
SAHPRA Regulatory update

Dr Boitumelo Semete - Makokotlela
SAHPRA
22 June 2021



Contents

• Organizational shifts made from MCC to SAHPRA

• Strategic positioning

• Strategic objectives

• Collaborative efforts

• Immediate priority focus areas 

• Deep dive 
– CAMs

– COVID-19 products



The SAHPRA’s transformation journey is well underway to 
ensure achievement of our mandate

• Since inception over 3 years ago, from the previous,  SAHPRA has 
been on a transformation journey

• As part of this transition journey, SAHPRA has already made 
significant progress in implementing several organizational shifts 
including; 

– Corporatization as a public entity accountable to the Minister of 
Health through the Board

– Put in place its own governance framework through the 
associated policies

– Re-engineered processes to clear the backlog and sustain business 
as usual

– Implemented Reliance and currently optimizing the pathway

– Building internal capabilities and expertise to limit reliance on 
external experts 

– Regulatory decisions made by the CEO based on recommendation 
by internal and external evaluators including the expert committes

– Initiation of a strategic positioning for the organization to ensure 
it aligns with global regulatory frameworks and approaches
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SAHPRA's mandate extends beyond just 
human medicines

Clinical 

trials
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• Ubuntu 

• Responsiveness 

• Integrity 

• Transparency

• Efficiency 

• Excellence 

Values

To promote access to health 
products and protect human 
and animal health in South 
Africa through making 
science-based regulatory 
decisions

An agile and responsive 
African health products 
regulator that is globally 
recognised as an enabler of 
access to safe, effective and 
quality health products in 
South Africa

Vision Mission
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Strategic intent

1. Enabler of accelerated  access to safe and effective health products such 
that no South African suffers health burden when drugs exists 

2. Enabler of innovative product development and access 

3. Enabler of local health sector growth



SAHPRA has implemented a number of strategies to 
ensure global alignment while it remains locally relevant

• SHAPRA intends to have high levels of organizational operational 
efficiency and effectiveness in the regulatory function

Achieve ML3  in 2021 and ML4 
in 2025

Align regulatory 
framework/guidelines to EMA

Effectively implement the 
Reliance pathway

Build strong internal 
review/assessment skills

Diversify skills sets to align 
with the expanded mandate

Deepen the internal science 
knowledge base 

Strengthen partnership with 
SRA/WLA

Champion specific initiatives 
in the region and continent 

Effectively communicate to 
key stakeholders

Principles People Partnerships



Process followed by ZAZIBONA applications 
submitted to SAHPRA
Expression of 

Interest
Admin Screening Inspectorate

Technical 
Screening

Evaluation

Applicant 
expresses interest
BAU staff 
identifies on 
mednet common 
applications

• Check that all paper 
documents are 
present

• Upload CD image to 
evaluation software 
(syncs to cloud)

• Check functionality 
and granularity2 of 
electronic dossier  

• Verify that site(s) in 
submitted 
application are 
GMP compliant

• Site inspected by 
SAHPRA / 
international 
regulator in last 3 
years

• Application sent to 
P&A and Clinical 
units for technical 
screening

• Checks for 
completeness of 
electronic dossier

• Queries may be 
sent to applicant 
and units assess 
response 

• Application sent to 
, P&A and Clinical 
units for evaluation 
(if SAHPRA 
rapporteur=SR)

• Zazibona 
recommendations 
sent to applicant

• Report & Response 
assessed (SR) or 
tabled at Zazibona

1. Required for record keeping purposes; 2. Sufficient level of detail in naming of modules and documents; 3. Primary evaluation includes an initial technical screening 
for N&S. Note: GMP – Good Manufacturing Practices; P&A – Pharmaceutical & Analytical; N&S – Names & Scheduling; RC –Registration Committee

Finalisation

P&A

Clinical

N&S

P&A

Clinical

• Finalisation by 
Zazibona 
Recommende
d to RC

• Agency 
decision: 
Certificate or 
rejection 
letter 
generated 
and shared 
with applicant



Renewed partnership with Swiss Medic on 
areas of collaboration 

• Implementation of joint/observer review of dossiers 
submitted to Swiss Medic and earmarked for SA through 
SAHPRA

• Access to assessment reports to enable Reliance reviews

– The SA applicant would need to ensure that they get 
authorization from the Swiss entity prior to Swiss medic 
providing the report to SAHPRA 

• Capacity building



SHAPRA will prioritize areas of urgent need to 
ensure continuous realization of its mandate
• Clear the backlog built from MCC and not generate a new backlog

– Efficiently apply the re-engineered processes

• Improve clinical trial review times frames
– 80% human clinical trial applications finalized within 90 working days

• Improve registration time frames for Generics
– 60% generic medicines finalized within 250 working days

• Strengthen the pharmacovigilance function
– Expand the use of the Medsafety App to all PV areas
– 70% reports on health product safety signals issued within 40 working days
– 1 safety awareness webinar held quarterly to educate the public

• Review and implement optimized guidelines the following functions
– Post importation testing (biologicals and small molecules)
– Post market surveillance

• Fast track the implementation of regulatory frameworks for;
– Medical devices and IVDs (incl Radiation emitting devices)
– CAMs



Regulation of CAMs
• The General Regulations made in terms of the Medicines and Related Substance Act, 1965 (Act 101 of

1965) was amended in 2013 to established Complementary Medicines as a separate Category D and
effectively established a regulatory framework for this category.

• This amendment initially only catered for the Discipline Specific Complementary Medicines (i.e.
Homeopathic, Ayurveda, Aromatherapy, Unani Tibb, Western Herbal, Traditional Chinese medicines)

• The Regulations were further amended in 2017 to broaden the Category D to include supplement-type of
medicines (health supplements).

Health supplements include those substances listed in the following annexures:

– Annexure C – Probiotics

– Annexure D – Prebiotics

– Annexure E – Vitamins

– Annexure F – Minerals

– Annexure G – Proteins and Amino Acids

– Annexure H – Animal Extracts, Products and Derivatives

– Annexure I – Fats, Oils and Fatty Acids

– Annexure J – Carotenoids

– Annexure K – Bioflavonoids and Polyphenols

– Annexure L – Aminosaccharides

– Annexure M - Saccharides

– Annexure N – Enzymes

– Annexure O – Other

• The registration and availability of these medicines was to take into account quality, safety and efficacy of
their production and sale in line with their relative risk which are prescribed according to the developed
guidelines issued by the SAHPRA.



Current Status of CAMs regulation 

• SAHPRA further developed an online application system (the portal) through which
applicants are to apply for the different kind of Complementary Medicines licensing
(manufacturers, importers, exporters and distributors/wholesalers)

• The portal caters for public accessibility as well as registered users and is aimed to
simplify engagement of medicine regulations with respect to CMs.

• The licences issued are:
– based on the attestation model and

– payment of prescribed fees, and

– are valid for a period of five years during which time there will be at least one inspection. During this time frame
all shortfalls in compliance must be corrected to reach full compliance in time for the renewal of the licence.

• For more information: www.sahpra.org.za / Health Products & E-Services

http://www.sahpra.org.za/


SAHPRA Learnings from COVID-19 response

AGILITY and URGENCY in 
regulatory processes to 
accommodate rapid pace 
of change

STRIGENT, science based 
regulatory decisions to 
ensure the safety of the 
public 

COLLABORATIVELY engage 
stakeholders that support the 
availability of data to enable 
making science based 
decisions

OPEN TO LEARN from other 
regulators and apply what is 
relevant for the local 
context

Efficient 
regulator
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COVID-19 Vaccine Applications and approvals

Vaccine Applicant Application Date Status

AZ/SII ChadOx NDoH Applied 
7/01/2021

Issued 22/01/2021

Pfizer/Biontech
Comirnaty

Pfizer 03/02/2021 Section 21 Authorisation issued 10/03/2021

J&J Ad-26 Janssen 4/11/ 2020 Conditional Market authorization on 30th March 
2021. 

Sputnik V Lamar & 
Dr Reddy

23/02/2021 
(rolling review)

In review

Sinovac
Coronavac

Curanto 10/03/2021 In review

Key additional requirements to safety, quality and efficacy
• Data indicating efficacy against the beta variant
• Post authorization surveillance
• Safety monitoring through an approved RMP



COVID-19 tests and Clinical trials

Test type Approved 
number

Antigen tests 25

Antibody tests 44

Molecular tests 102

Type of 
products under
trial

Approved 
number of 
studies

Therapeutics, 
including 
Antibody
therapies

33

Convalescent 
plasma

1

Radiotherapy 1

Vaccines 5

Key requirements
• Local validation of the 

test at the NHLS
• Post Market Surveillance  



Thank you


