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Trends in Batch Release of Domestic Manufactured
Vaccines and Antivenoms in Taiwan
from 2006 to 2020

HUNG CHANG, MENG-CHIEH LIN, TZU-HUA TENG, JIA-CHUAN HSU,
MEI-CHIH LIN, SU-HSIANG TSENG AND DER-YUAN WANG

Division of Research and Analysis, TFDA

ABSTRACT

This report analyzed the open database of Taiwan Food and Drug Administration to understand
the domestic manufactured rate and trends in released batches of vaccines and antivenoms from 2006
to 2020. Domestic manufactured rates were between 25% and 65%. The year with the highest domestic
manufactured rate was 2009 because of releasing approximately 7.24 million doses of new HINI
influenza vaccine. The year with the lowest domestic manufactured rate was 2017 because of much
smaller number of tetanus toxoid doses released, while BCG and Japanese encephalitis vaccines were out
of production. There were several factors influence trends in released batches of vaccines significantly:
I. To combatting the outbreak of new HINI influenza, Adimmune corporation produced a large amount
of new HIN1 influenza vaccines in 2009 and 2010. The company also temporarily stopped production of
tetanus toxoid from 2010 to 2012. II. Because of implementing PIC/S GMP, Center of Disease Control
(CDC) stopped production of tetanus toxoid since 2012, and ceased production of diphtheria & tetanus
toxoid (adult use) and tetanus & diphtheria toxoid adsorbed since 2013. Moreover, Adimmune corporation
stopped production of Japanese encephalitis vaccine and tetanus toxoid since 2013 and 2015 respectively.
II1. Since 2016, CDC implemented a policy of expanding targets for influenza vaccination and doubling
the purchase quantity of influenza vaccines. Recently, the Enterovirus 71 vaccine was under the process of
new drug application, and the severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) vaccines
were in the stage of phase II clinical trials. If vaccines achieve marketing or emergency use authorization

in the future, it will contribute to the increase of vaccine domestic manufactured rate.
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