o~ Respiratory syncytial virus (RSV) Is a leading cause of morbidity and mortality in children,

affecting mostly healthy infants during their first year of lifet-4. In Panama, RSV circulates
year-round, with most cases occurring between July and December>-¢, which significantly
Impacts healthcare systems®-1t .

o New strategies to reduce the burden of RSV disease have become available, including

direct protection of the infants using nirsevimab (long-acting monoclonal antibody) and
through maternal immunization with the RSVpreF (bivalent RSV-prefusion-F-protein).

o Prevention includes monoclonal antibodies like palivizumab and nirsevimab, with

nirsevimab providing sustained protection for at least 5 months12-16,

o In Panama, the current standard of care (SoC) recommends palivizumab for infants <35

weeks of gestational age and infants with chronic pulmonary disease (CPD) and any
cardiopathy?’.

o Nirsevimab is recommended for neonates and infants during their first RSV season and

children up to 24 months who remain vulnerable to severe RSV disease through their
second RSV season?s,

o Maternal immunization with the RSVpreF vaccine is approved to be administered during

pregnancy from 32 to 36 weeks gestational age, and it has been shown to reduce the
burden of RSV-associated lower respiratory tract disease in newborns and infantst9-2%,

OBJECTIVE

o To compare the potential public health impact and evaluate the health and cost
outcomes of nirsevimab and RSVpreF preventive iImmunization strategies against RSV
In Panama over one calendar year from a payer’'s perspective, in comparison to the
standard of care.

METHODS

o A static analytical decision-making model was used to estimate the public health impact

O O

(health, cost, and guality-of-life outcomes related to RSV) in infants over one year starting in
2024.

Study Population includes the Panamanian newborn cohort entering their first RSV
season, divided into three subgroups:

- Palivizumab-eligible infants with chronic pulmonary disease (CPD) and any
cardiopathy?’.

- Preterm infants born between 29 and 34 weeks and 6 days of gestational age
eligible for immunization with palivizumab in Panama

- Term infants born at or after 35 weeks of gestational age.
Intervention strategy

- Standard of Practice: monthly administrations of palivizumab during the RSV
season for palivizumab-eligible infants only (with a maximum of five doses), as per
Panamanian recommendations,!’ and no prophylaxis for late preterm and term
Infant populations.

- Intervention strategy —"nirsevimab”. Immunization with nirsevimab for the entire birth
cohort and catch-up for infants not exposed to their first RSV season.

- Intervention strategy —"RSVpreF”: Year-round immunization of pregnant individuals
32-36 WwGA with the RSVpreF vaccine.

Demographic and epidemiology data was obtained from the National Institute of
Statistics and Census of Panama (INEC) for 2022. RSV incidence, emergency room Visits,
primary care Vvisits, hospitalization rates, RSV-related deaths and medical costs were
obtained from local literature and validated with surveillance reports from the Ministry of
Health in Panama?°-27,

Immunization coverage estimates: BCG immunization coverage at birth (97%) and DTP3
vaccine coverage (84%) were used for the nirsevimab strategy. DTPa immunization
coverage during pregnancy (72.5%) was used for RSVpreF.

Outcomes included the total number of RSV cases, emergency visits, hospitalizations
(including ICU), outpatient visits, associated complications, and deaths.

Associated costs and utilities prevented by nirsevimab and RSVpreF were separately
estimated and compared with the current standard of care. Then, nirsevimab and RSVpreF
were compared indirectly to evaluate the health and economic impact. Quality-adjusted life
years (QALYSs) loss for all RSV health outcomes reported in the literature were used.

The number needed to Immunize was calculated for both strategies.

Efficacy estimates were obtained from the literature separately since there are no head-to-
head trials.
» The duration of protection was established at 30 days for palivizumab, 150 days for
nirsevimab, and 180 days for RSVpreF, with varying levels of decay over time
» Maternal vaccination does not replace palivizumab and is adjusted for gestational
age and timing.

Palivizumab-eligible Preterm infants born Term infants born at or
infants with (CPD) and between 29 and 34 after 35 weeks of
any cardiopathy weeks gestational age
Inpatient Qutpatient Inpatient Outpatient Inpatient  OQutpatient
Palivizumab?8 51% 51% - - - .
Nirsevimab (1st 91% 91% 83% 86% 83% 75%
dose)12.13.15.29
Maternal NA NA Adjusted based on wGA at 81.8%™ Br.1%"
immunization 19 birth ~ "and  timing ~ of  gg Aoz« 51.3%**
immunization of pregnant
individuals

*Efficacy up to 90 days ** Efficacy up to 180 days
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INTRODUCTION RESULTS

1. Nirsevimab All Year Round + Catch-up

Nirsevimab is projected to reduce RSV-associated events by 46%, preventing 14,694
cases. It also decreases emergency room RSV visits by 35%, primary care RSV visits
by 52%, hospitalizations by 58%, and deaths by 38%, resulting in a gain of 634 QALYSs.
A one-year program could save $10,010,100. The NNI to prevent one RSV case is 7,
with higher NNIs for more severe outcomes.

2. Maternal Immunization All Year Round

Maternal immunization is projected to reduce RSV-associated events by 17%, preventing
3,152 cases. It also decreases emergency room RSV visits by 12%, primary care RSV
visits by 19%, hospitalizations by 24%, and deaths by 15%, resulting in a gain of 148
QALYs. A one-year program could save $2,268,824. The NNI to prevent one RSV case is
15.

3. Nirsevimab All Year Round + Catch-up Comparison with Maternal Immunization
All Year Round

Nirsevimab would prevent more RSV cases overall (14,694 vs. 3,152) than RSVpreF,
Including emergency visits (4,567 vs. 921), hospitalizations (2,578 vs. 599), ICU (188 vs.
40), and deaths (16 vs. 4) (Fig. 1). The NNI to prevent an RSV case and an RSV death
with nirsevimab and RSVpreF would be 7 vs. 15 and 5,908 vs 11,775, respectively (Fig. 2).
All of the above would represent significant savings in hospitalizations, ICU admissions,
emergency room Vvisits, primary care, complications, and non-medical costs.
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% The strategy with nirsevimab would save $7,741,275 in associated costs as compared to
RSVpreF (Fig. 3).
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CONCLUSIONS

O Nirsevimab is estimated to generate a larger public health impact as compared to RSV maternal
Immunization in Panama. This difference is mostly due to nirsevimab's efficacy, timely immunization, and
ability to protect infants regardless of gestational age birth.

O These findings should guide public health policy in Panama to achieve the most significant impact on
reducing RSV cases in infants.
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