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Approval Date: October 27, 2020 

Product: VAXELIS 

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

Inactivated Poliovirus, Haemophilus b Conjugate and Hepatitis B Vaccine 

Manufacturer: MSP Vaccine Company 

Indication: Active immunization against diphtheria, tetanus, pertussis, poliomyelitis, hepatitis B, 

and invasive disease due to Haemophilus influenzae type b (Hib) in children 6 weeks through 4 

years of age (prior to fifth birthday). 

Description: VAXELIS (Diphtheria and Tetanus Toxoids and Acellular Pertussis, Inactivated 

Poliovirus, Haemophilus b Conjugate and Hepatitis B Vaccine) is a sterile suspension for 

intramuscular injection. 

BLA: 125563 

Regulatory Milestone: 

 On September 21, 2010, Sanofi submitted an Investigational New Drug Application (IND). 

On August 13, 2014, MCM submitted a Biologics License Application (BLA) for PR5I 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. CBER provisionally accepted VAXELIS as the proprietary name of the 

https://www.fda.gov/media/143329/download
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vaccine on June 19, 2018. MCM submitted a PNR request to the BLA on August 27, 2018. The 

original PDUFA due date was August 12, 2015; however, this was extended to November 11, 2015 

for a major amendment, submitted by MCM to the BLA on June 25, 2015. On May 25, 2017, 

Sanofi submitted an amendment to their IND 14496 

PDUFA Goal Date: December 29, 2018 

Package Insert: Package Insert - VAXELIS 

Summary Basis for Regulatory Approval: December 18, 2018 Summary Basis for Regulatory 

Action - VAXELIS 

European Public Assessment Report: Human medicine European public assessment report 

(EPAR): Vaxelis 

Advisory Committee:  

 An Advisory Committee Meeting for VAXELIS vaccine was not held, because there were 

no issues pertaining to this BLA that required input from the Vaccines and Related Biological 

Products Advisory Committee. 

Safety: 

 The safety evaluation for VAXELIS was based upon the two Phase 3 studies conducted in 

the U.S. under Protocols V419-005 and V419-006, as described above in Table 7, with 

supplementary safety data from two additional Phase 2 studies, V419-003 and V419-004, 

conducted in Canada, for the evaluation of Serious Adverse Events (SAEs). V419-005 and V419-

006 studies enrolled a total of 4265 subjects (3380 received VAXELIS and 885 received control 

vaccines). Studies V419-003 and V419-004 enrolled a total of 495 subjects who received the 

https://www.fda.gov/media/119465/download
https://www.fda.gov/media/119737/download
https://www.fda.gov/media/119737/download
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxelis
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxelis


VAXELIS            Kersten Compliance Services, LLC 

3 

vaccine and 339 subjects who received control vaccines. In the phase 3 studies, V419-005 and 

V419-006, no clinically important imbalances for local solicited adverse events (AEs) (i.e., 

pain/tenderness, erythema, and swelling) or systemic AEs (i.e., crying, decreased appetite, 

irritability, pyrexia, somnolence and vomiting) were identified between groups for days 1-5 after 

each vaccination. However, in the combined Phase 3 studies, rates of fever (defined as ≥38◦C) 

were increased for VAXELIS (47.2%) as compared to the Control vaccines (33.6%); [difference 

13.6% (95%CI: 9.7, 17.3)]. 

The most frequent SAE reported in both studies in the 30 days following any vaccination 

was respiratory syncytial virus-mediated bronchiolitis. The majority of SAEs that occurred during 

this time period in both studies were due to conditions commonly found in this age group, 

including gastroenteritis/dehydration, GERD, respiratory tract and other infections. AEs leading 

to study vaccine discontinuation were reported by 8 subjects (0.2%) in the VAXELIS group and 1 

subject (0.1%) in the control group. Death was reported for 6 subjects (0.2%) in the VAXELIS 

group and 1 subject (0.1%) in the control group, all of which were considered unrelated to study 

vaccination. 

NCT Numbers: 

• NCT02759354 

• NCT04490499 

• NCT04535037 

• NCT04016714 

• NCT01480258 

• NCT01839188 

• NCT01553279 

EudraCT Numbers: 

• 2020-000126-26 

• 2016-000274-37 

•  2018-003788-70 

• 2018-003451-38 

• 2019-002988-10 
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