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Agenda

• Overview of Q3 FY2023 Financial Results (P.3-9)
• Achievements in Q3 FY2023 and Actions for Future Growth (P.10-20)

− Current Status of SHIONOGI’s Infectious Disease Business
− Progress of Major Development Products



3

Overview of Q3 FY2023 Financial Results
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Financial Results 

FY2023 FY2022 Y on Y
Forecasts
Full year
(Oct. 31)

Apr.-Dec.
Results

Achievement
(%)

Apr.-Dec.
Results

Change
(%) Change

Revenue 450.0 336.8 74.8% 338.3 (0.5) (1.5)
Operating profit 150.0 138.7 92.5% 146.5 (5.3) (7.7)
Profit before tax 192.5 164.5 85.4% 198.8 (17.3) (34.3)
Profit attributable to 
owners of parent 155.0 127.2 82.1% 157.7 (19.3) (30.5)
EBITDA* - 160.2 - 157.0 2.0 3.2

Exchange Rate
(average)

FY2023 
Forecasts
(Oct. 31)

FY2023
Apr.-Dec.
Results

USD($) – JPY(¥) 141 143.33
GBP(£) – JPY(¥) 173 179.59
EUR(€) – JPY(¥) 151 155.33

* Earnings Before Interest, Taxes, Depreciation, and Amortization: Operating profit added depreciation and adjusted for one-time factors 
(impairment losses, gain on sale of property, plant and equipment, etc.)

• Revenue and all profit items are on track to achieve full-year forecasts
• Expanding sales centered on infectious disease drugs will alleviate the 

100 billion yen impact from the Japanese government's purchase of 
Xocova recorded in the same period of the previous year

(Unit: B yen)
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21.4 23.7

131.7 149.1

30.6
36.5

54.7

102.5
100.0

25.0

2022度実績 2023年度予想

338.3 336.8

Royalty income

Excluding 
temporary income 

Temporary income for 
purchase of Xocova by 

the Japanese 
 government* 

Revenue by Segment (Y on Y)

(Unit: B yen)

Exceeded the previous year's revenue in all business segment (excluding temporary factors) due to sales 
growth of in-house developed infectious disease drugs

Contract 
manufacturing, OTC 

and quasi-drug, others
Apr.-Dec. 2022 Apr.-Dec. 2023

Expansion of In-house Sales Centered on Infectious Disease Drugs

• Prescription drugs (Excluding temporary income)
− Sales of Xocova and Xofluza

• Overseas subsidiaries/export
− Sales of cefiderocol (Fetroja, Fetcroja)

• Royalty income
− Strong sales of ViiV's HIV franchise

Main sales increase factors
Temporary income 

for transfer of 
ADHD drugs* 

Overseas subsidiaries/export

Prescription 
drugs

* Temporary factors that affected revenue

＋47.8

＋5.9

＋17.4
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Statement of Profit or Loss

FY2023 FY2022 Y on Y
Forecast
Full year
(Oct. 31)

Apr.-Dec.
Results

Achievement
(%)

Apr.-Dec.
Results

Change
(%) Change

Revenue 450.0 336.8 74.8 338.3 (0.5) (1.5)
Cost of Sales

13.2 12.6 13.2 

59.5 42.4 71.3 44.6 (4.9) (2.2)
Gross profit 390.5 294.4 75.4 293.8 0.2 0.6 
Selling, general & 
administrative expenses, 
R&D expenses total

51.3 43.6 43.9 

231.0 146.9 63.6 148.4 (1.0) (1.5)
Selling, general &                 

administrative expenses
26.4 22.1 21.7 

119.0 74.3 62.4 73.6 1.0 0.7 
R&D expenses

24.9 21.6 22.1 

112.0 72.6 64.9 74.8 (2.9) (2.2)
Other income & 
expenses (9.5) (8.8) 92.2 1.1 - (9.8)

Operating profit
33.3 41.2 43.3 

150.0 138.7 92.5 146.5 (5.3) (7.7)
Finance income & costs 42.5 25.7 60.6 52.3 (50.8) (26.6)
Profit before tax

42.8 48.8 58.8 

192.5 164.5 85.4 198.8 (17.3) (34.3)
Profit attributable to 
owners of parent 155.0 127.2 82.1 157.7 (19.3) (30.5)

Revenue

Finance income & costs
• Decrease in income

− Received dividend from ViiV (FY2022 dividend 
increased temporarily)

• Increase
− Overseas subsidiaries /export, Royalty income

• Decrease
− Purchase of Xocova by the Japanese 

government in Q3 FY2022 

Other income & expenses
• Increase in expenses

− Costs related to implementation of early 
retirement program in Q2 FY2023 (6.6 B yen)

⇒ Dividends are progressing as planned, 
excluding temporary factors

Main Variation Factors (Y on Y)
(Unit: B yen)
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Revenue by Segment

※ 当四半期の特記すべき増減要因

Prescription drugs

Royalty income
• Increase

− Strong sales of ViiV's HIV franchise

Overseas subsidiaries/export

• Increase
− Sales of cefiderocol (Fetroja, Fetcroja)

• Increase
− Sales of Xocova and Xofluza
− Receipt of lump-sum income for transfer of 

ADHD drugs in Q1 FY2023 (Temporary income)
• Decrease

− Sales of ADHD drug
− Purchase of Xocova by the Japanese 

government in Q3 FY2022 (Temporary income)

FY2023 FY2022 Y on Y
Forecast
Full year
(Oct. 31)

Apr.-Dec.
Results

Achieveme
nt

(%)

Apr.-Dec.
Results

Change
(%) Change

Prescription drugs 167.0 127.5 76.4 154.7 (17.5) (27.1)
Excluding temporary 
income - 102.5 - 54.7 87.5 47.8
Temporary income - 25.0 - 100.0 - (75.0)

Overseas subsidiaries/export 49.2 36.5 74.3 30.6 19.4 5.9 
Shionogi Inc.(US) 17.0 13.1 77.2 11.5 14.1 1.6 

Fetroja - 10.6 - 7.3 45.4 3.3 
Shionogi B.V.(EU) 13.0 10.1 77.4 6.6 52.0 3.4 

Fetcroja - 7.9 - 5.1 56.0 2.8 
Ping An Shionogi/C&O 12.1 8.3 68.8 8.3 (0.7) (0.1)
Others 7.1 5.1 70.7 4.1 22.3 0.9 

Contract manufacturing 16.4 11.7 71.7 10.3 14.2 1.5 
OTC and quasi-drug 14.8 10.6 71.7 10.1 5.1 0.5 
Royalty income 201.2 149.1 74.1 131.7 13.2 17.4 
HIV franchise 196.5 146.1 74.3 126.9 15.1 19.2 
Others 4.7 3.0 63.8 4.8 (37.1) (1.8)
Others 1.5 1.4 93.8 1.0 33.2 0.3 
Total 450.0 336.8 74.8 338.3 (0.5) (1.5)

(Unit: B yen) Main Variation Factors (Y on Y)



8

Prescription Drugs in Japan

FY2023 FY2022 Y on Y
Forecast
Full year
(Oct. 31)

Apr.-Dec.
Results Achievement (%) Apr.-Dec.

Results Change (%) Change

Infectious disease drugs 97.5 69.0 70.8 102.9 (32.9) (33.8)
COVID-19 related products
＋ Influenza franchise 88.6 62.0 70.0 96.2 (35.6) (34.2)

Excludes purchase of Xocova by the 
Japanese government - 62.0 - (3.8)* - 65.8

Cymbalta 4.2 3.1 75.4 4.4 (29.5) (1.3)
OxyContin franchise 4.3 3.3 77.7 3.5 (5.3) (0.2)
Symproic 4.9 3.3 67.3 2.6 27.5 0.7 
Actair 1.0 0.5 50.5 0.4 28.4 0.1 
Mulpleta 0.1 0.1 53.7 0.1 (19.9) (0.0)
Pirespa 1.9 1.6 81.3 2.0 (23.3) (0.5)
Others 53.1 46.6 87.7 38.7 20.3 7.8 

ADHD drugs (Intuniv and Vyvanse)** 25.0 25.0 100.0 15.8 57.8 9.2 
Prescription drugs 167.0 127.5 76.4 154.7 (17.5) (27.1)

Excluding temporary income - 102.5 - 54.7 87.5 47.8

• Xofluza
• Rapiacta
• BrightpocFlu・Neo

• Xocova
• COVID-19 vaccines

Infectious disease drugsCOVID-19 related products Influenza franchise
• FINIBAX
• Flumarin
• Flomox

• Shiomarin
• Baktar
• Flagyl

• ISODINE
• Fetroja

** Includes temporary income from transfer of ADHD drugs* Returns of Xofluza and Rapiacta (Recognized △5.3 billion yen in 2Q of FY2022)

(Unit: B yen)
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Results and Progress in Q3 FY2023

• Revenue and all profit items made steady progress 
against full-year forecasts

− Domestic/overseas business and royalty income drove top 
line

• Expansion of in-house sales of in-house developed 
products contributed to performance

− Growth in sales of Xocova, influenza family and cefiderocol

• Active R&D activities and business investment
− Steady progress in focused pipelines
− Built external networks to acquire new capabilities

Achieved expansion of in-house sales centered on infectious disease drugs while accelerating 
investment to achieve global sales expansion and to advance growth drivers

Results up to Q3 FY2023 Activities in Q4 FY2023

• Preparing for the spread of acute infectious diseases
− Promote test-and-treat for COVID-19
− Continue activities to improve the treatment rate with oral 

antiviral drugs 

• Flexible cost management according to top line

• Stable supply of pharmaceuticals
− Continue efforts to increase production mainly for infectious 

disease-related products such as antitussives*

* Efforts to increase production of MEDICON tablets is described on P.26
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Achievements in Q3 FY2023 and 
Actions for Future Growth 

• Current Status of SHIONOGI’s Infectious Disease Business
• Progress of Major Development Products



11

Build a sustainable business model

Establish a business model for each area to achieve continuous growth Contribute to global health and stable supply

Cultivate new markets that address unmet needs
• Provide new solutions for HIV infection
• Develop a new drug (olorofim) against highly lethal fungal infections
• R&D of new treatments for infectious diseases with high unmet needs 
(tuberculosis, malaria, nontuberculous mycobacterial diseases)

Grow vaccines into the next earnings driver as a core business
• Launch COVID-19 and influenza vaccines
• Expand the business to Asia and across the world
• Establishment of new technologies that will be our strength (nasal, universal 
vaccines)
Strengthen diagnostic capabilities
• Provide simple diagnostic solutions (home diagnosis kits, etc.)

Build a stable business base by contributing to large numbers of patients

Therapeutic drugs: Ensitrelvir, Xofluza
• Achieve growth of ensitrelvir in the global market
Total care actions
• Achieve growth in the diagnosis, vaccine, and wastewater monitoring 
businesses

Work with society to create sustainable markets
• Roll out cefiderocol globally
• Introduce push and pull incentives
• Introduce rapid diagnosis that identifies antimicrobial-resistant bacteria 
and the mechanism of resistance

Infectious diseases requiring a long period of treatment
 (three major infectious diseases, etc.) Total care, including vaccines

Acute infectious diseases (COVID-19, influenza, etc.) Antimicrobial resistance (AMR)

Strategies for the Infectious Disease Business
Reposted of Medium-Term 
Business Plan SHIONOGI 
Transformation Strategy 2030 
(STS2030) Revision
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インフルエンザ

COVID-19

Acute Infectious Diseases: Establishment of Sustainable Business

Having a multi-drug respiratory infectious disease portfolio can increase the stability of the business

* After changing the status of COVID-19 to Category 5 infectious disease
  Press materials about influenza |Ministry of Health, Labour and Welfare 
Press materials about new-style coronavirus infectious disease |Ministry of  

  Health, Labour and Welfare

≥10
Influenza Warning**

≥30 Influenza Alarm**

N
um

be
r o

f r
ep
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ts

 
pe

r s
en

tin
el

Acute Infectious disease epidemic status in Japan

Trends in the number of influenza and COVID-19 reports per sentinel* 

Either influenza or COVID-19 continued 
to spread above a certain level

throughout the year

Achieved stable performance with 
two acute infectious disease drugs

 (Influenza and COVID-19)

Seeking to establish a sustainable 
global business model

Flu

COVID-19

** Standards for influenza 

https://translation.mhlw.go.jp/LUCMHLW/ns/tl.cgi/https:/www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/kenkou/kekkaku-kansenshou01/houdou_00014.html?SLANG=ja&TLANG=en&XMODE=0&XCHARSET=utf-8&XJSID=0
https://translation.mhlw.go.jp/LUCMHLW/ns/tl.cgi/https:/www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000121431_00438.html?SLANG=ja&TLANG=en&XMODE=0&XCHARSET=utf-8&XJSID=0
https://translation.mhlw.go.jp/LUCMHLW/ns/tl.cgi/https:/www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000121431_00438.html?SLANG=ja&TLANG=en&XMODE=0&XCHARSET=utf-8&XJSID=0
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Acute Infectious Diseases (Influenza): SHIONOGI’s Anti-influenza Drugs

Contribute to flu treatment by providing anti-flu drugs with different routes of administration

Xofluza: Cap-dependent endonuclease inhibitor Rapiacta: Neuraminidase inhibitor

• Indications: Treatment and prevention of influenza A 
and B virus infections*1

• Mechanism of action: Suppression of virus proliferation 
⇒Suppression of viral mRNA synthesis

• Administration route: Single-time oral 
• Launch date: March 2018

• Indications: Treatment of influenza A and B virus 
infections

• Mechanism of action: Suppression of virus proliferation
⇒Keep the virus on the cell surface

• Administration route: intravenous injection
• Launch date: January 2010

Recommended for adults and children 12 years and 
older through continued evidence accumulation*2,3

*1 Xofluza Tablets 20mg has Indication for treatment and prevention, Xofluza tablets 10mg has Indication for treatment
*2 New recommendations regarding the use of cap-dependent endonuclease inhibitor baloxavir marboxil (Xofluza) (revised on November 27, 2023)
*3 Influenza treatment and prevention guidelines for the 2023/24 season

Contributes to the treatment of patients who are 
difficult to administer orally or require hospitalization

https://www.kansensho.or.jp/uploads/files/guidelines/teigen_231130_ari.pdf
https://www.jpeds.or.jp/uploads/files/20231122_influenza.pdf
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Acute Infectious Diseases (COVID-19): Xocova Development Plan

• SCORPIO-HR trial: The enrollment was completed in December 2023

Progress of clinical trials
• US:

− The rolling submission*4 will start in Q1 FY2024 under discussion with FDA
• Japan:

− Discussions with MHLW and PMDA to obtain early regular approval
> Application completed in June 2023

• Singapore:
− The Filing for regular approval was submitted by Juniper
− Based on the Special Access Route approval*5, prescription of Xocova

started
• South Korea:

− Application for manufacturing license by Ildong for production and supply 
in South Korea

Current status in each country

*5 Special Access Route approval: Singapore's own regulatory system for importing and supplying unapproved therapeutic drugs

Subject Outpatient COVID-19 cases, including patients at
risk of developing severe illness

Target number of subjects 2,000 cases (Xocova group: 1,000 cases, Placebo 
group: 1,000 cases)

Primary endpoint Time to resolution of 15 COVID-19 symptoms*1

Secondary endpoints

• Incidence rate of Long COVID*2 after 12 weeks
• Change in viral RNA amount from baseline
• Hospitalization rate and mortality rate related to 

COVID-19

*1 Cough, sore throat, stuffy nose, runny nose, shortness of breath (difficulty breathing), feverishness or fever, chills, malaise (feeling of fatigue), muscle pain or body pain, diarrhea, nausea, vomiting, headache, taste 
abnormality , anosmia
*2 Malaise (feeling of fatigue), shortness of breath (difficulty breathing), decreased concentration/thinking ability, decreased logical thinking/problem-solving ability, memory impairment, taste and smell disorders
*3 PEP: Post Exposure Prophylaxis *4 Submit application materials in stages. The FDA can proceed with the review sequentially starting with the submitted data without waiting for all data to be submitted

Advance development for adult and pediatric treatment globally and for obtaining prevention indication

• SCORPIO-PEP*3 trial: Completed enrollment of over 1,000 subjects
− To verify the effectiveness of suppressing the onset of COVID-19 symptoms in 

close contacts
− Target number of subjects: 2,200

• Pediatric trial: Promote subject enrollment in Japan
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Antimicrobial Resistance (AMR): Cefiderocol

• Europe and America
− Expand sales in approved countries

• Japan
− Obtained manufacturing and sales approval and started sales
− Antibiotic procurement support project (Japanese pull type 

incentive)*

• China
− Obtained approval for clinical use in Boao Lecheng

International Medical Tourism Pilot Zone
− Phase 3 study underway to obtain regular approval

Advancing appropriate use while resolving global access issues

Ensure broader understanding of appropriate use in 
already launched countries and expand launched countries Expansion of supply countries through partnering

• Conclusion of sales contract with Sobi
− Signed sales agreements in 13 countries in Central 

and Eastern Europe

• Collaboration with GARDP/CHAI
− Started transfer of manufacturing technology to GARDP 

sublicensee, Orchid Pharma

* Japan's pull-type incentive system where if the revenue from the antimicrobial drug after it goes on the market is less than a certain amount, the  
 government will support the difference as "antimicrobial drug appropriate use cooperation fund"

Countries targeted for cooperation in Europe

■ Partner countries with Sobi
■ Countries licensed to GARDP
■ Countries where SBV conducts sales
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• Constructing stable vaccine manufacturing facilities at a 
commercial manufacturing scale

− optimize the manufacturing process in line with attributes of cells and antigens

Total Care, including Vaccines: Progress of Vaccine Development

• Domestic phase 3 booster immunization trial started
− Registration completed

> S-268023: 300 cases, Comirnaty RTU intramuscular injection 
(monovalent: XBB.1.5): 300 cases

− Topline scheduled for the end of the fiscal year

Establishing a platform*, Commercial manufacturing, Next generation vaccine, are progressing

Consistently achieved antigen production meeting quality 
standards at 16,000L scale

Subject Subjects aged 20 years or older who have completed their first 
immunization

Purpose
- Verification of non-inferiority to Comirnaty RTU intramuscular 
injection (monovalent: XBB.1.5)
・ Safety evaluation and clinical efficacy study of S-268023

Primary 
endpoint

Geometric mean antibody titer and antibody response rate of 
neutralizing activity against XBB.1.5 strain 28 days after 
vaccination

jRCT2031230503

S-268023 (Omicron XBB1.5 strain vaccine) Vaccine antigen commercial manufacturing

Universal Vaccine 

Trial Overview

• On track for the start of clinical trials in 2024
− Neutralizing antibody titer increase has been confirmed not only with the original 

strain of SARS-CoV-2 but also with various mutant strains and even with the strain of 
SARS-CoV-1 that caused a pandemic in 2003

− Data to be published at next R&D Day in June 2024

* For vaccines that have been established as a platform, if there is a commitment to obtain data on quality, efficacy, safety, and immunogenicity 
after marketing, it is possible to apply for a complete change to the current recommended strain with the latest quality and preclinical test results

https://jrct.niph.go.jp/latest-detail/jRCT2031230503
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Infectious Diseases Requiring a Long Period of Treatment(HIV)
: Progress of HIV Business by ViiV

(£M)

Sales ratio of two-drug regimens and 
LA formulations to total ViiV sales

ViiV sales trend of oral two-drug regimens and LA formulations*3

HIV business is strong due to growth in oral two-drug regimens*1 and LA formulations*2

• Steady progress towards sales forecast of ￡7 billion in 2026
− Sales ratio of two-drug regimens and LA formulations increased to 53%
− Dovato drives sales
− Cabenuva, Apretude market continues to expand

Growth in oral two-drug regimens and LA 
formulations 

• Achieving sustainable growth by continuing to roll out new 
products beyond 2026

ULA*4 milestones for growth drivers

2026年 2027年 2028-2030年

ULA (PrEP) Q4M
file・launch

Q6M
file・launch

ULA (Treatment) Q4M
file・launch

Q6M
file・launch

Self-injection (Treatment) file・launch

*1 Products name : Dovato, Juluca *2 Long Acting (Products name : Cabenuva, Apretude) *3 Source: GSK financial statement *4 Ultra Long Acting 
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Progress of Major Development Products
Disease area Pipeline Indication Current stage FY2023 FY2024 Note

COVID-19 
Family

S-268019 COVID-19 (Vaccine) Submission

Ensitrelvir COVID-19 Submission, Phase 3 SCORPIO-HR registration completed

S-268023 COVID-19 
(XBB 1.5, Vaccine) Phase 3 Start Phase 3

(registration completed)

S-892216 COVID-19 Phase 1

Universal Vaccine COVID-19 (Vaccine) Preclinical

Infection 
diseases

Olorofim Invasive aspergillosis Phase 3 Announced Phase2b results*

S-337395 RSV infections Phase 2 Start Phase 2

S-743229 AMR (Urinary tract infection) Phase 1 Start Phase 1 overseas

S-649228 AMR (Various infectious diseases ) Preclinical

QOL Diseases 
with High 

Social Impact

Zuranolone Depression Phase 3

Resiniferatoxin Pain associated with knee 
osteoarthritis Phase 3

SDT-001 ADHD Phase 3

Zatolmilast Fragile X Syndrome Phase 2/3

Redasemtide
Acute ischemic stroke Phase 2b

Dystrophic epidermolysis bullosa Phase 2

S-309309 Obesity Phase 2 Phase 2 registration completed

S-531011 Solid tumor Phase 1b/2

S-151128 Chronic pain Phase 1 Start of Phase 1b for OA patients

Submission

Phase 2/3 topline results (FY24 3Q)

Completion of Phase 3 case registration (4Q)

Phase 1 topline results

Submission (4Q)

Phase 1 topline results

Phase 3 topline results (3Q)

Submission (4Q)

Submission (3Q)

Obtain Phase 2 data (FY24 1Q)

Phase 2 start (2Q)
Phase 1 topline results

Phase 3 start

as of January 30, 2024

SHIONOGI R&D Day 2024 scheduled to be held on June 7 2024

Phase 3 topline results (4Q)

topline results: It is the timing of acquisition, and the timing of disclosure will be considered separately * Announced by F2G (October 30, 2023): F2G Press Releases 

Submission (FY25 1Q)

https://www.f2g.com/press_releases
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S-309309 (MGAT2* inhibitor) Development Progress

* Monoacylglycerol acyltransferase 2 ** ClinicalTrials.gov: NCT05925114

Trial Overview**

Phase 2 trial progressing as planned 

• Participant registration was completed in October, with a total of 365 cases registered
• No adverse events that would affect the continuation of the trial have been reported
• After 24 weeks of treatment and follow-up period, we plan to provide topline results in April 

to June.

Oct.

Last Patient in 
365 cases

Apr.

Completion of dosing for 
all participants (scheduled)

Apr.-June.

Phase 2
topline results

20242023

First Patient in

Jul.

Status of progress

Country The U.S.

Subject Adults with a BMI of 30 or higher

Trial design Multicenter, randomized, double-blind, dose-ranging, 
placebo-controlled

Dosage 
number of 

cases

• Oral once daily for 24 weeks
• S-309309: 3 doses, placebo, 80 in each group (320 in 

total)

Primary
endpoint Percent change in body weight from baseline (week 24)

Secondary
endpoint

• Percentage of subjects achieving ≥5%/10%/15%/20% 
weight loss 

• Waist circumference, waist/hip ratio, BMI, abdominal 
fat/lean mass

https://clinicaltrials.gov/study/NCT05925114?term=S-309309&rank=1
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• Enhanced global R&D capabilities
− Smooth collaboration with Qpex Inc.

> Robust R&D activity including xeruborbactam*
−  Progress in strengthening external networks

> Enhancing collaboration with external organizations, including regulatory 
authorities and government agencies like BARDA

• Maximizing antibacterial research 
− Commenced research and development of novel infectious disease 

therapeutics with Qpex Inc.
− Strengthen research in the field of infectious disease therapeutics to 

address remaining unmet needs

Evolution of infectious disease R&D

Further Strengthening R&D Capabilities in the Infectious Disease Field 

Through Qpex, a wholly owned subsidiary, we have expanded our capabilities

* β-lactamase inhibitor

Progress of two development products

S-649228: xeruborbactam＋cefiderocol

S-743229: xeruborbactam＋ceftibuten

• Oral formulation in combination with the 
cephem antibiotic, ceftibuten

• Phase 1 trial ongoing

• Injection in combination with cefiderocol
• Progress is being made in non-clinical trials, and 

transition to the clinical stage is scheduled for 1Q 
FY2024

Funded in whole or in part with federal funds from the U.S. Department of Health and Human Services, Administration for Strategic 
Preparedness and Response, Biomedical Advanced Research and Development Authority (BARDA) under OTA number HHSO100201600026C.
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Appendix
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Baloxavir 
Influenza virus infection
(Pediatric, < 1 year old)

Baloxavir
Influenza virus infection

(Transmission)

Baloxavir (US)
Influenza virus infection
(Pediatric, < 1year old)

S -555739 
[Asapiprant]

Treatment by suppressing 
aggravation of COVID-19

S-365598
HIV infection

Pipeline: Infectious Disease

Out license

: Global
 development

as of January 30, 2024

Preclinical Phase 1 Phase 2 Phase 3 Submission

Baloxavir *4

Influenza virus infection
  (5-11 years old, treatment

and prevention)

Change from November 1 to January 30, 2024
S-268023 : Phase 3 started
S-337395 : Phase 2 started

: Progress from November 1 to January 30, 2024 *,*3 Phase 2/3, Phase 3 ongoing *2 Korea, Singapore *4 Taiwan

S-872600
Influenza nasal vaccine

S-875670
COVID-19 nasal vaccine

S-337395
RSV infections

S-554110
Nontuberculous 

mycobacterial infection

S-540956
Nucleic acid adjuvant

S-892216
COVID-19 treatment

Cefiderocol 
Aerobic Gram-negative 

bacterial infection (Pediatric)

Baloxavir 
Influenza virus infection

(Granules, < 20kg)

S-268019*3

COVID-19
Prophylactic vaccine

Ensitrelvir*2 
COVID-19 treatment

S-268019
COVID-19

Prophylactic vaccine

Cefiderocol*4

Various infectious diseases

Ensitrelvir*
COVID-19 treatment

F901318
[Olorofim]

Invasive Aspergillosis

S-268019
COVID-19

(Ages 5-19)

Ensitrelvir
COVID-19 treatment (Ages 5-11)

Ensitrelvir
COVID-19 prevention

S-649228
AMR (Various infectious 

diseases)

S-268023
COVID-19 Prophylactic 

vaccine (XBB 1.5)

S-743229
AMR (Urinary tract 

infection)

S-337395
RSV infections
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Pipeline: QOL Diseases with High Social Impact

S-723595
Type 2 diabetes

Preclinical Phase 1 Phase 2 Phase 3 Submission

* Global Phase 2b ongoing *2 Phase 1b/2 ongoing *3,4 Phase 1/2 ongoing *5 Phase 2b/3 ongoing

as of January 30, 2024

S-588410
Bladder cancer

S-005151
[Redasemtide]

Epidermolysis bullosa

S-151128
Chronic pain

BPN14770
[Zatolmilast]

Alzheimer’s disease

S-588410
Bladder cancer

GRT7039
[Resiniferatoxin]
Pain associated with knee 

osteoarthritis

S-812217 
[Zuranolone] 

Depression

Rizmoic*3

Opioid-induced
constipation(pediatric)

S-005151*
[Redasemtide]

Acute ischemic stroke

BPN14770
[Zatolmilast]

Alzheimer’s disease

S-531011*2

Solid tumor

S-309309
Obesity

S-540956
Nucleic acid adjuvant

S-109802
Post-stroke spasticity

S-588410
Esophageal cancer 

SDT-001
Inattentive ADHD

(pediatric)

SR-0379
Cutaneous ulcer 

ADR-001*4

Decompensated liver
cirrhosis

S-222611
[Epertinib]

Malignant tumor

S-488210
Head and neck squamous 

cell carcinoma

S-588210
Solid tumor

BPN14770*5

[Zatolmilast]
Fragile X Syndrome

: Global development

Out license
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Other Major Progress* 

• November
− The Sales Partnership Agreement in Japan between Shionogi and Mochida regarding Insomnia Treatment Drug Daridorexant
− Investment with J.P. Morgan Asset Management’s Life Sciences Private Capital
− Stream-I, Inc. Launches New Home Palliative Care Support Service 'Home Care Base’

• December
− Investment Agreement with AN Venture Partners
− Signing of Collaboration Agreement in the Third Phase of the "Mother to Mother SHIONOGI Project"

- App Development for Diarrhea Prevention in Tanzania -

• January

− Commencement of DTx Distribution Platform Construction for the Promotion of Digital Therapeutic Services

− Investment Agreement with Niremia Collective

* Progress from November 1, 2023 to January 30, 2024
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Creation of Universal Vaccine Antigens

ACE-2 independent

HKU
1 OC4

3

229E
NL63

Pathogenicity to human 
is not considered serious

Non-infectious to human

→Within the scope of 
antigens under development

SCIENCE 16 Apr 2021, Vol 372, Issue 6539, pp. 227-231

Evolutional tree of coronavirus

• Design a novel antigen using back-calculation from 
immune factors shown to be induced in humans

• Create vaccines that cover both the then-prevailing 
SARS-CoV-2 and the next (and next, and next) strain

Design of universal antigens

Aiming to create vaccine antigens that are effective for novel variant strains and even the next pandemic

Co
nc

ep
ts

Cu
rr

en
t 

st
at

us

• Identification of universal sarbecovirus vaccine 
antigens under development has completed

• On track towards the start of clinical trials in 2024

Ef
fe

ct
s

• Neutralizing antibody titer increase has been confirmed 
not only in the original strain of SARS-CoV-2 but also in 
various mutant strains and even in the strain of SARS-
CoV-1 that caused pandemic in 2003

• Data to be published at next R&D Day

Sarbecovirus

Points to consider in the design universal antigens

Change of dynamic characteristics of 
proteinsStabilization of protein structure

Optimization of versatility Regulation of epitope

Reposted of 10th Mizuho Bio 
Conference

https://www.science.org/doi/10.1126/science.372.6539.227
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Shionogi Pharma’s Efforts to Increase Production of Medicon

Response so far

• Adjustments to bring forward the delivery date of 
active pharmaceutical ingredients

• Adjustments to bring forward delivery of APIs and increase 
production volume

• Reduce production of other products and transfer 
resources to Medicon

• Start manufacturing during testing, etc.

Responses from January to March 2024 (4Q of 2023)

Medium- to long-term response (from April 2024)
【Middle period]
• Increase in personnel (under consideration)
[Long term]
• Addition of manufacturing facility/capital investment 

(under consideration)

Number of tablets production of Medicon

1.61

2.60

1.61

2.6
2.96

0

0.5

1

1.5

2

2.5

3

3.5

4

4.5

2022年 2023年（予定） 2024年（予定）
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0.25

【short term】

Transferring resources from 
other products

[Medium-term] 
Reinforcement of personnel

[Long term]
Addition of manufacturing 
facility/capital investment

2022 2023 2024
(Planed)

(CY)
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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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