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OBJECTIVE ANALYSIS

* Respiratory syncytial virus (RSV) infection is a leading cause of « The base analysis assumed an annual discount rate of 3%
hospitalization for acute respiratory infections in infants. applied to both future costs and outcomes, and a time horizon of
* In Romania, RSV prevention is limited to palivizumab for high-risk lifetime.
infants only (preterm <35 weeks of gestation [WGA], congenital heart|| « Scenario analysis tested the impact of improved vaccine uptake
disease, chronic lung disease).2 While high-risk infants face the (54% as achieved in the United Kingdom maternal program).33

highest individual risk of severe RSV, the majority of RSV
RESULTS

hospitalizations occur among otherwise healthy, full-term infants.45
» Recently, the European Medicines Agency approved RSVpreF » Maternal RSVpreF vaccination, with palivizumab only to high-risk
infants not protected by maternal vaccination, was projected to

vaccine for use in pregnant women to prevent RSV illness in infants.®
« This study evaluated the cost-effectiveness of introducing RSVpreF prevent 2,835 RSV cases (743 RSV-H, 776 RSV-ED, and 1,316
RSV-PO) compared with palivizumab alone in high-risk infants.

maternal vaccination in Romania, with palivizumab used only for
high-risk infants not protected by maternal vaccination. » Maternal RSVpreF vaccination with palivizumab would result in
cost savings of €1.03 million (M; incl. healthcare savings €0.64M)
coupled with a gain of 48 QALYs compared to palivizumab alone.
* A Markov model was developed to project RSV outcomes in infants || . From healthcare and societal perspectives, maternal vaccination
and pregnant women and to evaluate the impact of introducing with RSVpreF with complementary use of palivizumab among

maternal RSVpreF vaccination for all eligible pregnancies, with unprotected high-risk infants would be a dominant strategy versus
palivizumab provided to high-risk infants not protected by maternal palivizumab alone. [Table 3].

vaccination, versus palivizumab-only for high-risk infants.

» Unprotected infants are infants whose mother was unvaccinated, or
infants born within 2 weeks after maternal vaccination.

* Clinical outcomes included medically-attended RSV cases by care

Table 3: Base case analysis results
Palivizumab
for high-risk

Maternal RSVpreF
+ Palivizumab for
unprotected infants

Difference

infants

Table 1: RSV-related hospitalization cost, by sub

<1 month

1-<2
months

of interest and age

2-<6
months

setting (i.e., hospital [H], emergency department [ED], physician’s Clinical outcomes among infants
office [PO]), RSV-related deaths in the first year of life (among No. of cases — RSV H 9,293 8,562 731
hospitalized infants), life years (LYs), and quality-adjusted life years EO' 0: cases - sz ECD) 12'2?3 12’?22 '3?2
(QALYs); economic outcomes included direct medical, indirect, and ||| ——e—ao0— : ’ -
intervention (RSVpreF vaccine and palivizumab) costs Ho. of ROV relatad deaths U s !
In : >VP P : Life years (discounted) 4,510,434 4,510,449 14
. Poteptlal benefits confe.rr.ed to vaccmated'mothers were also QALYs (discounted) 2.020.747 2.040.779 2
considered as part of clinical and economic outcomes.. Caregivers’' QALYs lost 226 s I
* Annual number of pregnant women (n = 148,692) and infants (n = (discounted)
149,384) were from the Romanian National Institute of Statistics.’ Clinical outcomes among mothers
« RSV incidences were from the BARI study in Spanish children.8 No. of cases — RSV H 1414 1402 -12
« Infant mortality rates were obtained from the Romanian National No. of cases — RSV ED 5043 4905 137
Institute of Statistics,” while case-fatality rates were derived from a ||[No. of cases — RSV PO 36809 36208 601
. . 9 Life years (discounted) 592,489 592,489 0
systematic literature review (SLR). ,
. . . . . QALYs (discounted) 488,427 488,431 4
* Vaccine effectiveness was informed by the MATISSE trial efficacy E - rerT——
10 ing 6 months of protection waning linearly to 0% by 9 conomic outcomes (n mifiens €)
data, assuming o P . g y o DY Medical care among infants 50.79 46.47 -4.32
months of age, and palivizumab effectiveness was based on data Medical care among mothers 6.67 6.51 016
from an SLR." Maternal vaccination costs 0 3.96 3.96
» An uptake of 16% for the RSVpreF maternal vaccination and an Palivizumab costs 4.68 4.56 -0.12
administration window of 26 to 36 wGA were assumed based on Total direct costs 62.14 61.50 -0.64
expert opinion. Palivizumab uptake was assumed 19.5% among the ||| Total indirect costs 8.80 8.41 -0.39
preterm infants during RSV season (November to March). 2 Total costs (direct + indirect) 70.94 69.91 -1.03
« All costs were expressed in 2025 Euros (€). Direct costs of RSV-H ||| /CER. costper QALY gained (€) :
[Table 1], RSV-ED (€216.08) and RSV-PO (€130.93) were derived ||| Healthcare perspective Dominant
. 13 Societal perspective Dominant
from RSV-related costs in Greece.

Full term (237 wGA) €11,999.60 | €4,41642 | €2762.26 | €2,029.92 _ > i )

Late preterm (32-36 wGA) | €14,307.34 | €11,009.60 | €4416.42 | €2,762.26 costs, respectively (Figure 1), highlighting the importance of
Early preterm (28-31 wGA) | €19,442.27 | €16,784.32 | €9,563.06 | €6,497.43 coverage for the success of the vaccination program in averting
Extreme preterm (27 wGA) | €33,487.75 | €25,094.52 | €16,784.32 | €12,628.69 RSV-related burden among infants and pregnant women in

prevention in pre

Hospital

ED

nant women

* The cost of the maternal vaccine was assumed €166.81, while for
palivizumab the cost per dose was €386.20'* and assumed 5 doses
per infant. The administration cost of the vaccine was assumed to
be €$7.88,° while the administration cost per dose of palivizumab

was assumed to be €13.39.16 millions, €)
» Workforce participation rates and wage data for the calculation of 8,000 & 16
indirect costs were obtained from the Romanian National Institute of|| ., 248 - 0 337 15.11
Statistics.'”'® Caregiver work loss days and travel costs per '
episode were sourced from published literature. '*2°%' 4,000 8
» General population utility values for the Romanian population were
estimated from published data.?? Published RSV-related disutility || = ‘ 4.8
values for infants (RSV-H= 0.0157, RSV-ED/PO = 0.0061)?3 and 0 0
caregivers (RSV—H = 00066, RSV-ED = 00068, RSV-PO = 16% RSVp+reF uptake  54% RSVp+reF uptake 16% RSVp:eF uptake  54% RSVp:eF uptake
0.0041 )24 were applled Palivizumab Palivizumab Palivizumab Palivizumab

 To estimate the potential benefits of RSVpreF vaccination among
pregnant women, the following inputs were captured [Table 2]:
Table 2: Inputs related to RSV burden and

Model Parameter Value . . . . .
Average age of pregnant women’ and palivizumab used only for high-risk infants not protected

PO

Annual rate of RSV/100,000 — Years 1-525.28 26.89 310.60 2,074.25 « A hiagh number of hosbitalizations. ED and PO visi |
Annual rate of RSV/100,000 — Years 6+25.26 151.29 436.16 3,203.87 9 u b.e 2 el .O S5 a d . O visits could be
QALY loss per RSV episode?728 0.0167 0.0054 0.0054 prevented with RSVpreF vaccine, and palivizumab used only
Medical care cost per episode — Years 1-52 2;,8;3-2; 2@?8'23 g;gig for high-risk infants not protected by maternal vaccination,
Medical care cost per episode — Years 6+2° , . . . . . - . .

Indirect cost per episode® €290 89 <7879 78 70 along with reducing economic burd_en assoc_lated with RSV,
RSVpreF effectiveness?!32 Derived from RENOIR clinical trial among pregnant women and infants in Romania.

Dominant, i.e. more effective and less costly (cost saving)

* Increasing overall vaccine uptake from base case to 54%, would
prevent 2 and 3 times as many RSV-related cases and medical care

Romania.

Figure 1: Total number of RSV cases averted (A) and RSV medical care costs averted
(B) (RSVpreF + Palivizumab [unprotected infants] vs. Palivizumab [high-risk infants])
for base case vaccine uptake and scenario 54% vaccine uptake

A. Number of cases averted B. Medical care costs averted (in

CONCLUSION

+ A complementary prophylaxis of maternal RSVpreF vaccine

by maternal vaccination is likely a cost-saving strategy.
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