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Taiwan from 2013 to 2023
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ABSTRACT

This report summarized the statistical analysis of the batch releases of tetanus vaccines approved
by the Taiwan Food and Drug Administration (TFDA) from 2013 to 2023, and discussed the relevant
policy update. The study demonstrated that historically, tetanus vaccines were predominantly produced by
ADIMMUNE Corporation. However, a shift in production strategies was observed from 2015, which led
to vaccines import through special projects. In 2018, ADIMMUNE Corporation imported tetanus vaccines
manufactured in Poland. In addition, HealMed Co.,LTD began to import tetanus vaccines in 2019,
manufactured in India, annually until 2023, when a new production line of ADIMMUNE Corporation
passed the GMP inspection and resumed tetanus vaccine production. Additionally, HealMed Co.,LTD
continued its specialized importation and obtained a license in the same year. Furthermore, Enimmune
Corporation also imported tetanus vaccines manufactured in Indonesia. Through statistical analysis
of tetanus vaccine batch releases over the past decade, from 2013 to 2023, a total of 278 batches were
applied for and released, amounting to 13,796,389 doses. Among these, domestically produced vaccines
comprised 210 batches (8,806,844 doses), while imported vaccines were from Poland with 25 batches
(1,764,605 doses), India with 40 batches (3,098,130 doses), and Indonesia with 3 batches (126,810 doses).

it is evident that domestically produced tetanus vaccines remain the focus of overall.
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