- GCP

Course

R 2,700 incl VAT (Non-WHC)

R 2,000 excl VAT (WHC)
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Classroom based

(available online from March 2021)

Discounts apply to groups

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.

In addition to the clinical personnel, a research team may include a number of support staff who recruit
participants, take informed consents, counsel participants, transport participants, carry out laboratory
procedures, capture data, etc. Itis imperative that this category of staff understands the concept of research on
human subjects, the guidelines that govern the conduct of this research, the roles of the study team and the
importance of their role in the greater team.

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

e Introduction e Module 3: GCP in South Africa

e  Module 1: Introduction to Clinical Trials °

e Module 2: The development of Good Clinical
Practice (GCP)
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This comprehensive GCP course is tailored for the
needs of support staff. The course covers current ICH

Module 4: Audits and Inspections

e Module 5: Patient (Participant) Recruitment and
Retention
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At the end of this course, learners will be expected to
complete a final assessment:

and SA Good Clinical Practice guidelines and practical

exercises applicable to this category, are included. *  Thereare 50 multiple choice questions.

e Thepass markis70%.
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Non-clinical support staff, such as counsellors, e
fieldworkers, recruiters, data capturers, study
administrators, drivers, etc.

¢

Parktown, Johannesburg

Learners have (2) attempts.

A certificate will be issued on passing the
assessment.

e CPD Points will be issued on completion.

\. +2711274 9327/9256/9368
In-house training and travel to other areas will be

considered subject to viability.
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