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Forward-Looking Statements

• Forecast or target figures in this material are neither official forecasts of earnings and dividends nor guarantee of target, achievement and 

forecasts, but present the midterm strategies, goals and visions.  Official earnings guidance should be referred to in the disclosure of the annual 

financial report (kessan tanshin) in accordance with the rules set by Tokyo Stock Exchange.

• Materials and information provided during this presentation may contain so-called “forward-looking statements”.  These statements are based on 

current expectations, forecasts and assumptions that are subject to risks and uncertainties which could cause actual outcomes and results to 

differ materially from these statements.

• Risks and uncertainties include general industry and market conditions, and general domestic and international economic conditions such as 

interest rate and currency exchange fluctuations.  Risks and uncertainties particularly apply with respect to product-related forward-looking 

statements.  Product risks and uncertainties include, but are not limited to, technological advances and patents attained by competitors; 

challenges inherent in new product development, including completion of clinical trials; claims and concerns about product safety and efficacy; 

regulatory agency’s examination period, obtaining regulatory approvals; domestic and foreign healthcare reforms; trend toward managed care 

and healthcare cost containment; and governmental laws and regulations affecting domestic and foreign operations.

• For products that are approved, there are manufacturing and marketing risks and uncertainties, which include, but are not limited to, inability to 

build production capacity to meet demand, lack of availability of raw materials, and failure to gain market acceptance.

• Shionogi disclaims any intention or obligation to update or revise any forward-looking statements whether as a result of new information, future 

events or otherwise.

• This material is presented to inform stakeholders of the views of Shionogi's management but should not be relied on solely in making investment 

and other decisions.

• You should rely on your own independent examination of us before investing in any securities issued by our company.  Shionogi shall accept no 

responsibility or liability for damage or loss caused by any error, inaccuracy, misunderstanding or changes of target figures or any other use of 

this material.

• This English presentation was translated from the original Japanese version.  In the event of any inconsistency between the statements in the two 

versions, the statements in the Japanese version shall prevail.
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Shionogi’s Growth History

Launch in 2013 Launch in 2018Launch in 2003
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Establishment of Royalty 

revenue business model

Growth through continuous discovery 

and manufacture 

of our own drugs

Toward new 

growth stage

Clear Focus as a

Drug Discovery-oriented

Pharmaceutical Company

Accelerating Progress

Expansion of R&D and 

establishment of global 

structure

SONG for the Real

Growth

Toward global growth

Laying the Foundation

Focus on pharma 

business

1st MTBP* 2nd MTBP SGS2020
（Update ‘16-）

3rd MTBP

Shionogi Growth

Strategy 2020

Grow sustainably as a drug discovery-
based pharmaceutical company
contributing to a more vigorous 

society through improved healthcare

* Medium-Term Business Plan
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Shionogi With A Strong Presence

Comparison of operating profit ratio of major pharmaceutical companies*

To be a company that consistently grows as it contributes to society
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Recent Achievements - Infectious Disease Area -

Tivicay Cabenuva Xofluza Fetroja/Fetcroja

HIV infection Influenza
Multidrug-resistant 

Gram-negative bacterial 

infection
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Elimination
/reduction

of pathogens

Control of 

host response

Appropriate

diagnosis

Acquisition

of immunity

Treatment
Exacerbation 

suppression
DiagnosisPrevention

Epidemic 

forecasting

Monitoring

Shionogi’s Actions for Total Care of COVID-19

• Antibody/antigen-test kit, 

and Th2 chemokine TARC* 

kit for assisting in 

predicting exacerbations 

• Development of new rapid 

diagnostic method

• Development of a 

recombinant vaccine 

for COVID-19

⇒ S-268019 (p.7, 8)

• Sewage epidemiology 

surveillance service for 

early detection of 

COVID-19 incursion and 

outbreak trends

• Discovery and 

development of 

novel antiviral drug

⇒ S-217622 (p.9)

• Licensing out asapiprant,  

an exacerbation 

controlling candidate

* TARC（thymus and activation-regulated chemokine）
One of the chemokines driving migration of Th2 cells, a type of lymphocyte, to the site of inflammation
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Tested with a combination of various 

adjuvants

Action for COVID-19

Design of monkey immunogenicity test

vaccination

1w 4w3w2w0w 5w
(D1) (D8) (D15) (D22) (D29) (D36)

vaccination

Neutralizing antibody 
titer measurement

• Monkey immunogenicity test
• Very high correlation with clinical data 

accumulated so far

* Estimate from measurements in another test

Development of recombinant 
protein vaccine (S-268019)
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Confirmed similar neutralizing antibody 
titer compared to recovered patient serum
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• Our vaccine can be expected to induce higher neutralizing antibody titers in humans 

while avoiding VDE/ADE risk
− Good data confirmed in immunogenicity tests using monkey models well correlated with humans

› High neutralizing antibody titer (equal to or better than recovery patient serum)

› Expect to maintain a favorable Th1>Th2 type balance

• Aim to begin pivotal trials in 2021
− Preparing a comparative study with an approved vaccine 

− In addition to the above, preparing a placebo controlled 

trial in Asia and Africa

− Continued discussions with regulators and ministries for 

domestic provision based on the earliest pivotal trial results

− Production capacity is in preparation

• Domestic clinical trial plan

− Phase 1/2 trial in progress

− Immediately progress to the next phase after the above 

trial

› Plan to evaluate safety and efficacy in around 
3,000 cases

Development of recombinant 
protein vaccine (S-268019)

Action for COVID-19
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• Initiated phase 1 trial of COVID-19 therapeutic drug (S-217622）in Japan 

− In-house small molecule oral antiviral drug, 3CL protease inhibitor

› Efficacy: significant reduction in viral load

› Safety: no major concerns so far 

› Does not require PK booster*

• Efforts for early provision

− Plan to start large-scale clinical trials in Japan by the end of 2021

− Preparing for global development

− Preparing production capacity

* A compound that increases the blood concentration of a drug and enhances its action

Development of therapeutic drugs 
with superior efficacy and safety

Action for COVID-19
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• HISCL® TARC reagent
⁃ Launched in June 2021 as an 

auxiliary for detection of 
COVID-19 aggravation

Diagnostic markers that can predict 
exacerbation

Establishment of analysis system for 
SARS-CoV-2 in sewage

• Sewage epidemiology 
surveillance service
⁃ Initiated the service for 

detecting SARS-CoV-2 in 
June 2021

Rapid and highly sensitive antigen test 

• LumiraDx Ag Test and 
LumiraDx Instrument
⁃ Launched in May 2021

Suppression of exacerbations in 
asymptomatic individuals and mild patients

• Asapiprant (S-555739)
⁃ Phase 2 trials in US and South 

America are ongoing by BioAge

Action for COVID-19
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• Focusing on four products/projects in the strategic collaboration with ViiV

• In addition to the above activities, pursuing functional cure of HIV infection

Driving Growth of HIV Franchise with ViiV Healthcare

Dovato
(dolutegravir/lamivudine)

Cabenuva
(cabotegravir/rilpiviline)

Cabotegravir
PrEP

(Pre-Exposure Prophylaxis)

Ultra long-acting 

formulation

Products Projects

Action for HIV
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China Business Strategy - Sales Vision of Ping An-Shionogi

20
billion yen

50
billion

yen

FY2020 FY2024

23
billion yen

17.5
billion yen

FY2022

70 billion yen
+ additional sales from 

strategic investments

Additional sales from 

strategic investments

Consumer healthcare 

business in Japan

• Collaboration with online 

healthcare business

• New drug business in China

FY2022

Cefiderocol approval

FY2024

One JV originated candidate 

enters clinical trial

From FY2020

・Online healthcare collaboration start

・Introducing more than 20 products

Establish early profitability and stable 
earnings base to reduce the impact of 

the coming HIV patent cliff
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2030 Vision - What we want to achieve by 2030 -

Building Innovation Platforms 

to Shape the Future of Healthcare



Appendix
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Pipeline Indication Status

S-540956 HIV infection, cancer Preparing Phase 1 study

S-600918

[sivopixant]

①Refractory chronic cough

②sleep apnea syndrome

①Phase 2b study in progress

②Phase 2a study in progress

S-637880 Neuropathic low back pain Phase 2a study in progress

S-812217 

[zuranolone]
Depression Phase 2b study in progress

BPN14770

[zatolmilast]

①Alzheimer’s disease

②Fragile X Syndrome

①Phase 2 study in progress

②Preparing Phase 2b and Phase 3 study (US)

S-874713 Psycho-neurological diseases Preparing Phase 1 study

S-531011 Solid tumor Preparing Phase 1b/2 study

S-005151

[redasemtide]

①Epidermolysis bullosa

②Acute stroke

③Osteoarthritis

④Chronic liver disease

①Preparing for application

②Phase 2 study in progress

③④Investigator initiated clinical trial (Phase 2 trial) in progress

Steady progress of 8 core projects and COVID-19 project 
(Details to be reported at R&D day on Sep. 29, 2021)

Psycho‐

neurological 

diseases

New growth 

areas

Infectious

disease

R&D Progress: 8 Core Projects
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Pipeline: Infectious Disease

: Progress from May 10, 2021 to Aug. 2, 2021

Xofluza®

Influenza virus infection
(Granules, < 20 kg)

S-217622
COVID-19 treatment

Preclinical Phase 1 Phase 2 Phase 3 Submission

S-872600
Influenza prophylactic 

vaccine

S-648414
HIV infection

cefiderocol
Aerobic Gram-negative 

bacterial infection (Pediatric)

cabotegravir LAP
Prophylaxis of HIV infection

Xofluza®

Influenza virus infection
(Pediatric, < 1 year old)

Xofluza®

Influenza virus infection
(Transmission)

Xofluza® (US)
Influenza virus infection

(Pediatric, over 1 year old)

Out license

：Global development

S-555739
Treatment by suppressing 
aggravation of COVID-19

* Phase 1/2 on-going 

as of Aug. 2, 2021

S-268019*

COVID-1 prophylactic
vaccine

Stage change (Changes from May. 10, 2021)

S-217622 (COVID-19 Treatment): Phase 1 start (Japan)

Advanced
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Preclinical Phase 1 Phase 2 Phase 3 Submission

S-109802
Post-stroke spasticity

S-600918 

[sivopixant]
Neuropathic pain

S-637880 
Neuropathic 

low back pain

S-600918 

[sivopixant]
Refractory chronic cough

S-812217 

[zuranolone] 
Depression

SDT-001
Inattentive ADHD 

(pediatric)

S-600918 

[sivopixant]
Sleep Apnea Syndrome

BPN14770

[zatolmilast]
Alzheimer’s disease

S-0373**[rovatirelin]
Spinocerebellar Degeneration

S-010887
Neuropathic pain

S-117957
Insomnia

BPN14770

[zatolmilast]
Fragile X Syndrome

S-120083
Inflammatory pain

S-600918 

[sivopixant]
Refractory chronic cough

Rizmoic®*
Opioid-induced 

constipation(pediatric)

BPN14770

[zatolmilast]
Alzheimer’s disease

S-872881
Alzheimer's dementia

S-874713
Psycho-neurological 

diseases

as of Aug. 2, 2021

Pipeline: Psychological and Neurological  Disease

** Preparing for applicationOut license

：Global development

* Phase I / II

: Progress from May 10, 2021 to Aug. 2, 2021
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Pipeline: New Growth Area

S-588410
Esophageal cancer

S-770108
Idiopathic pulmonary fibrosis

S-237648
Obesity

S-588410
Bladder cancer

SR-0379
Cutaneous ulcer

ADR-001*

Decompensated liver 
cirrhosis

S-309309
Obesity

S-540956
Nucleic acid adjuvant

S-531011
Solid tumor

S-723595
NASH

S-488210
Head and neck squamous 

cell carcinoma

S-222611 
[Epertinib]

Malignant tumor

S-588410
Bladder cancer

S-588210
Solid tumor

S-005151
[redasemtide]
Acute ischemic stroke

S-005151
[redasemtide]

Epidermolysis bullosa**

：Global development

* Phase I / II

** Preparing for application

Advanced

Stage change (Changes from May. 10, 2021)

SR-0379 (Cutaneous ulcer): Phase 3 start (Japan)

Preclinical Phase 1 Phase 2 Phase 3 Submission

as of Aug. 2, 2021

: Progress from May 10, 2021 to Aug. 2, 2021
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New Medium-Term Business Plan “STS2030“

Development of innovative pipeline

Business growth through creation of 

diverse businesses

Building framework for new value creation

ii. Top-Line 

Strategy

i. R&D strategy

iii. Management 

Foundation 

Strategy
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