
MTN STAKEHOLDERS 
MEETING

26 March 2019

Thabile Msomi

Wits Reproductive Health 
and HIV Institute

REGULATORY SUBMISSIONS



2 MAIN REGULATORY AUTHORITIES IN SOUTH AFRICA 
THAT A PROTOCOL NEEDS TO BE APPROVED BY

1. South African Health Products Regulatory Authority-
SAHPRA

2. Research Ethics Committee 
3. [Wits RHI submits to Wits Human Research Ethics 

Committee (Medical)]



A PROTOCOL GOES THROUGH THE 
FOLLOWING BEFORE BEING IMPLEMENTED: 

1. Wits RHI Internal Review Committee (RRC) [for Wits 
RHI Sites]

2. National Health Research Ethics Committee 
(NHREC) (online)

3. Wits Human Research Ethics Committee (Wits HREC)
4. South African Health Products Regulatory Authority-

SAHPRA
5. Department of Health Gauteng Provincial Research 

Committee (online)



AFTER RECEIVING THE 
APPROVED PROTOCOL FROM 

THE PROTOCOL TEAM



STEP 1. Research Review Committee 
(RRC)

• Committee meets monthly, excl. December
• Ethics Application Form, Protocol & informed 

consent forms submitted to the review committee
• Comments, questions are raised by the committee 

and responded to by the principal investigator (PI) 
and/ or the protocol team

• Approval received from RRC and Prof Helen Rees 
(Wits RHI Executive Director) signs off on the form





STEP 2. National Health Research 
Ethics Committee/ South African 
Clinical National Clinical Trials 

Register 
• National database of all research done in South 

Africa (NHREC, SANCTR)
• http://www.ethicsapp.co.za/ / 

http://www.sanctr.gov.za/
• Online application, copy of NHREC application to 

be sent with HREC and SAHPRA submissions
• Both databases updated once approvals are 

received from both entities

http://www.ethicsapp.co.za/
http://www.sanctr.gov.za/






STEP 3. Wits Human Research Ethics 
Committee

• Committee meets monthly excl. December
• Site collates documents for the assessor/ reviewers
• Comments/ queries from assessors are sent to site
• Queries addressed by principal investigator and/ or 

protocol team
• Final ethics approval received



STEP 4. South African Health Products 
Regulatory Authority (SAHPRA)

• Previously MCC- Medicines Control Council
• Committee meets quarterly, submissions done 

before 3 months before
• Comments/ queries raised and sent to site
• Queries addressed by  PI and/ or protocol team
• Final approval received





STEP 5. National Health Research 
Database (NHRD)

• After Ethics and SAHPRA approval
• Complete online form, upload Protocol, approvals 
• NHRD administrator distributes the protocol to the 

relevant district research committees. 
• District research committees review the protocol 

and provide recommendations to the provincial 
committee

• Approval granted after recommendations from the 
district committees, then recruitment can start

• District Research Committees meet monthly 





Why do protocols go through all these 
submissions? Is it necessary?

1. Ethics Committee: Oversees the safety, rights and 
welfare of human participants in research. 
Committee comprises of doctors who specialise in 
a variety of fields (e.g paediatrics, obstetrics & 
gynaecology, psychiatry cardiovascular etc) there 
are lawyers, social workers, community 
representatives, priests, social workers. This ensures 
that all rights of the participant are taken into 
account.



2. SAHPRA:
Regulates
• everything related to  Medicines and Related 

Substances, 
• Medical Devices. 
• Regulations relating to the Labelling, Advertising and 

Composition of medicines and cosmetics.
• Product recalls. 
There is a board comprises of individuals with expertise 
in the fields of medicine, medical devices, in 
vitro diagnostic medical devices (IVDs), vigilance, 
clinical trials, good manufacturing practice, public 
health. SAHPRA has different units/ directorates, we 
deal with the Clinical Evaluation & Trials Unit. All clinical 
trials who are doing research on medicines, new dose, 
different use need to be approved by SAHPRA.



3. NHREC/ SANCTR: database of all research 
conducted in SA, helps with seeing areas of research 
that may be available.

4. NHRD: streamlines recruitment efforts for sites. They 
check if the health facilities requested for recruitment 
meet the criteria of the protocol requirements.



Timelines

1. MTN042B
Protocol received, currently preparing for RRC 
submission due on 01 Apr 2019

2. MTN 042
Awaiting final protocol

3. MTN 043
Awaiting final protocol



Thank You!!

Questions?


