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Approval Date: September 15, 2020 

Product: Proquad 

Proper Name: Measles, Mumps, Rubella and Varicella Virus Vaccine Live 

Manufacturer: Merck Sharpe & Dohme Corp 

Indication: Active immunization for the prevention of measles, mumps, rubella, and varicella 

in individuals 12 months through 12 years of age. 

Description: ProQuad (Measles, Mumps, Rubella and Varicella Virus Vaccine Live) is a 

combined, attenuated, live virus vaccine containing measles, mumps, rubella, and varicella viruses. 

BLA: 125108 

Regulatory Milestone:  

Merck proposed plans for implementation of the process in the manufacturing of in order 

to Merck’s in a Type C meeting briefing package submitted on November 1, 2013. In written 

feedback dated November 22, 2013, CBER agreed with analytical comparability plan, the filing 

strategy, and the design of the proposed VARIVAX clinical study (V210-063) to assess the safety 

and immunogenicity of the vaccine manufactured with the virus. Merck agreed with CBER’s 

recommendations in written feedback dated on December 2, 2013. 

PDUFA Goal Date: March 16, 2017 

Package Insert: 

• Package Insert - Refrigerator-Stable Formulation - ProQuad 

https://www.fda.gov/media/142224/download
https://www.fda.gov/media/75195/download
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• Package Insert - Frozen Formulation - Recombinant Human Albumin (RHA) - ProQuad 

• Package Insert - Frozen Formulation - Human SerumAlbumin (HSA) - ProQuad 

Summary Basis for Regulatory Approval: March 15, 2017 Summary Basis for Regulatory 

Action - ProQuad 

European Public Assessment Report: Human medicine European public assessment report 

(EPAR): ProQuad 

Advisory Committee:  

A Vaccines and Related Biologics Products Advisory Committee (VRBPAC) meeting was 

not held as there were no issues or concerns that presented during the course of review of the 

supplement that required consult from the advisory committee. 

Safety: 

 All subjects were followed for safety (daily temperatures, injection-site adverse events, and 

systemic adverse events) for 42 days after each vaccination. All subjects were followed for serious 

adverse events from the time of enrollment until the end of the study. In addition, medically-

attended events were collected through 180 days after completing the 42-day safety follow-up post 

Dose 2. Although no formal hypothesis was tested regarding safety, a summary of safety results 

following each dose of vaccine demonstrated that the safety profile of the two vaccines was similar. 

Overall, the two vaccination groups were comparable in terms of the incidence rates of adverse 

events overall, systemic adverse events, injection-site adverse events, vaccine-related adverse 

events, and serious adverse events. 

NCT Numbers: 

https://www.fda.gov/media/119880/download
https://www.fda.gov/media/75203/download
https://www.fda.gov/media/116874/download
https://www.fda.gov/media/116874/download
https://www.ema.europa.eu/en/medicines/human/EPAR/proquad
https://www.ema.europa.eu/en/medicines/human/EPAR/proquad
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• NCT02687763 

• NCT00560755 

• NCT00402831 

• NCT00566527 

• NCT00432042 

• NCT00986232 

• NCT00985153 

• NCT00839917 

• NCT00985166 

• NCT00578175 

• NCT00984295 

• NCT00975507 

• NCT00326183 

• NCT00312858 

• NCT02712203 

• NCT00109343 

• NCT00370227 

• NCT01536405 

• NCT00626327 

• NCT01341639 

• NCT00406211 

• NCT01506193 

• NCT00474266 

• NCT00969436 

• NCT00384397 

• NCT00483574 

• NCT00422292 

• NCT01621802 

• NCT00258726 

• NCT01738841 

• NCT00373958 

• NCT00871000 

• NCT00847145 

• NCT00474526 

• NCT02712177 

EudraCT Numbers: 

• 2007-002468-88 

• 2017-000454-18 

• 2014-004694-16 

• 2007-002438-12 

• 2006-004129-27 

• 2017-001443-13 

• 2010-021490-37 

• 2011-004638-32 
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