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INTRODUCTION U

Since its introduction in 2023, real-world data from multiple countries has shown that nirsevimab,
a long-acting monoclonal antibody, provides infants with at least 150 days of protection against RSV-
associated LRTI following a single dose?®

Human respiratory syncytial virus (RSV) is the leading cause of lower
7 respiratory tract infections (LRTI) in young children, and one of the
major causes of hospitalization among infants under 1 year of age!

OBJECTIVE

<@ﬁ) To evaluate the potential impact of nirsevimab introduction on RSV-related healthcare events and their associated costs, utilizing real-world findings in the United States, Spain and France

METHODS U

Model Overview

e A static decision model was used to evaluate health and cost outcomes of
RSV prevention following nirsevimab immunization of all infants entering their . _ Late preterm
first RSV season in each country and comparing to palivizumab, restricted to Countries Parameters sl e b= L Pr‘(eie;'s““','g:;’ts and term infants

Table 1: Rates of health events

eligible population

high-risk infants (=35 wGA)
Model Input Hospitalizations!#17-20 (incl. ICU and MV) 8.85% 2.23% 1.20%
a2l (o) (o) (o)
e The real-world effectiveness of nirsevimab in hospitalizations reduction - ICU alone 29.25% 31.25% 22.00%
- - - - - - United Sates ICU with Mya2t 8.00% 10.25% 3.75%
considered were: 91% in the United States®, 82% in Spaini®, 83% in France!! (0-11 months) IR0 r 4270 + /970
ER visitsb22.23 3.80% 3.80% 3.80%

e For the prevention of RSV-related events, we used efficacy data from the

. : g : : PC visitsb:22.23 10.97% 10.97% 10.97%
MELODY and Phase IIb clinical trials. In addition, we assumed non-inferior T . ° ° °
: : : .. : : . 1, : Hospitalizations?#2> (incl. ICU and MV) 7.55% 7.55% 3.82%
efficacy of nirsevimab compared to palivizumab in high-risk infants is ICU alones26.27 ST T80 rREEy
licabl h inpatient an ien ings246.812 | - e I B
applicable to both inpatient and outpatient settings Spain QU with Mya28 > 70% > 70% > 70%
: : : . . : : o (0-11 months) .
e Nirsevimab coverage assumption for palivizumab eligible infants is 82%, ER visits!s 12.19% 12.19% 12.19%
100% and 90% and for preterm, late preterm and term infants is 80.4%, PC visits?® 45.91% 45.91% 45.91%
97.58% and 90% in United States, Spain and France respectively. Coverage Hospitalizations!7:18:29.30 (incl. ICU and MV) 8.85% 3.98% 4.12%
for palivizumab in palivizumab-eligible infants is assumed to be similar to that France ICU alone?.2° 4.20% 4.20% 4.20%
of nirsevimab within this group (0-11 months) ER visits22:31 5.70% 5.70% 5.70%
PC visitse© 61.32% 27.58% 28.58%
Health Outcomes
e Medically attended LRTI [MA-LRTI] (hospitalizations including intensive a: Conditional on hospitalization; b: A clinical severity factor, defined in Rainisch et al 2 was used to discriminate between lower and upper respiratory infections;
care unit [ICU] and mechanical ventilation [MV], emergency room [ER] and :In the absence of RSV-coded primary care visits data, we assumed the ratio of five primary care visits per one RSV-coded hospitalization in children 0-5 months
primary care [PC] ViSitS) of age, and 12.5 primary care visits per one RSV-coded hospitalization in children 6-11 months of age based on a UK analysis 32

ER: Emergency room; ICU: Intensive care unit; MV: Mechanical ventilation; PC: Primary care; UK: United Kingdom; wGA: Weeks gestational age

Seasonality and Intervention

e RSV circulation was modelled using pre-COVID-19 seasonal patterns for each
countr Table 2: Estimated RSV associated costs
Y
e Before 2023, palivizumab was administered monthly to eligible infants . _ Late preterm
(up to five doses) during RSV season, with no prophylaxis for preterm and R e SR rE _ P_allVlzumaIlb-_ Preterm infants  _ '\ Snfants
e Following the introduction of nirsevimab, all infants can receive one dose: Hospitalizations alone? €47,199 €22,890 €11,454
those born before the RSV season at its start, and those born during the 1CUb €82 864 €63,667 €42,422
season at birth e e ICU with MVe €150,979 €100,317 €93,877
ER visits33 €556 €556 €556
Figure 1: Seasonality and intervention PC visits®’ €31 €31 €31
United States Spain’s Erance!s Hospltallza’tc)lzc;rgss?)?Ioneaf34 €6,173 €6,173 €2,598
30% - 30% - 50% - Spain ICU rerre €14,446 €14,446 €1 1,536
- c,27,35,36
8 259%, - 259, - 40% | (0_11 mOnthS) ICU WlthMV €17,050 €17,050 €13,768
"5% 0% | 0% | ER visits3> €220 €220 €220
",';'2 (5o - (5op - 30% 1 PC visits?® €78 €78 €78
o 0° 0 50% | Hospitalizations?® €3,952 €2,808 €2,446
&’E 10% 7 - 10% 0% France ICU%° Included in inpatient hospitalizations weighted average cost
>% > (0-11 months) ER visits?’ €227 €227 €227
0% ZJJJ;N a_)‘ a_)‘ a_)‘ a_)xaxaxﬁxEx%qC)\ 0% Zxﬁwaxbxaxbxééﬁwa%g\ 0% Z\ﬁx &q_)x ENENENEIEIENE%?:)\ PC VISItS38 €31.5 €31.5 €31.5
2326228852825 232822885823 2398888852853
23328%%2 gggggggz Eégggg%§2 * Exchange rate for United States: $1 = 0.93€
o S A - o S8 e o S8 - ° The cost of inpatient hospitalizations refers to an inpatient hospitalization event alone (excluding ICU admission or mechanical ventilation)
mCaIendar Months mMonth of Season mCaIendar Months > The cost of an ICU admission includes the cost of an inpatient hospitalization plus an ICU admission
_ _ _ _ _ _ ¢ The cost of mechanical ventilation includes the cost of an inpatient hospitalization, an ICU admission, and a mechanical ventilation
Intervention period === Proportion of annual births by month —— RSV infections by month ER: Emergency room; ICU: Intensive care unit; MV: Mechanical ventilation; PC: Primary care; wGA: Weeks gestational age

RESULTS N

e Using real-world effectiveness, we ] _ _ _ _ o

estimated that nirsevimab could F|g|j_u_re 2: Il[jmpact of nirsevimab introduction on hospitalizations versus Table 3: Outcomes assessment
alivizuma
reduce the number of RSV-related P ] B Hospitalizations (including ICU and United States Spain France
TR L : O/ i 50000 - MV under palivizumab)
hosp'tal'zat'ons by 6_2 /0 in the _ 44218 B Hospitalizations (including ICU and Palivizumab Nirsevimab Palivizumab Nirsevimab Palivizumab Nirsevimab
United States, 70% in both Spain, 5000 - MV Iander nirsevimab) ’ Hospitalizations
and France (Figure 2) leading to a 0 S 40000 - (incl. ICU & MV) 44,218 16,894 12,368 3,731 28,912 8,645
: : o ) :
decrease in associated costs 56% « 6 = 35000 Emergency 127,314 59,846 36,502 13,158 35,956 12,962
in United States, 68% in Spain and L B & 30000 - 28912 room visits
69% in France g N o 5000 Primary care visits 349,549 165,560 141,392 51,979 184,775 67,610
. 250 . I_I - 70% Total

e Overall, this could also be 3 £ 7 20000 - - /0% | ’ MA-LRTIs events 521,081 242,300 190,262 68,868 249,643 89,217
translated into a reduction in the 8 E 15000 - 12368 l MA-LRTIs _ -549/, -649, -649%
number of MA-LRTI 54% in United < < 10000 - 8645 Events avoided (%)
States, 64% in Spain, 64% in 5000 - 3731 MA-LRTIs costs €1394.3 M €6145M €67.6 M €22.5 M €85.5 M €26.9 M
France and associated costs 56% in 0 MA-LRTIs o -56% -67% -69%
United States, 67% in Spain, 69% - - Costs avoided (%)
_ ! / United States Spain France
in France (Table 3) ICU: Intensive care unit; MALRTI: Medically attended lower respiratory tract infection; MV: Mechanical ventilation;

ICU: Intensive care unit; MV: Mechanical ventilation M: Millions

CONCLUSION

e The potential public health and economic impact of nirsevimab using real world evidence data is significant and consistent across the countries, with results using efficacy estimates from
clinical studies
e This analysis reinforces the value of nirsevimab immunization in RSV prevention, highlighting the importance of real-world evidence generation to more accurately understand the impact
Il’—:f’ and value of RSV prevention in infants
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