Qualified Personnel

[[\ﬂf ine, establish, and allocate all triak-related duties and functions before initiating a trial ]

Utilze qualified indrviduals by education or training to assume responsibility for the proper conduct of the study. ]
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Online course
Interpretation and application of ICH E6(R2) Good
Clinical Practice

This online course is directed at educating and training
government regulators (reviewers and inspectors) as
well as other stakeholders on key concepts of
International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use
(ICH) Good Clinical Practice (GCP) E6(R2). Using case
studies and quizzes to reinforce understanding, this
course can be taken in its entirety or as needed.
Certificates will be given for full completion of the
course.

Modules:
*  Whatis ICH E6(R2) and how does it apply to
regulators?
* The 13 Principles of ICH GCP
* IRB Responsibilities
* Investigator Qualifications and Responsibilities
* Sponsor Responsibilities
* Protocol and Investigator’s Brochure
* Key Documents of ICH E6(R2)-Essential Documents
* GCP in Practice for Reviewers
* GCP in Practice for Inspectors




