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The Preparation of National Standard and Batch
Release of Enterovirus A71 Vaccine

CHUN-HSI TSO, TZU-HUA TENG, JIA-CHUAN HSU, MEI-CHIH LIN AND SU-HSIANG TSENG

Division of Research and Analysis, TFDA, MOHW

ABSTRACT

During 1997-1998, enterovirus A71 (EV-A71) caused several major outbreaks in Asian countries
including Taiwan, Malaysia, and Singapore. Taiwan continues to experience regular number of cases,
with EV-A71 being the dominant strain leading to severe illness and fatalities. Currently, Devoid of
specific antiviral treatment, supportive therapy remains the only approach. Vaccination is the primary
preventive measure while two domestic vaccine manufacturers, Medigen Vaccine Biologics Corporation
and Enimmune corporation produced EV-A71 vaccines (B4 subtype) in Taiwan. These vaccines received
drug licenses in 2023. To ensure the quality, the Taiwan Food and Drug Administration (TFDA) prepared
a batch of formalin-inactivated EV-A71 B4 subtype as a candidate national standard, and conducted a
collaborative study with five domestic and international laboratories as well. In 2022, TFDA received
batch release applications for Envacgen and EnVAX-A71, produced by Medigen Vaccine Biologics
Corporation and Enimmune corporation, respectively. After completion of test in July, the vaccines were
released for use, coinciding with the peak enterovirus season in Taiwan. By the end of 2023, TFDA
has released 14 batches totaling 232,516 doses of domestically produced EV-A71 vaccines, and thus

safeguarded Taiwanese children from the threat of enterovirus infections.
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