ROTARIX Kersten Compliance Services, LLC

Approval Date: November 12, 2019

Product: Rotarix

Proper Name: Rotavirus Vaccine, Live, Oral

Manufacturer: GlaxoSmithKline Biologicals

Indication: For the prevention of rotavirus gastroenteritis caused by G1 and non-G1 types (G3,

G4, and G9), for use in infants 6 weeks to 24 weeks of age.

Description: ROTARIX (Rotavirus Vaccine, Live, Oral), for oral administration, is a live,
attenuated rotavirus vaccine derived from the human 89-12 strain which belongs to G1P[8] type.
The rotavirus strain is propagated on Vero cells. After reconstitution, the final formulation (1 mL)

contains at least 106.0 median Cell Culture Infective Dose (CCID50) of live, attenuated rotavirus.

BLA: BL 125265

Regulatory Milestone:

The Biologics License Application (BLA) for Rotavirus Vaccine, Live, Oral
(ROTARIX®) from GlaxoSmithKline Biologicals (GSK) was received by CBER on June 4, 2007.
GSK had filed an Investigational New Drug Application (IND) under which an initial Phase 2
study had been conducted in the U.S. in June 2000. A Pre-BLA meeting was held in September of

2006.

PDUFA Goal Date: April 3, 2008

Package Insert: Package Insert - Rotarix



https://www.fda.gov/media/132529/download
https://www.fda.gov/media/75726/download
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Summary Basis for Regulatory Approval: June 04, 2007 Summary Basis for Regulatory Action

- Rotarix

European Public Assessment Report: Human medicine European public assessment report

(EPAR): Rotarix

Advisory Committee:

February 20, 2008. The committee voted unanimously regarding the adequacy of the efficacy of
the vaccine and all except one member voted in favor of the adequacy of the safety data to support

the licensure of ROTARIX.

The Vaccines and Related Biological Products Advisory Committee meeting took place on

Safety:

As part of the pre-BLA agreement, the applicant will conduct a prospective US post-licensure
observational safety study that will be adequately powered to evaluate the risk of intussusception.

Other measured outcomes will include deaths from all causes, hospitalizations due to acute lower

The reviewer recommends that Rotarix be approved for use in infants 6 to 24 weeks of age.

respiratory tract infections (including pneumonia), convulsions, and Kawasaki disease.
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