PENTACEL Kersten Compliance Services, LLC

Approval Date: December 19, 2019

Product: PENTACEL

Proper Name: Diphtheria and Tetanus Toxoids and Acellular Pertussis Adsorbed, Inactivated

Poliovirus and Haemophilus b Conjugate (Tetanus Toxoid Conjugate) Vaccine

Manufacturer: Sanofi Pasteur Limited

Indication: Active immunization against diphtheria, tetanus, pertussis, poliomyelitis and invasive

disease due to Haemophilus influenzae type b.

Description: Pentacel consists of a Diphtheria and Tetanus Toxoids and Acellular Pertussis
Adsorbed and Inactivated Poliovirus (DTaP-IPV) component and an ActHIB® component

combined through reconstitution for intramuscular injection

BLA: 125145

Regulatory Milestone:

On September 21, 2010, Sanofi submitted an Investigational New Drug Application (IND),
14496, for conducting Phase 3 development of the PR5I vaccine in the U.S. On August 13, 2014,
MCM submitted a Biologics License Application (BLA) for PRSI to CBER, FDA which was
assigned the STN 125563. The proprietary name of the vaccine at the time of the BLA submission
was proposed as On February 14, 2018 Sanofi submitted a request to IND 14496 for withdrawing
that proprietary name of the vaccine and on February 16, 2018, submitted a Proprietary Name

Review (PNR) request to the same IND for changing the name of the product from to VAXELIS.



https://www.fda.gov/media/138235/download
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CBER provisionally accepted VAXELIS as the proprietary name of the vaccine on June 19, 2018.

MCM submitted a PNR request to the BLA on August 27, 2018.

CBER issued a two-item CR letter on November 01, 2015, which contained comments on

(1) OOS pertactin (PRN) potency assay data for multiple manufactured lots of VAXELIS and (2)

proposed use of expired lot of PRP-OMPC as a reference standard. MCM submitted a response to

the CR letter on June 29, 2018 addressing both of the issues cited in the CR Letter. This submission

initiated a new 6-month review clock with a Resubmission Action Due date of December 29, 2018.

PDUFA Goal Date: July 30, 2012

Package Insert: Package Insert - Pentacel

Summary Basis for Regulatory Approval: July 19, 2012 Summary Basis for Regulatory Action

- PENTACEL

European Public Assessment Report: No data

Advisory Committee:

There were no issues in this supplement that required input from an Advisory Committee.

Safety: Not applicable.

NCT Numbers:
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