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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:  

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

• 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 ActHlB TM 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 TripediaTM to reconstitute ActHIBTM were 

not formally presented to the Advisory Committee. 
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EudraCT Numbers: 

• 2015-001530-25 

• 2012-004060-22 

• 2013-004304-19 

• 2013-004194-27 

• 2015-005293-38 

• 2012-002401-22 

• 2005-002352-18 

• 2005-006066-34 

• 2011-004095-10 

• 2017-000665-79 

• 2016-003526-16 

Publications: 

• Scheifele, D. W., Meekison, W., Guasparini, R., Roberts, A., Barreto, L., Thipphawong, J., & 

Wiltsey, S. (1995). Evaluation of booster doses of Haemophilus influenzae type b-tetanus 

toxoid conjugate vaccine in 18-month-old children. Vaccine, 13(1), 104–108. 

https://doi.org/10.1016/0264-410x(95)80019-a 

• Vidor, E., Hoffenbach, A., & Fletcher, M. A. (2001). Haemophilus influenzae type b 

vaccine: reconstitution of lyophilised PRP-T vaccine with a pertussis-containing paediatric 

combination vaccine, or a change in the primary series immunisation schedule, may modify 

the serum anti-PRP antibody responses. Current medical research and opinion, 17(3), 197–

209. https://doi.org/10.1185/0300799039117063 

• Cherian, T., Thomas, N., Raghupathy, P., Durot, I., & Dutta, A. (2002). Safety and 

immunogenicity of Haemophilus influenzae type B vaccine given in combination with DTwP 

at 6, 10 and 14 weeks of age. Indian pediatrics, 39(5), 427–436. 

• Gibb, D., Spoülou, V., Giacomelli, A., Griffiths, H., Masters, J., Misbah, S., Nokes, L., 

Pagliaro, A., Giaquinto, C., & Kroll, S. (1995). Antibody responses to Haemophilus 

influenzae type b and Streptococcus pneumoniae vaccines in children with human 

immunodeficiency virus infection. The Pediatric infectious disease journal, 14(2), 129–135. 

https://doi.org/10.1097/00006454-199502000-00009 

• Carlsson, R. M., Claesson, B. A., Selstam, U., Fagerlund, E., Granström, M., Blondeau, C., 

& Hoffenbach, A. (1998). Safety and immunogenicity of a combined diphtheria-tetanus-

acellular pertussis-inactivated polio vaccine-Haemophilus influenzae type b vaccine 

https://doi.org/10.1016/0264-410x(95)80019-a
https://doi.org/10.1185/0300799039117063
https://doi.org/10.1097/00006454-199502000-00009


ACTHIB            Kersten Compliance Services, LLC 

4 

administered at 2-4-6-13 or 3-5-12 months of age. The Pediatric infectious disease 

journal, 17(11), 1026–1033. https://doi.org/10.1097/00006454-199811000-00013 

• Centers for Disease Control and Prevention (CDC) (1996). FDA approval of a Haemophilus 

b Conjugate Vaccine combined by reconstitution with an acellular pertussis vaccine. MMWR. 

Morbidity and mortality weekly report, 45(45), 993–995. 

https://doi.org/10.1097/00006454-199811000-00013

