Annual Flash Report (unaudited)
Fiscal Year ended March 31, 2017

Status of Development Pipeline
as of May 8, 2017

I. Main Status of Development Pipelines (Oncology)

1. Development Status in Japan

< Approved >

Product Name - Target indication _
/ Development Code Classification . . Dosage form In-house™ / In-license
/ Generic Name / Pharmacological Action
- - In-house
Opdivo Additional L .
; e Head and neck cancer *1 Injection (Co-development with
Intravenous Infusion indication Bristol-Myers Squibb)

Changes from Third Quarter Flash Report for the Fiscal Year ending March 2017

*1: Approval for the partial change in approved items of the manufacturing and marketing approval for Opdivo Intravenous Infusion
was obtained in Japan for the treatment of recurrent or metastatic head and neck cancer.

Note: “In-house” compounds include a compound generated from collaborative research.
In the case of clinical development of the anticancer compound in the same indication, the most advanced clinical phase is described.

< Filed >
Product Name - Target indication _
/ Development Code Classification . . Dosage form In-house*’ / In-license
/ Generic Name / Pharmacological Action
. . In-house
%)rde;\\//gn ous Infusion ﬁ%‘?gﬂgﬂ Gastric cancer Injection (Co-development with
Bristol-Myers Squibb)
Kyprolis cﬁggg:ao:r?(lj Multiple Myeloma Injection In-license
for Intravenous Infusion Iy / Proteasome inhibitor (Amgen Inc.)

Note: “In-house” compounds include a compound generated from collaborative research.
In the case of clinical development of the anticancer compound in the same indication, the most advanced clinical phase is described.

< Clinical Trial Stage >

Product Name o Target indication )
/ Development Code | Classification . . Dosage form| Phase In-house*’ / In-license
/ Generic Name / Pharmacological Action
. In-house
ﬁ%di(l;t;gr(;?]l Esophageal cancer Injection 11 (Co-development with
Bristol-Myers Squibb)
. - A In-house
Opdivo Additional Gastro-esophageal junction —— ) .
Intravenous Infusion indication cancer and esophageal cancer sl 1 (Bci?st?)?}/l\ill;ggggu\?gtt)r)]
. In-house
%‘:g&%ﬂi‘ Small cell lung cancer Injection 1"l (Co-development with
Bristol-Myers Squibb)




Product Name

Target indication Dosage
/ Development Code | Classification d _ ) g Phase | In-house* / In-license
/ Generic Name / Pharmacological Action form
- In-house
'?;%?g;ggil Hepatocellular carcinoma Injection i (Co-development with
Bristol-Myers Squibb)
. In-house
ﬁ%?:;t;zgil Glioblastoma Injection 1 (Co-development with
Bristol-Myers Squibb)
Opdivo . In-house
Intravenous Infusion ﬁ%?g;ﬁgil Urothelial cancer Injection 1] (Co-development with
Bristol-Myers Squibb)
. In-house
ﬁ%(‘.:(l:t;gr;il Malignant pleural mesothelioma Injection 1] (Co-development with
Bristol-Myers Squibb)
. In-house
ﬁ%c:ét;gg?]l Ovarian cancer Injection i (Co-development with
Bristol-Myers Squibb)
Change of )
Kyprolis dosage Multiple Myeloma Iniection i In-license
for Intravenous Infusion and / Proteasome inhibitor ) (Amgen Inc.)
administration
ONO-7643 New chemical | Cancer anorexia / cachexia Tablet i In-license
/ Anamorelin entities / Ghrelin mimetic (Helsinn Healthcare, S.A.)
Additional Solid tumor (Cervix carcinoma, In-house
in di(I: ;?ig?] Uterine body cancer, Soft tissue Injection 1 (Co-development with
sarcoma) Bristol-Myers Squibb)
Opdivo Additional Central Nervous System In-house
Intravenous Infusion e T Lymphoma, Primary Testicular Injection 1l (Co-development with
Lymphoma Bristol-Myers Squibb)
- . . . . In-house
ﬁ]%?::t;ggil zg{gisnomgosmve/ negative  solid Injection Al (Co-development with
Bristol-Myers Squibb)
In-license
ONO-5371 New chemical | Pheochromocytoma Caosule L (Valeant
/ Metyrosine entities / Tyrosine hydroxylase inhibitor P Pharmaceuticals
North America LLC.)
. In-license
%\li/?sfgggzon Nev‘é nct?t?glcal Solid tumor / Anti-TIGIT antibody Injection /11 (Co-development with
Bristol-Myers Squibb)
Qe A Biliary tract cancer Injection | (Co—de:/r:e_lzglrjr?gnt with
Intravenous Infusion indication Bristol-Myers Squibb)
Hepatocellular carcinoma In-license
New chemical - . —
ONO-7268 MX1 entities / Therapeutic cancer peptide Injection | (OncoTherapy
veeeines Science, Inc.)
Hepatocellular carcinoma Inlicense
New chemical . . S
ONO-7268 MX2 entities / Therapeutic cancer peptide Injection | (OncoTherapy
T Science, Inc.)




Product Name

Target indication Dosage
/ Development Code | Classification Y ) ) s Phase | In-house™® / In-license
/ Generic Name / Pharmacological Action form
ONO-4481 . . In-license
(BMS-663513) Nev(\a/nct?t?gwslcal f’z\lr'](tiltgrlg%? antibod Injection | (Co-development with
/ Urelumab y Bristol-Myers Squibb)
. . In-license

ONO-4482 New chemical | Solid tumor — n

) P . 3 At Injection I (Co-development with
(BMS-986016) entities / Anti-LAG-3 antibody Bristol-Myers Squibb)
ONO-4687 . . . In-license
(BMS-986227) Nev(\a/nct?t?;nslcal S:rlmléir ’}gTXrnti-?gF-thg Zr?tt%gglc Injection I (Co-development with
/ Cabiralizumab y Bristol-Myers Squibb)
ONO-7701 New chemical | Solid tumor and hematologic Capsule | (Co- de\l/r(]e-lgf)?:esﬁt with

~ iti * ibi
(BMS-986205) entities cancer *3/1DO1 Inhibitor Bristol-Myers Squibb)
ONO-4483 . . * In-license
(BMS-986015) Nev(\a/nct?t?;nslcal /Sg\lr'](tjl t;iTFg ranfribo d Injection | (Co-development with
/ Lirilumab y Bristol-Myers Squibb)

. B cell lymphoma
ONO'405.9. N che_mlcal / Bruton’s tyrosine kinase (Btk) Capsule | In-house
/ Tirabrutinib entities A
inhibitor
New chemical | Solid tumor

R entities I PG receptor (EP4) antagonist Ukl I -rELER

Changes from Third Quarter Flash Report for the Fiscal Year ending March 2017
*2: Phase | of Anti-CSF-1R antibody (ONO-4687 / BMS-986227) was initiated for the treatment of solid tumor and hematologic

cancer.

*3: Phase | of IDO1 inhibitor (ONO-7701 / BMS-986205) was initiated for the treatment of solid tumor and hematologic cancer.

*4: Phase | of Anti-KIR antibody (ONO-4483 / BMS-986015) was initiated for the treatment of solid tumor.

Note: “In-house” compounds include a compound generated from collaborative research.

In the case of clinical development of the anticancer compound in the same indication, the most advanced clinical phase is described.

2. Development Status in S. Korea and Taiwan

< Approved >

Product Name o Target indication Dosage [PE—
/ Development Code | Classification . . Area / Out-li

/ Generic Name / Pharmacological Action form ut-license
ey AERUFErE Renal cell carcinoma *5 Injection Taiwan (Co-de:/rglzmrjr?gnt with
Intravenous Infusion indication ) P

Bristol-Myers Squibb)

Changes from Third Quarter Flash Report for the Fiscal Year ending March 2017
*5: Approval for the partial change in approved items of the importing and marketing approval for Opdivo Intravenous Infusion was

obtained in Taiwan for the treatment of advanced renal cell carcinoma who have received prior anti-angiogenic therapy.

Note: “In-house” compounds include a compound generated from collaborative research.

In the case of clinical development of the anticancer compound in the same indication, the most advanced clinical phase is described.




< Filed >

Product Name L Target indication Dosage In-house®
/ Development Code Classification ] ) Area / Out-li
/ Generic Name / Pharmacological Action form ut-license
iti Non-small cell lung cancer In-house
A%dltl?_nal ¢ Injection Taiwan (Co-development with
. indication (Non- Squamous) Bristol-Myers Squibb)
Opdivo
Intravenous Infusion
Additional o ) In-house
indication Head and neck cancer Injection Taiwan (Co-development with
Bristol-Myers Squibb)

Note: “In-house” compounds include a compound generated from collaborative research.
In the case of clinical development of the anticancer compound in the same indication, the most advanced clinical phase is described.

< Clinical Trial Stage >

Product Name _ Target indication Dosage [PE——
/ Development Code | Classification . . Phase Area / Out-li
/ Generic Name / Pharmacological Action form ut-license
Additional - South In-house
indication Head and neck cancer Injection 1] Korea (Co-development with
Bristol-Myers Squibb)
. South In-house
ﬁ%?g;ggzl Gastric cancer Injection 1 Korea, (Co-development with
Taiwan Bristol-Myers Squibb)
. South In-house
ﬁ%‘?gﬂgﬂ Esophageal cancer Injection 11 Korea, (Co-development with
Taiwan Bristol-Myers Squibb)
Additional Gastro-esophageal junction South In-house
indication | CnCer and esophageal Injection 1 Korea, (Co-development with
. cancer Taiwan Bristol-Myers Squibb)
Opdivo
Intravenous Infusion
Additional South In-house
T Small cell lung cancer Injection i Korea, (Co-development with
Taiwan Bristol-Myers Squibb)
Additional South In-house
- Hepatocellular carcinoma Injection 1] Korea, (Co-development with
Taiwan Bristol-Myers Squibb)
- South In-house
'ﬁ%‘?gﬁgﬂ Urothelial cancer Injection i Korea, (Co-development with
Taiwan Bristol-Myers Squibb)
. - o . . South In-house
Vi tive/negat lid I .
'ﬁ}%‘?gﬁig‘: |ru§ postivenegative st Injection | 1/11 Korea, (Co-development with
carcinoma Taiwan | Bristol-Myers Squibb)

Note: “In-house” compounds include a compound generated from collaborative research.
In the case of clinical development of the anticancer compound in the same indication, the most advanced clinical phase is described.




3. Development Status in Europe and the United States

< Approved >

Product Name o Target indication Dosage In-house®
/ Development Code Classification ] ) Area / li
 EErete e / Pharmacological Action form Out-license
- In-house
~afitne Urothelial cancer *6 Injection USA (Co-development with
indication ; .
. Bristol-Myers Squibb)
Opdivo
Intravenous Infusion
Additional o L ouse
indication Head and neck cancer *7 Injection Europe (Co-development with
Bristol-Myers Squibb)

Changes from Third Quarter Flash Report for the Fiscal Year ending March 2017

*6: Approval for the partial change in approved items of the manufacturing and marketing approval for Opdivo Intravenous Infusion
was obtained in USA for the treatment of patients with locally advanced or metastatic urothelial carcinoma (mUC).

*7: Approval for the partial change in approved items of the manufacturing and marketing approval for Opdivo Intravenous Infusion
was obtained in Europe for the treatment of squamous cell cancer of the head and neck (SCCHN) in adults progressing on or after
platinum-based therapy.

Note: “In-house” compounds include a compound generated from collaborative research.
In the case of clinical development of the anticancer compound in the same indication, the most advanced clinical phase is described.

< Filed >
Product Name Target indication Dosage i %)
/ Development Code | Classification = . . J Area /Igho:{se
/ Generic Name / Pharmacological Action form ut-license
. In-house
Adqlltlo_nal Urothelial cancer Injection Europe (Co-development with
indication ; -
. Bristol-Myers Squibb)
Opdivo
Intravenous Infusion
Additional o s
T Colon cancer *8 Injection USA (Co-development with
Bristol-Myers Squibb)

Changes from Third Quarter Flash Report for the Fiscal Year ending March 2017

*8: A supplemental application for the partial change in approved items of the manufacturing and marketing approval for Opdivo
Intravenous Infusion was submitted in USA for the treatment of previously treated dMMR or MSI-H metastatic colorectal cancer.

Note: “In-house” compounds include a compound generated from collaborative research.
In the case of clinical development of the anticancer compound in the same indication, the most advanced clinical phase is described.

< Clinical Trial Stage >

Product Name o Target indication Dosage [P~
/ Development Code | Classification . . Phase Area / Out-li
/ Generic Name / Pharmacological Action form ut-license
Additional . I Europe LR
indication Glioblastoma Injection 1l USA (Co-development with
Bristol-Myers Squibb)
. . In-house
ﬁ]Ft)rda:\\//gnous Infusion '?;%?'Ct;ggzl Small cell lung cancer Injection 1 ELngoApe (Co-development with
Bristol-Myers Squibb)
Al Hepatocellular carcinoma Injection 1| o (Co-de:/rglzmrjrfgnt with
indication P ) USA P

Bristol-Myers Squibb)




Product Name

Target indication Dosage _ %)
/ Development Code | cjassification J ) ] % phase | Area /In ho:J_se
/ Generic Name / Pharmacological Action form Out-license
Additional o Europe linmoss
indication Esophageal cancer Injection 11 USA (Co-development with
Bristol-Myers Squibb)
Additional . I Europe IS
e o Multiple myeloma Injection i USA (Co-development with
Bristol-Myers Squibb)
. Gastro-esophageal junction In-house
ﬁ%‘?gﬁgﬂ cancer and esophageal Injection 1] ELljrSoApe (Co-development with
cancer Bristol-Myers Squibb)
Additional . I Europe AT
e o Gastric cancer Injection 1 USA (Co-development with
. Bristol-Myers Squibb
Opdivo yers Squibb)
Intravenous Infusion In-house
Additional | Malignant pleural Injection | 1 EUrope | co-development with
indication | mesothelioma g Bristol-Myers Squibb)
. . In-house
Diffuse | B cell I .
A%qmo_nal ITIUSE farge & ¢ Injection 1 ElljrSOApe (Co-development with
indication | lymphoma Bristol-Myers Squibb)
Additional . - Europe linmose
e T Follicular lymphoma Injection 1 USA (Co-development with
Bristol-Myers Squibb)
i Central Nervous System In-house
'ﬁ%‘?gﬁgﬂ Lymphoma, Primary Injection 1 ELljrSoApe (Co-development with
Testicular Lymphoma Bristol-Myers Squibb)
ONO-4059 New chemical B cell Iymphom_a : Europe Out-license
/ Tirabrutinib entities / Brut(_)n §t_yrosme kinase Sl I USA (Gilead Sciences, Inc.)
(Btk) inhibitor
. In-house
'ﬁ%‘?g&g‘?‘l Colon cancer Injection | /11 Europe (Co-development with
Bristol-Myers Squibb)
Solid tumors
(triple negative breast cancer,
i gastric cancer, In-house
'ﬁ]%(?'ct;ggil pancreatic cancer, Injection | /11 EﬂgoApe (Co-development with
small cell lung cancer, Bristol-Myers Squibb)
urothelial cancer,
Opdivo ovarian cancer)
Intravenous Infusion . Vi itive/ i In-house
Add.'t'o.nal |r_us pos'. Iveinegative Injection | 1/11 e (Co-development with
Indication | solid carcinoma g Bristol-Myers Squibb)
Hematologic cancer (T-cell ot
o ] n-house
Adqnpnal lymphoma, mult.lple . Injection | 2 (Co-development with
indication | myeloma, chronic leukemia, USA Bristol-Myers Squibb)
etc.)
Additional . . . — Europe s
indication Chronic myeloid leukemia Injection | USA (Co-development with
Bristol-Myers Squibb)
ONO-7475 New chemical | Actite letlkemia Tablet | USA In-house

entities

[ Axl / Mer inhibitor




Product Name N 2
/ Development Code | Classification Ve |nd_|0:it|0n . Dfosage Phase Area /In-ho:J_se
/ Generic Name / Pharmacological Action i Out-license
. Solid tumor
ONO-7579 NErD Elimeel / Tropomyosin receptor Tablet | 2T In-house
entities . R [oF5A USA
kinase (Trk) inhibitor

Note: “In-house” compounds include a compound generated from collaborative research.

In the case of clinical development of the anticancer compound in the same indication, the most advanced clinical phase is described.

I. Main Status of Development Pipelines (other than Oncology)

1. Development Status in Japan

< Filed >

Product Name
/ Development Code
/ Generic Name

Classification

Target indication
/ Pharmacological Action

Dosage form

In-house™ / In-license

Orencia IV *9

Additional
indication

Juvenile Idiopathic Arthritis
/ T-cell activation inhibitor

Injection

In-license
(Bristol-Myers Squibb)

Changes from Third Quarter Flash Report for the Fiscal Year ending March 2017

*9: A supplemental application of Orencia intravenous infusion (rheumatoid arthritis treatment) was submitted for the treatment of
active polyarticular juvenile idiopathic arthritis (JIA) for a partial change in approved items of manufacturing and marketing approval

in Japan.

Note: “In-house” compounds include a compound generated from collaborative research.

< Clinical Trial Stage >

Product Name o Target indication , _
/ Development Code | Classification . . Dosage form| Phase In-house™ / In-license
/ Generic Name / Pharmacological Action
: Additional Lupus nephritis — In-license
Ciranel (N indication / T-cell activation inhibitor T W (Bristol-Myers Squibb)
Orencia SC Additional Untreated rheumatoid arthritis Iniection m In-license
indication / T-cell activation inhibitor I (Bristol-Myers Squibb)
! Additional | Primary sjogren syndrome e In-license
Orencia SC indication / T-cell activation inhibitor Injection i (Bristol-Myers Squibb)
ONO-1162 New chemical | Chronic heart failure Tablet m In-license
/ Ivabradine entities / If channel inhibitor (Les Laboratoires Servier)
Onoact - L .
. Additional Tachyarrhythmia in low cardiac
e Linienals il indication for | function Injection I/ In-house
UM LG pediatric use / Short acting beta 1 blocker
(ONO-1101)
Onoact
for Intravenous Infusion| Additional Ventricular arrhythmia A
50 mg / 150 mg indication / Short acting beta 1 blocker I ES e ety mraLEE
(ONO-1101)
ONO-2370 New chemical | Parkinson’s disease Tablet I In-license
/ Opicapone entities / Long acting COMT inhibitor (Bial)
) a New chemical | Overactive bladder )
QiNfexesyy =iy entities / Bladder smooth muscle relaxant el L Ii-ie:rse




Product Name -
/ Development Code | (assification Target indication

/ Generic Name / Pharmacological Action

Dosage form

Phase

In-house™®’ / In-license

New chemical | Parkinson’s disease

CiteZiei e entities / Levodopa pro-drug

Tablet

In-house

Changes from Third Quarter Flash Report for the Fiscal Year ending March 2017
*10: Phase 1l of ONO-8577 (bladder smooth muscle relaxant) was initiated for overactive bladder.

Note: “In-house” compounds include a compound generated from collaborative research.

2. Development Status in Overseas

< Clinical Trial Stage >

Product Name o Target indication Dosage . _
/ Development Code | Classification . . Phase Area In-house*’ / Out-license
/ Generic Name / Pharmacological Action form
New chemical Osteoarthritis
ONO-4474 entities / Tropomyosin receptor Capsule I Europe In-house
kinase (Trk) inhibitor
ONO-4059 New chemical Sjogren syndrome *11 Out-license
/ Tirabrutinib entities / Brutc_)n §t_yrosme kinase Tablet " CISA (Gilead Sciences, Inc.)
(Btk) inhibitor
Additional ” I Europe In-house
indication Hepatitis C Injection | USA (Co-development with
Bristol-Myer i
G stol-Myers Squibb)
Intravenous Infusion In-house
'ﬁ%dilct;gg?: Sepsis Injection | USA (Co-development with
Bristol-Myers Squibb)
N hemical Underactive bladder
ONO-8055 ev;/nctit?g;ma / PG receptor (EP2 / EP3) Tablet | Europe In-house
agonist

Changes from Third Quarter Flash Report for the Fiscal Year ending March 2017

*11: Phase Il of ONO-4059 (Bruton’s tyrosine kinase (Btk) inhibitor) was initiated for Sjogren syndrome.

Note: “In-house” compounds include a compound generated from collaborative research.






