
1 

 

       
 

                              Enquiries: Prof B Schoub 
        E-mail: barry.schoub@gmail.com  
  
      
 INTERNAL MEMO 
 

Date:  10 March 2021 

To: Minister ZL Mkhize,  

Honourable Minister of Health 
From: Ministerial Advisory Committee 

(MAC) on COVID-19 Vaccines 

    

ADVISORY  

DIFFERENCE BETWEEN A PHASE 3B IMPLEMENTATION STUDY AND A ROLLOUT 

OF AN AUTHORISED VACCINE 

  

Problem Statement 

• There seems to be considerable confusion in the public about the difference between the 

open label Phase 3b Johnson and Johnson (J&J) study currently being implemented in 

Health Care Workers (HCWs) and the phased rollout that the National Department of Health 

has planned and communicated to the public. 

• This confusion could have some impact on vaccine hesitancy given that emotive words, 

such as” guinea pig” have augmented these concerns. 

 

Rationale  

• In 2020, the South African Health Products Regulatory Authority (SAHPRA) authorised a 

Phase 3a clinical trial to evaluate the safety and efficacy of the COVID-19 J&J vaccine. This 

was part of a large international Phase 3 study which enrolled nearly 40,000 participants. 

The study showed that, in South Africa where we have the 501Y.V2 variant, the vaccine 

reduced severe disease by 81.7% and moderate disease by 64%. There is often a time 

lapse between a Phase 3 study being successfully completed, and the registration of a 

product for use outside a clinical trial. A way to bridge this gap is through an open label 

study. This was done after the Phase 3a study provided evidence for efficacy and safety of 

the vaccine. SAHPRA has in the past approved similar phase 3b studies for several other 

products to allow early access to that product, and to collect additional data on safety, 

efficacy and how to introduce a new product. 

 

• Once a medicine or vaccine is found to be safe and effective in a Phase 3 study, an 

applicant can apply to have it registered for use by SAHPRA. It is no longer necessary to 

obtain signed informed consent, although as with any medicine, patients must understand 

what the vaccine is for, whether there are any specific side effects, and they must be willing 
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to take it.  When a new vaccine is rolled out there must be ongoing monitoring of safety and 

effectiveness. This is called post-marketing surveillance. A formal programme to monitor 

the safety of vaccines when they are rolled out into the population has been jointly 

developed by the National Department of Health and SAHPRA. 

 

• During the current pandemic, SAHPRA has used a different mechanism to allow emergency 

use of vaccines. This is called a Section 21 authorisation which allows limited quantities of 

vaccine to be imported into South Africa for emergency use. In the medium to long term 

SAHPRA is likely to be reviewing and approving vaccines through a normal registration 

process. Vaccines approved by SAHPRA either for emergency use under Section 21 or 

with full registration may be used as part of the national rollout program. SAHPRA will 

continue to monitor the safety profile of all vaccines that will be rolled out and will share all 

safety data with the World Health Organisation. 

  
 
Summary 

In summary, while both a phase 3b study and a vaccine roll-out both involve wide-scale 
implementation of Covid-19 vaccines, they differ only insofar as the type of regulatory 
approval required as well as the informed consent and information collected from those being 
vaccinated. It is noteworthy that a phase 3b study does not include placebo and does not 
involve experimentation with any unproven vaccines.    
 
 

Recommendation 

• The VMAC recommends that the public be made aware of the difference between the 
current Phase 3b study with the Johnson and Johnson vaccine, and the rollout of Covid-
19 vaccine(s).  

• The VMAC suggests that the Communications Directorate of the Department be tasked 
with communicating this message to the general public, including those working in the 
health-care sector. 

 
 

Thank you for consideration of this request. 

 

Kind regards, 

 

 
 
 

PROFESSOR BARRY SCHOUB 

CHAIRPERSON: MINISTERIAL ADVISORY COMMITTEE ON COVID-19 VACCINES 

DATE: 11 March 2020 

 

CC:  

» Dr S Buthelezi (Director-General) 

» Dr T Pillay (Deputy Director-General: Health Regulations and Compliance 

Management) 


