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AVATTVEUOTIKOGC OUYKUTIOKOG 106 (RSV)

* To ouxvétepo aitio LRTI (xalL onuovtlkd alitio Bvntdétntag o LMIC) oe Bpéon
<6 pnvov

* BEupdnn: 50% twv voonAeidv pe RTI oe natdia <1 €toug opeLAdtav oe RSV - 60%
aUIOV o Ppeen <3 mo

e Zuxvé attio véonong (PpoyxiTida, PpoyXloAlTtLida, mveupovia) ornv KoLvornIio
o I kivduvoc yla coBapn voonon o€ NALKIWHUEVOUG Kol aoBOeveic pe XA

* OLaoBeveic pe CUMMAYELG OYKOUG KOl OL AVOCOKOATAOTAAMEVOL aA0OEVELG o€ KivOuVo yla avaykn voonAeiog
e AvoookataoctaApévol acBeveic: 34% voonAeia, 29% slocaywyn otn MEO, 19% Bvntotnta

Li et al, Lancet 2022
Wildenbeest et al, Lancet Resp
Med 2022

Chatzis et al, BMC Inf Dis 2018



News & Views = Published: January 2009

Fixing afailed vaccine

Steven M Varga

Nature Medicine 15, 21-22 (2009) ‘ Cite this article

Delgado et
al.?2 demonstrate that formalin-inactivated RSV
fails to engage and activate pattern recognition
receptors found inside the host cell, such as
TLR/, RIG-1 and MDA-5, because of the failure
of the virus to replicate. Therefore, only TLR4 is
sufficiently stimulated after formalin-inactivated

RSV vaccination. The B cells fail to produce high-

avidity antibodies in the absence of sufficient
TLR stimulation.
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Antibody-dependent enhancement

a
Macrophage-tropic viruses: dengue virus, FIPV
a8 \’\\J \\., y
FcleIIa \\\
l\
\
ADE via enhanced infection f/
4
\\ 5 = ;
Non- neutrallzmg _Ee— {:& f%?g
antibody Monocyte/macrophage Enhanced viral replication

b

Immune complex '
formation '

N &

iffv
r

ADE wvia enhanced immune
activation

Causes inflammation
and airway obstruction

Lee et al, Nat Microbiol 2020
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Respiratory viruses: RSV, measles
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O p6Ao¢ Tng doung TnG Tpwreivng F tou RSV

Postfusion Prefusion Vaccine

Host-cell membrane

Antigen sites

Stabilizing
Epitopes targeted by antibodies mutations
with high neutralizing activity

Rearrangement Stabilization

——

Membrane
fusion

Protein
engineering

C-terminus

Viral membrane

* Prefusion state: ¢xOeon emlT1OIOV-O0TOXWVY YL OVILOOUATA He UPNAN €EoUudeTEOWT LKD
LKOVOTN T

* Postfusion state: ovadidtaén tnc mpwteivne Kol «andkpuyPn» Twv €mnLIonov ornd T
efoUdETEPWTI LKA VT LOOUATO

* Eiocaywyh petadd&iewnv nmou otabepomoloUv tnv npwtelvn otnv prefusion OO0 TIdaham <& KO €M



A1dUvapuo TTPWTEIVIKO EMBOAIO RSVpreF (Abrysvo)

9

: Membrane
* To RSVpreF mepLéxetL dUo avtiydva %
avaouvduaopévng otabeponoLnpévng mPo ING¢ f 3 - yﬁ N and ssRNA
ovvinéine nmpwteivnge F tou RSV nou AR, = .
v Itk
OVT LOIPOOWNEUOUV T LG unoopade¢ RSV-A koL RSV- W) 50 8 ‘tcglycopmtem
B A » e L
« Xopnyeital evdopu LKA a Ll
SH protein
* H docoldoyia KoL pOp@n mou emlA€XOnKe ATAV < =
120pg xwpi¢ avoocoevioxuttkd (60 pg RSV-A kal 2 03% M protein
60 png RSV-B) 2)
QAL AL ,sq M2-1 protein




‘Exel onuaocia n kaAuywn évavTti RSV-A kal RSV-B;

a) 1.0/ RSVA
e) RSV Subtype (A vs B) Infection ~ Race + Ethnicity + Sex + BMI + Age + 52 15 26 50 42 95 104 385 37 82 22 3 42
Month + Comorbidities + LOS + ICU + Death RSV-B
1
White » ® @ Significant 0.8 s
@ Black or African Americane —— — Not Significant
3 ) @ Reference
2 Asian 1 -
Other - — ey o 0.6,
i able t . 1 =
Declined or Un_’uble .-D Requﬁd = 50%
2 Mot Hispanic or Latino - L] g-
= Hispanic or Latino — ey i
il Declined or Unable to Respond - }
% Female . ®
o Male ., o —
BMI - . 0.2
Age at Admission .
Month of Patient Admission .
Comorbidity Sum- .. 0.0 1162 17 25 106 115 73 156 145 57 17 34 10
Hospitalization Length of Stay . : E - ﬁ E E E E : E E ﬁ = ﬁ ﬁ
U e, SR R RRRR B RIR R RL & ] 8
RSV associated death. ] i i i i . . . . . . . . . .
04 06 03 1 2 2 2 £ @& 2 F 2 &2 = 2 2 8 8
Odds Ratio and 95% Coenfidence Interval ﬁ H ﬁ H ﬁ ﬁ ﬁ ﬁ ﬁ u‘D\l ﬁ ﬁ ™ ﬁ
RSV Season

* BapUtepn véocog amd tov RSV-A (avaykn voondeiag os MEO)

°* 1 Tn¢ KUKAO@opiag tou RSV-B petd tnv navdnpia COVID-19

Rios-Guzman et al, Nat Comm



EYKPITIKEC MEAETEG

MATISSE RENOIR
Eykuec¢ > 60 etQVv
&




EpuBOAIo EvavTi RSV oTnv eyKugoouvn

A.IA& TU@An RCT
paong 3

zxed Laopdéde
Eykueg <49 e1dv (vaccine vs placebo: 3682 vs 3676)
* ATIOKA€ LOUOC KUNOewv UPnAoU KLVvOUVOU

TuxoLomoinon 1:1

1 i.m. dbon 120 ng RSVpreF eupRoAiou (60 ug RSV A kol RSV B) 1

placebo

KaTOANKT LKA onpeia:
AVAVYKDN VIO LXTIPLKN €KIlunon Adyw cofopnc N un LRTI
oxetLlduevnc pe RSV oe veoyvd kol PBpéen (90-120-150-180 d)

Eni{tevuén xataAnkxIilxkoU onueclou,

Kampmann et al, NEJM 2023

oav TOo K&tw 6pLo CI >20%

*LRTI: lower respiratory tract infection



EpBoAIo évavTi RSV oTnv eEyKupgoouvn

Méon nAitkia: 29 €tn, Aeukég: 64%, 37 €wg
<42 wk: 94%, >95% pe @puoLoloylkd IB

Yévvnong
Severe RSV-Associated LRTI RSV-Associated LRTI
RSVpreF * RSVpreF

. Vaccine Placebo Vaccine Efficacy Vaccine Placebo Vaccine Efficacy

Time Interval (N=3495) (N=3480) | (99.5% or97.58% Cl) Time Interval (N=3495) (N=3480) | (99.5% or 97.58% Cl)
no. of cases (%) % no. of cases (%) %

90 Days after birth 6(0.2) 33 (0.9) 81.8 (40.6-96.3) 90 Days after birth 24 (0.7) 56 (1.6) 57.1 (14.7-79.8)
150 Days after birth 16 (0.5) 55 (1.6) 70.9 (44.5-85.9) 150 Days after birth 47 (1.3) 99 (2.8) 52.5 (28.7-68.9)
180 Days after birth 19 (0.5) 62 (1.8) 69.4 (44.3-34.1) 180 Days after birth 57 (L.6) 117 (3.4) 51.3 (29.4-66.8)

ZTATLOT LKA onuavt LKL mpootoacia €vaviit tn¢ RSV-oxeti1l{dépevnge koL tn¢
coPapfi¢c RSV-oxeti1{épevne LRTI vs placebo ti1¢ npote¢ 180 npépeg and
T Yévvnorn

Kampmann et al, NEJM 2023
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EpBoOAIo EvavTi RSV oTnv eykKupoouvn - Ao@aAsia

C Serious Adverse Events

RSVpreF vaccine (maternal participants, N=3682; infant participants, N=3568)

B Placebo (maternal participants, N=3675; infant participants, N=3558)

Prolonged Labor S Newborn Transient Tachypnea e
Premature Separation of Placenta| g~ Respiratory Distress ge—
Premature Delivery L Prematurity E—
. -
Preeclampsia — Low Birth Weight Ly
Postpartum Hemorrhage e
P g Neonatal Jaundice g t—
Oligohydramnios| g |
Hypoglycemia =
Gestational Hypertension i — YPOgY
Fetal Distress Syndrome e Neonatal Sepsis H
Cephalopelvic Disproportion| 5 Neonatal Hyperbilirubinemia ——
Arrested Labor e Atrial Septal Defect el
Nonreassuring Fetal . .
Heart Rate Pattern e Ventricular Septal Defect | Fro—gd
I I I | | ' ! I ' l
0 1 2 3 1 2 3

Percentage of Maternal Participants

Percentage of Infant Participants

Xwpil¢ ofpa aocpaAeLag yLa cofapd

HOLEUT LKA KOL VEOYVLIKA OUppapata vs
placebo

Kampmann et al, NEJM 2023



EpBOAIo EvavTi RSV o€ 2 60 eTwyv

* RSVpreF vaccine vs placebo: 17,215 vs

17,069

HpwToyevi KotaAnxt .k onmeia: -
P YEVA i s Age, mean, yr 68.316.2

- NOlUWEN KATHTEPOU AVAIIVEUOT LKOU (LRTI) Male 51%
oxetLlbuevn ue ToVv RSV ue 22 OUUDIOUATO I Diabetes 19%
onueta (Bnxag, ovptiyuog, duomvoLa, Lung disease 11%
GHOXPERYN, TAXUIVOLa) Heart disease 13%

- LRTI oxettlbuevn ue tov RSV pe 23 LE 9%
oupntopata 1) onuela (BoapUtepn vdooQ) COPD 6%

N
o\°

Heart failure
Agutepoyevi] KOATOANKT LKA onueia:

- RTI oxetLlbuevn ue tov RSV pe 21 oUUOTOUX §)
onueto

Walsh et al, NEJM 2023



EuBOAIo Evavtl RSV og 260

A RSV-Associated Lower Respiratory Tract lllness with =2 Signs or Symptoms

35+ Placebo
AnoteAéopata .
8 a5
E 204 Vaccine Efficacy
% s (gs.ss%tcn
g 17 RSVpreF vaccine ! F(,ZS.&SSIS)
- RSV-LRTI (22 ouvpntopato/onpeia): | Katd 67% “ s

T T T T T T 1
1 35 72 104 147 176 272 311

Days since Injection
- RSV-LRTI (23 oupntopato/onpeia): | RATQ 86% | e
Placebo 0 7 12 17 27 29 33 33
RSVpreF vaccine 0 3 5 8 8 10 11 11

- RSV-RTI (21 oUpntwpoa/onueio): | At 62%

B RSV-Associated Lower Respiratory Tract Iliness with =3 Signs or Symptoms

144 Placebo
13-
- ALatHpnon Tn¢ OGIOTEAECHAT LKOTNTOAC KOl OF Eig
d T O]JCX >8 O y % ;E Va(cgcgsesciﬁicc:;cy
i S
- HNapdpoLa anmoteAdeocpatikéTnta €vavit RSV-A ) il e

T T T T T T !
1 45 74 104 186 272 311

Ka l. RSV_ B Days since Injection

Cumulative No.

of Cases

Placebo 0 2 3 7 13 14 14
RSVpreF vaccine 0 1 1 1 1 2 2

— LUYKPLTLKA | OHNOTEAECOHAT LKOTNTA O ATOHX HE
Kapd Loavanveuot LK voéco (pLrpdOC apLOude
oupfapaTwv) Walsh et al, NEJM 2023
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Walsh et al, NEJM 2023



EpuBOAIo EvavTi RSV o€ 260 - aoc@AA&ia

Comparison of Early vs. End of Season Results

GBS and RSVPreF
IRR with 95% ClI

i IRR (95% ClI)
End of Season SCCS Analysis
Seasonality, Farrington, PPV and Chart Confirmed | | . . |
(Chart Confirmed Cases + Non-Returned Cases) : | ' 2.02 (0.93, 4.40)
Seasonality, Farrington | | | - i
(Chart Confirmed Cases) 2.02 (0.88, 4.61)
Early Season SCCS Analysis
Seasonality, Farrington, PPV (All Cases) } : * ! 4.48 (0.88, 22.90)
Seasonality, Farington, (All Cases) I > | 4.27 (1.39, 13.14)
0.5 10 15 20 3.0 5.0 10.0 20.0

Incidence Rate Ratio (IRR)

An elevated but non-statistically significant IRR was observed for GBS
with seasonality, Farrington, PPV adjusted analysis that included chart-confirmed and non-returned cases:

RSVPreF
2.02 (95% CI: 0.93, 4.40)

SCCS analyses including most adjustments are highlighted inred 77
Farrington-Adjusted Analysis = Outcome-Dependent Observation Time Adjustment

Patricia Lloyd, ACIP Meeting (October 2024)



[MpOANYnN £10aYWYNG OTO VOO OKOMEIO

N=131,379

Open-label oxediLacpdg
1:1 RSVpreF vaccine vs no vaccine
>60 10V

KatoaAnKkT LK& onpeia: voonAeia yLo RSV-
oxetLlbuevn RTI,
voonAe Lo

Méon nAlkia: 67 étn, 21 ocuvvoonpdInio
uPnAoU KLvdUvou: 52%, Xpdvia
KXEO LOOVAIIVEUOCT LK vOooCc: 15%

Lassen et al, NEJM 2025

RSV-oxet L (buevn LRTI,

Subgroup RSVpreF Vaccine Control Vaccine Effectiveness (95% Cl)
noof eventcitaial no of porticipauis

Overall 3/65,642 18/65,634 i — m 833 (429t096.9)
Age '

6074 yr 1/51,803 10/51,781 ! —————————=—  90.0 (29.7 t0 99.8)

=75yr 2/13,839 8/13,853 E = 75.0 (-25.010 97.4)

<Median 0/32,890 4/32,751 H —

=Median 3/32,752 14/32,883 |——————8— 785 (236109%.])
Sex !

Male 2/32,931 9/33,082 : m—— 777 -6.81097.7)

Female 132,711 9/32,552 =& — 389 (19410 99.3)
Presence of at least 1 chronic disease E

No 0/38,080 5/38,080 ! —

Yes 3/27,562 13/27,554 ———————=— 769 (16.0t095.8)
Chronic lung disease i

No 3/60,834 13/60,832 —i—-— 76.9 (16.1 to 95.8)

Yes 0/4808 5/4802 H —
Cardiovascular disease i

No 1/51,265 11/51,349 I = 909(37.6t099.8)

Yes 2/14,377 7/14,285 ; = 716 {-51.1t0 97.1)
Diabetes mellitus |

No 2/58,452 17/58,385 i — = 882 (5041t0987)

Yes 1/7190 1/7249 H —
Cancer :

No 2/58,003 12/58,087 I m 333 (252t098.2)

Yes 1/7549 6/7547 . m— 333 (-37.41t099.6)
Chronic kidney disease !

No 1/58,982 12/58,930 i —®— 917 (43.7t0 99.8)

Yes 2/6660 6/6704 | = 66.4 (-85.2 t0 96.7)
Immunosuppression i

No 1/63,023 13/63,054 ! —&—  92.3 (48.31099.3)

Yes 2/2619 5/2580 ' = 60.5 (-147.3 to 96.1)
Influenza vaccination in same season !

No 0/12,634 1/12,816 i —

Yes 3/53,008 17/52,81% H —_—a— 22.4 (382.8 t0 96.7)
Previous pneumococcal vaccination i

No 0/23,565 3/23,638 0 —

Yes 342,077 15/41,996 | ——————=—  80.0(29.2t096.3)

T

-20 -60 -40 -20

1
20 40 60 80 100

Control Better

RSVpreF Vaccine Better




JAMA

QUESTION What is the effect of the bivalent respiratory syncytial virus prefusion F protein-based (RSVpreF) vaccine on cardiorespiratory

and cardiovascular hospitalizations?

CONCLUSION Among adults aged 60 years or older, the incidence of all-cause cardiorespiratory hospitalization was significantly lower

in those who received RSVpreF than in those who received no RSV vaccine.

POPULATION ’ INTERVENTION
66013 Men e Il ( 131 379 Participants randomize'd"*-\
65263 Women ! “\,\131 276 Participants analyzed - ’
Adults aged 60 years 65642 65634
or older RSVpreF Control
Single dose of RSVpreF with 60 pg No RSV vaccine
Mean age: 69 years each of stabilized prefusion F antigen

from RSV subgroups A and B

PRIMARY OUTCOME

Incidence of hospitalization for any cardiorespiratory disease

LOCATIONS
Population-level
recruitment via
electronic letter
in Denmark

FINDINGS

Cardiorespiratory hospitalization

RSVpreF

26.3 events per 1000 participant-years

Control

29.2 events per 1000 participant-years

Incidence was lower in the RSVpreF group:

Absolute rate reduction, 2.90

(95% Cl, 0.10-5.71) per 1000 participant-years

Vaccine effectiveness, 9.9%
(95% Cl, 0.3%-18.7%); P= .04

® AMA

Lassen MCH, Johansen ND, Christensen SH, et al. Bivalent RSV prefusion F protein-based vaccine for preventing cardiovascular hospitalizations in older adults:
a prespecified analysis of the DAN-RSV trial. JAMA. Published online August 30, 2025. doi:10.1001/jama.2025.15405



Atopa 18-59 eTwv — uwnAou Kivouvou

Hematologic
Neurologic

Renal

Liver

Diabetes
Cardiovascular
COPD

Other lung disease

Asthma

Prevalence (%)

o

10 15 20 25

mPlacebo ERSVpreF

Méon nAikia: 49 &1

30

35

40

50

Davis et al, Clin Infect Dis



Atopa 18-59 eTwv — uwnAou Kivouvou

RSVpreF, n=453

PBO, n=225

Random sample,
RSVpreF

X ed LaopdQg
«OlVOCOYEPUPWONGC»
(immunobridging)

2:1to 1 RSVpreF (120 pg) or
placebo

MONeT
(18-59y)
RENOIR
(260y)
RSVpreF-elicited immune responses in the 18-59-
year-old group noninferior to those in the 260-year-old

group.

Davis et al, Clin Infect Dis



Atopa 18-59 eTwv — uwnAou Kivouvou

AnoteAéopata
Age N Model-adjusted RSV neutralizing
. group titer LS GMTs (95% CI)
RSV-A- : HOH |['Rsv-A
18-59y 435 41,097 (37,986.1, 44,463.4)
TitAoL efoudeTepRT LKAV : 260y 408 26,225 (24,143.1, 28,485.7)
OVT LOOPATRV RSV-B : o RSV-B
: 18-59y 437 37,416 (34,277.9, 40,842.0)
: >60y 408 24,680 (22,504.3, 27,065.4)
T 1 T 1 I 1 1 1 I
0.2 0.667 1 2
ANCOVA comparison LS GMR (95% CI)
18-59-year-olds to 260-year-olds
Seroresponse
. Age
. n (% 95% CI
RSV-A- : —0— | group (%) ’
: RSV-A
: 260 y 359 (88.0) (84.4, 91.0)
RSV-B : —&— RSV-B
: 18-59y 408 (93.4) (90.6, 95.5)
: >60 y 347 (85.0) (81.2, 88.4)
| | | 1 |

-5 -10 -5 0 5 10 15
Difference in seroresponse, % (95% CI)

Davis et al, Clin Infect Dis



AVOOCOKATOOTOAN — XPOVIA VEPPIKI VOO OG

Zxhpa 2 do6cewv

RSV A RSV B
12.5 a 7.4 6.9 19.5 12.7 GMFR?
':5;"79.3} {524?3) ‘5.11.829.1] @2, 19.0) tg:;:g” (5.4, 10.2) (5.7.8.4) (13.5,28.1) (8.5, 19.2) (95% Cl)
| I | | | | | | | ]
6.4 8.6 I 138 b 6.7 85 28.0 148 GMFRP
(46 88) (6.8, 10.8) {?_5.15?],_41 8.7 22.1) Ig:“b:?ill (4.9,93) (7.5.12.1) (7.2,109.7) (9.3, 23.1) (95% C1)
1,000,000 I - 1,000,000g ' ' ' ' ' f !
= s
Q100,000 O 100,000
[ -l ' =
o S
® 10,000 £ 10,000
N N
™ ®
£ 1000 g 100
z 2
c
100
e 100 52
=] =]
wn tr
10 10
501 Immunomodulator Advanced ESRD on SOT Immunomodulator Advanced ESRD on
(N=67) therapy NSCLC hemodialysis (N=67) therapy NSCLC hemodialysis
(N=94) (N=3) (N=28) (N=94) (N=3) (N=28)
1 Before vaccination mm 1 month after Dose 1 mm 1 month after Dose 2 1 Before vaccination mm 1 month after Dose 1 mm 1 month after Dose 2

* 64% TV a0BeVvOV Og AVOOOTIPEOIONOLNT LKL Oepamneio, und bDMARDs A
OVOCOKOATOOTOAT LK&

* ZNUOVTLKLE 1 €fOUDETEPWT LKAV AVILOWPATOV &vovTl RSV-A kol RSV-B,
aveEXPTNTWC NALKLOC

Almeida et al, Vaccines 2025



EOVIKO TTpoypapua ENBOAICCHWY EVNAIKWYV

Mivakag 1. EBviko Mpoypappa EpBoAtacpwy EvhAikwy, ava nAwkiakn opada, 2025

HAwkia ™

18 £w¢ 26 sTWV 27 £w¢ 59 sTwv 60 £wg 64 sTwV 65 £wg 75 sTwv avw Twv 75 gTwv

EuBoAioV

[14] Ayanvevotikol cuyKuTIaKOU LOU
(RSV)

1 5oon

 Atopd nAitkiag 275 €10V KAl VK.
 Atopa nAitkiag 60-74 £1dv pe 21 emiPapuvTLRKOUG mapdyovieg { Xpovia VOoHpATA
ICD-10: Z25.8 (+t0 ICD-10 tou vmokeipevou mapdyovia KiLvdUyvou yLa toug 60-74 e1dv

Nivakag 2. EBviké Npoypappa EpBoAtacuwyv EvnAikwy, ava vooo | GAAn évéeién, 2025

Aoipwén pe HIV Xpovieg kapSiona-
(CD4+ kUTTapa) AcomAnvia, povipn Nedpkn ave- BeLeg, mvevpovo- Xpovieg y
. ’ . . . Iakyapw-
. ” 2 AvOOOKQTaoTOAr ENewpn teAkwv napkela teAlkov nadsieg, nabn- YYELOVOULKO
Konon n Aoxeia 5 z & . én¢ Sua- MSM
(rmAnv HIV) <200 >200 KAQOMHATWV oU- otadiov o aipo- | PBapeig KanvioTEg, OE1G TOU Biit NPOCWIKO
HITAN PWHATOS SwAwon XPOVI0G AAKOOAL- nnarog frens
EunBoAo ¥ opog
4] Ayanvevotikol
ouyKUTLOKOD LOU BAtme oyohio 1 oon BAene oyohio
(R5V)

 éyrueg, nALkiag 218 eg1dv, petald 32-36'% gpdopddwv KUnong pe avapevoépevn nuepoupnvia
ToketToU petafy OktwPpiou kaL Maptiou
ICD-10: 009.3-4-5 (av&Aoya pe tnv nAitkia xKUnong) — dvvatal va e€ppPoAiactouv and tTov
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Npoctacia and to 1° eneLocddLo cofapng
RSV-LRTI
(23 ovpntodpotTo)

Cases, n

Nepiodog 1: 88.9% (53.6-98.7)

Mepiodog 2: 77.8% (51.4-91.1)

EuBOAIO EvavTl RSV — d1apKEIQ TTPOCTACIOG

60 -

50 A
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20 -
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Placebo

RSVpreF

119 221
Days after vaccination

Cumulative number of cases

RSVpreF

Placebo

762

Walsh et al, Clin Infect Dis



EuBOAIO EvavTl RSV — d1apKEIQ TTPOCTACIOG

pé e 7/
LTEAEXOCQ HA Lk LO [lapayovteg
td
KLvdUuvou
@ 88.9% (53.6 to 98.7)
Overall o | I @ {  81.8% (16.7 to 98.0) . . . 1 @ 100% (30.6 to 100)
—_—a— 77.8% (51.4 to 91.1) 60-69 years . 81.5% (51.2 to 94.4) Without hlgzjflsk_ !
' condition 0 92.3% (48.8 t0 99.8)
@ | 80.0% (-78.7 to 99.6) ® 100% (-51.5 to 100)
RSV-A- '
S P————0—1  808%(49.1t0942)  70-79years~ | 57.1% (-87.7t0 92.8)
With 21 high-risk ’ &—1 818%(16710980)
f——@® 91.7% (43.71099.8) ® 100% (142 to 100) condition’| X |
_B— 4 } | 69.6% (26.7 to 89.0
RSV-B } | 80.0% (6.1t 97.9) 280 years 100% (433 to 100) (26710 89.0)
I T T T | 1 [ T I I [ 1 I I I | I 1
-20 0 20 40 60 80 100 =20 0 20 40 60 80 100 =20 0 20 40 60 80 100
Vaccine efficacy, % (95% CI) Vaccine efficacy, % (95% CI) Vaccine efficacy, % (95% CI)
® Season1 Season 2

H diathpnon tn¢ onoteAecpatLkOTnTag tn deldtepn emidnpuLki nepiodo
ntav avefdptnin and 1o otéAegxo¢ tou RSV, 1nv nAikia § tnv noapovoia
IIOPOYOVIWV KLVOUVOU

Walsh et al, Clin Infect Dis



KivnNTIKI €EOUOETEPWTIKWYV AVTICWHATWY

4.5 (3.9-5.0) 5.1(4.4-5.9) 5.0 (3.9-6.6)
100 000 ' [ ' {

11.4 (10.1-13.0) 13.0 (11.3-15.0) 144 (10.8-19.1)
[ ]

KLvnT LK NPOCTATEUT LKAV OVT LOOPUATROV

v Xounidétepol titAol Tn 2" meplodo,
OAANN

10 000

Combined RSV-A/RSV-B
50% neutralization GMT

v Inuovt k& uPnidétepol oamd 1o baseline
1000

v TIopduo Lo KLVNT LKA oveLAPTHTOC

N =299 N =301N =244 N =235N=236N=192 N=62 N=63 N=55
OT¢E }\_ EYOU }\_ LK LU TIOQOVOVTWYV No high-risk 21 high-risk condition 21 cardiopulmonary
X C ! n C ! p Y condition condition

KLVvOUVOU

— Before vaccination = 1 month after vaccination = Before season 2

Walsh et al, Clin Infect Dis



2uyxopnynon He 1o EYPOAIO TNG YPITING

rxedLaopde

Visit 1 Visit 2 Visit 3
Healthy adults 265 f
Sy SCEES JESS SEEas Day 1 28-35 days after Vaccination 1 28-35 days after Vaccination 2
Vaccination 1 Vaccination 2 Follow-up
Injection site | Left deltoid Right deltoid L eft deltoid
Coadministration group é @ é é @ @
(RSVpreF + SIIV) / placebo
RSVpreF SV Placebo
Separate administration group é @ é é @ @
(Placebo + SlIV) / RSVpreF
Placebo SV RSVpreF

Athan et al, Clin Infect Dis




v Ac@adfig 1 CUyXOoPHynon

v IRavomoLnt LKl avoolakr andkpion TOCO
VI Ta 4 oTeAéxn Tou eufoAiou 1Inc
volmng, 600 KL VIO T 2 OTEAEXN TOU
eupoAlou RSV

SIIV HAI: HIN1 A/Victoria

SIIV HAI: H3N2 A/Darwin -

SIIV HAIL: B/Austria—

SV HAI: B/Phuket—

RSV NT: RSV-A-

RSV NT: RSV-B-

@

2uyxopnynon He 1o EYPOAIO TNG YPITING

GMR (95% Cl)

0.86 (0.769, 0.963)

0.77 (0.680, 0.866)

0.90 (0.789, 1.019)

0.87 (0.779, 0.964)

0.86 (0.785, 0.951)

0.85(0.766, 0.943)

T ‘l. T T
0.667

Athan et al, Clin Infect Dis

1
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GMR (coadministration to sequential administration)



2UyKpIion eMBOAIwV Evavti RSV

@) RSVpreF (3 LRTI) O RSVpreF3 (single dose) O RSVpreF3 (annual dose) © mRNA-1345 (3 LRTI)

100@--...
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Lo 4 ..~"e\
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@ TR
g ] o)
§ 4
> 25+ il

0 L 1

end Season 1 end Season 2 end Season 3
(T + 12 months) (T + 24 months) (T + 36 months)

ApLOuntLR& uPnAdtepn mpooctacia tn 27 endnpLK) nepiodo pe TO
d1d0vapo gpPdAio, ruUpiwg Adyw Tn¢ mpooctaciag €vavit tou RSV-B

Ricco, M. et al. Vaccines



Real-world data

NoonAeieg oxetiL{opeveg pe RSV

IVY Network, adults aged 260 years 75 (50, 87) : ® 1
VISION, adults aged 260 years, immunocompetent 80 (71, 85) —@—
VHA, adults aged 260 years 82 (69, 89) : o
ZZiiizrjgizR£é5O;22§:ise immunocompetent, 78 (45, 91) | o |
VISION, immunocompromised 73 (48, 85) [ o l
Medicare ESRD, additional immunocompromise, 83 (45, 95) | ® |

adults aged 265 years

0 20 40 60 80 100
Ipooappoyy amd: 1. CDC - Surie 2024. Effectiveness of adult respiratory syncytial virus (RSV) wvaccines . .
2023-2024 Available at: https://stacks.cdc.gov/view/cdc/157861 Vacc:Lne Effectlveness, % (95% CI)

ESRD=end-stage renal disease

T OIIOTEAECUATO TIXPEXOUV OTOLXE LN AMOTEAEOUAT LKOTNTAC TWV €uBOALlwY EvavTL
eILOKEPeVY ota TEII, voonAeclioac kKol cofaphc vOOOU KOl OVTILIPOOWIEUOUV KOAUTEPA TOUCQ
nAnduopoUc mou dLlatpéxouv uPniAd xivduvol

CDC - Surie 2024. Effectiveness of adult respiratory syncytial wvirus (RSV) vaccines, 2023-2024 Available at:


https://stacks.cdc.gov/view/cdc/157861
https://stacks.cdc.gov/view/cdc/157861

Real-world data — Veterans Health Administration (HIMA)

Nepiodog 2023-

2024

Op&da eppoALaopol

Op&da pn epPoALacpoy

Nocoocté enintwong, llocoot1é enintwong, AnOTEAEOHAT LKOT
ouppavita ava 1.000 ouppavta ava 1.000 nta spporiov,’t
Zuppéavia, n avlpwnmo-£1n Zuppavia, n avlpwmo-£1n %
HAwkia, €17
60-69 28.247 17 2,3 (1.3-3.6) 74.9 10.0 (7.9-12.4) 79'ﬁ;3€§8'0_
J70_70 WESEENAT (70 __
82.734 477 2,1 (1.6-2,8) 204.8 9.2 (8.0-10.06) 84 b)
> 72. 7.9-
80 35.691 26 2,7 (1.8-4.0) 93. 5 9.8 (8.0-12.) :ﬁi Si S
Auocororesroaduins
L
oxt 135,936 71 1.9 (1.5-2,5) 325.5 9.0 (8,0-10,) 'm'QZi;&z_
e 10.639 16 5.8 (3.3-9.4) 54.2 19. 99 (15.2-25.8) 71'6855 ‘25)5'!

EXTLUOUEVT) ONMOTEAECHATLKOTNTA €VOVIL TNG TEKPNPLOPEVNC Aoipwénge Atav 72.3%

ge atopa nAitkioag 80 e£1dv KAl AV KOl

71.6% og ATOPO ME OVOCOKOTOOCTOAR

RSVpreF3

43.853 22

76.7%

(66.0-

Npoctipfloyh arid: Bajerha KL, et al. Lancaf Infect Dis. Published'ohlife Jahuty 30, 2025. doi:10.1016/51473-3099(24)00796-5.



2XE0N KOOTOUG-0PEAOUG (>60 eTWwV)

Table 3. Health and economic outcomes and cost-effectiveness for RSVpreF versus no intervention among all adults aged 60-99

years (N =25,310,758)* — base case analysis.

No Intervention RSVpreF Difference
Clinical outcomes
No. of cases
Hospital 1,991,394 1,874,035 -117,360
Outpatient 2,353,210 2,252,777 —100,433
No. of deaths 166,600 157,301 —9,298
Life-years (discounted) 267,864,391 267,922,829 58,437
Quality-adjusted life-years (discounted) 225,186,461 225,236,037 49,576
Economic costs (millions)
Medical care 5851.1 € 5,397.1 € —454.0 €
Vaccination®* 0.0 € 2,392.0 € 2,3920 €
Non-medical 1,256.7 € 1,106.6 € —150.1 €
Medical + vaccination + non-medical 7,107.8 € 8,895.7 € 1,7879 €
Cost-effectiveness
Healthcare System
Cost per LY - - 33,163 €/LY
Cost per QALY = - 39,091 €/QALY
Societal <50,000€ /QALY
Cost per LY - - 30,595 €/LY

Cost per QALY

36,064 €/QALY

Averin et al, Exp Rev Vacc 2024



2UHNTTEPACUATO

* EXT16C¢ amd Ta veoyvd, nNALKLOpévol acBeveig koL oacbeveig pe
guvvoonpdtnteg, ONwC Ol PEUUNT LKEC mabnoetlg, Pplokovial o auinuevo
K{ivduvo via duouevh &xPBoon upetd and RSV Aolpwén

* To dLdUvauo €ufoALo RSVPreF amotelel €Vva OIMOTEAECHATLKO KOL OOCPAAEC HECO
npdAnyng tng RSV Aoipwing

* To dLdUvapo euPdALo mpoopépel eupela RAAUYN €vavit Kal TV d00
KUKAOQPOPOUVTIWV oTeAeXx®Vv RSV-A kol RSV-B

* To OLdUvapo e€uPoOALo gival 1o pévo pe €vdeLén otnv eyrkupoouvn yLd
IIPOCTAC (A TOU veoyvoU pet& In yvEVVNOD

e To dLdUvVauo e€uPOALO mpooPeépel mpootacia évavil Ing RSV Aolpwénc yia
TOUA&X LOTOV 2 emldnpLkég mepLddoug

* Agdouéva avoooyov LKOTNTag delxVvouv LKAvVOmOLNTLKI AVOOLOKL oandKpLon Kol
opompooTacia oe acOeveig pe pevpaTLKEG maOfoeLlg¢ Und (VOCOTPOIOIOLNT LKEC
Nl AAANEC QVTLEOPEUUNAT LKEC Oepameleq



