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1. JrAERDIEEN: (AMR)  EE AR DA R 5 A R gEdst: -

Evaluating the value of vaccines in reducing AMR- WHO Full Value of Vaccines Study

The burden Of AMR The number of deaths associated cxr_*nd attributable to
resistance by pathogen, in 2018
MR is a global health threat with 4.95
million deaths associated with I ‘ -
IJ

bacterial AMR worldwide in 2019;

. The six leading pathogens for deaths
associated with resistance were :
responsible for 3.57 million (2.62- ll

4.78) deaths associated with AMR in

2019

. Vaccines exist against four of the . . I .
evaluated pathogens
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How do vaccines
reduce AMR?
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cine impact on AMR health burden

Results of vac
(deaths)

deaths

Existing vaccines: reaching coverage "
targets of S. pneumoniae vaccines could Nt Oco | = —=— . -
avert 59 000 deaths associated with AMR = 1S PR

120 000 = — -

\h
: : 100 000 —— — e ————— ——————

Late vaccines: an infant TB vaccine with

80 000 - — — _

80% efficacy in preventing disease could
avert up to 118 000 deaths associated e B [ | ﬁ =i

with AMR ]

40 000 — ﬁ - — —
Early vaccines: a vaccine aga!'nst K. e 0 i o i — _— ASS
pneumoniae infection given to infants | I " [ S !
and elderly— 64 500 deaths associated R > = = ——=__Em —-l-————~°
with AMR &

Vaccines

Results of vaccine impact on AMR health burden
(DALYs)

Vaccine-averte
DALYs

@ting vaccines: reaching coverage )
targets of S. pneumoniae vaccines could 8000902
avert 5.1 min DALYs associated with AMR |
\ 5 000 000 ’
4 000 000 |

Late vaccines: an infant TB vaccine with

80% efficacy in preventing disease could S

avert up to 4.6 min DALYs associated with

AMR 2 000 000

. 5 : |

Early vaccines: a vaccine against K. 1000 000 t
pneumoniae infection given to infants b Sl
and elderly— 3.7 mIn DALYs associated 0 — % 5

. > > G & &
with AMR o FEE S FP

Vaccines

FEE S AMR 522

= QAT 3% SEBK i i Y PR 7 R Al 07 59,000 L AMR AHRHEYSE L ZEH -
Stz i ] A 9 118,000 B AMR AHRHAVSE A -

A5 2R A TR At SR AR B2 15 F] 6 08 64,500 B2 AMR AHRE VSR 2P -

' Results of vaccine impact on AMR health burden
(deaths)

LRI and thorax infections, M. tubercu/os’s, Flintocrions e
and bloodstream infections major
syndromes for which deaths associated
with AMR are averted

E foacium

Vaccines against S. prewumoniae could
avert the most AMR associated deaths
that result in LRI and thorax infections

Intra-abdominal
infections

Vaccines against K. preurnoniae could
avert the most AMR associated deaths
that result in bloodstream infections




E S HE B AR AMR AHEESE T RV EE B - 2 S A S SHER BT e 88
1 BRI SRAT B i [ BG P e £ R RS (40 FIEIRE ~ MRS ) - 138
e iE S E R R > R DB AMR ARRERYSE L -

Potential vaccine impact on antibiotic use

Vuccim-nvmodamib ic use
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Key results— summary

rt up to 515 000 deaths and Us$ 30 billion in hospital ©

vaccines have the potential to annually avel
associated with AMR, and 2.5 billion antibiotic doses.
Existing vaccines could avert annually up to 106 000 deaths, 9.1 MLN DALYS, U7$$7861 million in
hospital costs, all associated with AMR. These vaccines could also reduce antibiotic use by 142
million DDDs.

nt could avert annually up to 135 000 deaths, 5.0 million
ssociated with AMR. They could also reduce antimicrobial

vaccines in late-stage clinical developme
DALYs, US$ 1.2 billion in hospital costs, all a
se by 1.9 billion DDDs annually.

in early clinical development could avert annually up to 408 000 deaths,
on DALYs, US$ 30.0 billion in hospital costs, all associated with AMR. They could also

vaccine:
23.0 mil
reduce antimicrobial use by 548 million DDDs annually
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Key recommendations

~

stakeholders in AMR and
s and implementation

The impact of vaccines in reducing AMR needs to be recognized by
immunization. Global, regional and national AMR and immunization strategie

frameworks should include vaccines as interventions to reduce AMR.

The introduction of existing vaccines should be accelerated and their coverage increased. All
existing paediatric vaccines should reach the immunization targets of 1A2030, and the use of vaccines

in older age groups should be considered.

To prepare for the introduction of newly developed vaccines, the impact of vaccines on AMR should
be systematically evaluated and embedded into existing decision frameworks.

To enable v_(:ccine development, delivery and implementation to combat AMR, include AMR
endpoints in clinical trials, develop PPCs for impactful vaccines, create research

roadmaps for challenging vaccines.
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3. 40nl T 45 (A5 B A race to cope with a continuously evolving virus

A race to cope with a continuously

evolving virus

BIMERVAX®
HIPRA’s COVID-19 vaccine

Alexandra Moros, PhD
R&D Researcher

This medicinal product is subject to additional monitoring. This will allow quick identification of new safety information. Healthcare professionals are asked to
report any suspected adverse reactions. See section 4.8 of SmPC for how to report adverse reactions.




Why the RBD domain of Protein S7?

> 90 % of neutralizing antibodies in convalescent patients?
and 99 % in those vaccinated with Protein S? vaccines are
directed against RBD?.

tion against two variants

. = e in one antigen.
> RBD is a potent and efficient immunogen.4

m PHH-1V: HIPRA bivalent recombinant adjuvanted vaccine

Antigen

Adjuvant
Fusion heterodimer of the RBD domains of the SARS: i
>3 < > - SQBA (squalene-based adjuvant) is an oleo-aqueocus
CoV-2 Splke (S) protein 91 the B.1.351 (Beta) and B.1.1.7 emulsion comprising well-known components used In
(Alpha) variants into the same molecule. .2 many human medicines .23
H.O
Antigen g a b
T %Re
. . <
y Qil )
b ® = Surfactant
FE Y urfactants
Squalene '

HIPRA BIMERVAX COVID-19 (& 8540 % [ % i B [ 2 3 N [5] SARS-CoV-2 %85

Hr o TTRIRGEIEIITE  AGHETE AR LA (SQBA) JEFHRIERIAE - AL S
FESE BLFRI (76 » EFES EMA - UK MHRA il WHO R2ft -

{3 LY PHH-1VS1 (XBB.1.16) A1 PHH-1V101 (IN. 1)t o] TEI 87 S B b 1
o FEEHR 2024-2025 LA _E AT o BT AL M L T - I

S B T B G I T BRI EARRE) (TT3E 365 ) BIEFIIE » HAD » 3%
PEETITE 2-8°C MY PRI T REF - SUERIE MM TR MR e -
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Conclusions

to be a valid platform for the adaptation to the new SARS-
CoV-2 variants.

> Clinical results indicate that the Bimervax vaccine is effective and safe:

** Induces neutralizing antibody titres comparable or superior to the MRNA vaccine comparator.
** Induces a T cell response comparable to the mMRNA vaccine comparator.

=+ It is safer and less reactogenic than the mRNA vaccine comparator.

> Non-clinical results indicate that the monovalent candidate JN.1 (PHH-1V101) is immunogenic,
and it is a good candidate for seasonal vaccination campaign.

27
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1. IO 8 S B3 (RSV) B2 A Y B The Burden of Respiratory Syncytial Virus
(RSV) Disease among Older Adults

The Burden of

Respiratory Syncytial
Virus (RSV) Disease
among Older Adults

ES\%( ”?Eﬁ@ﬁiéﬁ%) %E%\fﬁ)\?%l‘é&%ﬁ%%ﬁ?&ﬁ » BEJR ElF1 COVID-19 £H
[LJ%EJ]E@ (RoZE 4.5) » Wi H G AZR S EFREDET R « iR
RSV E & (EREHY BT » 1 FRERE 74.2% @ RIS A 81 2%‘)\‘°\RSV [
FUEIRELFRSEE  EIK ~ SZERIZK - ﬁ%@ﬁ{mﬂ?fﬁiﬁﬁﬁiﬁ% 7S *‘/\T
PRIZE © EEAD - RSV IRATINAZ - BLtJEl k. COVID-19 i@lﬁl%ﬂré\%%‘a@%%;&%ﬁ
BETy > CHR N R A e - (EFEREE Ry B

ng recognized as a significant
ticularly in the elderly "#

spiratory tract infections'?

RSV is increasingly bei
pathogen in adults, par
RSV is an enveloped. non-segmented, negative-sense RNA virus that can cause lower re:

F protein is responsible for viral
fusion to the membrane of the,

Single stranded RNA
codes for 11 proteins®

RSV is categorized into
co-circulating subgroups A and
B, dictated by sequence of the
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pitalizations

An estimated 92% of RSV-associated hos
in the EU occur in adults aged 265 years

RSv-associated hospitalization estimates from rescEU for adults® from 2006 to 2017 were extrapolated to 28 EU countries and Norway using
nearest neighbor matching, multiple imputations, and 2 sets of 10 indicators

Sv-associated hospitalizations occur annually among adults (218 years) in the EU

- Onaverage, 158,229 (95% Cl: 140,865, 175,592) R
- 92% of hospitalizations occurred in adults aged =65 years

RSV-associated hospitalization rates per 1000 population in 28 EU countries and Norway

=0 Age group - Age group = Age group e
o AT 65-74 years - 75-84 years = 285 years =

2 100 times higher than 18-64

PEEFle T > RSV HYSHPRELRE R EE 1 (40 1CU BB ) BEEHEA >

Ei\%éﬂ#‘?%‘iﬂi%%ﬁﬂ’ﬂ%%‘@kﬁﬁﬁ% ° RSV Efit gl &z COVID-19 [RIRFiTT » BB %
Z)‘E}%ﬁ@#ﬁ@ﬁ » JNITT H A E R R AN e o By TR RN B8 - sl
PRI EE R e B Y BTG - SR i ARG A D RSV =il -

various factors contribute to RSV disease burden
under recognition in older adults

HCP awareness - e )3 2.\ Case definition
\ ! S Case definitions are not tailored to RSV

619% of HCPs* do not test for RSV ‘ = \ ()
¢ 3 : g E@AN | ymptoms such as influenza-like illness and

due to lack of available treatments ¢ pTY
57% of HCPs rarely consider RSV as a \ - =/ SARI, which require fever?
relevant pathogen’

RS;I incidence ; ), Seasonal testing
ata may = \ Testing for RSV during influenza
/! season only may miss cases?

Reporting

Risk of severe RSV-related ¢ y
iliness among adults varies by | e -

2ge and comorbidities? b '“‘;‘::I':s“e for

Generalizability
RSV incidence and prevalence are highly & ‘
variable across settings, geographies, f : £ } cases, tests have variable
populations, and seasons? '\ . R ,/ sensitivity / specificity, and testing for RS,
0% P ~ - is not routinely performed?

LN RSV FARN R ZHZHMANRLE - HFERREEASE RSV STEA
e~ AR T SRR ~ Pt BUEA BRI MR B (R - DURC RSV 38K
PRAEAEHIE ~ BRI S R R BRI 2 2Pk -
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Most hospitals RSV tested less than 25% of LRTI-related
hospitalizations in US

300

8

performed RSV testing in

<25% of LRTl-related hospitalizatio:ir;i:hsl;sv testing was

hospitalizations

78.4% of i
e of hospitals ] Median percentage of LRTI

Number of hospitals
8

Enlale=l Em. -
20 : 40

RSV testing among LRTI-related hospitalizations (%)

%b\% > FEIRZ BB BB NP R R (LRTH) AHBEAYEREEEET > RSV M
SAELBIHE > EEE 78%HY B (B LAY 25%LRTI (L At T RSV G - M
R P ADAIEAEL B By 4.3% - BURES RSV AR D29 RH A JE -

Summary .
Adult immunization — important strategy to achieve the UN Healthy Aging goals, SDGs and WHO
Immunization Agenda 2030

RSV represents a crucial opportunity

RSV is often unrecognized in older adults e
There is a need to point-of-care testing to better inform di d across geographies.

The risk of co-circulating RSV, influenza, and SARS-CoV-2 places pressure on healthcare systems
a vaccine-preventable disease in older adults, but the current uptake of vaccination is suboptimal
d help prevent peaks in RSV infection in hospitals and the community

- RSV is reco:
- Year-round vaccination coul

RSV is a cause of severe respiratory illness, similar to other well-recognized viral causes
- Incidence increases with age among older adults

_fé - Comorbidities induce a higher risk
) - High proportion of those hospitalized with RSV have severe outcomes, including ICU admission and death, compared

with influenza

Age is an appropriate risk factor to apply when deciding who will receive RSV vaccination

RSV G AL F N B BB P Y B R N > HLEpe R A B e e i - 2
K PHESE T £ o RSV JE B HE 0 B 3 (R 2 L LR B S SR T B 3
Rl REARRRECRAEE R - 2A0 - H A s R A e 2=MH
HHELS SR o7 e T E R BUR -
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As of October 2024

mmendations are
g',‘:f:‘; rr:f:aud and updated

National RSV vaccination recommendations for older adults  benzrele
Age-based recommendations SO

275 years

g Canada’(NACI)

7
o Germany'? (STIKO)

Sweden’ (PHAS)

= Austria’

1 imofblan Ostersich 2 Vaccnation schedulo for the eklerly - Szczepien Info (0zh gov.0l) 3. Haute Autonté do Santd - Vaccine strategy fof tho provention of RSV infoctions in adults aged 60 years and over (has-sante.fr), 4. Respiratory syncytial
Canada ca, 5.  for passive Immunisation. and vaccination 0aainst (espiralory. iidren.and older adults, 6.

;"“, m(wu mw W“mwm RS-virus. (: COC. CDC updates RSV vaccination recommendation for adults. June 26, 2024, hilps /Avww.cdc gov/media/relenses/2024/5-0626-vaccinalion-adults himl. 9. Australian Immunisation
Handbook Respiratory virus. | The Austrakian Immunsation Handbook (health gov.au), 10. STIKO RSV Vaccination Recommondation (https //www.iki de/DE/Home/homepage_noda himl), 11. Raccomandazioni del Board del

syncytial veus (RSV) adulli a rischio; 12. RSV-vaksine - veileder fof helsepersonell; 13. Vaccination against RSV (adults) 14, Recomendacion
del CAVE] sobre ncorporacion de vacunacdn conlr U5 (0301000 ©n adultos mayores y embarazadas docx (minsal cl) 15. hitps://www. moh gov ar/articles/healtvdievihynsh-dhmosias-ygieinhs/emboliasmolethniko-programma-
mbokasmwn-epe-enhidowry' 12678 tropoposhsh-elhnéo-programma-emboliasmwn-gohlikwn-20247d1=1, 16, hitps/www.dha gov 8e/uploads/102024/Clinical%20Gul P I 17
Data on ke

ki 2024 210 A > EAZECE A FEFEREHIE RSV SR > f401260
s (BLHUA ~ RS ) > 265 5% (BRMSE ) > PLR275 5 (JIEEK ~ TR - &1
R ERRREE (A1218 BRAVRFEIRRE) TR E R - MR
SRARRENT BT DARE S i AL

2. RSV {E#EE i (SCB-1019 ) Phase 1 s\En4h B GSK ¥z i ( AREXVY ) FYEL#ER
Potential Best-in-Class Bivalent RSV Vaccine Candidate (SCB-1019):Phase 1 Results
Head-to-Head Versus GSK vaccine (AREXVY)

Clover Biopharmaceuticals

Potential Best-in-Class Bivalent
RSV Vaccine Candidate (SCBEB-T1019):
Phase 7T Results Head-to-Head
Versus GSK vacoine (AREXXVY)

N. Burdin, Global Head of RED
F0th October 2024
wWworld Vvaccine Congress Europe, Barcelona
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Clover SCB-1019 Phase 1: Immunogenicity Results

4 RSV Neutralizing Antibody Titers for Clover’s Non-Adjuvanted SCB-1019 Matched GSK’s ASO1-Adjuvanted AREXVY
in RSV-Vaccine Naive Older Adults (Aged 60-85 Years) at 28 Days Post-Vaccination

RSV-A Neutralizing Antibody Titers (IU/mL) RSV-B Neutralizing Antibody Titers (1U/mL)

301 32022 Z
26724

10,000 10,000

ados 39 EES 7

3 3
2925

1,000 1,000

Baseline Post-Dose Baseline Post-Dose Baseline Post-Dose Baseline Post-Dose Baseline Post-Dose Baseline Post-Dose.

(Day0)  (Day28) (Day0)  (Day28) (Day0)  (Day28) (Day0)  (Day 28) (Day0)  (Day28) (Day0)  (Day 28)

SCB-1019 GSK AREXVY Placebo scB-1019 GSK AREXVY Placebo
Non-Adjuvanted AS01-Adjuvanted (Saline) Non-Adjuvanted AS501-Adjuvanted (5al
(N=30) 30) (N=10) (N=30) (N=30) (N=10)

Abbreviations:1U/mL (International Units Per Millditer), GMT (Geome tric Mean Titer), GMFR (Geometric Mean Foid Rise].
Note: Bars repres ent GMTs (& 95% confidence intervals ). Data shown for SCB-1018 subjects enrolled at the selected dose level.
RSV 1U/mL calcuiated ‘o NIBSC 16/284 atthird-party idated RS!

ot ) -

Clover SCB-1019 Phase 1: Safety & Reactogenicity Results

Local AEs Systemic AEs
Safety & Reactogenicity Results (ol sbi) BT,

] Significantly Lower Rates of Local AEs Observed

for Clover’s non-adjuvanted SCB-1019 (16.7%)
Versus GSK’s ASO1-adjuvanted AREXVY (76.7%) 172
¥ SCB-1019 Local and Systemic AEs were Generally
Mild for SCB-1019 and were Comparable to 50%
Saline Placebo A%
¥ No Vaccine Related Serious Adverse Events 2%

(SAEs), Adverse Events of Special Interest (AESIs),
or AEs Leading to Discontinuation Observed

Y Potential Best-in-Class Tolerability Profile

(aline) Non-Adjuv. v.
(N=18) ({N=30) (N=30)

SCB-1019 Al
Non-Adjuv. [ AS01-Adjuv.
(N=30) (N=30)

[ midae [0 Moderate At ([ severe AE

SCB-1019 has a De-Risked & Potential Best-in-Class Combined Efficacy & Safety Profile, with Potential

Differentiation to Address Unmet Needs in the Global RSV Vaccine Market (Re-Vaccination & Combo)

. L -7

Top-Tier PreF & De-Risked Immunological Breadth Potential Best-in-Field RSV Re-Vaccination Ability RSV-Containing Respiratory
Potential Vaccine Efficacy (Bivalent RSV-A + RSV-B) Safety & Tolerability (No Immune Interference) Combo Vaccine
& RSV neutralizing antibodies for & 5CB-1019 Bivalent RSV-A/B & SCB-1019 has demonstrated a Trimer-Tag (immuno-silent in humans) + SCB-1019 (RSV) is being utilized to
clover’s Non-Adjuvanted SCB-1019 induces broad neutralization potential best-in-field safety & may enable more effective re- develop Respiratory Combination
matched GSK’s ASO1E-adjuvanted against both RSV-A & RSV-B, tolerability profile in Phase 1 vaccination; boostability Vaccines across Monenegavirales
AREXVY in older adults in a head- demonstrated in Phase 1 clinical clinical trials (n=108), including demonstrated for COVID-19 vaccine order of viruses (RSV + hMPV £ PIV3)
1o-head Phase 1 dinical trial trials (including potent RSv-8 significantly better local ) _
specific neutralizing antibodies) tolerability than GSK GSK observed lack of efficacy aftera ¥ Directly leveraging Clover's validated
& Proprietary stabiiizing mutations second dose in Phase 3 study (with Trimer-Tag platform and PreF
&Trimer-Tag platform ol RSV-A vacdnes H Safety & tolerability important to suboptimal increases in RSV stabilization experience
utilized for SCB-1018; confirmed as (observed suboptimal breadth & maximizing vaccine uptake, neutralizing antibody levels); similar
stable PreF-Trimer durability trends against RSV-8 in espedially in certain countries and challenge observed for Pfizer (Abrysva)
clinical trials to-date ¥ in young children
[ Head-to-Head Clinical Results Versus GSK (AREXVY) De-Risks & Indicate @ Planned to Initiate Clinical Trials to Evaluate
Clover’s Potential Best-in-Class Combined Efficacy & Safety Profile [ SCB-1019 in an RSV Re-Vaccination Setting

for SCB-1019 (Non-Adjuvanted Bivalent RSV-A/B Vaccine Candidate! and as Part of a Respiratory Combination Vaccine

BEWTFEE B A RSV (MR ERL S ) (R8T SCB-1019 HY Phase 1 /R
SERAEER > WELHA IR A AU (40 GSK Y AREXVY #5it ) #ETTELES » $1F RSV-A
1 RSV-B [t = E sk > 55— PREEERPR SR 2 e R - PEfd{% 28 K - SCB-
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1019 FE R I RIHS KA GSK 1Y AREXVY J SRR PR i » BRI E
SHEF RSV-B HHUBRAE R B B85 - 224 VRS M7 » SCB-1019 AYJR A
VEFE (ATBEREERILAOR ) AE EAIBIEN, GSK EEH (16.7%vs.76.7%) » 7 ELZE
FRPEHEA L TEEIAZR] - SR » TTRERR B AR S R BB 53— (B T
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3. COVID-19 FARRHERRE © BRaT M ERTEHIRFHEPRE S e B S ST -

Case Study: SARS-CoV-2 Vaccine Improvements

RSE@ONZ
ents

Case Study: SA
WVeYeeline Improvem

Can we use adjuvants to improve SARS-CoV-2

vaccine efficacy and breadth?

HERFFESE ST SARS-CoV-2 FE » [EFIEMIACHET! SARS-Cov-2 FEHAITCH -

Var)
A\R/T /
TS5

/ TLR adjuvants significantly enhance

Th1 cellular immunity in mice to
wuhan or Omicron Variants

C57BL/6J mice were vaccinated 2 times (21-day

interval) with FL Spike antigen from WA-1. Spleens
or draining lymph nodes were harvested on day 42
and restimulated with FL spike from WA1 or XBB.1

RPN ERLS3 TZCHEE & WAL FL Spike HUEHTIEE: » 353 B BTG HERT

Omicron (XBB.1)% SPRAETTEAR © 5REUR - TR (HIEETRTH RIESE - BUREI
o {E TLR (e B NsRAit oo e SO > HEMTFE Ty i A [F] B SR (e
J7 o 8L TR (ERIAIEIE 240 nl 2T M R AR DR Y R e S - TGRS o 2R
PSR PRAY PR dufE - By A Rof DR B S8 nTBE i s SO e - BES1 - TLR
RIS R TN EAR > R B Zet: » EmavRr A IE e T
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- Novgl sy_nthetic TLR adjuvants and formulations have demonstrated good safety
profiles in pre-clinical animal models and early human clinical trials.

. Vaccine durability testing is in progress.
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2. B REEEE A second-generation malaria vaccine

A second-generation malaria vaccine
Katie Ewer
World Vaccine Congress, Barcelona
315t October 2024

Katie Ewer, Senior Project Leader second-generation malaria vaccines, GSK Vaccines Institute for Global Health (GVGH), Siena, ttaly.

1 am employed by the GSK group of companies and hold restricted shares In GSK.

This work is sponsored by GlaxoSmithKiine Biologicals SA

GSK It Fg A= 4HA% (WHO) {ESHUER T AV EEHERE - R hllE s — BRIk
i (Mosquirix) Je HARAEE AU BRI E A T#] - Mosquirix fEr EAETEM
ZEE R - A EEE 230 HEAE - BERE TR L RN EERL
Bl - 281 > e PR A SR AR (3 B 65% » 4 KA E] 50%) » Jeiif#
TEAE Sy P 2=
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Final impact results from Malaria Vaccine

Implementation Programme (MVIP)
Across Ghanag, Kenya and Malawi over 46 months of implementation

13% (2-22%) reduction in all-cause mortality

22% (4% - 37%) reduction in severe malaria
- Measured in children age-eligible for vaccination

. Observed in areas with good ITN use, good access to care

>

vulnerable

- Population-based estimate: 3-doses vaccine coverage ~65%; 4-dose coverage < 50%

> Potentially even higher impact where preventive and curative services are less reliable
- Shows that high impact can be gained by preventing malaria early when children most

. MVIP and RTS,S served as a pathfinder for second and next-generation malaria vaccines

Overview of th i
e GSK baseline and Phase |V epidemiological studies

2014
2015 2016 2017 2018 2019 2020 2021 2022 2023 2024

Start of Vaccine Implementation

EPI-MAL-002 EPI-MAL-003
BASELINE VACCINE USE

Incidence rate of meningitis, Safety monitoring and
AESIS: death and malaria effectiveness of RTS S/AS01
(including cerebral malaria)

EPI-MAL-005: Annual survey & EPI-MAL-010: Strain Replacement

2025

arasite prevalence and use of malaria control interventions
= Evaluation of parasite genetic diversity

[IA

Safety monitoring and
effectiveness of RTS,S/AS01
@ Interim analysis & report feasibility of implementation

@ Final analysis & report

ClinicalTrials;NCT02374450;2020;1-15 (EPI-MAL-002), Clinicaltrials. gov;NCT03855995;2021:1-16 (EPI-MAL-003),
C'Inlca[T!ralS:NCT02251704‘2020:1 -9 (EPI-MAL-005) (Accessedc\ﬂber 20

21
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Why do we need a second-generation vaccine?

o P F Efficacy against infection
atest data suggests that progress to reduce malaria cases and deaths remains 22 G G2 weeks
stalled R3R, 6-12 weeks
— R3C, 5-17 months
- R3R, 517 months

Two malaria vaccines now ap
2024

proved and large-scale deployment will increase in

These two vaccines are 60-70%

effective over the first year and booster doses are
needed

e

= ==
1 2 3 4 5
Time after third dose (years)

Deployment of current vaccines is difficult

- 3 doses plus boosters outside of routine EPI schedule

* Cost of Goods and deployment costs are a barrier to maximum coverage
- A BIC second-generation vaccine would help to secure a multi-supplier market for
malaria vaccines in the future
. High probability of WHO recommending a second-generation vaccine that meets PPCs
= Although Mosquirix is already having real-world impact, the burdenof malaria
remains huge

e position paper March 2022, ¢ al NEIM 2021, .C
d cost .

blic heal

WHO World Malaria report 2022 WHO Malas
hetp://dx dol.o1g/10.2139/53n ASI7985 The

HA T AR R 8 Ry 60-70% > Crabiifdd HARZ 2 haem] - PRA] 7 7H;
PRIRHIRCER » U s BRI e e (12 (& H ki 90% ) » ERIRER -
AR A FE AR A - RS BB EDUREGET - B2 IEED IR - DI e
Y S FERYRR TE M SR M - PR A B B B e U A R B A e g

Improving vaccine efficacy

Addition of a blood-stage antigen: a “multi-stage” approach:

Mosquito Vector

csp ‘Vcrlebrate Host

Development of blood-stage component to complement RTS,S

Highly conserved antigen from blood-stage of malaria

Many new candidates in development
. Pf PCRCR complex including RhS, CyRPA and Ripr
. Fl MSP1

- AMAL

. SERAS

* Key readout from Ph2b trial of Rh5.1 showed 55% VE

. Plan to combine with R21 in Phase 2 soon

- s b Choomnied
SRS Oxterenciation into sexusi o 10 prarasits +  Need PoC for combination of CSP
ot are ingisted by 3 b PCRCR «  Can antigens be co-administered without interference?
reproduction occurs o Resliotac
T30 parasites
PMID: 35395399 Monocional antibodies for malaria prevention (nih.gov) K
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Dose and schedule

| B <o e
mproved |mmunogenncnty/durablhty by delaying the third dose in the primary series

Mosquirix is currently

c s provided as 3 doses given one-month apart
starting at five month

s of age, with booster doses given annually

UK adults CHIM RhS5.1/AS01

Delaying the third dose of RhS in a 0,1,6 schedule gave significantly
better durability and peak antibody response in UK adults. With R21,
delaying the third dose gave higher 1gG responses and comparable
efficacy in CHMI

-_—

AR08 FLIO W)

. = ] LIRS F S S S 7 s sl T a—r
Define optimal schedule for both antigens and improve durability of Tienm b1
antibody response compared with the existing 0, 1, 2 regime UK adults CHMI R21/MM

Eicany of o daluyed third dose of KZ1/MaM in CHAL
100

- A strategy compatible with existing infant EPI schedules would
facilitate deployment
- E.g. 6, 10 and 14 weeks of age, plus 9 month visit

ELISA Unis

O Or 6, 14 and 9 months to reduce no. of doses

doubleblind, randormised, phase 3 trisl

F U RHERE £ EEZAVERE - B 6 £ 10 By REMNFREA - WaFlh
HAERRAF L s (R MER T EAVRCR » 5N - 5 IEarIBa Al REiE—2F
JRESTETRHY IR IE -

Maximising the impact of second-gen vaccines

Extending uses and indications:

Could older children (6-10y, young adults) benefit from vaccination?
= Current vaccines unlikely to protect adults

Will combination vaccines have an impact on parasite prevalence/transmission by reducing the
burden of parasitaemia?

How can we measure this?

< Asymptomatic parasitaemia rates in efficacy studies,

« Gametocyte carriage,

« Cross-sectional community surveys, especially in school-age children.

Data from RTS,S implementation studies will inform this

31 October 2024
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Access and affordability
Supply and cost- -effectiveness

Supply

Cost-effectiveness

Ensure readiness to produce doses of second-
gen product at large scale after approval

= Early partnership with BBIL

Single vial fully liquid multi-dose vial
Design driven by need for low-cost product

Minimise the dose of vaccine required
Extend indication for a second-generation

Integrate malaria vaccines with EPI to reduce
product from 5-36 months to maximise coverage deployment costs

Will existing products be efficacious in other age

Increasing sensitivity to price in GAVI
groups?

procurement

* What is GAVI’s expectation on cost for
second-generation products?

GsSK
17 31 October 2024

FEREE HER SR ARSI 2 - EFRERGE - R8I AR > [F
HRF B S T Y 2 Za B EAG B B e SR AV RERE T =X IR B S i A B (A S R
2 EENROEE -

3. Vaccines Europe BT 1% i Eﬂéﬁi%@&%ﬂiﬁﬂéfé%%ﬁ

||
,/

Vfairs, Vaccines Euro

October 2024 — World
Vaccines Congress, Barcelona
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42

OF THE VACCINES S
ADDRESS DISEASES B
FOR WHICH NO E
VACCINE HAS

BEEN REGISTERED

%

S58%

OF THE VACCINES

IN THE PIPELINE AIM

TO FURTHER DEVELOP
EXISTING VACCINES OR
FIND A NEW APPROACH
TO ADDRESS A DISEASE

Identifying new vaccine-preventable diseases.

While all authorised vaccines have a positive
benefit/risk profile*, Vaccines Europe members are
continuously working to improve the knowledge of
vaccines’ benefits/risks as part of their post
authorisation lifecycle development.

Number of vaccines in the pipeine

103 vaccine Ccandidates in the pipelines

Improving formulations

Expanding the use to a new Population
Including more target strains in a vaccine
Developing combination vaccines

Using a new approach to address a disease

Bacteria- + y
- C difficile infection
- Gonorrhoea
- Group B Streptococcus infection
~ Invasive Escherichia coll disease
- K pneumoniae infections
- Lyme disease
Meningococcal disease (multiple serogroups)
* Preumococcal disease
- Salmonelia sp. (typh,
- Shigellosis.

Paratyphi and non-typhokdal serotypes)

24

Er——
Bacterium Protozoan
Targetmicroorganism
W Coronaviruse: OVID-19 +/- Influenza +/-RSV W Other viruse

e b 03 EE: B i s %ﬁ :
RAIE i Fr S& S+ B R (R R ’EL o
PUEZRPUEENM: (AMR) © A TR R D TE 2R
DUAERPUEEN: -
NSRRI iR AR

39 new candidates*
C difficile infection
COVID-19 /- Influenza +/- RSV
Dengue fever
Epstein-Barr virus infection
Gonorrhoea
Herpes simplex virus
HPV

MMRV

SRSV
Human metapneumovirus and Rsv  «
Influenza +/- RSV

Pandemic flu

Shigellosis
Shingles
Varicella

Lyme disease

Pneumococcal disease
Meningococcal disease

Salmonellae (typhi,
Paratyphi, non-typhoid)

PrEESTEHER « B
APE RIS B

able shift in Pipe

i8 Progressed

covip-1g
Herpes simplex virus
Influenza

Pneumococcal disease
RSV
Zika virus infection

-

line developm

o

BE

.

H > A 15 B B R

s R SO R B

ent is evident

13 registered

covip1g
Dengue fever

Ebola
RSV

16 discontinued

Chikungunya virus
Cytomegalovirus
COVID 19 +/- Influenzy
Ebola
HIV
Human metapneumovirus
and parainfl. virus 3
Preumocaccal disease
RSV
Shigellosis
SKin and soft tissue
infection (S. oureus)
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subnational
Vaccine

S in the VE members’ pipeline for

current routine immunisation “espiratory-transmitted disea

» influenza,

> 1, de nfection and ol
B i ! likelihood of resistant mutation
ye 33 :

€d by over 80% for adults 70 years and older.» antibiotic value by

Preventing assoc

bacterial superinfectior

There are also vaccine candidates against influenza, varicella, Rsv,
human metapneumovirus and RSV and dengue.
For all, there is evidence showing possibility of decrease in antibiotic
use due to vaccination.***

BEBATS AT HE R AR R - et A SRR RK o e
Az e PR B M o WS AR R S BB A LRI HE D T F B % - BT
R E AR AR -
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Agenda at-a-glance

Hyperlinked section headers — dick to guickly navigate detailed ogenda by topic

Pre-Congress Workshops — Monday 28 October
Norning Workshops- 10:00-13:00
Platform Technologies | Biothreats & Disease X
Lunch & Metworking Braak: 13:00-14200
Afternoon Workshops: 14-00-17-00
Mucosal & Alternative Delivery WaCcine Equity
[a ESla g™ 0 phe
Morning Keynotes: 09:00-10:40
Expo & Networking Break: 10:40-11:10
Waorking Groups: 11-10-12-10

Start-Up Pitches: 12:20-13:10
Poster Presentations: 13-10-13:40

Expo & Metworking Break: 12-10-13:40

Track Presentations: 13:40-15:10

Technology COVID & Beyond MRS m Immune Profiling

Showrases Vacrines
Expo & Networking Break: 15:10-15:40
Track Presentations: 15:40-16:55
Technobogy AMR B Bacterial

Showrases Vacrines

Immune Profiling

Comfort Break: 16:55-17:10

Closing Keynote: 17:10-18:00
Offsite Metworking, terrace of the Museu Nacional d'art de Catalunya: 18:45
Da ednesds 0™ Octobe

Morning Keynotes: 09:00-10:40
Expo & Networking Braak: 10:40-11:10
Track Presentations: 11-10-12:40
— n-m_ﬂtl S E'TEE'E_E .u.m&n_acteml
Veterinary Infectious Diseass Varrines
Start-Up Pitches: 13:00-13:40
Poster Presentations: 13:40-14:10

Expo & Metworking Break: 12-40-14:10 Waorking Groups: 13:00-14200

Track Presentations: 14:10-16:40
. . One Health & . ing & AMR B Bacterial
Chinic={ Triais r— Respiratory |mﬂtgg:fmm Vaccines
Expo & Networking Brazk: 15:40-17:10
Closing Keynote: 17:10-18:00
Exhibition Metworking Drinks: 18:00
Day 3 — Thursday 31* October
Expo & Networking Brezk: 09:00-09:30

Track Presentations: 09:30-11:30

Expo & Networking Break: 11:30-12:30
Track Presentations: 12-30-14:45

Comfort Break: 14:45-15100

Closing Keynote: 15:00-16:00
END OF CONGRESS
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DAY 1-Tuesday 29" October

Fira de Barcelona, Montjuic

Apenda-At-A-Glance KEYNOTES

Registration Opens: 07:45

Morning Keynotes: 09:00-10:40

Strengthening Global Preparedness and Building Resilient Health Systems: Meeting Pandemic and
Epidemic Demands
Strategies for Achieving Global Immunization Equity: How Soon Can We Make It a Reality?

Expo & Networking Break: 10:40-11:10

Working Groups: 11:10-12:10

Start-Up Pitches: 12:20-13:10
Theatre 1

Expo & Networking Break: 12:10-13:40
Join us in the exhibition hall for:

1-2-1 partnering, refreshments, start-up pitches Poster Presentations: 13:10-13:40
& poster sessions Poster Zone, Exhibition Floor

Track Presentations: 13:40-15:10

Technology COVID & Immune

Showcases Beyond Profiling
Theatre 2 Theatre 3

Expo & Networking Break: 15:10-15:40

Track Presentations: 15:40-16:55

Technology COVID & Immune

Showcases Beyond Profiling
Theatre 2 Theatre 3

Comfort Break: 16:55-17:10

Closing Keynote: 17:10-18:00

Can uptake keep up with the speed of vaccine developments?

30



DAY 1 — Tuesday 29* October

Fira de Barcelona, Montjuic

Agenda-At-A-Glance KEYNOTES

Technology Showcases

Theatre 2

Chair: Prof Jonathan Heeney, Professor, Comparative Pathology, Head, Laboratory of Wiral
Zoonotics, University of Cambridge, CEQ, DIOSynVax
13:40 Mew tricks for 190 kb of genomic DNA in the cytoplasm: MVA as a viral vector for Personalized
Vaccines and Pandemic Response
Dr. Volker Sandig, C50, ProBioGen AG.
13:55 Accelerating Multivalent Mrna Vaccine Development: Rapid Construct Characterization & Protein
Expression Analysis With Vaxarray®
Senior Representative, Biomeérieux
14:10 Capturing high quality immunoassay data- case studies using Certimmune
Dr Andrea Tattersall, Director, Lab Operation, Revwity
14:25 HNawvigating The Future of Vaccine Manufacturing with Molecular Devices
Dr Kristyna Sala, Applications Scientist for Imaging & BioPharma, Molecular Devices
14:40 Development OFf A Safe And Effective Ebola Vaccine — Title TBC
Senior Representative, Invitria
14:55 A scalable cell-free protein production technology accelerating vaccine development
Dr Ricarda Finnern, Chief Scientific Officer, Lenicbio Gmibh
15:10-15:40 - Afternoon Expo & Networking Break
1540 HNEOL Intranasal Adjuvant: Phase 1 HSMN1 Influenza Immunogenicity and Safety Results
15-55 Dr Chad Costley, CEOQ & President, Blue Willow Biologics

16:10 Al-designed vaccine based on mRMA technology that protects against a broad range of
16-25 betacoronaviruses

Dr Kaidre Bendjama, C50, MEC Oncolmmunity AS
16:40 The Future of Injectables: A Vaccine through BFS Manufacturing is Possible

PJ Kim, Vice President of Business Development, Apiject

16:55 END OF TRACK
Waorkshops DAY 1 DAY 2 DAY 3

DAY 1 — Tuesday 29" October

Fira de Barcelona, Montjuic

Agenda-At-A-Glance KEYMNOTES

COVID & BEYOND

Theatre 3
Sponsored by BioNTech
Chair: Dr Jerry Sadoff, CMOD, Centivax - TBC
13:40 cCapillary Devices for Sample Collection in Decentralized Vaccine Studies
1355 Kelli aufderheide, Director, Decentralized Trial Laboratory Solutions, Q* Solutions
14:10  Optimized Prime: A Transformative RNA-LNP Vaccine Composition that Scales
14:25 Dr Martin Rabel, Services Solution Specialist, Cytiva

1440 COVID-19 protein vaccines: A race to cope with a continuous evolving virus
14:55 Dr Alexandra Moros, Project Leader & Researcher in R&D, Human Health Division, HIPRA
15:10-15:40 - Afternoon Expo & Networking Break
15:40 Title TBC
Senior Representative, Croda
1555  Oral Covid Vaccine - Clinical Update from phase 1 to phase 2B
Dr James Cummings, Chief Medical Officer, Vaxart
16-10  Panel: Outstanding questions about long COVID
16:25 Moderator: Dr Walter Straus, VP, Clinical Safety, Moderna
16-40 Dr Sultan Abduljawad, Global Scientific Affairs Advisor, BioNTech
stefan Schreck, Head Of Unit, Health Programme And Chronic Diseases, European
Commission
1655 EMD OF TRACK
Workshops DAY 1 DAY 2 DAY 3
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DAY 1 — Tuesday 29" October

Fira de Barcelona, Montjuic

Agenda-At-A-Glance

AMR 8. Bacterial Vaccines

Theatre 4
Chair: Dr Jan Poolman, Former Head Bacterial Vaccine Discovery and Early Development, Johnson & Johnson

WHO Full value of Vaccines Study
Dr Mateusz Hasso-Agopsowicz, Technical Officer & Project Manager, Vaccine Product &
Delivery Research Immunization, Vaccines and Biologicals (IVB), WHO
Panel: Demonstrating value and introducing “vaccines against AMR" into policy framework
- How are we considering the evidence of the value of vaccines against AMR in wvaccine
recommendations?
- wWhat additional ewvidence is needed to inform policy and regulatory changes?
- The impact of wiral vaccines on antibiotic usage and AMR incidence, how are we
measuring this?
Moderator: Dr Jan Poolman, Former Head Bacterial Waccine Discovery and Early
Dewvelopment, Johnson & Johnson
Dr Rino Rappuoli, Scientific Director, Fondazione Biotecnopolo di Siena
Charlotte wernhes, Director, Scientific and Medical affairs, Vaccines Europe, EFPLA
Dr Collin Brown, Deputy Director of Clinical & Emerging Infections, UKHSA — TBC
Ivo Claassen, Head of Veterinary Medicines Division, EMA S/ Dr Marco Cavaleri, Head of
Biological Health Threats and Vaccines Strategy, EMA — TBC
Dr Richard Alm, CS0O, Carb-X — inwvited
15:10-15:40 - Afternoon Expo & Metworking Break
The African Genome: Crafting Vaccines for a Diverse Continent
Justin Devine, Co-Founder and Chief Inmowvation Officer, Synexa Life Sciences
Panel: Vaccines as an alternative to antimicrobials in animals
- Current landscape of antimicrobial use in animals
- WwWhat are our alternatives: Vaccines, Phages, etc.
= Can waccination be a cost-effective solution?
- Financing models and incentives to develop and use alternatives to antimicrobials
- How to encourage the use of alternatives to antibiotics in livestock and aguaculture?
Moderator: Dr Jan Poolman, Former Head Bacterial Waccine Discovery and Early
Development, Johnson & Johnson
Dr Holy Akwrar, Deputy Head of AMR & WP, WOAH
Dr Dawvid Farcas, Project Director, Yelcho
Prof Eric Fevre, Chair of Veterinary Infectious Diseases, The University of Liverpool
Dr Jeremy Salt, CEOQ, The Vaccine Group
EMD OF TRACK
Workshops DAY 1 DAY 2

DAY 1 — Tuesday 29" October

Fira de Barcelona, Montjuic

Agenda-At-A-Glance KEYMNOTES
AME E Bacneriad
] e
Immune Profiling
Theatre 6
Chair: Dr Galit Alter, VP of Immunoclogy Research, Moderna
Correlates of protection in the CoVWD02 trial of ChAJdOxL.nCOWV19 (Vaxzewria): A Systems Serology
analysis
Dr Lenmy Moise, WP Research, SeromYx Systems

Characterizing wvaccine-induced immune responses with ELISpot and FluoroSpot assays
Dir Tyler Sandberg. Product Manager, Mabtech
How Luminex’s xMAP INTELLIFLEX will boost your vaccine development
Senior Representative, Luminex Corporation, A DiaSorin Company
Vaccine responses in the elderly population
Dr Francesco Berlanda Scorza, VP, Global Health R&D Vaccines Head and GVGH Institute Director,
GSK - TBC
The Importance OFf Adjuvants In Improwving Vaccine Responses In Elderly And Immunocompromised
Dr Margherita Coccia, Director, Adjuvant Science and Technology, GSK

15:10-15:40 - Afternoon Expo & Networking Break
Al enabled immune-profiling to guantify and track waccine efficacy. Generative Al for accelerated
waccine development
Dr Holger Heyn, Co-Founder & CS0, Omniscope
Dr Christian Brander, ICREA Senior Research Professor, IrsiCaixa & Omniscope
Combining Microneedle Patch Delivery with the Shigella flexneri 2a GMMA vaccine
Dir Jae Myun Lee, Head Professor and Chair of Microbiclogy & Immunology. Yonsei University,
College of Medicine., & Scientific Advisor, QuadMedicine lnc.
Antigens Derived From Microorganisms Showing Molecular Mimicry OFf Tumor Associated Antigens
D Luigi Buonaguro, Pl, Istituto Mazionale Tumori Pascale
Human in vitro modeling for age-specific adjuvanted vaccine discovery and development
Dir Ofer Lewy, Director, Precision VWaccines Program, Division of Infectious Diseases, Boston Children's
Hospital, Professor, Harvard Medical School

EMD OF TRACK

Workshops DAY 1 DAY 2 DAY 3
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DAY 2 — Wednesday 30th October

Fira de Barcelona, Montjuic

Agenda-At-A-Glance KEYNOTES
Registration Opens: 08:00

Morning Keynotes: 09:00-10:40

Tumning Target To Treatment: What Is The Pathway From A Priority Pathogen List To Vaccines?
From Zika To Zoonotic A: Anticipating And Combating Climate-Accelerated Infectious Diseases

Expo & Networking Break: 10:40-11:10

Track Presentations: 11:10-12:40

Emerging & AMR &

Clinical Trials Respiratory Infectious Bacterial
Theatre 5 Diseases Vaccines
Theatre & - -

Theatre 4

Working Groups: 13:00-14:00

Expo & Networking Break: 12:40-14:10 See room allocations below
Join us in the exhibition hall for: Start-Up Pitches: 13:00-13:40
1-2-1 partnering, refreshments, start-up pitches Theatre 1
& poster sessions Poster Presentations: 13:40-14:10

Poster Zone, Exhibition Floor
Track Presentations: 14:10-16:40
Emerging & AMR &
Clinical Trials Respiratory Infectious Bacterial

Theatre 5 Diseases Vaccines
Theatre 4

Expo & Networking Break: 16:40-17:10

Closing Keynote: 17:10-18:00

The Evolving Definition of Protection: Progress and Prospects in Therapeutic Vaccines & Immune
Modulation
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DAY 2 - Wednesday 30th October

Fira de Barcelona, Montjuic

Apenda-At-A-Glance KEYNOTES
e - 2 A
Respiratory
Theatre 3

Chair: Dr Bassam Hallis, Deputy Director, Vaccine Development & Evaluation Centre, UKHSA
1110  Baseline biomarkers of immunogenicity & reactogenicity to influenza vaccine in over 65s — Title TBC
11:25  Dr AliHarandi, Head, Vaccine Evaluation Research Lab, University of Gothenburg & Visiting Associate
Professor, Vaccine Evaluation Center, The University of British Columbia
11:40  Challenges of universal flu & coronavirus vaccines
1155  Dr Jay Evans, Chief Scientific & Strategy Officer, Inimmune & Director, Center for Translational
Medicine, University of Montana
12:10  Preclinical and clinical evaluation of a novel RSV B-based prefusion stabilized F protein vaccine
candidate
Dr Roland Zahn, Senior Scientific Director, Head of Translational & Pre-Clinical Immunalogy — Viral
Vaccines, Johnson & Johnson
12:25  (linical update of OVX&36, a novel Universal Type A influenza vaccine candidate — Title TBC
Dr Alexandre Le Vert, Chief Executive Officer, Osivax
12:40-14:10 - Lunch Expo & Networking Break
14:10  Mew advances in respiratory virus challenge models improving their value for vaccine efficacy

14:25  testing and host response disease monitoring
Dr Andrew Catchpole, C50, hVIVO

14:40  Potent And Differentiated Bivalent RSV Vaccine In Older Adults
Dr Micolas Burdin, Global Head of R&D, Clover Biopharmaceuticals

14:55  Vaccination in pregnancy: use in RSV & COVID
Dr Jenny Hendriks, Head Biomarkers Viral Vaccines and Ad Interim Head Clinical Immunalogy,
Janssen Vaccine and Prevention BV

1510 MSD RSV Clinical Programme Updates

15:35  Dr Andrea Guerra, Regional Clinical Director, Vaccines, M5D
Prof Heather Zar, Professor & Head, Department of Paediatrics and Child Health & Director, School of
Child and Adolescent Health, University of Cape Town (UCT)

1540 Update on Novavax Investigational Influenza vaccine and COVID-19-INFLUENZA Combination
Vaccine Development
Dr Vivek Shinde, VP, Clinical Development, Novavax

1555  Metavac®-RSV: in vivo Proof of Concept of first Intranasal vaccine against RSV and HMPY
Denis Cavert, CEQ, Vaxxel

16:10  Where are we with adult respiratory combination vaccines?
16:25  Dr Helen Micholls, Director, Medical Monitor, Vaccine Clinical Research and Development, Pfizer

16:40 END OF TRACK
Waorkshops DAY 1 DAY 2 DAY 3
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DAY 2 — Wednesday 30th October

Fira de Barcelona, Montjuic

Agenda-At-A-Glance KEYNOTES

i - 5 el

Emerging & Infectious Diseases
Theatre 2

Chair: Dr Swati Gupta, Vice President, Head of Emerging Infectious Diseases and Scientific Strategy, 1AV

11:10

11:25
11:40

11:55

12-10

12:25

14:10
14:25
14:40
14:55

15:10
15:25

15:40
15:55
15:10
16:25

16:40

Advancements in Human Metapneumovirus [hMPY) Vaccine Research

Dr Marta Murreddu, Project Manager, Viroclinics, a Cerba Research Company

Cutaneous jet injection of naked mRMA for safe and effective vaccination against infectious diseases
Prof Satoshi Uchida, Professor, Tokyo Medical and Dental University & Chief Medical Officer, Crafton
Biotechnology

A quadrivalent mRMA-lipid nanoparticle vaccine broadly protects against diverse Orthopoxviruses
Dr Alec Freyn, Principal Scientist, Virology, Modema
Al-lmmunology™ for vaccine target discovery, design and development [TBC)
Thomas Trolle, Director of Bioinformatics and Al/ML, Evaxion Biotech
Reducing Vaccine-Induced Immunological Cross-Reactivity Between Flaviviruses Vaccines
Dr Sebastian Ulbert, Deputy Director & Head Department of Vaccines and Infection Models, Fraunhofer
Institute for Cell Therapy and Immunology
12:40-14:10 - Lunch Expo & Networking Break
& Novel, Single-dose, Live, Attenuated, Minimally Replicating Mpox Vaccine
Dr Zeil Rosenberg, Executive Vice President, Tonix Pharmaceuticals
1AVI's Lassa vaccine candidate and the challenges of doing a field efficacy study in West Africa
Dr Marion Gruber, Vice President of Public Health & Regulatory Affairs, 1AV] & Former Director, Office of
Vaccines Research and Review, CBER/FDA
Design and proof of principle in @ mouse model of a promising vaccine for Zika virus currently in Phase |
clinical trial
Prof Lance Turtle, Chair and Honorary Consultant Phwsician in Infectious Diseases; Deputy Head,
Department of Clinical Infection, Microbiology and Immunology, University of Liverpool
Panel: Post-authorization safety and effectiveness evaluation of vaccines deployed under emergency
use authorization
- Diseases (eg. Ebola, Malaria, Dengue) that are associated with outbreaks and are not established as
endemically with vaccines that have/are being developed
- How should the global health community consider evaluation of these vacdnes outside of clinical trials
l=ading to ELUA?
Moderator: Dr Walter Straus, VP, Clinical Safety, Modema
Prof Miriam Sturkenboom, President, VACEL & Professor of Real World Evidence & Head, Department
of Data Science and Biostatistics, Julius Center, UMC Utrecht
Dr Gabrielle Breugelmans, Director of Epidemiology and Data Science, CEPI
Dr Bradford Powell, Lead Scientific Advisor, Blu Zone Bio
END OF TRACK

Workshops DAYL DAYz DAYS
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DAY 2 - Wednesday 30th October

Fira de Barcefona, Montjuic

Agenda-At-A-Glance KEYNOTES

e = S el RS
Infectioys Disegses

AMR & Bacterial Vaccines

Theatre 4
Chair: Dr Jan Poolman, Former Head Bacterial Vaccine Discovery and Early Development, Johnson & Johnson

1110 Panel: Where are we with current TB vaccine efforts?
11-75 - Ppredicted the impact of novel vaccines on disease burden and MR
- Including AMR surveillance during TE Vaccine trials
Reaching communities most effect by TB, are we considering cost and delivery?
Moderator: Dr Jan Poclman, Former Head Bacterial Vaccine Discovery and Early Development, Johnson & lohnson
Dr Marion Gruber, Vice President of Public Health & Regulatory Affairs, 1AV & Former Director, Office of Vaccines
Research and Review, CBERSFDA
Dr Ruben Rizzi, Senior Vice President, Global Regulatary Affairs, BioNTech
Dr Nick Jackson, CEQ, Move Nordisk Foundation Initiative for Vaccines & Immunity |NIVI)
11:55  Clinical Development of MTBVACL, a live attenuated MTh vaccine
Dr Bernard Fritzell, iIndependent Consultant, Tuberculosis Vaccine Initiative
12:10  Update on the Ph3 E.coli/EXPEC vaccine
Dr Jan Poolman, Head Bacterial Vaccine Discovery and Early Development, Johnson & Johnson

12-:25  Establishing bacterial vaccine priorities: 5. oureus
Dr Suzanne Welten, Scientific Manager Immunology, 1&) innovative Medicine
12:40-14:10 - Lunch Expo & Networking Break
1210 Progress towards a vaccine against Klebsiella
Dr Francesco Berlanda Scorza, VP, Global Health RED vaccines Head and GVGH Institute, G5K
1225 MNovel Mucosal Approaches in Bacterial Vaccine Development: Klebsiella Masal Vaccine and Oral Strategies for ETEC
and Polio
Dr Elizabeth Morton, Associate Professor, Department of Immunology & Micrology, Tulane University
12340 & Nowvel Vaccine Against Neisseria Gonorrhoeas
Dr Michael Kowarik, C50, Limmatech
1455  Vaccine progress towards Group A Strep
Dr Helge Dorfmueller, P, Molecular Microbiology, University of Dundee
15:10  Intranasal Immunization: Device and Formulation Promises and Challenges- Title TBC
15:25  Lucas Silva, Senior Specialist, Manopharm, an Aptar Pharma company
Mektaria Karavas, Global Director, BD, Nasal Vaccines, Antivirals and Immuno-stimulants, Aptar Pharma
15:40  Panel: The Role of Vaccnes & mabs in Neonatal Sepsis Prevention
1555 -  Owerview of the epidemiology, disease burden and current vaccine & mAb development for neonatal sepsis.
1610 -  Biological complexities of major neonatal sapsis pathogens: Klebsiella and Group B Streptococous, including serotype
- Comparing maternal vs infant immunisation stratagies
- Potential impacts of RSV matemnal vaccination outcomes on future messaging & uptake.
- Identifying prioities for future research and strategies to enhance neonatal sepsis prevention.
Dr Timothy Cooke, CEQ, Dmniose
Dr Michael Kowarik, C50, Limmatech
Dr Simona Rondini, Head Bacterial Projects and Senior Project Leader, GSK
Dr 5tephen Lockhart, Director, Senior Consultant, Hurst Grange Associates
Dr Bengt Johansson Lindbom, C50, Minervax
Prof Paul Heath, Co-Founder, Centre for Neonatal and Paediatric Infection /f Prof Shabir Madhi, Dean, Faculty of
Health Sciences & Professor of Vaccinology, University of the Witwatersrand & Director, (VIDA] - invited
16:40 END OF TRACK

Workshops Rarl Days RaYd
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Day 3 - Thursday 31st October

Fira de Barcelona, Montjuic

Agenda-At-A-Glance KEYNOTES

Registration Opens: 08:30 (TBC)
Expo & Networking Break: 09:00-09:30

Track Presentations: 09:30-11:30

Partnerships
& Access

Clinical Trials

Theatre §
Theatre 2

Expo & Networking Break: 11:30-12:30
Join us in the exhibition hall for:
1-2-1 partnering & poster sessions

Track Presentations: 12:30-14:45

Manufacturing | Partnerships

Technologies & Access
Theatre 1 Theatre 2

Clinical Trials
Theatre 5

Comfort Break: 14:45-15:00

Closing Keynote: 15:00-16:00

Will Al Define Tomorrow's Vaccines? Insights into Tech-driven Innovations

END OF CONGRESS

Workshops DAY1 DAY2 DAY 3
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Day 3 — Thursday 31st October

Fira de Barcelona, Montjuic

Agenda-At-A-Glance KEYNOTES

e e MEE

09:30

05:45

10:00
10:15

10:30
10:45

11:00
1115

12:30
12:35
13:00
1315
13:30
13:45
14:00
14:15
14:30

14:45

Cancer & Therapeutic Vaccines

Theatre 3
Sponsored by GenScript
Chair: Dr Niranjan Sardesai, CEO, Geneos Therapeutics
Targeting mKRAS Vaccination to the Lymph Nodes to Promote Anti-tumor Immunity: Preliminary
Results from the Phase 1 AMPLIFY-201 Trial
Robert Connelly, CEQ / Dr Pete DeMuth, C$0, Elicio Therapeutics - TBC
Personalized cancer vaccines beyond neoantigens (title to be confirmed)
Dr Birgitte Rgng, Chief Scientific Officer, Evaxion Biotech
Neoantigen Immunotherapy for Solid Tumors: Molecular Responses and Clinical Benefit in End-
Stage Patients — Title TBC
Dr Karin Jooss, EVP & Head of R&D, Gritstone Bio
FiCAT, A Next Generation Gene Writing Platform for Advanced Therapies.
Dr Avencia Sanchez-Mejias, CEO & Co-Founder, Integra Therapeutics on behalf of GenScript

BioNTech's oncology pipeline: combining cancer vaccines with immunomodulators & targeted
therapies
Dr Uta Tschiesner, Sr Director, Global Medical Advisor, BioNTech

11:30-12:30 - Expo & Networking Break
CAMY0-01: colorectal cancer-specific camyotypes formulated into an mRNA vaccine
Cedric Bogaert, Co-Founder and CEQ, MyNEQ Therapeutics
Bioinformatic Capabilities For Clonal Neoantigen Selection
Andrew Craig, SVP, Bioinformatics & Data Science, Achilles Therapeutics
Targeting multiple neoantigens in personalized cancer vaccines
Dr Niranjan Sardesai, CEQ, Geneos Therapeutics
mRNA-4157 Individualized Neoantigen Therapy: mRNA therapeutics coming of age in cancer
Senior Representative (TBC), Moderna
NOUS-209 genetic vaccine encoding shared necantigens for treatment and interception of M|
tumors
Dr Elisa Scarselli, C50 / Dr Morena D' Alise, VP of Immunalogy, Nouscom - TBC

EMD OF TRACK

Workshops DAY 1 DAY2 DAY3
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Day 3 — Thursday 31st October

Fira de Barcelona, Montjuic

Agenda-At-A-Glance KEYNOTES

Chagas Disease
D Maria Elena Bottazzi, Co-Director, Texas Children’s Hospital for Vaccine Development, Baylor College of Medicine
Multi-pathegen vaccination to address challenges in LMICs — Title TBC
Dr Hans Keirstead, CEQ, AIVITA Biomedical & CEQ, Human Immunome Project
waccines for a sustainable planet: Insights frem Palio
D Francesco Barlanda Scorza, VP, Global Health RED Vaccines Head and GWGH Institute Director, GSK
A strategy blueprint to combat the superbug Neisseria gonorrhosae
Prof aleksandra Sikora, Professor, College of Pharmacy, Oregon State University & Adjunct Professor, Vaccine and
Genea Therapy Institute, Oregon Health and Science University
Mew saponin adjuvant for global health cost effectivenass — Title TBC
Dr Gerben Marsman, Project Manager, Vaccine Formulation Institute
11:30-12-30 - Expo & Metworking Bresk
Structure-based vaccine design for malaria antigens & progress on second-gen malaria vaccines
D Katie Ewer, Senior Project Leader, Malaria Vaccines, GSK Vaccines
Panel: Advancing Malaria Vaccine Development: Public-Private Partnerships, Novel Technologies, and Multistage
Strategies
- Current strategies for developing the next-generation malaria vaccines
- what exciting prospects do novel technologies present for advancing malaria vaccine development, especially
multistage vaccnes?
- accelerating malaria vaccine development through public-private partnerships
Moderator: Dr irene Mailain Nkumama, Malaria programme Manager, European Vaccine Initiative
D Katie Ewer, Senior Project Leader, Malaria Vaccines, GSK Vaccines
D Thierry Rolling, Director, Clinical Development, BioNTech
Prof Sumi Biswas, Group Leader, Transmission Blocking Malaria vaccine, University of Oxford & Co- Founder & CS0,
SpyBiotech
Prof Meta Roestenberg, Clinical Head, Controlled Human Infection Center, Leiden University
Panel: Bridging Gaps in Global Health: Building a Sustainable Vaccine Preduction Ecosystem in Latin America
- What type of manufacturing capabilities need to be established 1o ke ownership of vaccine production and
distribution within the region?
- Adopting and innovating new tach to enhance salf-reliance and reduce dependency on global supply chains
- Theimportance of strategic regional partnerships; addressing challenges in knowledge transfer, and building
sustainable local expertise in vaccine production
- Strategies for creating a sustainable and resilient vaccine manufacturing ecosystem
- Examination of the regulatory framewaorks governing vaccine manufacturing in LATAM; Challenges in harmonizing
regulations across the region to streamline manufacturing processes
Dr Maria Elena Bottazzi, Co-Director, Texas Children’s Hospital for Vaccine Development, Baylor College of Medicine
D Dagmar Garcia Rivera, Vice Director, Research and Development, The Finlay Institute of Vaccines
D Jorge Osorio, Professor, Department of Pathobiological Sciences, School of Veterinary Medicine, University of
Wisconsin-Madison & President and CEQ, VaxThera — TBC
Analia Acebal, Consultant, Sustainable Vaccine Manufacturing Lead, CEP1 & CEO & Founder, NoLimit Bio - TBC
Elvira Zini, Director of Scientific & Technical Affairs, Laboratorios Richmond SACIF - TBC
END OF TRACK

Workshops payl Daya pAaY3
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05:30

09:45
10:00
10:15

10:30
10:45
11:00

11:15

12:30
12:45

13:00

13:15

13:30
13:45
14:00

14:15
14:30
14:45

Day 3 — Thursday 31st October

Fira de Barcelona, Montjuic

Agenda-At-A-Glance KEYNOTES

Development, Scale-Up, and Manufacture of an Oncolytic Virus Vaccine
Senior Representative, APC Ltd.
Panel: Global Implications of the BIOSECURE Act
- What global efforts are being made to integrate and ensure global manufacturing capacity?
- Will the EU follow suit and implement similar policies?
Moderator: Taylor Sexton, Executive Director, Medical Counter Measures
Col |Ret) Vic Suarez, Founder and Principal Growth Partner, Blu Zone Bio
Arlene loyner, Director, Industrial Base Management and Supply Chain, Administration for Strategic
Preparedness and Response, US Department of Health and Human Services
Sankarasubramanian Rajaram, Head of Global Medical Strategy, C5L Seqirus - TBC
Invited: Olivier Girard, Head, Medical Counter Measuras, HERA, European Commission
Vaccines On Demand: How Far Can We Downsize Modular Manufacturing?
Dr Daniel Wolfe, Branch Chief, CBRN Vacdines, BARDA
Analia Acebal, Consultant, Sustainable Vaccine Manufacturing Lead, CEM & CED & Founder, MoLimit Bio - TBC
Senior Representative, General Electric & Nature's Toolbox — TBC
Title TBC
Senior Representative, TECIL
11:30-12:30 - Expo & Networking Break
Mathematical Modelling Tools to Accelerate Vaccine RE&D and Manufacturing
Dr Irina Meln, Project and Innovation Manager, European Vaccine Initiative
Dr Michelangelo Canzoneri, Global Head of Group Smart Manufacturing, Merck — TBC
Prof Martina Micheletti, Co-Director, EPSRC Vaccne Manufacturing Hub For A Sustainable Future &

EPSRC/DHSC Future Vaccine Manufacturing Hub, UCL - TBC

Mew Technologies for Flu Vaccines. Better Vaccines?

Dr Robert C Huebner, Principal Consultant, Latham Biopharm Group

Highly Multiplexed, 30-minute VaxArray™ Immunoassay for Pneumococcal Vaccine Antigen Characterization
Senior Representative, biokérieux

Measles-Rubella Microarray Patches & MAP Technologies — Title TBC

Dr Ajoy Chakrabarti, Portfolio & Platform Lead, Polic, Global Health Program, Bill & Melinda Gates Foundation
From Formulation to Function: Closing Current Gaps in Microarray Development: TBC

Professor Anne Moore, Principal Investigator, University College Cork

Applying Analytical Technologies to Support Process Development

Dr Gautam 5anyal, Principal Consultant & Founder, Vaccine Analytics

END OF TRACK
Workshops DAY 1 DAY 2 DAY 3
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