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AREXVY (Respiratory Syncytial Virus Vaccine, Adjuvanted)  
BRIEF SUMMARY (cont.)

6.2   Postmarketing Experience 

The following adverse reactions have been identified from spontaneous reports 
during postmarketing use of AREXVY. Because these reactions are reported 
voluntarily from a population of uncertain size, it is not always possible to reliably 
estimate their frequency or establish a causal relationship to the vaccine. 

Nervous System Disorders

Guillain-Barré Syndrome

Postmarketing Observational Study of the Risk of Guillain-Barré Syndrome 
following Vaccination with AREXVY

The association between vaccination with AREXVY and Guillain-Barré syndrome 
(GBS) was evaluated among Medicare beneficiaries 65 years of age and older. 
Using Medicare claims data, between May 2023 through July 2024, vaccinations 
with AREXVY were identified through Current Procedural Terminology (CPT)/
Healthcare Common Procedure Coding System (HCPCS) codes and National Drug 
Codes, and potential cases of hospitalized GBS among recipients of AREXVY 
were identified through International Classification of Diseases (ICD) codes. GBS 
diagnoses in claims data were confirmed by medical record review when available. 

The risk of GBS following vaccination with AREXVY was assessed in self-controlled 
case series analyses using a risk window of 1 to 42 days post-vaccination and 
a control window of 43 to 90 days post-vaccination. The analyses of all GBS 
cases based on claims data suggest an increased risk of GBS during the 42 days 
following vaccination with AREXVY, with an incidence rate ratio (GBS cases in 
the risk window/control window) of 2.46 (95% CI 1.19, 5.08) and an estimated 7 
excess cases of GBS per million doses administered to individuals 65 years of age 
and older. The background risk of GBS in a study population influences the excess 
GBS case estimate and may differ between studies, precluding direct comparison 
to excess GBS case estimates from other vaccine studies or populations. 

The analyses of GBS diagnoses in claims data were supported by analyses of  
GBS cases confirmed by medical record review and by analyses of GBS cases  
in individuals who received AREXVY alone, without other concomitantly 
administered vaccines. While the results of this observational study suggest  
an increased risk of GBS with AREXVY, available evidence is insufficient to 
establish a causal relationship.

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Risk Summary

AREXVY is not approved for use in persons <50 years of age.

In a clinical study that enrolled pregnant individuals who received an investigational 
unadjuvanted RSV vaccine that contained the same RSVPreF3 antigen as AREXVY, 
an increase in preterm births was observed compared to pregnant individuals 
who received placebo (sucrose reconstituted with saline). [See Use in Specific 
Populations (8.1) of full prescribing information.]

Data

Human Data: There are no data on the use of AREXVY in pregnant individuals. In 
a randomized controlled clinical trial that enrolled pregnant individuals in a 2:1 
ratio, 3,557 received an investigational unadjuvanted RSV vaccine that contained 
the same RSVPreF3 antigen as AREXVY and 1,771 received placebo (sucrose 
reconstituted with saline) at 24 to 34 weeks gestation. In the vaccine and placebo 
groups, 6.81% and 4.95% of preterm births were reported.

8.2 Lactation

Risk Summary

It is not known whether AREXVY is excreted in human milk. AREXVY is not approved 
for use in persons <50 years of age. No human or animal data are available 
to assess the effects of AREXVY on the breastfed infant or on milk production/
excretion. [See Use in Specific Populations (8.2) of full prescribing information.]

8.4 Pediatric Use

Evidence from an animal model strongly suggests that AREXVY would be unsafe in 
individuals younger than 2 years of age because of an increased risk of enhanced 
respiratory disease. Safety and effectiveness in individuals 2 years through 17 years 
of age have not been established.

8.5 Geriatric Use

Of the total number of participants (N = 24,966) who received AREXVY or placebo 
in Study 1 (NCT04886596), 13,943 (55.8%) were 60 to 69 years of age, 8,978 
(36.0%) were 70 to 79 years of age, and 2,045 (8.2%) were 80 years of age 
and older [see Adverse Reactions (6.1), Clinical Studies (14.1) of full prescribing 
information].
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