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Course English Regulatory Sciences for Biologics and Vaccines
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Core capability to be cultivated by this course

W G AHE GFEF 2P PRSP EAR S dp B (60%)
Engaging in Basic Life Sciences, Biotechnology, and Interdisplinary knowledge
(50%)
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Developing abilities for innovative concepts, logical thinking, problem-solving, and
independent
research (30%)
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Training biotechnologists with both global and entrepreneur visions to be the future

leaders. (20%)
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Please fill in at least 5 course keywords (up to 40 letters for each keyword) and

use commas to separate them.(required)
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- ~ AP (Course Description)
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%+ 3 5 (References)
Fundamentals of International Regulatory Affairs, fifth edition (2021)
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1 What Products are Regulated and Why? 3

2 Biopharmaceutical Landscape (i) 3

3 Biopharmaceutical Landscape (ii) 3

4 Drug Discovery for Biopharmaceuticals 3

Overview of Regulatory

: Systems and Agencies in the US and EU :

6 Premarket Requirements/Dossier Requirements 3

7 Translational Preclinical Evaluation 3
From First-to-human, Proof of Concept studies to

; the Pivotal Clinical trials :

9 Mid-term exam 3

Regulatory Differences in CMC Regulatory

Compliance: Biopharmaceuticals versus Chemical

10 Drugs; CMC Review for Biopharmaceuticals ’

Starting Materials for Manufacturing the
! Biopharmaceutical Drug Substance ’
Upstream Production of the
. Biopharmaceutical Drug Substance ’
Downstream Purification of the

. Biopharmaceutical Drug Substance ’
Manufacturing the Biopharmaceutical Drug

. Product ’

15 Complex Process-Related Impurity 3




16 Group presentation

17 Group presentation

18 Group presentation

e = % % ¥ (Evaluation)

Mid-term (50%) + final report (50%)
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