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[ZRF2 HAY]) Parctical workshop on clinical trials principles and practice for investigators and
clinical research personnel.
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May 20,2017 (Saturday)

09:00 - 09:15 ® Opening Remarks ® (linical Trials Centre, The University of Hong Kong
® China Medical University Hospital Clinical Trial
Center of Excellence
09:15-09:35 #*Clinical Research Compliance * What is compliance?
* (Clinical Research Compliance: The 3 Pillars
* G-dimensional Compliance in Clinical Research
09:35 - 10:00 “+ICH GCP: Overview & * Background of ICH GCP
Principles ¢ ICH GCP: What is it about?
* [CH GCP & The 3 Pillars of Clinical Trials
10:00 - 10:30 ++ICH GCP: Insight for ® The Roles of Investigators & Study Site Personnel
Investigators & Study * Responsibilities: Subject Protection
Personnel * Responsibilities: Data Integrity
* Responsibilities: Science
10:30-11:00 # Tea Break
11:00 - 11:45 * Practical Session * Case Studies on ICH GCP
11:45-12:45 #¢ Informed Consent: Principles & e Principles of Informed Consent
Practical Considerations ¢ Contents of Informed Consent
* Informed Consent Process
* Enrolling Vulnerable Subjects
12:45 - 14:00 # Lunch Break
14:00 - 14:30 #* Quality Management at Study * Concepis of QA and QC
Sites * Quality Assurance for Clinical Study Sites
14:30 - 14:45 +* Safety Management & * [nvestigators' Responsibilities in Safety Management
Reporting * Definitions & Reporting of Safety Events
14:45 - 15:30 ¢ Practical Session ¢ Case Studies on Informed Consent, Quality
Management & Safety Management
15:30 - 15:45 # Tea Break
15:45-16:15  *Investigational Product * Principls of Investigational Product Management
Management * Receipt of Products
* Storage of Producis & Inventory Control
* Handling & Dispensing of Products
* Return of Products
* Disposal of Products
16:15 - 16:45 % Study Document Management ¢ The Concepts of Essential Documents
* The Concepis of Source Documents & Source Data
¢ Source Documentation Methods
¢ Complktion of Case Report Forms
* Retention of Essential Documents
16:45-17:30 * Practical Session * Case Studies on Investigational Product & Study

Document Management

#+ Participants completed this program will be awarded a certificate recognized by TransCelerate BioPharma.



