Top-Line Results of the Phase 2/3 booster Trial
for COVID-19 Recombinant-based Vaccine, $S-268019
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Forward-Looking Statements (o)

 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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1. Vaccine classification
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Types of Vaccine Antigen Production Technology ™%

mRNA vaccine Recombinant ‘
(*COMIRNATY) protein vaccine A
(*Spikevax) (S-268019)
Stabilization by conversion from RNA to DNA SARS-CoV-2 Vi.rus partide Inactivation of virus by heat/chemical treatment
(RNA virus) '
DNA vaccine Inactivated vaccine
(AG0302-COVID19) (KD-414) . ¥ § § <
Viral RNA
Protection of DNA by shells such as adenovirus . Empty virus particles without genome
Spike (S)
protein
Virus vector vaccine **\JLP vaccine
(*Vaxzevria) (*COVIFENZ)
New generation technology Traditional technology

@ SHIONOGI * COVID-19 vaccine currently inuse  ** virus-like particle g



Manufacturing Process of mRNA Vaccine

SARS-CoV-2 Genetic information
virus of spike (S) protein mRNA Lipid component

mRNA vaccine

—

¢ )=~

MRNA is encapsulated in LNP so that it is not degraded in the body

& SHIONOGI * lipid nanoparticle 6



Manufacturing process of recombinant protein Ko

SARS-CoV-2 Genetic information
virus of spike (S) protein Baculovirus™

Insect cells

Recombinant
spike (S) protein™*

Extraction

urification

Addition of

Formulation adjuvant
-
@ | .
Vaccine ingredient manufacturing by BEVS* N

& SHIONOGI * Baculovirus Expression Vector System ** YAKUKENSHA CO., Ltd. **% Science, 2020, 369, 1586-1592, Cai et al.
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https://www.yakukensha.co.jp/jtk/det.php?i=237

Importance of Suitable Adjuvant Selection

Safety Efficacy Supply

Selection of suitable adjuvant

4 % \Vg

Avoiding exacerbation of
symptoms by regulating
Immune response

Enhance Conserving the amount
immune response of antigen

@ SHIONOGI
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2. Overview of S-268019
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Overview of $-268019 @

N

Antigen manufacturing technology BEVS*
Product characteristics Full-length spike (S) protein + adjuvant
A-910823

*  Priming vaccine; 0.5 mL twice, usually every 4 weeks, intramuscular injection

Expected dosage . . S
P 9 *  Booster vaccine; 0.5 mL once, intramuscular injection

Previous nonclinical results
51201
* Monkey immunogenicity test ° 5 1280L « The horizontal line
+ 2 vaccinations (3 weeks intervals) S5 - " the bd‘?x indicates
.. . . = > - e median.
* Measure neutralizing antibody titers 29 and 36 53 320 | E « Boy indicates
. . el . .
days after vaccination 3 2  goH interquartile range.
=z € 1 + Mustache indicates
. . . . : © i 95% confidence
Design of monkey immunogenicity test |4 Neutralizing antibody 20 inteorval
titer measurement 1 :
SFTT11 T
D1 D8 D15 D22) (D29) (D36
'l‘ I A A S
Macaque vAaccination vacAcination i esot Felimated value of
N=4/group clinical equivalent convalescent
(N=4/group) serum™* (N=59)

$-268019 showed neutralizing antibody titers similar to or exceeding recovered patient serum

* Baculovirus Expression Vector System
®SHIONOG| ** Estimate from measurements in another test 1 0



Positioning of S-268019

Significance of domestic vaccine Environment surrounding booster vaccine
« Domestic vaccines are extremely *  Since the prevention of onset/the
- tant ti | it exacerbation prevention effect by the
impor ar? rom a national security priming vaccination decreases with the
perspective passage of time, the third booster
— Building a system that can rapidly vaccination is urgent
provide vaccines at the required timing * Many people have experienced side
in Japan effects with the priming vaccination and

the booster vaccination, and the 3rd

— Response to new variants that may S ;
vaccination has not progressed in Japan

occur originally in Japan

Domestic vaccine that can be boosted with a good balance between efficacy and safety

The addition of new vaccine options will increase the rate of booster vaccinations, leading
to prevention of the spread of infection and suppression of exacerbations

® SHIONOGI 11
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$-268019 : List of Ongoing Clinical Trials

Mar. 4, 2022

2022FY 2023FY

7 8 9 101112 1 2 3 4 5 6 7 8 9 101112 1 2 3 4 5 6 7 8 9 10

Phase 1/2 trial*! (New formulation: initiated Aug. 2021)

Phase 2/3 trial*? (safety, immunogenicity: initiated Oct. 2021) |

Phase 2/3 trial*3 (booster trial: initiated Dec. 2021)

ﬁ Phase 3 trial*4 (placebo control, onset prevention: initiated Dec. 2021

Phase 3 trial*> (active control, neutralizing antibody titer: initiated Jan. 2022)

Phase 3 trial*® (booster trial (additional trial in Japan) : initiated Feb. 2022)

“: Global trial

*1jRCT2031210269, *2 JRCT2031210383, *3 JRCT2031210470, ** NCT05212948, *> jRCT2051210151, *¢ jJRCT2031210613

®SH|ONOG| Phase 1/2 Clinical Trial was supported by Japan Agency for Medical Research and Development (AMED) 1 3


https://jrct.niph.go.jp/en-latest-detail/jRCT2031210269
https://jrct.niph.go.jp/en-latest-detail/jRCT2031210383
https://jrct.niph.go.jp/en-latest-detail/jRCT2031210470
https://www.clinicaltrials.gov/ct2/show/NCT05212948?term=S-268019&draw=2&rank=1
https://jrct.niph.go.jp/en-latest-detail/jRCT2051210151
https://jrct.niph.go.jp/en-latest-detail/jRCT2031210613

$-268019 : Overview of Ongoing Clinical Trials 1/2
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Priming/Booster

Subjects

Study design

Prima
endpoints

Target sample
size

Dosing regimen

Priming

Healtk(ljy adults between the ages of
20 and 64

Randomized, observer-blind

AEs, treatment-related AEs, SAEs,
solicited AEs, vital signs, laboratory
tests, ECG

60 subjects in 3 groups (S-268019:
24 s.ub%ects x 2 groups, placebo: 12
subjects)

Intramuscular injection, two dose
(Day1, Day22)

» Disclosed at the Japan Societg for
Vaccinology (December 4, 2021)

+ Follow-up évaluation for 1 year
after inoculation of each index is

Priming

Adults over 20 years oId,.eIderI[\)/.
over 65 years old (including subjects
with COVID-19 history, vaccinated
subjects)

Multicenter, open-label

Safety at the end of the evaluation
period (at 28 days following the
second vaccination)

3,100 subjects (naive: over 2,000
subjects, subjects with COVID-19
history: over 30 subjects, vaccinated

subjects: over 30 subjects, elderly: 100

subjects

Intramuscular injection, two dose
(Day1, Day29)

Completed the 2" inoculation of
all sub[Jects )

Completed observation through
Day 57 with no major safety
concerns

Priming
Adults over 18 years old, elderly

Multicenter, randomized, active
co_n’érol, parallel-group, observer-
in

SARS-CoV-2 neutralizing antibody
titer at 28 days following the second
vaccination

1,000 sub{eqts (500 subf'ects; .
VAXZEVRIA intramuscular injection,
500 subjects: S-268019)

Intramuscular injection, two dose
(Day1, Day29)

» Superiority trial to compare GMT
of neutralizing antlboczi)é to a
licensed vaccine (VAXZEVRIA

Priming

Adults over 18 years old

Placebo-controlled cross-over

Number of participants with
occurrence of SARS-CoV-2 RT-PCR-
positive symptomatic COVID-19

54,915 subé'ects (S-268019: 36,610,
placebo: 18,305)

1st period Intramuscular injection,
two dose (Day1, Day29? o
2"d period Intramuscular injection,
two dose (Day225, Day253)

* |nitiated in Vietham from
December 2021

Status ongoing _— : Topline results including GMT of intramuscular injection) *  Subject registration is
: ﬁmdgégf/’gﬂrﬁaC;'Pfﬁgcvﬂ%rvsﬁskﬁetf;ts neﬁtraltiziggtaRtibodlyl\ylv?IItbe . B ClclJm%I_etch the 13 inoculation of progressing smoothly
: ; A resented at Annual’ Meeting o all subjects
receive the third vaccination is o anese Association for 9 )
going Infectious Diseases in April 2022
®SH|ONOG| Phase 1/2 Clinical Trial was supported by Japan Agency for Medical Research and Development (AMED) 14



$-268019 : Overview of Ongoing Clinical Trials 2/2 i P

Priming/Booster

Subjects

Study design

Primary
endpoints

Target number of
participants

Dosing regimen

Status

Booster

Adults over 20 years old who at least 6 months have
passed after completion of the second vaccination with
COMIRNATY

Randomized, observer-blind, active-controlled

Geometric mean titer (GMT) of SARS-CoV-2 neutralizing
antibody on Day 29

Seroresponse rate of SARS-CoV-2 neutralizing antibody
on Day 29

204 participants (S-268019 group: 102 participants,
COMIRNATY group: 102 participants)

Intramuscular injection, one dose

* Completed the 15t inoculation of all subjects
Disclosed top-line results (Mar. 4, 2022)

Phase 3 booster trial

Booster

Participant who have received 2 doses of SARS-CoV-2
vaccine (Adults between the ages of 20 and 64: only
SPIKEVAX, elderly over 65 years old: COMIRNATY or
SPIKEVAX) and 6 months or more and 8 months or
less after second dose

Single center, open-label

Safety

150 participants (100 adults, 50 elderly)

Intramuscular injection, one dose

* Initiated subject registration (Feb. 28, 2022)

@ SHIONOGI
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Overview of the Phase 2/3 Booster Trial
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N

To evaluate if the immunogenicity of S-268019 demonstrates noninferiority compared to COMIRNATY and safety as a booster dose after

ERISSe completion of vaccination with two doses of COMIRNATY

Adults over 20 years old who at least 6 months have passed after completion of the second vaccination with COMIRNATY
Sl ST Randomized, observer-blind, active-controlled

+ Primary: GMT of SARS-CoV-2 neutralizing antibody titer and seroresponse rate on Day 29

+ Secondary: immunogenicity other than the primary endpoint (GMT of neutralizing antibody titer and 1gG antibody titer, GMFR, seroresponse
rate), safety (AEs/treatment-related AEs/SAEs and others), clinical efficacy (number of SARS-CoV-2-positive participants)

Exploratory: Immunological indices (cellular immunity, Th1/Th2 balance, assessment of immunity after booster vaccination (analysis of functions
and characteristics of antibody to SARS-CoV-2 and immune cells))

Target number of -
T — 204 participants
Dl e[l Intramuscular injection, one dose

S-268019 group: A solution in which 10 mg of antigen is dissolved in a 50% v/v oil in water emulsion containing an adjuvant
COMIRNATY group: 0.3mL tozinameran (30pg, diluted with physiological saline)

Nov. 2021~Jan. 2023

Si\21 Tokyo Shinagawa Hospital

Screening I IEvaluation Period I~Day29 (immunogenicity ) Follow-up Period ~Day365 |
Dayl Day? Day15 Day29 Day365
r._vvgcan;tign_l
Randomization [ e e S.265010 iR
L e OMIRNATY Ly COMIRNATY |

@ SHIONOGI 16



Top-Line Results (Interim Report) of the Phase 2/3 booster Trial
for COVID-19 Recombinant protein Vaccine, S-268019

Tokyo Shinagawa Hospital

Vice President and Director, Clinical trial
Development & Research Center

Masaharu Shinkai, MD, PhD

COI Disclosure Information

Tokyo Shinagawa Hospital is entrusted with this clinical trial by Shionogi.
There are no financial relationships that should be disclosed as an individual
regarding this announcement.

17



Overview of the Phase 2/3 Booster Trial

To evaluate if the immunogenicity of S-268019 demonstrates noninferiority compared to COMIRNATY and safety as a booster dose after

RRERUEEN  ompletion of vaccination with two doses of COMIRNATY

Silelicess . Adults over 20 years old who at least 6 months have passed after completion of the second vaccination with COMIRNATY

Siileldelssiagr | Randomized, observer-blind, active-controlled

* Primary: SARS-CoV-2 neutralizing antibody titer on Day 29

Secondary: immunogenicity other than the primary endpoint (GMT of neutralizing antibody titer and I1gG antibody titer, GMFR,
seroresponse rate), safety (AEs/treatment-related AEs/SAEs and others), clinical efficacy (number of SARS-CoV-2-positive participants)
Exploratory: Immunological indices (cellular immunity, Th1/Th2 balance, assessment of immunity after booster vaccination (analysis of
functions and characteristics of antibody to SARS-CoV-2 and immune cells))

Endpoints

Target number of

e 204 participants

Dlosie ezt Intramuscular injection, one dose

S-268019 group: A solution in which 10 mg of antigen is dissolved in a 50% v/v oil in water emulsion containing an adjuvant

Do COMIRNATY group: 0.3mL tozinameran (30 u g, diluted with physiological saline)
bltj=iielgt | Nov. 2021~Jan. 2023
il Tokyo Shinagawa Hospital
Screening Evaluation Period ~Day29 (immunogenicity ) I Follow-up Period ~Day365
| | |
Dayl Day?2 Daylb Day29 Day365

I @Vaccination | Y-
Randomization o S-268019 S-268019

11 > COMIRNATY COMIRNATY

18



Key Demographics of Participants

Immunogenicity Subset

S-268019 COMIRNATY
N=103 N=102*

Male 12 73
Sex
Female 31 29
Min 21 21
Age (years)
Max 59 60
Min 16.1kg/m?2 16.4kg/m?
BMI
Max 54.4kg/m?2 41.8kg/m?

« Randomized : 206 (S-268019: 103, COMIRNATY: 103)

« Safety analysis population : 206 (S-268019: 103, COMIRNATY: 103)

« Immunogenicity subset : 205 Analyzed at Baseline (S-268019: 103, COMIRNATY: 102*)
Analyzed at Day15. 29 (S-268019: 103, COMIRNATY: 101* **)

* at screening: Exclude from analysis (n=1); Confirmed positive anti-SARS-CoV-2 N-protein antibody test after the booster dose
** at Day15 and Day29: Exclude from analysis (n=1); Confirmed positive anti-SARS-CoV-2 N-protein antibody test at Day15 19



Immunogenicity

< Statistical Hypothesis Testing >

If both the lower limit of the 95% confidence interval (Cl) for the GMTR (S-268019 to
COMIRNATY) of SARS-CoV-2 neutralizing antibody is greater than 0.67 and the lower limit of the
95% Cl for the difference in seroresponse rate (S-268019 minus COMIRNATY) of SARS-CoV-2

neutralizing antibody is greater than —10%, the noninferiority is confirmed.




GMT of SARS-CoV-2 neutralizing antibody titer

F BT

160
140
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100
80
60
40
20

® S-268019
@ COMIRNATY

553 6.70
o~ —

GMT of SARS-CoV-2 neutralizing antibody on Day 29
(primary endpoints)

138.53 5-268019 COMIRNATY
128.14 I 12642
®

108.20
GMT 126.42 108.20
95
® ®

95% confidence interval 109.76, 145.62 94.57,123.80

GMT ratio*! 1.17 ---

o fi . | 1 0.96,1.42
% confidence interva 0.67<0.96 —

[ -sj - -
One-sided P-value for non <.0001

Baseline

inferiority *2

Day 15 Day 29

Titer values reported as below the LLOQ are replaced by 0.5 x LLOQ., LLOQ (5.0)

*1The GMT, GMT ratio with corresponding 95% Cl are estimated by back transformation of the adjusted mean, the
intervention difference and its 95% Cl which are obtained using analysis of covariance (ANCOVA) model fitted on the
log-transformed titers. The model includes intervention group as fixed effect as well as age (continuous) and sex as
covariates.

*2 The non-inferiority margin is 0.67.

21



Seroresponse Rate of SARS-CoV-2 neutralizing antibody titer on Day 29

Seroresponse Rate on Day 29*! (primary endpoints)
*1 Seroresponse rate is defined as the proportion of participants with a =4-fold increase in post-vaccination
antibody titer from baseline.

S-268019 COMIRNATY
N=103 N=101

Number of Seroresponse 1034l 10143

Seroresponse Rate 100.0% 100.0%
Difference in proportion of seroresponse 0.0% ---
95% confidence interval ---
One-sided P-value for non-inferiority*2 0.0004 ---

*2The non-inferiority margin is -10%.

Interim results showed noninferiority of S-268019 to COMIRNATY in co-primary
endpoints: GMT and seroresponse rate for neutralizing antibodies on day 29

22



Result of Primary Endpoints

Interim results showed noninferiority of S-268019 to
COMIRNATY in co-primary endpoints: GMT and seroresponse
rate for neutralizing antibodies on day 29

-

In the interim report, this trial met its primary endpoint.

23



Immunologic Assays by Flow Cytometry (ICS-FCM)*

CD4+T Cell
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A strong bias toward the T-helper type 1 phenotype was noted

* T-cell responses were assessed for a subgroup (n=30/group) sampled from participants who gave consent to assess cellular immunity. 24



Neutralizing Antibody Titer against Pseudotyped Virus with SARS-CoV-2 Mutation Spike Protein*

DG14G*>|< Delta Omicron
8- 1 0.94 gy 1 1.18 8- 1 1.14
@ o]
(5] o °)
o8 47 o o8 47 ®00® 08 41 o o0
f_=|: ;T: 2 o] :.. t_=u E 2 g .. c_=u E 2 ...
- - e -
>S-§ CD@ (<] ° >g'§ o OOO [5) >g'§ %
= d = =
@ o] (] QO (]
>w 054 & ° 2% 054 o o0 2% 05+ &°
© £ oo 2 = c %® o = £ o
2§ 0254 8 &5 0254 8 g8 o5 %
) [0}
0.125 - 0.125 4 0.125 4
Q
! I T T 0 T
COMIRNATY S-268019 COMIRNATY S-268019 COMIRNATY S-268019
Day?29

Serum samples from both vaccine groups neutralized pseudovirus variants including
Omicron variants with similar potency as indicated by NT50 values relative to COMIRNATY

* Before reassessment, a subgroup (n=24/group) sampled from participants were extracted from groups with the same distribution of neutralizing
antibody titers and ages, and the neutralizing antibody titers were assessed using Pseudotyped virus.
** European strain with D614G mutation introduced into spikes of WK-521 strain 25
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Treatment-related AEs (Treatment-related AEs will be defined as AEs considered to be “related”
to the study intervention)

<* Any systemic solicited TRAEs >

« The following AEs were collected as solicited
systemic AEs within 7 days after study intervention
(Day1 to Day8)

+ Fever, Nausea/vomiting, Diarrhea, Headache,
Fatigue, Myalgia, Arthralgia, Chills

<** Any local solicited TRAEs >

« The following AEs were collected as solicited local
AEs within 7 days after study intervention (Day1 to
Day8)

+ Pain ,Erythema/redness ,Induration ,Swelling

S-268019 COMIRTY
N=103 N=103

Treatment- Participants
related AEs
(TRAESs) (%) of participants

Participants

Any systemic

solicited TRAES* | (g of participants

Any local Participants
solicited
TRAEs** (%) of participants

99 101
96.1% 98.1%
72 81
69.9% 78.6%
70 75
68.0% 72.8%

217



Treatment-related AEs (TRAEs) (Incidents, 5% or more)

$-268019 N=103 COMIRNATY N=103

Participants with any Treatment-related AEs 99 (96.1%) 101 (98.1%)
Headache 26 (25.2%) 43 (41.7%)
Diarrhea 4 (3.9%) 6 (5.8%)
Myalgia 42 (40.8%) 49 (47.6%)
Arthralgia 8 (7.8%) 11 (10.7%)
Vaccination site pain 69 (67.0%) 75 (72.8%)

participants

(%) of ) Fatigue 45 (43.7%) 55 (53.4%)
participants

Pyrexia 40 (38.8%) 61 (59.2%)

Vaccination site erythema 6 (5.8%) 9 (8.7%)

Chills 4 (3.9%) 7 (6.8%)
Neutrophil percentage increased 78 (75.7%) 81 (78.6%)
C-reactive protein increased 34 (33.0%) 46 (44.7%)

White blood cell count increased 9 (8.7%) 11 (10.7%)




Solicited Systemic AEs and Solicited Local TRAEs (Incidents)

Participants with any
systemic solicited TRAEs

Fever

Nausea/Vomiting

Any systemic participants Diarrhea
solicited (%) of
TRAEs participants) Headache
Fatigue
Myalgia
Arthralgia
Chills
Participants with any local
solicited TRAEs
Any local participants Pain
solicited ((%) of
TRAEs participants) Erythema/Redness
Induration
Swelling

72 (69.9%)

40 (38.8%)
5 (4.9%)
4 (3.9%)
26 (25.2%)
45 (43.7%)
2 (40.8%)
8 (7.8%)
4 (

3.9%)

4

70 (68.0%)

68 (66.0%)
6.8%)
0.0%)

8
7
0
1(1.0%)

(
(
(
(

81 (78.6%)

61 (59.2%)
5 (4.9%)
6 (5.8%)

43 (41.7%

55 (53.4%

49 (47.6%

12 11.7%
7 (6.8%)

o ~— ~—

75 (72.8%)

75 (72.8%)
9 (8.7%)
0 (0.0%)
1(1.0%)

S-268019 N=103 COMIRNATY N=103

29



Solicited Systemic AEs and Solicited Local TRAEs (Severity)

« Grade 5 : Death related to AE.
- Grade 4 : Life-threatening consequences; urgent intervention indicated.
- Grade 3 : Severe or medically significant but not immediately life-threatening; hospitalization or prolongation of hospitalization indicated; disabling;

limiting selfcare ADL.Grade 2 : Moderate; minimal, local, or noninvasive intervention indicated; limiting age-appropriate instrumental ADL.

« Grade 1 : Mild; asymptomatic or mild symptoms; clinical or diagnostic observations only; intervention not indicated.
A semicolon (;) indicates “or” within the description of grade.

$-268019 N=103 COMIRNATY N=103

Total 72 (69.9%) 81 (78.6%)
Grade 5 0 (0.0%) 0 (0.0%)
Any .. o —
systemic par(t(lélfg;lts 2 | Grades 0 (0.0%) 0 (0.0%)
.. () 2
solicited participants) | & | Grade 3 1 (1.0%) 4 (3.9%)
TRAEs
Grade 2 15 (14.6%) 31 (30.1%)
Grade 1 56 (54.4%) 46 (44.7%)
Total 70 (68.0%) 75 (72.8%)
Grade 5 0 (0.0%) 0 (0.0%)
AnY Ipcal participants § Grade 4 0 (0.0%) 0 (0.0%)
solicited ((%) of e . .
TRAEs participants) | £ | Grade 3 0(0.0%) 0(0.0%)
Grade 2 2 (1.9%) 5 (4.9%)
Grade 1 68 (66.0%) 70 (68.0%)

30



Solicited Systemic AEs and Solicited Local TRAEs (Timing of Onset)

$-268019 N=103 COMIRNATY N=103

1 36 (35.0%) 44 (42.7%)
_|
5 2 50 (48.5%) 61 (59.2%)
5
o m 3 2 (1.9%) 2 (1.9%)
Any systemic participants S, |
solicited TRAES ((%) of o 4 0 (0.0%) 0 (0.0%)
articipants .
participants) o 5 0 (0.0%) 0 (0.0%)
S |
kS 6 0 (0.0%) 2 (1.9%)
>=7 0 (0.0%) 0 (0.0%)
5! 1 37 (35.9%) 43 (41.7%)
Any local par(t(ici;)ants 605“' 2 35 (34.0%) 36 (35.0%)
. %) of o 9
SO|ICIted TRAES participants) =< o 3 0 (0_0%) 1 (1_0%)
S
o | >=4 0 (0.0%) 0 (0.0%)




Solicited Systemic AEs and Solicited Local TRAEs (Incidents, Severity) 1/3

Total
Grade 5
Fever % Grade 4
< |
participants | @
(%) of = | Grade 3
participants) | = |
Grade 2
Grade 1
Total
Grade 5
Nausea/ ‘
Vomiting % Grade 4
< |
o @
participants | =. | Grade 3
(%) of | <
participants) Grade 2
Grade 1

40 (38.8%)
0 (0.0%)
0 (0.0%)
1 (1.0%)
2 (1.9%)

37 (35.9%)
5 (4.9%)
0 (0.0%)
0 (0.0%)
0 (0.0%)
1 (1.0%)

4 (3.9%)

S-268019 COMIRNATY
N=103 N=103

61 (59.2%)
0 (0.0%)
0 (0.0%)
2 (1.9%)
7 (6.8%)

52 (50.5%)
5 (4.9%)
0 (0.0%)
0 (0.0%)
0 (0.0%)
0 (0.0%)

5 (4.9%)

At

Grade 5

Diarrhea % Grade 4
participants C<D ‘

((%) of =: | Grade 3
participants) | < |

Grade 2

Grade 1

At

Grade 5

Headache % Grade 4
participants C<D ‘

((%) of =: | Grade 3
participants) | < |

Grade 2

Grade 1

4 (3.9%)
0 (0.0%)
0 (0.0%)
0 (0.0%)
1 (1.0%)

3(2.9%)

26 (25.2%)

0 (0.0%)
0 (0.0%)
0 (0.0%)

7 (6.8%)

19 (18.4%)

S-268019 COMIRNATY
N=103 N=103

6 (5.8%)
0 (0.0%)
0 (0.0%)
1 (1.0%)
1(1.0%)

4 (3.9%)

43 (41.7%)

0 (0.0%)
0 (0.0%)
0 (0.0%)

12 (11.7%)

31 (30.1%)
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Solicited Systemic AEs and Solicited Local TRAEs (Incidents, Severity) 2/3

Total

Grade 5

Fatigue % Grade 4
participants C<D‘

((%) of =: | Grade 3
participants) | =< |

Grade 2

Grade 1

Total

Grade 5

Myalgia & | Grade 4
participants C<D‘

((%) of =: | Grade 3
participants) | =< |

Grade 2

Grade 1

45 (43.7%)
0 (0.0%)
0 (0.0%)
0 (0.0%)
9 (8.7%)

36 (35.0%)

42 (40.8%)
0 (0.0%)
0 (0.0%)
0 (0.0%)
1 (1.0%)

41 (39.8%)

S-268019 COMIRNATY
N=103 N=103

55 (53.4%)
0 (0.0%)
0 (0.0%)
1 (1.0%)

22 (21.4%)

32 (31.1%)

49 (47.6%)
0 (0.0%)
0 (0.0%)
0 (0.0%)
7 (6.8%)

42 (40.8%)

Total
Grade 5
Arthralgia % Grade 4
participants C<D ‘
((%) of =: | Grade 3
participants) | < |
Grade 2
Grade 1
Total
Grade 5
Chills & | Grade 4
participants C<D ‘
((%) of =: | Grade 3
participants) | < |
Grade 2
Grade 1

8 (7.8%)
0 (0.0%)
0 (0.0%)
0 (0.0%)
2 (1.9%)
6 (5.8%)
4 (3.9%)
0 (0.0%)
0 (0.0%)
0 (0.0%)
2 (1.9%)

2 (1.9%)

12 (11.7%)
0 (0.0%)
0 (0.0%)
0 (0.0%)
5 (4.9%)
7 (6.8%)
7 (6.8%)
0 (0.0%)
0 (0.0%)
0 (0.0%)
4 (3.9%)

3 (2.9%)

S-268019 COMIRNATY
N=103 N=103
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Solicited Systemic AEs and Solicited Local TRAEs (Incidents, Severity) 3/3

Incidence (%)

60 59.2
53.4
50 47.6 S-268019 Grade 1
43.7 © S-268019 Grade 2
388 411 40.8 @ S-268019 Grade 3
40— ~ COMIRNATY Grade 1
COMIRNATY Grade 2
30 25 2 ® COMIRNATY Grade 3
20
11.7
7.8
10 49 49 39 58 39 °8
—— 8 | — —
@ ¢ ® ¢ ¢ ¢ ® ¢ ¢ ¢ o o o o o o
® 5-268019 Fever Nausea/ Diarrhea Headache Fatigue Myalgia Arthralgia Chills
@ COMIRNATY Vomiting




Solicited Local TRAEs (Incidents, Severity) 1/2

S-268019 COMIRNATY S-268019 COMIRNATY
N=103 N=103 N=103 N=103
Total 68 (66.0%) 75 (72.8%) Total 0 (0.0%) 0 (0.0%)
Grade 5 0 (0.0%) 0 (0.0%) Grade 5 0 (0.0%) 0 (0.0%)
Pain | | Grade 4 0 (0.0%) 0 (0.0%) Induration | ¢ | Gage 4 0 (0.0%) 0 (0.0%)
@ ®
participants C<D ‘ participants C<D ‘
(%) of = | Grade 3 0 (0.0%) 0 (0.0%) (%) of = | Grade 3 0 (0.0%) 0 (0.0%)
participants) | =< | participants) | < |
Grade 2 0 (0.0%) 5 (4.9%) Grade 2 0 (0.0%) 0 (0.0%)
Grade 1 68 (66.0%) 70 (68.0%) Grade 1 0 (0.0%) 0 (0.0%)
Total 7 (6.8%) 9 (8.7%) Total 1 (1.0%) 1(1.0%)
Grade 5 0 (0.0%) 0 (0.0%) Grade 5 0 (0.0%) 0 (0.0%)
Erythema ‘ Swelling ‘
/Redness | & | Grade 4 0 (0.0%) 0 (0.0%) & | Grade 4 0 (0.0%) 0 (0.0%)
< | < |
L 1) participants )
partcoants | 2. | Grage 3 0 (0.0%) 0 (0.0%) @ ot | 2 |Grade 3 0 (0.0%) 0 (0.0%)
partic;)p:nts) = participants) | < |
Grade 2 1 (1.0%) 0 (0.0%) Grade 2 1 (1.0%) 0 (0.0%)
Grade 1 6 (5.8%) 9 (8.7%) Grade 1 0 (0.0%) 1(1.0%)
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Solicited Local TRAEs (Incidents, Severity) 2/2

Incidence (%)

® S-268019
@ COMIRNATY

80

70

60

50

40

30

20

10

0

12.8

66.0 $-268019 Grade 1

© S-268019 Grade 2
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Solicited Systemic AEs : Fever ((%) of participants, Severity, Timing of Onset)

(%) of participants, Severity

Incidence (%)

60 . .

59.2

) $-268019 Grade 1
© S$-268019 Grade 2
@ S-268019 Grade 3
38.8 ~ COMIRNATY Grade 1
40 COMIRNATY Grade 2
® COMIRNATY Grade 3

50

30

20

10

0 =
@ S-268019 @) )
® COMIRNATY

Fever

participants
((%) of
participants)

R1anag

Total

Grade 5

Grade 4

Grade 3

Grade 2

Grade 1

}9suQ Jo Sulwi|

S-268019
N=103

40 (38.8%)
0 (0.0%)
0 (0.0%)
1 (1.0%)
2 (1.9%)

37 (35.9%)
9 (8.7%)

30 (29.1%)
1 (1.0%)

0 (0.0%)

N=103
61 (59.2%)
0 (0.0%)
0 (0.0%)
2 (1.9%)
7 (6.8%)
52 (50.5%)
19 (18.4%)
42 (40.8%)
0 (0.0%)

0 (0.0%)
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Solicited Systemic AEs : Headache ((%) of participants, Severity, Timing of Onset)

(%) of participants, Severity

Incidence (%)
50

41.7
40

30 950

20

10

® S-268019 e o
® COMIRNATY

() S-268019 Grade 1

© S-268019 Grade 2
COMIRNATY Grade 1
COMIRNATY Grade 2

Headache

participants
((%) of
participants

R1anag

Total

Grade 5

Grade 4

Grade 3

Grade 2

Grade 1

}9suQ o Sulwi|

1

2

S-268019
N=103

261 (25.2%)
01 (0.0%)
01 (0.0%)
0f%1 (0.0%)
74 (6.8%)

195 (18.4%)
51 (4.9%)

20%1 (19.4%)
161 (1.0%)
01 (0.0%)
0%1 (0.0%)
0£%1 (0.0%)
041 (0.0%)

N=103
435 (41.7%)
0% (0.0%)
0% (0.0%)
0% (0.0%)
1261 (11.7%)
3141 (30.1%)
164 (15.5%)
2561 (24.3%)
161 (1.0%)
045 (0.0%)
0% (0.0%)
161 (1.0%)
0% (0.0%)
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Solicited Systemic AEs : Fatigue ((%) of participants, Severity, Timing of Onset)

(%) of participants,
Severit S-268019 COMIRNATY
d N=103 N=103

Incidence (%)
53.4 Total 45 (43.7%) 55 (53.4%)
50 ‘ . .
13.7 © $-268019 Grade 1 Grade 5 0 (0.0%) 0 (0.0%)
' S-268019 Grade 2 |
40 ° COMIRNATY Grade 1 § Grade 4 0 (0.0%) 0 (0.0%)
COMIRNATY Grade 2 e | \ .
® COMIRNATY Grade 3 Fatigue | 2 |C0rades3 0 (0.0%) 1 (1.0%)
30 ‘
participants Grade 2 9 (8.7%) 22 (21.4%)
((_%_) of ‘
20 parficipants Grade 1 36 (35.0%) 32 (31.1%)
_ o 24 (23.3%) 16 (15.5%)
10 o3
a > 2 21 (20.4%) 39 (37.9%)
@ i |
o
0 E— = >=3 0 (0.0%) 0 (0.0%)
® $-268019 e o
® COMIRNATY
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Summary

- Immunogenicity

— |In the interim report, this trial met its primary endpoint.
> The results showed the noninferiority of S-268019 to COMIRNATY.

- Safety

— There were no treatment-related serious AEs, deaths, grade 4-5 solicited
TRAESs, or AEs of special interest in both group.

— The most frequently reported TRAEs were fever, headache, fatigue,
myalgia and injection site pain.

— Most of the solicited TRAEs were grade 1-2 and one participant in the S-
268019 group and four participants in the COMIRNATY group experienced
grade 3 solicited TRAEs.

— Compared with COMIRNATY, S-268019 led to a lower incidence of
solicited TRAEs.
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End of slides
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