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Approval Date: December 23, 2020  

Product: Vaxchora 

Proper Name: Cholera Vaccine Live Oral 

Manufacturer: Emergent Travel Health, Inc. 

Indication: VAXCHORA is a vaccine indicated for active immunization against disease caused 

by Vibrio cholerae serogroup O1. VAXCHORA is approved for use in persons 2 through 64 years 

of age traveling to cholera-affected areas. 

Description: VAXCHORA (Cholera Vaccine, Live, Oral) is a live, attenuated bacterial vaccine 

suspension for oral administration containing the V. cholerae strain CVD 103-HgR.  

BLA: 125597 

Regulatory Milestone: No data available  

PDUFA Goal Date: June 15, 2016 

Package Insert: 

• Package Insert - VAXCHORA (Frozen) 

• Package Insert - VAXCHORA 

Summary Basis for Regulatory Approval: Summary Basis for Regulatory Action - Vaxchora 

European Public Assessment Report:  Human medicine European public assessment report 

(EPAR): Vaxchora 

https://www.fda.gov/media/144754/download
https://www.fda.gov/media/98688/download
https://www.fda.gov/media/98688/download
https://www.fda.gov/media/128415/download
https://www.fda.gov/media/128415/download
http://wayback.archive-it.org/7993/20170722071339/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM509681.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxchora
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxchora
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxchora
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Advisory Committee:  

An advisory committee meeting was not convened during the review of this original BLA. 

Whether data from human cholera challenge studies in U.S. subjects could be sufficient to 

demonstrate the effectiveness of a cholera vaccine in U.S. travelers to endemic areas, who are at 

high risk for contracting the disease, was discussed during 1993 and 1998 VRBPAC meetings. In 

1993, the Committee discussed the limitations of using data from clinical field trials of the CVD-

103 HgR vaccine in endemic areas to predict the effectiveness of this vaccine in naïve U.S. 

travelers. During the 1998 VRBPAC meeting, failure of the CVD-103 HgR vaccine to show 

protection in the field trials was discussed, and the Committee agreed that human challenge studies 

could suffice to demonstrate effectiveness of a cholera vaccine in persons not previously exposed 

to cholera provided that studies were adequate, well-controlled and conducted under the provisions 

of GCP 
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• NCT02238548 

• NCT00751933 

• NCT02164110 

• NCT02145377 

• NCT00820144 

• NCT00401934 
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EudraCT Numbers: 

• 2018-003850-25 
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