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Charmaine van der Walt  
 MSc Quality Management (R&D), Anglia Polytechnic University, Cambridge, UK, 2007. Practical GCP 
Compliance Auditing of Trials and Systems (DIA), London, UK, 1999 
I have been working with PAREXEL since 1990 in a regulated environment within GCP. I started as a 
presenter with my fellow colleagues on GCP lectures in 2001. Since 2005 I am the lead presenter on a 
number of GCP topics such as Ethics and regulatory approvals, Informed Consent, Source data, essential 
documents, protocol & CRFs, including data management, fraud, archiving, IMP, monitoring, etc.  I have also 
presented topics on 21CFR part 11, GLP, GCLP. 
Since 2005 I also oversee the preparation and logistics of a GCP course.   
As part of my role as quality assurance auditor I am in a GCP consulting capacity as well. 
I conducted several contract audits in South Africa, ranging from phase I to III trials.  I also conducted more 
than 150 full study audits (GCP and analytical) on phase I to III trials.  I am involved in GCP, GLP and ISO 
related training (presenting of lectures to personnel, including GCP and GLP/ISO Courses in-house as well 
as GCP courses to the pharmaceutical industry).  My experience also includes ISO 17025 and GLP auditing. 
  
Denise Richardt (Director, Regulatory and Scientific Affairs, PAREXEL George) 
 
I have been in the clinical trials industry for the past 17 years.  The first 8 years were spent in the Department 
of Pharmacology at the University of the Witwatersrand Medical School, where I was a full time lecturer to 
Medical and Pharmacy students and ran a trial unit.  Following this in 1998, Dr Josh Fisher and I started the 
Wits Health Consortium where I developed an extensive 2-day course including workshops for Basic GCP 
training for investigators and site personnel in the academic hospitals.  From 2000, I continued to present this 
course to PAREXEL staff and private practitioners in various centres in South Africa.  Currently, as far as 
GCP training is concerned, I teach mainly the staff and others in George area.  To date, I have trained more 
than 600 site staff in academia and private practice.  I have also devised a refresher course for our 
experienced investigators as well as presenting lectures on other topics such as adaptive clinical trial design, 
physiology of pain and other areas of interest.  In addition, I am, and have been for the past 8 years, an 
invited lecturer in the Department of Pharmacology at the University of the Witwatersrand, where I present a 
series of lectures in drug development, clinical trial design and research ethics to post graduate 
Pharmacology students.  
 
Elsabé de Kock. 
 
I am a registered pharmacist by education and have been involved in clinical trials since 1994. I 
have been involved in more than 80 studies across all major therapeutic areas across all four 
phases of drug development.  
I have been a certified trainer at a global Clinical Research Organization since April 1999.  I am 
involved (from 1999 till currently) in the development and/or presenter of various training modules 
(GCP based).I am also responsible for mentoring, couching and training clinical research 
associates. GCP – I have passed the GCP exam of the Association of Clinical Research 
Professionals – Certification Examination for Clinical Research Associates –with distinction. 
 
Fathima Amod 
Fathima Amod is currently a NIH Training Manager with the United States Government Division for PPD. 
Fathima is based in Johannesburg, South Africa and is assigned to the Clinical Site Monitoring Group 
contract, funded by National Institute of Allergies and Infectious Diseases (NIAID).  Ms. Amod is responsible 
for developing and leading training for the Division of AIDS (DAIDS) sponsored monitoring group and site 
personnel. She received her Bachelors of Pharmacy degree from the University of Witwatersrand in 1993 
and has been involved in the clinical trial industry for the last 13 years. Ms. Amod commenced her research 
career at GlaxoSmithKline as a Clinical Research Associate, and since then Ms. Amod has been involved in 
various capacities, including project management, site management, quality assurance, and training.  In her 
9 years as a trainer, she has developed and provided Good Clinical Practice training workshops in several 
countries including Cameroon, Uganda, Kenya, Malawi, Botswana, Tanzania, Thailand, and throughout 
South Africa. 

As the NIH Training Manager, Ms Amod has extensive experience in Training Needs Analysis and Training 
Solution Design.  
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Why I should be part of this committee: 
I am keen to be part of this initiative to accredit GCP training in South Africa. Having been involved in 
commercial research previously and being currently involved in grant funded investigator-driven research I 
believe that there is a content gap in many GCP training products that are currently available. Whilst 
reputable funders are encouraging their sites to seek out local training, many times the available training is 
focused on 'end-user' researchers rather then the 'Sponsor-Investigator' as referred to in ICH GCP 1.54.  
 I believe that setting accreditation criteria will ensure that content is reflective of the many types of research 
South Africans engage in and I would like to contribute to this process. 
 
Gail Claire Mkele B.Pharm, MSc Med Pharm  
 
Gail Mkele is currently the Operations Manager Academic at Health Science Academy. She has 
been involved in GCP training since 1998. At this time she was the Drug Safety and Medical 
Information Manager at Pfizer South Africa and was involved with the GCP Investigator Training 
Programme offered to Investigators and other Site Personnel.  
Her area of expertise for this training programme was Safety Reporting during the conduct of 
Clinical Trials. Other GCP training Gail has been involved with includes facilitation on safety 
reporting for the Applied Good Clinical Practice (AGCP) group; involvement as a guest lecturer at 
Midrand Graduate Institute for the BSc (Medical Science) 3rd year students on safety reporting 
during the conduct of clinical trials. Gail has been involved in training, lecturing and facilitation in 
various aspects of pharmacovigilance, safety reporting, medical information and pharmacology for 
the past 15 years. She is a registered assessor and moderator with the South African Pharmacy 
Council and ETDP SETA. 
Why Health Science Academy should be part of the committee: 
Health Science Academy is an accredited provider of education and training in the health sector with a long 
history of providing GCP training to the pharmaceutical industry in South Africa. I believe we will add value to 
the committee because of our vast experience in training and course development as well as in assessing 
and moderation of training programmes.  
 
Dr Hannelie Carstens 
 
I hold a PhD in Physics from the University of South Africa where I taught and conducted research 
for 20 years before moving into the Pharmaceutical Industry. I have been with Quintiles since 2000 
where my current position is that of Executive Director QA, Global Quality Office. I serve on the 
Advisory Board of the School of Pharmacy of the Tswane University of Technology (TUT). Over the 
past nine years, I have developed various GCP courses including two modules for the BTech 
program in Pharmaceutical Sciences at TUT, and most recently a four lecture series on GCP for 
fifth year medical students for the Department of Pharmacology at the University of Pretoria. I am 
currently Executive Director QA at Quintiles South Africa 
 
Joanne Prinsloo 
 
Prior to joining Clinical Operations Joanne was a High School teacher for 6 years, teaching Science, Biology 
and Hotel Keeping and Catering.  She was the Head of the department at 3 schools and started 2 Restaurant 
Training facilities at 2 different schools.   
Joanne Prinsloo has 9 years Clinical Operations experience working on various phase III Cardiovascular, 
Prophylactic Heart Disease,  Haematology (Blood Transfusions), Influenza Vaccination, Type II Diabetes and 
Advanced Parkinson’s Disease studies, as a Clinical Research Associate and Clinical Team Leader.  Since 
leaving Clinical Operations Joanne has been within Learning & Development for the past 3 years designing, 
reviewing and delivering training programs to Clinical Operations employees and Investigator Site Staff. She 
has extensive experience in preparing and delivering presentations at Face-to-Face Meetings, Investigator’s 
Meetings, International Monitor’s Meetings and has been delivering ICH GCP Training for the past 3 years to 
Study Staff and Investigators. Joanne acted as the “liaison officer” in conjunction with Local Clinical Trial 
Manager in preparation to and during an FDA investigational site inspection for a Blood Transfusion study at 
3 investigational centres and has experience in the conduct of EMEA inspections. 
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Keymanthri Moodley  
 
Currently heads the Bioethics Unit, Tygerberg Division, University of Stellenbosch. She has been 
teaching Bioethics for more than a decade. In 2002, she started GCP training at the University of 
Stellenbosch after completing her own GCP training at Columbia University, New York in 2001. To 
date she and her team have trained over 1000 investigators, research nurses, site co-coordinators, 
pharmacists and field workers.  
In 2004 she was awarded her doctorate in philosophy and her dissertation involved a critical 
analysis of RECS in SA. A Family Physician by training, she was appointed as Associate Professor 
in Family Medicine in 2005. Over the past 2 years she has developed an online Refresher GCP 
course funded by a grant from the EDCTP. Prof Moodley has served on her institutional Research 
Ethics Committee for more than a decade. She circulates the SAREC newsletter to all RECs in 
South Africa annually. She has been conducting clinical trial research since 2000. As managing 
member of her clinical trial company, Cape Clinical Trials, she works as a principal investigator on 
several trials. Prof Moodley has published widely in international and national journals, has 
contributed several book chapters on ethics and is currently completing 2 books on ethics in health 
care. 
 
 
 
Laurette Bonthuys 
 
Ms Bonthuys has been in Clinical research since 1996. 
Currently she is a chief medicines control officer at Inspectorate and Law enforcement in the 
department of Health. She is a GCP inspector at the MRA since 2003 and in her capacity as GCP 
inspector she has been trained as a WHO GCP trainer.  
Currently the WHO has a program to train GCP inspectors of developing countries and she is 
involved in this program in which she trains GCP inspectors both locally & internationally.  
 
 
Professor Lesley Burgess, MB BCh, MMed, PhD, Dip International Research Ethics 
 
Lesley runs a large clinical trial unit based in Tygerberg Hospital and also works as a consultant for 
the Wits Donald Gordon Clinical Trials Unit at the University of the Witwatersrand in Johannesburg 
South Africa. 
 
She has been involved in clinical trials for 16 years and has run more than 300 trials to date. She 
serves on the SACRA Exco for the last year and has also recently become an independent member 
of the Clinical Trials Committee of the Medical Control Council of South Africa, National regulatory 
body that reviews all Clinical trial and their submissions. 
She has served on the Human Research Ethics Committee of Stellenbosch University for the last 6 
years. 
 
As a member of the Clinical Trials Committee at the MCC, Prof. Burgess will bring into play the 
interaction of both the regulatory aspect of Policy surrounding GCP as well as a Site and Ethics 
perspective. 
She has also been commissioned by the MCC to put together training for its staff on GCP. She 
would be an invaluable asset to this cause. 
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Ms Marijke Geldenhuys BCur (Hons), MSHS CRA, 
 
Marijke is the Clinical Quality Assurance and Professional Development Manager for the South 
(SATVI) at the University Of Cape Town. 
Ms Geldenhuys is the SATVI (South African Tuberculosis Vaccine Initiative) Quality Assurance and 
Professional Development Programme (PDP) Manager and has been instrumental in developing, 
amongst others, the SATVI GCP course which is part of the PDP. In addition to her experience 
gained whilst developing all the courses we offer Ms Geldenhuys was awarded an MSc in Clinical 
Research Administration at the George Washington University, Washington DC in 2007 - a first for 
South Africa.  
  
She has been instrumental in establishing a model for a professional development training 
programme for clinical research staff in developing countries, and in developing a clinical Quality 
Assurance system for the SATVI research field site. These training programmes include GCP and 
GLP training for all levels of research staff and the programs are being used successfully in various 
African and other third world countries. For the last three years she has been facilitating a very 
successful Advanced Development Programme for clinical research workers, investigators and 
other role players within clinical research at the University of Cape Town. Ms Geldenhuys would no 
doubt add value to this committee. 
 
 
Mary-Ann Richardson  
Mary–Ann has been involved in the administrative and regulatory aspects of medical research and drug 
development for over 9 years, and has held several senior managerial posts with large international CROs 
prior to her current position of Managing Director at ACRO, a full-service, locally owned CRO.  
Ms. Richardson entered the clinical research field in 1999 at the Wits Health Consortium where one of her 
responsibilities involved the coordination and delivery of GCP courses for research sites affiliated to WITS.  
She has served as course coordinator, lecturer, and examiner for investigative site staff GCP training 
courses run by Applied Good Clinical Practice (AGCP), and obtained accreditation as facilitator and assessor 
from the South African Qualification Authority’s Education and Training Development Practice (ETDP) Sector 
Education and Training Authority.  
She has given presentations on Good Clinical Practice, clinical research, and the role of CROs at venues in 
South Africa, Malawi, and the UK, and delivered postgraduate lectures on clinical trials at the University of 
the Witwatersrand.  Ms. Richardson has assisted in the development and delivery of the internationally 
accredited CRA training course at ACRO and is a member of the CRA Unit Standards working group 
 
Marzelle Haskins BLC, LLB (UP) 
Marzelle Haskins is currently the managing director of Pharma- Ethics. She is actively involved in providing 
training for various GCP training providers, with specific attention to Ethics in Research. She is a member on 
the NHREC, and in that capacity is also a member of the Training Working Group, responsible for setting up 
a Curriculum for the training of REC members and endorsing GCP training. She also teaches Research 
Ethics at the University of Pretoria.  
As a member of Pharma-Ethics, it is her responsibility to approve Investigators for research proposals and 
this includes verifying whether the investigators received appropriate GCP training.  

If elected to the GCP training committee, she will be the link that presents the GCP training requirements 
expected from both the NHREC and a private Research Ethics Committee responsible for approving 
researchers.  

Her involvement in training gives her a good idea of what is expected from service providers and the 
experience in Research Ethics and Good Clinical Practice provides her with insight to the training needs in 
the clinical research industry. Marzelle is also a member of the National Health Research Ethics Council of 
South Africa. 

 



 5

 
Mohlabane Majoe 
Mohlabane holds a Bachelor of Science degree from the University of the North (now University of Free 
State, Qwaqwa Campus), a Bachelor of Technology in Pharmaceutical Sciences degree from Tshwane 
University of Technology, Pretoria, and a certificate in Total Quality Management from the University of 
South Africa. He has done a Lead Auditor course with the South African Quality Institute.  He is currently 
studying for a Masters Degree in Bioethics & Health Law with the University of the Witwatersrand. 
 
He has 13 years of pharmaceutical clinical research experience both as A CRA and Quality standards 
Manager. He has written Protocols and designed CRFs of different therapeutic areas over this period. He 
has worked on more than 80 Drug trials in his tenure as CRA & Senior CRA and Quality Standards Manager.  
In his current role, he has been instrumental in ensuring implementation and compliance of clinical trial 
systems and procedures across all trials, both in-house and at investigator sites in South Africa and other 
African states.  
 
He is also a Co-Leader and Convener the GCP and Ethics training through the Pfizer Investigator Training 
Program (GCP Workshop) which he has been involved with for more than 10 years.   
His  aim is to contribute to basic minimum requirements GCP framework or curriculum that will be acceptable 
to all the stakeholders within South Africa and influence policy makers in other Africa states to adopt the 
South African model as best practice. The penultimate objective is to ensure that even the most economically 
disadvantaged Practitioner/Scientist/Nurse must be able to be trained and sensitised to the need to protect 
our vulnerable population.  
 
 
Retha Britz 
Retha Britz obtained her BSc in Nutrition and Physiology as well as her MSc degree in Physiology. She’s 
been involved in clinical research for the past 10 years in which she held several positions such as: CRA, Snr 
CRA, Snr International Study Manager, Consultant, CRA/CTA Trainer, Mentor, Independent GCP 
Compliance Auditor, Ethics Auditor and also GCP facilitator.  
 
Retha has a passion for training and was involved in local Country Medical Department Training at GSK for 
about two years, after which she has done project training with CRA’s and site staff of 15 countries around 
the globe. In total she was involved in arrangements and presentations for about 46 local and international 
Investigator Meetings. She then started to do GCP Training in South Africa and Africa.  
 
Retha has developed 2 GCP Introduction Courses and 2 GCP Refresher Courses to date. She is a SAQA 
qualified and registered facilitator. Retha has done GCP training for the past 18 months. Currently Retha 
offers GCP Training as an Independent Service Provider under her own company named BCompliant cc and 
she has presented more than 25 courses between Jan 2009 and Jun 2009. Retha also acts as contracted 
GCP facilitator for other GCP Training Service Providers. 
 
 
Savi Chetty-Tulsee B.Soc.Sc (Nur), ND Pharm. Marketing, CCRA, (DMS) DipTrn.T. Registered 
Assessor and Facilitator. 
Current Positions: Managing Director of SCT Consulting and Managing Director of AGCP.  
Savi Chetty-Tulsee has occupied various leadership positions from school prefect, through to being 
employed by the University Of Natal in a preceptor position to supervise junior nursing students in 
her student years.  After receiving her nursing degree in 1990, Savi held several nursing positions in 
the ICU and CCU over the following three years until she took a medical sales representative role at 
Rhone-Poulenc Rorer until 1997. In January 1997, she transitioned into a CRA role at Rhone-
Poulenc Rorer until January 2000. Since that time, Savi has provided independent CRA, project 
management support and auditing services to a variety of international sponsors and contract 
research organizations. She has 12 years of clinical trial experience.  
 
Her experience also includes training and mentorship of junior clinical research associates. She has 
8 years of Good Clinical Practice training experience.  
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 Her training experience includes the development of training course material including the 
development of an electronic good clinical practice learning program.  
 
Through her training activities, she continues to foster new ways of learning to encourage continued 
education in clinical research.  
 
Savi has volunteered her time to the clinical research industry and served on the executive 
committee of the South African Clinical Research Association (SACRA) from 2004-2007 of which 3 
years was as chair of the association. During this tenure, she interfaced with the Ministerial Task 
Team providing input in the review of the current clinical trial approval processes in South Africa and 
led the successful first Annual Clinical Trial Conference in SA. Savi is currently the vice chair of 
SACRA and leads the CRA unit standards development program. Savi has additional experience in 
the process of accreditation of training providers, having successfully submitted AGCP (Non profit 
training organization) for accreditation as a training provider.    
 
Sharon Rovelli 
 
I began my Pharmacology career in 1992 at WITS University Medical School where I completed a 
B.Sc. Honours degree in Pharmacology, followed by an M.Sc. Med in Pharmacology. I joined 
Aventis Pharma as a Professional Sales Representative shortly thereafter and after 3 years in the 
Sales/Marketing arena, I progressed into the Medical Department as a CRA where I remained for a 
year. My Clinical Research career has spanned 8 years – I have an additional 6 years experience in 
Pharma at Schering-Plough Research Institute. In order to broaden my clinical research experience, 
I joined ICON Clinical Research in January 2009 as a Senior CRA. Although I have not previously 
been involved in the development or running of GCP courses, I feel that my well rounded 
experience in the industry (both Sales/Marketing & Medical - Pharma & CRO) will enable me to 
contribute fresh ideas towards the development of standardised GCP courses. In addition, since 
ICON does not currently offer GCP courses to the industry, this will ensure that fairness and 
objectivity will be applied throughout the standardisation process. 
 
 
Siza Mphele 
 
Ms Mphele is a qualified clinical technologist in assisted reproduction. She started her career in 
clinical research at Clindev/Holisizwe in 2004. Her experience in clinical research includes 
monitoring and managing clinical studies in HIV, genitourinary medicine, anti-infectives and medical 
devices. Ms Mphele is currently the clinical project manager at Logic Trials-SA. 
 
Ms Mphele holds a Master’s Degree in Technology in Pharmaceutical Science obtained from 
Tshwane University of Technology in 2007. As a practicing clinical technologist Ms Mphele co-
authored two papers in international journals and several poster presentations presented at local 
and international conferences. 
 
 
Sonia Sutherland  
 
Sonia Sutherland completed a Bachelor of Science degree in 1989 and started her working career 
as a teacher and lecturer. Sonia has 12 years clinical research experience having joined Clindev in 
May 1997 as a Clinical Trials Administrator. She has worked as a CRA on many indications 
including anti-infectives, oncology, auto-immune diseases, urology, HIV and psychiatry. Sonia is 
currently a country project manager with Clindev.  
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Suheila Abdul Karrim 
 
Suheila has been in the industry for 13 years working as CRA, Senior CRA and Clinical Research 
Manager. During this time she has been actively involved in training at her respective companies. It 
started with training sales reps on Anatomy and Physiology in 1997 and then on to SOP and GCP 
training to staff. In 2003 Suheila did the ACRP (Association of Clinical Research Professionals) 
Training assessment and is an internationally accredited Clinical Research Trainer since then. 
 
 She has trained investigators and CRAs locally and internationally over the past 6 years. She has 
also been ACRP Chapter Chair for South Africa from 2000-2007. She is an ACRP certified CRA 
and is actively involved with training institutions in the UK. She served on SACRA as part of the 
executive committee in 2003. Currently, Suheila is an independent contractor providing Clinical 
Research services such as CRA, project management and training (both locally and internationally). 
She also facilitates the Introduction to Clinical Research course and Clinical Trial Management 
course at Health Science Academy.   
 
 
 
Dr Uttam Govind MBCHB; MFGP; MPRAXMED; DTM&H; DOH; DHSM; FCPF 
 
I am registered with the HPCSA as a specialist in family medicine. 
I am in working in a family medicine group practice which undertakes many therapeutic drug trials. I 
am an HON LECT in Family Medicine at the Nelson R Mandela Medical School and serve on the 
University Bioethics Research Ethics Committee. I also serve on the Internship Committee of the 
HPCSA.  I have presented at GCP courses. 
I have formal ethics training and have attended several IRENSA courses and the PRIM&R 
conferences overseas.  I am completing the LLM at UKZN.  
I serve on several other Medical Organizations e.g., KZNMCC, SAMCC, MGA etc. 
 


