
CLINICAL INVESTIGATOR (AND SITE STAFF) 
CERTIFICATION COURSE                                   

SA GCP 2020 

24–28 APRIL  2023 

 

C P D  A C C R E D I D A T I O N  N U M B E R :  M D B 0 1 5 / 5 6 3 / 0 3 / 2 0 2 3  
    

   



CLINICAL INVESTIGATOR (AND SITE STAFF) 
CERTIFICATION COURSE                                   

SA GCP 2020 
 

24 April 2023- LEVEL 1 
07h30-08h00 REGISTRATION 

08h00-09h00 Prof Bernd Rosenkranz Overview of the medicine development process 
09h00-10h00 Dr Haylene Nell Introduction to clinical research methodology 
10h00-10h30 TEA BREAK 
10h30-11h30 Marzelle Haskins Introduction to the ethics of clinical research and GCP 
11h30-13h00 Marzelle Haskins Legislative framework and guidance for clinical research 
13h00-14h00 LUNCH BREAK 
14h00-15h30 Dr Haylene Nell Planning and preparation of a trial 
15h30-16h00 TEA BREAK 
16h00-17h00 Dr Jaco van Zyl Subject recruitment, enrolment, and retention 
25 April 2023  LEVEL 1 
08h00-09h00 Dr Zarinah Mohamed Site organization and management 
09h00-10h30 Dr Zarinah Mohamed Overview of in- trial procedures 
10h30-11h00 TEA BREAK 
11h00-12h00 Dr Zarinah Mohamed Overview of in- trial procedures 
12h00-13h00 Savi Chetty-Tulsee QA, monitoring, audits, and inspections 
13h00-14h00 LUNCH BREAK 
14h00-15h30 Heila Engelbrecht Document Management 
15h30-16h00 TEA BREAK 
16h00- 17h00 Heila Engelbrecht Document Management Workshop 

LEVEL 1 COMPETENCY ASSESSMENT 
26 April 2023 - LEVEL 2 
07h30- 08h00 REGISTRATION 
08h00-11h00 Dr Kennedy Otwombe Basic concepts for designing and evaluating clinical trials 
11h00-11h30 TEA BREAK 
11h30 -12h30 Dr Sanet Aspinal Informed consent process 
12h30-13h30 LUNCH BREAK 
13h30-15h30 Dr Haylene Nell Study protocol content and writing 
15h30-16h00 TEA BREAK 
16h00-17h00 Kanshu Rajaratnam CDM+ final reporting/Basic analysis of clinical trial data 
27 April 2023- LEVEL 2 
08h00-09h30 Tirhani Maluleke Safety Reporting and Data 
09h30-11h00 Samuel Egieyeh Management of the investigational medicinal product 
11h00-11h30 TEA BREAK 
11h30-13h00 Patric Bouic Biological samples management 
13h00-14h00 LUNCH 
14h00-15h00 Prof Bernd Rosenkranz Clinical studies in special and vulnerable populations 
15h00-15h30 TEA BREAK 
15h30-17h00 Dr Graham Ellis Risk Management and Ethics of clinical research 
28 April 2023 - LEVEL 2 
08h00-09h30 Johan Heyns Contractual Agreement and Insurance 
09h30-10h30 Haylene Nell Budget Negotiation 
10h30-11h00 TEA BREAK 
11h00-13h00 Hanlie Bester  Clinical Project Management 
13h00-14h00 LUNCH BREAK 
14h00-15h00 Hanlie Bester  Clinical Project Management 

LEVEL 2 COMPETENCY ASSESSMENT 


