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Approval Date: December 28, 2020

Product: Adacel

Proper Name: Tetanus Toxoid, Reduced Diphtheria Toxoid and Acellular Pertussis Vaccine,

Adsorbed

Manufacturer: Sanofi Pasteur, Ltd

Indication: Immunization for prevention of tetanus, diphtheria and pertussis as a single dose in

persons 10 through 64 years of age.

Description: Adacel is a sterile isotonic suspension of tetanus and diphtheria toxoids and pertussis

antigens adsorbed on aluminum phosphate, for intramuscular injection.

BLA: BL 125111

Regulatory Milestone:

Adacel was initially approved in the US in 2005 for use as a single-dose booster in persons
11 through 64 years of age. On June 28, 2017, the applicant submitted a Type C Meeting request
under IND 9226 to discuss the safety and immunogenicity data from Study Td537 entitled, “Safety
and Immunogenicity in Adults of Revaccination with Adacel Vaccine 10 Years after a Previous
Dose.” The Type C meeting (CRMTS #10830) was held with the applicant on September 19, 2017,

to provide feedback on the acceptability of the data from clinical trial Td537.

On December 12, 2017, this efficacy supplement for Adacel was submitted under STN

125111/679 which included data from three studies Td537, Td518 and Td506LT to support



https://www.fda.gov/media/144798/download
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removal of “single-dose” indication from currently approved prescribing information and

introduce a dose-interval for administration of a second dose of Adacel in adults.

PDUFA Goal Date: January 11, 2019

Package Insert: Package Insert - Adacel

Summary Basis for Regulatory Approval: January 11, 2019 Summary Basis for Regulatory

Action - Adacel

European Public Assessment Report: No data available

Advisory Committee:

No issues were identified during the review of the supplement that required presentation

before the Vaccines and Related Biological Products Advisory Committee.

NCT Numbers:

e NCTO01629589 e NCTO00457249 e NCTO00258895
e NCTO1311557 e NCTO01439165 e NCTO00802867
e NCTO01040052 e NCTO00797511 e NCT00988884
e NCTO00319553 e NCT00347958

e NCTO00712959 e NCTO01689324

EudraCT Numbers:

2015-005190-21
2015-005197-38
2015-005181-33
2015-005627-84
2015-005629-38

2015-003914-25
2015-005590-20
2015-005589-43
2015-005842-69
2015-005628-25

2015-003941-24
2015-005845-30
2016-001963-35
2015-005843-15
2015-005844-32
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e 2019-003136-23 e 2015-003950-41 e 2018-003838-32
e 2015-003500-23 e 2014-005014-36
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