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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 5 modules including a "Test your knowledge" at the end of each module:

e Introduction e Module 3: Audits and Inspections
e Module 1: The development of Good Clinical e Module 4: Genetic Research Trends
Practice (GCP)
e Module 2: GCP in South Africa e Module 5: Litigation in Clinical Trials
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This course is arevision of Good Clinical Practice At the end of this course, learners will be expected to
principles and processes for all clinical trial complete a final assessment:

personnel who have previously attended GCP
training, incorporating current ICH and SA GCP
Guidelines. e Thepass markis 70%

e There are 50 multiple choice questions

e Learners have (2) attempts.

,&‘ e Acertificate will be issued on passing the

assessment
All clinical research personnel, who have

previously completed a recognised GCP course:
Investigators, Study Coordinators, Managers etc.

e CPD Points will be issued on completion
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