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Product/Solution Name:
ABRYSVO®

Compound/Tech Name:
Respiratory Syncytial Virus Bivalent Stabilized Prefusion F Subunit Vaccine (RSVpreF)

Trade Name:
ABRYSVO®

Corporate Name:
ABRYSVO®

Date of Approval:
2023-05-31

Indications:
ABRYSVO® is a vaccine indicated for: 
•    Active immunization of pregnant individuals at 32 through 36 weeks gestational age
for the prevention of lower respiratory tract disease (LRTD) and severe LRTD caused by
respiratory syncytial virus (RSV) in infants from birth through 6 months of age. 
•    Active immunization for the prevention of LRTD caused by RSV in individuals 60
years of age and older.
•    Active immunization for the prevention of LRTD caused by RSV in individuals 18
through 59 years of age who are at increased risk for LRTD caused by RSV.

Therapeutic Areas:



Infectious Disease

General Information File Document upload:
ABRYSVO_Pfizer.docx

Background information and need for drug / device:
ABRYSVO ® (Respiratory Syncytial Virus Vaccine) offers the broadest RSV vaccine
indication for the prevention of lower respiratory tract disease (LRTD) caused by RSV in
individuals 60 years of age and older, as well as individuals 18 through 59 years of age
who are at increased risk for LRTD caused by RSV. Additionally, it remains the only RSV
immunization approved for pregnant individuals to protect infants from birth up to 6
months of age - For more details, see attached document.

Background File Document upload:
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History of the development of the solution/product:

See attached document

Development File Document upload:
N/A

Why this drug or device is innovative, the broad implications for
future research, and/or how it will improve the human condition:
See attached document.

Innovation File Document upload:
N/A

Please provide appropriate references (PubMed, Abstract,
Website):
See attached document

References File Document upload:

https://5486117.fs1.hubspotusercontent-na1.net/hubfs/5486117/Submission%20Files/183546503589/ABRYSVO_Pfizer.docx


N/A


