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A “follow-on” biologic is a
biotechnological drug product
developed to be comparable in

S “‘biosimilarity’’, in reference to a .
B biological product that is the subject of regz;%zz C%}uf;lgl’ asfart(;e:(}{yand

an application under subsection (k), approved biotechnology-

means—(A) that the biological product derived product (hereinafter
is highly similar to the reference “original biologic™) of a
product notwithstanding minor different company.
differences in
clinically inactive components; and
(B) there are no clinically meaningful
differences between the biological
product and the reference product in
terms of the safety, purity, and potency
of the product.
AR B R ER B 1. Public Health Service Act 351 Guideline for the Quality,
. (i)(2) Safety and Efficacy Assurance
s HE 2. EDA website of Follow-on Biologics
AR https://www.fda.gov/drugs/bio | (FOBs) (March 4,2009)
similars/biosimilar-and-
interchangeable-products
Reference:
. aE2BEmAREE SYHELIEER S Taiwan Biosimilars Update

—HA, https://tsrap.org.tw/news_article-1.php?id=518
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