
Who Should Attend

• Clinicians

• Study Coordinators

• Pharmacists

• Nurses

• All interested Allied-Health Professionals
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Day 1

Overview of Clinical Research in Malaysia
Principles of ICH/GCP and Malaysian GCP
Role of IRB / Ethics Committee

Day 2

Role and responsibilities of Investigator
Role and responsibilities of Sponsor

Role and responsibilities of Study Monitors
Inspection and Auditing of Clinical Trials

Day 3

Role of Regulatory Authority
Good Laboratory Practice
Assessment

A three-day course designed to provide 

individuals with an in-depth understanding of the 

c l in ica l  research process, the ro les and 

responsibilities of key players as well as regulatory 

requirements. The course consists of lecture      

and exercises, and upon completion of this course, 

each participant will have a thorough knowledge 

and understanding of the International Conference 

on Harmonization of Good Clinical Practice    

(ICH-GCP) guidelines. There will be a formal 

assessment at the end of the workshop,       

leading to certification in GCP                   .    


