5(} S B Gene & Stem

Biomedical

Date: 02-03, Aug, 2025 Time: 08:45-17:00

P28 B8 % 6 Ak 5 20 1 il okt R 2

Regenerative Therapy Clinical Trial Education & Training Program
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11:10-12:10  Global Trends in Cell and Overview of global regenerative medicine status,

Regenerative Medicine approved therapies, and Taiwan's current

technological applications

13:30-14:30  Core GCP Principles in Cell Mapping ICH-GCP to cell therapy risks and
integrating into planning

Therapy Trials

14:30-15:30 FACT IEC Certification and FACT module introduction and integration with
clinical SOPs, equipment, and staft training (10 —
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Site Preparation

15min Q&A)

15:45-16:45

Advanced Ethics &

Informed Consent

Special population protection, conflict of interest,
incentive-proof recruitment, ICF practice

16:45-17:00

Day 1 Review & Q&A

Summary of core regulatory and ethics modules,
and open discussion and exchange

Day2|)ﬁ3€3-§9_~~71
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Patient Care Strategies

08:45-09:15  3F 3| % 3

09:15-10:15 Comprehensive Cell Design, initiation, recruitment, preparation,
Therapy Trial Workflow infusion, LTFU, reporting

10:15-11:15  Adverse Event Monitoring  Identify and manage cell therapy immune toxicity,
(CRS/ICANS) SAE assessment & reporting

11:25-12:15  Long-Term Follow-Up & LTFU process, follow-up tools design, support

mechanism for special populations

13:30-14:30

Document Management &

Data Integrity Requirements

Trial master files (TMF/ISF), e-record standards,
version control, and archiving

14:30-15:30

Audit Preparation & Quality
System Setup

Common shortcomings and CAPA publication,
internal audit practice, QMS framework and
implementation strategies

15:45-16:30

Trial Closure & Regulatory
Reporting

Multicenter trial closure, data targeting, IRB
notification, and final report writing

16:30-17:00

Day 2 Review & Certificate

Distribution

Summary of trial operations, quality oversight, and
closeout; discussion and certification
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In-Person Course™®
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09:15-09:45 B EREIZE A 09:15 10:15 Comprehensive Cell Therapy Trial Workflow
0945 1000 T REFREBLERBREREAR  HRABKEEHN 10:15-11:15 Adverse Event Monitoring (CRS/ICANS)
10001100 BEEREBRERBEFNELE 11:25-12:15 Long-Term Follow-Up & Patient Care Strategies
11:10-12:10 Global Trends in Celland Regenecrative Medicine 13:30-14:30 Document Management &Data Integrity Requirements
13:30-14:30  Core GCP Principles in Cell Therapy Trials 14:30-15:30 Audit Preparation & Quality System Setup
14:30-15:30  FACT IEC Certification and Site Preparation 15:45-16:30 Trial Closure & Regulatory Reporting
15:45 16:45 Advanced Ethics &Informed Consent 16:30-17:00 Day 2 Review & Certificate Distribution

16:45-17:00 Day 1 Review &Q&A E-mail: gshc.cgt@gsbc.com.tw
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