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Analysis of Batch Release of Botulinum Toxin
Preparations in Taiwan from 2011 to 2020
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ABSTRACT

Botulinum toxin A (BTA) is widely used in aesthetic medicine and treatment of dystonia,
hypersecretory disorders and pain. Currently, five brands of BTA are licensed for importation and
pharmaceutical use in Taiwan. In this report, we analyzed the cases of batch release of BTA preparations
from 2011 to 2020 in Taiwan, and presented the statistical results of product testing and document review.
There was a total of 287 batches of BTA preparations applied for release, of which products were tested
on 206 batches and documents were reviewed on 81 batches with the same batch numbers as previously
tested batches. Totally, tests and document reviews were performed on 2,177 items. All the testing and
review results met the requirements and 1,777,243 vials of BTA in total were released. The number of
batches and quantity released increased 60.9% and 39.4%, respectively, from 2016 to 2020, as compared
to those from 2011 to 2015. It indicated increased need of BTA in Taiwan. For long-term safety in using
botulinum toxin A, the same criteria in testing and document review will be strictly adhered to in the

future.

Key words: botulinum toxin, batch release



