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estimated to be 7.13% (95% Cl: 5.40-9.36; range: 2.33-13.64)
(F}ﬁu re 4). The number of in-hospital deaths that occurred in the study

) A Study Study period Country Events?  Total® Proportion [95% Cl] Proportion [95% CI] Weight
from Branche et aP® across the three RSV seasons in patients from 0 )
Rachester and New York City hospitals were obtained from unpub- Binder 2007-2014 us 12 207 5.797 [3.031; 9.907] —_— 12.3%
. . Widmer 2006-2009" us 1 19 5.263 [0.133; 26.028] 1.5%
lished data provided by the authors. Falsey 2008-2011  US 1 43 2.326[0.059;12.289) ———+ 1.6%
Leave-one-out sensitivity analysis showed that no single stud Branche (R) 2017-2020  US 14 279 5.018 [2.770; 8.276] —a 13.6%
¥ ¥ g Y Branche (NYC) 2017-2020 us 31 332 9.337 [6.433; 12.992] ——— 19.9%
disproportionally impacted the overall estimate (Figure S3). Falsey 1999-2003 us 10 132 7.576 [3.693; 13.491] — 10.8%
Cai 2009-2018 Germany 12 122 9.836 [5.186; 16.551] —_— 12.0%
Ackerson 2011-2015 us 36 645 5.581[3.939; 7.644] L 21.4%
Subissi 2018-2019 Belgium 6 44 13.636 [5.173; 27.351] _%— 7.0%
? 4 4 o Y o
3.5 | Population-based estimates of RSV disease RE:model [95%.C1l 1623 35404393611 _— 100%
Heterogeneity: Tau? = 0.0505; Chi? = 12.65; df = 8 (P = 0.12); I = 37% T T T T T T
We applied the above pooled estimates from the meta-analyses to 0 2 4 e 2002
Wmates from high-income countries, Europe, the FIGURE 4 In-hospital case fatality rate among RSV-associated acute respiratory infections in adults aged 60 years and older. *Based on the
United States, and Japan using 2019 census data'®!” to estimate the proportion of patients aged 50-64 and 265 years, one death was estimated in adults aged 260 years. This was rounded down in order to not

overestimate the deaths in the 265 age group. 2Events, number of in-hospital deaths among RSV-associated acute respiratory infection cases;
3Total, number of individuals hospitalized for RSV-associated acute respiratory infection in the study. Cl, confidence interval; df, degrees of
deaths in that year (Flgu re 5). ComDafable estimates for the five larg- freedom; NYC, New York City; R, Rochester (New York); RE, random effects; RSV, respiratory syncytial virus; US, United States

est European countries (Germany, Italy, France, the United Kingdom,

and Spain) are provided in Figure S4. In 2025, the number of RSV-ARI

cases, hospitalizations, and in-hospital deaths in high-income coun- -3 _ N A

tries could reach 5.7 million (95% Cl: 3.0 million-10.9 million), )( & ﬁflﬂl(}:l' Lu- EI ZIKOD T — & ‘j: =3 i *LT LY 7_&\ LY
510,000 (95% CI: 330,000-790,000), and 37,000 (95% Cl: 18,000~

74.,000), respectively.

Savic M, et al. Influenza Other Respir Viruses 2023;17(1):e13031
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overall burden of RSV-ARI cases, hospitalizations, and in-hospital
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(N) (A) (/105 A£E)
20154 566 42,421,000 1.34
20164 592 42,720,000 1.39
20174 566 42,895,000 1.32
20184 535 43,076,000 1.25
20194 536 43,288,000 1.24
20204 401 43,469,000 0.93
20214 366 43,605,000 0.84
2015-2021FF15 509 43,067,714 1.19
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Ongoing AReSVi-006 Phase 3 Trial Design

> Randomized, placebo-controlled, observer-blind, multi-country efficacy study

Season 3
2023 - 2024

} AREXVY
(annual group, dose 3)
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(AREXVY single dose)

Season 1 Season 2
2021 — 2022 2022 - 2023
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(annual group, dose 2)
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1

1

1

1

N =12,467

Adults
2 60 years

(AREXVY single dose)

N = 24,966
. Placebo f }
_[ f N = 12,499 Placebo Placebo
1
- '
Study Initiated May 2021 End of S1 Analysis ~ Mid-S2 Analysis Nov  End of S2 Analysis
(Northern hemisphere) Apr 2022 2022 Mar 2023

Confirmatory secondary endpoint: Evaluate efficacy of AREXVY in prevention of RSV*-LRTD in adults 2 60 YOA
over 2 seasons, following a single dose of AREXVY and following annual revaccination dose

= Al RSV-LRTD cases adjudicated by independent external adjudication committee

= Success criterion: lower limit of 2-sided 97.5% CI for vaccine efficacy > 20%

RT-PCR confirmed; tLRTD defined as 2 2 lower respiratory symptoms/signs for 2 24 hours including 21 lower respiratory sign OR 2 3 lower
espiratory symptoms for 2 24 hours; RT-PCR: reverse transcriptase polymerase chain reaction Presentation by GSK at ACIP June 21, 2023

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-06-21-23/03-RSV-Adults-Friedland-508.pdf
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AREXVY Produces Durable Vaccine Efficacy Against
RSV-Severe LRTD Over 2 Full Seasons

Median Placebo
Follow-Up VE VE
(months) Number of events (95% CI) (95% CI)
= W/o season W/ season
Single Dose as covariate* as covariate
Season 1* 94.1% 94.1%
i 1$ E 6.7 1/12,466 17 /12,494 ] (62.4,99.9) | (62.4,99.9)
Mid Season 2 86.8%* 84.6%"
Postdose & ASA00  GRicaes 8 (63.0,9656) | (56.4.96.1)
Season 2 Only 64.2% 64.2%
Post dose 2 ZE' @ & 6.4 574,991 28/10,031 . B (62, 89.2 (6.2. 89.2)
. *k 82.7%* 78.8%
Season1+2 18 7 /12,469 48 /12,498 @ (61.6,93.4) | (52.6,92.0)
Annual (2 doses, ~12 months apart)
Season 2 Onl 64.1% 64.1%
sl y 6.4 5/ 4,966 28 /10,031 | ® o (5.9, 89.2) (5.9 89.2)
ok 82.7%* 78.8%]
Seasons 1 + 2 18 7 /12,469 48 /12,498 —— (61.6, 93.4) 525 92 0)
Modified exposed set 0 20 40 60 80 100
*96.95% CI for VE 1: **97.5% CI for Season 1 + 2 Presentation bv GSK at ACIP June 21. 2023
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https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-06-21-23/03-RSV-Adults-Friedland-508.pdf



