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Medical research involving human subjects is strictly controlled by the South African Health Products Regulatory
Authority (SAHPRA); DOH and Ethics Committees.

It is mandated that the research team be well versed with the International (ICH) and SA Good Clinical Practice
guidelines. Each member of the team must be in possession of a valid, accredited GCP certificate.

The course has 7 modules including a "Test your knowledge" at the end of each module:

e Introduction e Module 4: Audits and Inspections

e Module 1: Introduction to Clinical Trials e Module 5: Genetic Research Trends

e Module 2: The development of Good Clinical e Module 6: Patient (Participant) Recruitment and

Practice (GCP) Retention

e Module 3: GCP in South Africa e Module 7: Litigation in Clinical Trials
@ =
The GCP Basic course is an introductory 12-hour At the end of this course, learners will be expected to
course that provides a detailed overview of clinical complete a final assessment:

research, the current ICH and SAGCP guidelines, as
well as the process of conducting successful clinical
trials from start to finish. e Thepass markis70%

e There are 50 multiple choice questions

e Learners have(2)attempts.

e Acertificate will be issued on passing the
,L‘ assessment

e CPDPoints will be issued on completion
Investigators, clinicians, study coordinators,

scientists and project or site managers new to
clinical trials.
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