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Introduction of Regulations Governing
Specific Cellular Therapeutic Technology
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Ministry of Health and Welfare has amended the
“Regulations Governing Implementation or Use of Specific

Medical Technology, Examination, Laboratory Testing
and Medical Devices” on September 6, 2018. Six items
of cellular therapy deemed with ascertain safety and
expectable efficacy were listed. This new regulation is
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expected to have significant impact on the development of
cellular therapies in Taiwan. In this article, these provisions
will be elucidated and some issues will be discussed to help

readers have better understanding of this new regulation.
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