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Approval Date: May 24, 2019

Product: ActHIB

Proper Name: Haemophilus b Conjugate Vaccine (Tetanus Toxoid Conjugate)

Manufacturer: Sanofi Pasteur, SA

Indication: ActHIB vaccine is indicated for the active immunization of infants and children 2

months through 5 years of age for the prevention of invasive disease caused by H influenzae type

b.

Description: ActHIB vaccine is a sterile, lyophilized powder to be reconstituted with saline
diluent (0.4% Sodium Chloride) for intramuscular administration only. The vaccine consists of the
Haemophilus influenzae type b capsular polysaccharide (polyribosyl-ribitol-phosphate, PRP), a
high-molecular weight polymer prepared from the H. influenzae type b strain 1482 grown in a

semi-synthetic medium, covalently bound to tetanus toxoid.

BLA: 103935

Regulatory Milestone: No data

PDUFA Goal Date: No data

Package Insert: Package Insert - ActHIB

Summary Basis for Regulatory Approval:

e Summary for Basis of Approval (ActHIB combined with Tripedia) - Tripedia

e Summary Basis for Regulatory Action - ActHIB



https://www.fda.gov/media/126221/download
https://www.fda.gov/media/74395/download
http://wayback.archive-it.org/7993/20170723024955/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM101658.pdf
http://wayback.archive-it.org/7993/20170723024955/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM244597.pdf
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European Public Assessment Report: No data

Advisory Committee:

Data regarding the safety and immunogenicity of ActHIB ™ when reconstituted with CLI
DTP were presented and discussed at the October 28, 1992 Vaccines and Related Biological
Products Advisory Committee meeting. Data on use of Tripedia™ to reconstitute ActHIB™ were

not formally presented to the Advisory Committee.
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