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Disclaimer

This presentation does not contain or constitute an offer of, or the solicitation of an offer to buy or subscribe for, Valneva SE shares to any
person in the USA or in any jurisdiction to whom or in which such offer or solicitation is unlawful.
Valneva is a European company. Information distributed is subject to European disclosure requirements that are different from those of the
United States. Financial statements and information may be prepared according to accounting standards which may not be comparable to
those used generally by companies in the United States.
This presentation includes only summary information provided as of the date of this presentation only and does not purport to be
comprehensive. Any information in this presentation is purely indicative and subject to modification at any time without notice. Valneva does
not warrant the completeness, accuracy or correctness of the information or opinions contained in this presentation. None of Valneva, or any of
its affiliates, directors, officers, advisors and employees is under any obligation to update such information or shall bear any liability for any loss
arising from any use of this presentation. The information has not been subject to independent verification and is qualified in its entirety by the
business, financial and other information that Valneva is required to publish in accordance with the rules, regulations and practices applicable
to companies listed on Euronext Paris and the NASDAQ Global Select Market, including in particular the risk factors described in Valneva’s
universal registration document filed with the French Financial Markets Authority (Autorité des Marchés Financiers, or AMF) on March 23,
2022, as completed by an amendment to the 2021 universal registration document filed with the AMF on September 30, 2022 under number D.
22-0140-A01, and the Form 20-F filed with the U.S. Securities and Exchange Commission (SEC) on March 24, 2022, as well as the
information in any other periodic report and in any other press release, which are available free of charge on the websites of Valneva
(www.valneva.com) and/or the AMF (www.amf-france.org) and SEC (www.sec.gov).
Certain information and statements included in this presentation are not historical facts but are forward-looking statements, including
statements with respect to revenue guidance, the progress, timing, completion results of research, development and clinical trials for product
candidates and estimates for future performance. The forward-looking statements (a) are based on current beliefs, expectations and
assumptions, including, without limitation, assumptions regarding present and future business strategies and the environment in which Valneva
operates, and involve known and unknown risk, uncertainties and other factors, which may cause actual results, performance or achievements
to be materially different from those expressed or implied by these forward-looking statements, (b) speak only as of the date this presentation
is released, and (c) are for illustrative purposes only. Investors are cautioned that forward-looking information and statements are not
guarantees of future performances and are subject to various risks and uncertainties, many of which are difficult to predict and generally
beyond the control of Valneva.
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Valneva Summary and Core Strengths

Fully integrated specialty vaccine company focused on development, 
manufacturing and commercialization of prophylactic vaccines for 
infectious diseases with significant unmet medical need
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Proven, integrated expertise: Three in-house vaccine approvals (proprietary commercialized travel 
vaccines)

Focused R&D: Advancing first-, only- or best-in-class vaccine candidates; Experience across multiple 
vaccine platforms 

Leading in chikungunya virus: World’s first and only approved vaccine 

Leading in Lyme disease: Lead Phase 3 vaccine candidate partnered with Pfizer

Experienced leadership: Substantial R&D, manufacturing and commercial expertise

VLA1553-303: long-term follow-up clinical trial
Designed to evaluate antibody persistence and long-term safety of VLA1553
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+ VLA1553-303 is an open-label phase 3b, single-arm trial 

+ 363 participants rolled over from VLA1553-301, after completing the 6-month follow-up 

+ Primary objective: Evaluate persistence of antibodies annually for up to 5 years after the single 

immunization with VLA1553

+ Secondary objective: Evaluate long-term safety through 2 years 

› Includes new-onset Serious Adverse Events and any ongoing Adverse Events of Special Interest from 

VLA1553-301

N = number of participants in the intention-to-treat population
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VLA1553-303: Demographic Data
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All Participants
N=363

>=65 Years
N=53

18-64 Years
N=310

207 (57.0)
156 (43.0)

30 (56.6)
23 (43.4)

177 (57.1)
133 (42.9)

Sex n (%)
Female
Male

2 (0.6)
6 (1.7)

52 (14.3)
3 (0.8)

280 (77.1)
20 (5.5)

0
0

8 (15.1)
1 (1.9)

43 (81.1)
1 (1.9)

2 (0.6)
6 (1.9)

44 (14.2)
2 (0.6)

237 (76.5)
19 (6.1)

Race n (%)
American Indian or Alaskan Native
Asian
Black or African American
Native Hawaiian or Other Pacific Islander
White
Other

47.7 (14.15)
18, 78

68.7 (3.37)
65, 78

44.1 (12.02)
18, 64

Age (years)
Mean
(Min/Max)

310 (85.4)
53 (14.6)

53 (100)310 (100)
Age Group n (%) 

18 years – 64 years
 65 years 
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VLA1553-303: long-term follow-up clinical trial
Designed to evaluate antibody persistence and long-term safety of VLA1553
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▪ VLA1553-303 is an open-label phase 3b, single-arm trial 

▪ 363 participants rolled over from VLA1553-301, after completing the 6-month follow-up 

▪ Primary objective: Evaluate persistence of antibodies annually for up to 5 years after the single 

immunization with VLA1553

▪ Secondary objective: Evaluate long-term safety through 2 years 

› Includes new-onset Serious Adverse Events and any ongoing Adverse Events of Special Interest from 

VLA1553-301

N = number of participants in the intention-to-treat population
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Seroresponse = CHIKV-specific neutralizing antibody titers ≥ 150
Sources: Buerger et at, presented at CISTM 2023; Valneva Press Release Dec 4, 2023 https://valneva.com/press-release/valneva-reports-positive-24-month-antibody-persistence-data-for-its-single-shot-
chikungunya-vaccine-ixchiq/
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Day 29 Month 6 Month 12 Month 24

VLA1553, Whole Sample Population 

Time Post-Vaccination

n = 
346

n = 
358

n = 
360

Seroresponse
Rate (SRR)

(95% CI) 

n = 
316

Data support the anticipated long-term persistence of the immune response after a single dose

VLA1553-303: Seroresponse1 in 97% of Participants Retained After 24 Months

Month 24: 
SRR 97% (306 / 316) 
95%CI:  94.3 – 98.5
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Seroresponse
CHIKV-Specific 
Neutralizing Antibody 
Titers ≥ 150 

3 537

1 031 1 056

3 568

892 1 055 949

1

10

100

1 000

10 000

Day 29 Day 180 Year 1
(2022)

n=
298

n=
309

n=
53

n=
50

GMT
(95%CI)

18-64 years (N = 310) ≥65 years (N = 53)

Time Post-Vaccination

Year 2
(2023)

n=
307

n=
53

n=
266

n=
51

757

Whole Sample Population

8

VLA1553-303: Comparable Titers Retained in Participants 18-64 or ≥65 Years

In older adults aged ≥ 65 years, antibody persistence was similar as in younger adults

Seroresponse
CHIKV-Specific 
Neutralizing 
Antibody Titers ≥ 
150 
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VLA1553-303: long-term follow-up clinical trial
Designed to evaluate antibody persistence and long-term safety of VLA1553
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▪ VLA1553-303 is an open-label phase 3b, single-arm trial

▪ 363 participants rolled over from VLA1553-301, after completing the 6-month follow-up 

▪ Primary objective: Evaluate persistence of antibodies annually for up to 5 years after the single 

immunization with VLA1553

▪ Secondary objective: Evaluate long-term safety through 2 years 

› Includes new-onset Serious Adverse Events and any ongoing Adverse Events of Special Interest from 

VLA1553-301

N = number of participants in the intention-to-treat population

VLA1553-303: Serious Adverse Events Month 6 until Year 2 
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No SAE deemed related to VLA1553 administration

Table 14.3.2.1, WS Population

Serious AEs (SAEs): results in death, 
life threatening, requires/prolongs 
hospitalization, results in significant 
disability, congenital defect, medical 
important condition.

n = number of subjects with an event
Any SAE displays n (%) m
m = number of events

All Subjects
N=363

>=65 Years
N=53

18-64 Years
N=310

System Organ Class
Preferred Term [n (%)]

9   (2.5)    102  (3.8)    27   (2.3)    8Any SAE  [n (%) m]

1 (0.3)01 (0.3)Pelvic Fracture

M
o

n
th

s
6-

12

1 (0.3)1 (1.9)0Intracranial Aneurysm

1 (0.3)01 (0.3)Seizure

1 (0.3)01 (0.3)Upper abdominal pain

1 (0.3)01 (0.3)Gun shot wound

Y
ea

r 
2

1 (0.3)01 (0.3)Overdose

1 (0.3)01 (0.3)Apallic syndrome

1 (0.3)1 (1.9)0Coronary artery disease

1 (0.3)01 (0.3)Myocardial infarction

1 (0.3)01 (0.3)Cholecystitis
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VLA1553-303: Safety Summary

Overall, 10 SAEs were reported:
› Four SAEs were reported between Month 6 up to Year 1 
› Six SAEs were reported between Year 1 and Year 2
› All cases were deemed not related by the investigator

Additionally, trial VLA1553-303 intended to collect long-term safety by following-up any Adverse Event 
of Special Interest (AESI) from the preceding trial. However, when participants joined the follow-up 
trial, no AESI was ongoing.

An independent Data Safety Monitoring Board regularly reviewed accruing safety information until 
Year 2. None of the data reviews raised any safety concerns.

No safety concern identified during long-term follow-up
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VLA1553-303: Antibody Persistence Trial Conclusions

The results are in line with our expectations for live-attenuated vaccines, which are known to induce 
long-lasting immunity after a single dose.

› 24 months after the single-dose vaccination, 97% of participants retained neutralizing antibody 
titers above the seroresponse threshold of 150*.

› At month 24, antibody levels remained high and were well above the defined seroresponse
threshold.

› Persistence of antibodies in older adults aged ≥ 65 years was as good as in younger adults, with 
both GMTs and SRRs slightly higher than those observed in younger individuals.

No safety concerns were identified for the duration of the follow-up trial.
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Data support the anticipated long-term persistence of the immune response

* A neutralizing antibody titer of ≥150 determined by μPRNT50, i.e. the antibody level agreed with regulators as endpoint under the accelerated approval pathway.
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