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Respiratory Syncytial Virus (RSV) vaccine (recombinant, adjuvanted)

Powder and suspension for suspension for injection
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Before reconstitution, the powder (antigen) vial contains:
RSVPreF3! antigen 163 micrograms

After reconstitution, one dose (0.5 mL) contains:
RSVPreF3! antigen 120 micrograms

I Respiratory Syncytial Virus recombinant glycoprotein F stabilised in the pre-fusion conformation =
RSVPreF3
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Arexvy is indicated for active immunisation for the prevention of lower respiratory tract disease
(LRTD) caused by respiratory syncytial virus in:

e adults 60 years of age and older;

e adults 50 through 59 years of age who are at increased risk for RSV disease.
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4. CLINICAL PARTICULARS
4.1 Therapeutic indications

Arexvy is indicated for active immunisation for the prevention of lower respiratory tract disease (LRTD) caused by respiratory syncytial
virus in:

e adults 60 years of age and older;
e adults 50 through 59 years of age who are at increased risk for RSV disease.

The use of this vaccine should be in accordance with official recommendations.
4.2 Posology and method of administration

Posology

4.8 Undesirable effects

Summary of the safety profile

The safety profile presented in Table 1belew is based on a pooled analysis of data generated in two placebo-controlled Phase III clinical
studiesstady (conducted in Europe, North America, Asia and Southern hemisphere) in adults > 60. and 50 through 59 years of age, and on
post-marketing experience.

In study participants 60 years of age and olderi-whieh (more than 12 000 adults received one dose of Arexvy and more than 12 000 received

placebo. with a follow-up period of approximately 12 months—-and-on-pest-marketing-experience-),

-the most commonly reported adverse reactions were injection site pain (61%), fatigue (34%),
myalgia (29%), headache (28%), and arthralgia (18%). These adverse reactions were usually mild or moderate in intensity and resolved
within a few days after vaccination.

Most other adverse reactions were uncommon and similarly reported between the study groups.




In study participants 50 through 59 years of age (769 participants, including 386 participants with pre-defined, stable, chronic medical
conditions leading to an increased risk for RSV disease), a higher incidence of injection site pain (76%). fatigue (40%), myalgia (36%).
headache (32%). and arthralgia (23%) was observed, compared with those 60 years of age and older (381 participants) in the same study.
However, the duration and severity of these events were comparable across age groups in the study.
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