning TMED Affairs Raaash Operafios Data Science | | Medical Affairs}

Drug
Development
Division (DSP)

I 1 1 I | 1
| | | | | |
1 1 1 1 1 1
1 I 1 1 1 1
\"4 \"4 \"4
Global Global Global Global
; Project Clinical Data
Project Medical peration Science
Lead Lead Lead
Global Project Steering Committee (GPSC)
Global
Head
Non-GCD Organizations Global
Strategy
| NPP

24



GCD Overview O Y
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Focus on One Team, Values, and Goals />

Improving Patients’ Lives Worldwide

$ Submissions _ %
w m

L x %,_—,A_mﬁ LA W S

Global Cli ~ Innovative & Efficient n (GCDO)
Clinical Development

AR\

25
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Our Pipeline (as of January 27, 2017) &y I e

Brand name/

Development Phase Phase Phase :
Product code Submitted

location 1 p 3

Generic name Proposed indication

LATUDA® lurasidone hydrochloride Schizophrenia
Schizophrenia Japan _
Bipolar | depression, Bipolar maintenance Japan _
Pediatric, adolescent Bipolar | disorder U.S. #
(new indication)
SEP-225289 dasotraline Adult attention-deficit hyperactivity disorder (ADHD) | U.S. _
Pediatric attention-deficit hyperactivity disorder (ADHD) u.sS. _ % Ph2/3
Binge eating disorder (BED) u.s. _ % Ph 2/3
SEP-363856 TBD Schizophrenia, Parkinson’s disease psychosis u.s. “
Schizophrenia Japan -
APTIOM® eslicarbazepine acetate Partial-onset seizures in children (4yr+) — adjunctive US. *
and monotherapy (new indication)
Aoy gpon_worphine el OFF episodes associated with Parkinson’s disease U.S. *
ublingual
SB623 TBD Chronic Stroke u.s. -
SUN-101/eFlow® | glycopyrronium bromide Chronic obstructive pulmonary disease (COPD) u.sS. _
® Other pipeline
LONASEN® blonanserin Schizophrenia (Submitted/China), (Pediatric usage) Schizophrenia (Ph3/Japan),
(New formulation: Transdermal patch) Schizophrenia (Ph3/Japan)
TRERIEF® zonisamide (New indication) Parkinsonism in Dementia with Lewy Bodies (DLB) (Ph3/Japan)
EPI-743 vatiquinone Leigh syndrome (Ph2/3 completed/Japan)
EPI-589 TBD Parkinson’s disease (Ph2/US), Amyotrophic lateral sclerosis (ALS) (Ph2/US)
DSP-1747 obeticholic acid Nonalcoholic steatohepatitis (NASH) (Ph2/Japan)
DSP-6952 TBD IBS with constipation, Chronic idiopathic constipation (Ph2/Japan)
DSP-2230 TBD Neuropathic pain (Ph1)
DSP-3748 TBD Cognitive Impairment Associated with Schizophrenia (Ph1)
DSP-1200 TBD Treatment-resistant depression (Ph1)
DSP-6745 TBD Parkinson’s disease psychosis (Ph1) 26
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Psychiatry Franchise ¢
< ﬁﬂ Sumitomo Dainippon
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LATUDA for Adolescents with Schizophrenia

Study Design (Study 301)
Six-week, randomized, double-blind, placebo-controlled, LATUDA now approved by
parallel-group, fixed dose study (LATUDA 40 or 80 mg/day) FDA for treatment of

Adolescents (ages 13-17 years) with schizophrenia adolescents with
schizophrenia

© L
©
=
0 -5
2 g
<
g ({) 10
g F M
Q
cd 2
= 0
O O 8 -15
2 7)) =
g (b Lurasidone 80 mg vs Placebo p-value: 0.0006
£ -1 .20
o
.,t Lurasidone 40 mg vs Placebo p-value: 0.0003
(«})
2 -25
© I I I 1 | 1 I 1
('S Baseline Day 4 Wk 1 Wk 2 Wk 3 Wk 4 Wk 5 Wk 6
Visit
—@— Placebo (N=112) —A— Lurasidone 40 mg (N=108) —Jll— Lurasidone 80 mg (N=106)
BL Mean 92.8 94.5 94.0
Effect Size at Week 6 0.51 0.48

LOCF (vs. Placebo)

*P<0.05; **P<0.01 28



Psychiatry Franchise @
LATUDA for Children & Adolescents with Bipolar Depression

| — ———
Study Design (Study 326)
Six-week, randomized, double-blind, placebo-controlled,
parallel-group, flexible dose study (LATUDA 20-80 mg/day)
Children and adolescents (ages 10-17) with bipolar | disorder

(rﬁﬂ Sumitomo Dainippon

"J ) Pharma

Results
Demonstrated statistically significant and clinically meaningful improvement versus placebo on

primary and secondary endpoints
LATUDA was generally well-tolerated with minimal effects on weight and metabolic parameters

Primary Efficacy Endpoint: Children Depression Rating Scale — Revised (CDRS-R) Total Score

(1’4
tll) Baseline Week 1 Week 2 Week 3 Week 4 Week 5 Week 6
m o 1 1 1 1 1 J
o
c= 5]
.q_, n:
o - °
n o e e
26 157 ~=® -15.5 2
E D — e
Sw 7 A -21.0
|.|_ et *% *%
o *k%k
o - 25 -
g’ =@®=Placebo (N=170) e=e=| urasidone 20-80mg (N=173) \4
(3]
S *P<0.05; **P<0.01; ***P<0.0001. ES=Effect Size 29

Sunovion, Data on file
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Opportunities in Multiple Indications />

Dasotraline (SEP-225289)

Attention-deficit hyperactivity disorder (ADHD)
Binge eating disorder (BED)




Psychiatry Franchise ® iy
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Attention Deficit Hyperactivity Disorder (ADHD) /3 e

ADHD is a persistent pattern of inattention and/or hyperactivity-impulsivity that interferes
with functioning and development.:

CHILDREN

Children with ADHD have poorer social relationships and more frequent and severe injuries
than peers without ADHD .2

ADULTS
Symptoms impact social and occupational functioning, leading to high levels of
unemployment, workplace impairment and reduced productivity.+s.s

~6.4M
children
have or Up to 60% ~$10.3B
experience of children with market in the

ADHD ADHD U.S.
symptoms in continue to
the U.S. experience
symptoms into
adulthood?

1 American Psychiatric Association. Diagnostic and Statistical Manual of Mental Disorders.

2 Centers for Disease Control and Prevention. Data and Statistics.

3 Innov Clin Neurosci. Our Current Understanding of Adult ADHD.

4 Prim Care Companion J Clin Psychiatry. Assessing Adults With ADHD and Comorbidities.

5 International Archives of Occupational and Environmental Health. The negative impact of attention-deficit/hyperactivity disorder on occupational health in adults and adolescents. 31
6 WebMD. Attention Deficit Hyperactivity Disorder: ADHD in Adults.
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About Dasotraline D
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Dasotraline is a long-lasting dopamine norepinephrine reuptake inhibitor
(DNRI) with:

Long duration of effect (tmax 10-12 hrs; t/2 47-77 hrs)
Steady state achieved by 2 weeks

Absence of wearing off and smoothness of effect
Once-daily dosing

Lower risk of abuse/diversion

In development for the following indications:
Attention deficit hyperactivity disorder (ADHD)
Binge eating disorder (BED)

Dasotraline could offer an alternative treatment option for ADHD and BED
Stimulants
Are most commonly prescribed therapeutic agents for ADHD
Are highly effective but there is a growing problem of abuse
Do not provide continuous 24 hour coverage of ADHD symptoms
Non-stimulants
Are not associated with abuse potential
Are perceived to be less effective 32
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Dasotraline: Mechanism of Action

DA
NET NE and DA Release
Reuptak
\ Blocked /
NE
Release
~__ DAT
-

NE = Norepinephrine

DA = Dopamine

NET = NE Transporter 33
DAT = DA Transporter



Psychiatry Franchise

Dasotraline Efficacious in

Study Design (SEP360-202)
Six-week, double-blind, multi-center, placebo-controlled, parallel-group, fixed dose safety and
efficacy trial in children ages 6-12 years
Results
Study showed that the 4mg/per day dose demonstrated a statistically significant and clinically
relevant difference compared to placebo (2mg/per day dose was not statistically significant)

Dasotraline was generally well-tolerated

Change from Baseline in ADHD

RS-IV Total Score

Baseline Week 1

~

Week2 Week3 Week4 Week5 Week6

10 -
12 -
14 -
16 -
18 -

=@-Placebo (N=116)

P values adjusted at week 6.
*P<0.05; **P<0.01; ***P<0.0001

**

Dasotraline 2mg/day (N=111)

ES=Effect Size

—

, 125
-12.7

-t -17.5

*k* *k*

—+=Dasotraline 4mg/day (N=115)

Sunovion, Data on file

Sumitomo Dainippon

Children with ADHD VY e

juswanoaduwy

v

34



Psychiatry Franchise
Dasotraline Efficacious in Adults with ADHD

Study Design (SEP360-201)
Four-week, randomized, double-blind, parallel-group, multi-center, placebo-controlled,
fixed dose safety and efficacy trial in adults
Results
Dasotraline 8 mg/day demonstrated statistically significant improvement compared to placebo on the primary
efficacy endpoint
Both dasotraline 4mg/per day and 8 mg/per day demonstrated a statistically significant and clinically relevant
difference compared to placebo on the secondary endpoint
Dasotraline was generally well-tolerated

Sumitomo Dainippon

7 ? Pharma

ADHD RS-V Total Score (MMRM) — Primary Endpoint LS Mean Change From Baseline

Baseline Week 1 Week 2 Week 3 Week 4
0 o I 1 1 )

-2
4 -
-6 -
-8 - S —
-10 -
12 A
14 -
16 -
18 -
-20 - ITT population:

=®-Placebo (N=110) Dasotraline 4 mg/day (N=114) Dasotraline 8 mg/day (N=107)

BL mean: 36.7 36.8 36.6

*P<0.05

1P<0.025 _ _ _ _ Koblan KS, et al; Neuropsychopharmacology
ADHD RS-V, ADHD Rating Scale Version |IV; BL, baseline; ITT, intent-to-treat; LS, least squares; 2015 40(12):2745-52 35

MMRM, mixed-effects model for repeated measures

LS mean change from baseline




Psychiatry Franchise ® o
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Binge-Eating Disorder (BED) >

BED is an eating disorder that is characterized by recurrent episodes of binge eating that
occur at least once per week for three months and can lead to a number of psychological
and physical problems. Binge eating involves two key features: eating a very large amount of
food within a relatively short period of time (e.g. within two hours) and feeling a sense of
loss of control while eating (e.g. feeling unable to stop yourself from eating).2

Lifetime

revalence of .
pBED in US Patients are
usually

a(iults Associated iaht
3.6% for with increased overweignt,

women and | healthcare average BMI
2.1% for utilization, >27
men>4 medical
morbidity and
mortality®

1 American Psychiatric Association. Diagnostic and Statistical Manual of Mental Disorders.

2 Mayo Clinic. Binge-Eating Disorder.

3 Biological Psychiatry. The Prevalence and Correlates of Eating Disorders in the National Comorbidity Survey Replication.

4 Current Psychiatry Reports. Epidemiology of Eating Disorders: Incidence, Prevalence and Mortality Rates.

5 American Psychiatric Association. Diagnostic and Statistical Manual of Mental Disorders. 36
8 American Psychiatric Association. Diagnostic and Statistical Manual of Mental Disorders.
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Dasotraline Demonstrates Efficacy in BED />

Change from Baseline in

Study Design (SEP360-221)
Twelve- week, randomized, double-blind, parallel-group, multi-center, placebo-controlled,
parallel-group, flexible-dose in adults with moderate to severe BED

Primary Endpoint Key Secondary

Number of Binge Days per Week Percentage of subjects with cessation of
bingeing (28 days without bingeing) at week 12
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Placebo (n=160) Dasotraline 4-8 mg (n=157)
=@=Placebo (N=160) === Dasotraline 4-8mg (N=155)
***P<0.0001
** D <0.0001 ES=Effect Size Note: percentage is calculated based on number of subjects at the visit 37

as denominator Sunovion, Data on file
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The Dasotraline Program Continues To Advance &

Study Timing Results

Adult ADHD - only one positive study required

201 December 2013 Positive study in ADHD

301 October 2016 NS — provides supporting evidence

Pediatric ADHD — two positive studies required

202 August 2016 Positive study in Peds ADHD

305 March 2017 Ongoing — results expected March 2017
(expected) Completes ADHD submission package

BED

221 November 2016 Positive study in BED

321 Planned study to Replication study

start March 2017

Plan to submit ADHD (adult & pediatric) NDA in Q2 FY2017
Plan to submit sNDA for BED in FY2018
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SEP-363856

Schizophrenia
Parkinson’s disease psychosis
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SEP-363856 Overview

Overview
Investigational psychotropic agent with non-dopamine D, mechanism of action
Identified by Sunovion researchers in collaboration with PsychoGenics Inc, using its
proprietary in vivo SmartCube systems biology drug discovery platform

Indication
Being studied for patients with schizophrenia and Parkinson’s disease psychosis

Global Phase 2 clinical development program initiated in December 2016
SEP361-201: 4-week, double-blind, randomized, parallel-group, placebo controlled,

flexibly-dosed, multicenter study
To evaluate the efficacy and safety of SEP-363856 in acutely psychotic adult subjects with
schizophrenia (global) [NCT02969382]

SEP361-202: 26-week open-label study
Safety and tolerability extension study of SEP-363856 in adult subjects with schizophrenia
(global) [NCT02970929]

SEP361-203: Randomized, parallel group, multicenter study
To evaluate the efficacy, safety and tolerability of SEP-363856 in subjects with Parkinson’s
disease psychosis (U.S. only) [NCT02969369]
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About APTIOM J) Pharma

APTIOM (eslicarbazepine acetate):
Voltage-gated sodium channel blocker

Member of the dibenzazepine carboxamide family of antiepileptic drugs
(AEDs), an established class of medicines

APTIOM is approved by the U.S. Food and Drug Administration for
adults with partial-onset seizures as:

Monotherapy (August 27, 2015)
Adjunctive therapy (November 8, 2013)

Key attributes include:
Once-daily dosing (not an extended release)
Crushability
Not classified as a controlled substance
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APTIOM Pediatric Indication for POS 7Y fhams

Pursuing an expansion of the indication for APTIOM for the
treatment of partial-onset seizures as monotherapy or adjunctive
therapy in patients 4 years of age and older

- Submission based on recent

FDA guidance that allows Addresses an unmet

extrapolation of data need and represents a
opportunity for APTIOM

- Submission will also include:
— Pediatric data from three
trials conducted by our
partner BIAL in Europe
— Pharmacokinetic analyses to sNDA
support a proposed dosing submission
regimen for children anticipated

ages 4-17 years Q4 FY2016
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Innovative Near-Term Potential Therapy />

Apomorphine sublingual film ®

(APL-130277)

OFF episodes associated with Parkinson’s disease
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Parkinson’s Disease (PD) and OFF Episodes >

PD is a chronic, progressive neurodegenerative disease characterized by motor symptoms,
rigidity and impaired movement. OFF episodes are periods of loss of function (motor and
non-motor) experienced by PD patients and can occur one to six times daily, impairing
mobility and ability to maintain normal activities.!2

Types of OFF episodes

- Early morning OFF — patient wakens in OFF state

- Delayed ON - levodopa effects take longer than normal to take effect

- End-of-dose wearing-off — the effects of levodopa wear off prior to next scheduled dose
- Erratic or unpredictable OFF — episode at times not related to dose timing

Frequency
of OFF

episodes
Second most increase
common with age'2

>1M
in the U.S.
~ 4-6M
worldwide

affected’? neurodegenerative 40% with

disease behind PD have
Alzheimer’s OFF
disease'? episodes’2

Denny 1999 J Neurolog Sci, v165, p18-23, table 3.
2Schrag 2000 Brain v 123, p2297-2305
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Designed to be a fast-acting, easy-to-use thin film for the on-demand
management of OFF episodes associated with PD

Novel formulation of apomorphine

Broad dose range (10 mg — 35 mg being tested)
Has been studied in all types of OFF episodes, including morning OFF

Single dose pharmacokinetic profile

Tolerability: blunted peak may relate
to low incidence nausea, vomiting,
hypotension and possibly low risk QT
prolongation

Efficacy: slow decline in [C] from peak
may allow persistence of efficacy

In Phase 2 study, approximately 50%
of subjects remained “ON” at 90
minutes

Plasma Apomorphine, ng/ml

18
16
14
12
10

o N A~ O ©

Apomorphine

—e— Subcutaneous 3mg
—s— Sublingual 15mg

0 50 100 150 200 250 300
Time, minutes

Sunovion, Data on file, Study CTH-103 46
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