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PharmaBoardroom is not responsible for any mistakes contained within 
this publication. For specific advice on any legal issue, please contact a 
qualified professional.

Copyright: All rights reserved. No part of this publication maybe reproduced 
in any form or by any means, whether electronic, mechanical or otherwise 
including photocopying, recording or any information storage or retrieval system 
without prior written consent of PharmaBoardroom. While every attempt is 
made to ensure the accuracy of the information contained in this report, neither 
PharmaBoardroom nor the authors accept any liabilities for errors and omissions. 
Opinions expressed in this report are not necessarily those of the authors.

South Africa

* THIS REPORT WAS ORIGINALLY PUBLISHED IN SEPTEMBER 2018 AND THE 
INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.

The Pharma Legal Handbook answers 
essential questions about this environment 
for pharmaceuticals in South Africa.
It is a must have for any company operating 
in the country or looking to enter the market.

Prepared in association with Fasken, a 
leading international law firm, it should 
answer any questions linked to Regulation, 
Pricing, Clinical and Preclinical Trials, 
Marketing, Manufacturing, Trademarks and 
Patents.

The firm has had an established presence in Africa for 
over 130 years, with the firm in South Africa tracing its 
founding to 1879. With offices in Johannesburg, London, 
Beijing and Canada’s major business centres, we access 
a growing network of business leaders and advisers 
throughout Africa and beyond. Because business across 
the continent is powered by relationships, clients with 
interests in Africa benefit from our global connections.  

We have led high-profile deals in almost all of Africa’s key 
industry growth sectors including Life sciences, mining, 
energy, telecommunications and industrial projects. 
Our capabilities in these markets are backed by a 
multidisciplinary team handling transactions and litigation 
matters across the full range of industries and practices.

Our practice spans every sector of business, industry 
and government providing strategic advice to a broad 
range of clients. Clients we work with include corporates, 
government agencies, regulatory authorities, non-profit 
bodies and individual clients. We offer expertise in both 
common law and civil law in English, Chinese, French and 
all South Africa’s official languages. 

Your team at Fasken includes lawyers with advance 
degrees in pharmaceutical sciences, clinical 
pharmacology, toxicology and genetics with a strong 
network of life sciences experts in 47 countries across 
the globe.

From our offices in Johannesburg, we offer clients a 
strong presence in Africa with an understanding of 
Africa’s corporate laws bringing expertise in dealing with 
SAHPRA, UEMOA, OHADA, COMESA, CEMAC and other 
bodies of regional laws governing business in Africa.
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Martha is a partner at Fasken’s Johannesburg office in South Africa 
and a member of the firm’s Life Sciences practice group. Qualified as 
both a registered nurse and lawyer, she is also a registered member 
of -the Law Society of the Northern Provinces in South Africa, -the 
South African Medico-Legal Society, -the South African Nursing 
Council and -the New Zealand Nursing Council. She also holds a 
current Good Clinical Practice Certificate for Clinical Research. 
Martha brings compelling experience in the legal, medical and phar-
maceutical industries. 

Having practised as a litigation attorney and legal advisor in the cor-
porate sector as well as coordinating clinical trials from a data man-
agement perspective for an international pharmaceutical company, 

she is able to bring the best of both worlds with on the ground expe-
rience, in finding innovative solutions for clients and businesses in 
the Life Sciences Industry.

Martha’s area of practice mainly focuses on compliance and regu-
latory issues and she has advised on matters such as registrations, 
licensing applications and transfers, Clinical trial monitoring and 
reporting structures to name a few.   

Martha’s practical experience of having worked across a number of 
professional health bodies and corporates has afforded her first-hand 
knowledge and an in-depth understanding of the challenges, oppor-
tunities and regulatory environments of this sector. 

MARTHA 
SMIT
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Lives are improved and saved when  
medical innovation and the law connect.
As medical products move from conception to consumer or clinical use, your team of Fasken 
lawyers provide legal solutions that protect client and patient interests.
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01
REGULATORY, PRICING, AND 
REIMBURSEMENT OVERVIEW



1. What are the regulatory authorities with 
jurisdiction over drugs, biologicals, and 
medical devices in your country?

2.  What is the regulatory framework for the 
authorization, pricing, and reimbursement of 
drugs, biologicals, and medical devices?

3. What are the steps to obtaining 
authorization to develop, test, and market a 
product?

4. What are the approximate fees for each 
authorization?

5. For how long are marketing 
authorizations/registrations valid? How 
are marketing authorizations/registrations 
renewed?

6.  How does the authorization process 
differ between brand-name products and 
generic products? Are there differences for 
local manufacturers versus foreign-owned 
manufacturers?

7. How are combination products (drug + 
drug, drug + biologic, drug + device, biologic 
+ device, drug + biologic + device) regulated?

8. How is compliance with regulation monitored
and evaluated? Is the regulatory regime
comparable with the U.S. Food and Drug 
Administration or the European Medicines Agency 
expectations and requirements?

9.  What is the potential range of penalties for 
noncompliance?

10. Is there a national healthcare system? If so, how 
is it administered and funded?

11. How does the government (or public) healthcare 
system function with private sector healthcare?

12. Are prices of drugs and devices regulated and, if 
so, how?

13.  How are drugs and devices used by patients paid 
for? What roles do public and private payers play?

14. Who dispenses drugs and devices to patients 
and how are those dispensers compensated?

15. What are the professional and legal 
responsibilities of those who dispense drugs and 
devices? What role do they play in providing
patient care, information, and safety?
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The South African Health Products Regulatory Authority (SAHPRA), previ-
ously known as the Medicine and Control Council (MCC).

The legislation regulating the framework for the authorization, pricing 
and reimbursement of drugs, biologicals and medical devices include the 
Medicines and Related Substances Act (as amended), Act No 101 of 1965 
(the Medicines Act) and its Regulations. There are also Industry Rules and 
Guidelines which supplement the Act and its Regulations. These Rules and 
Guidelines are published by SAHPRA.

Price control is managed through different processes, one being a Pricing 
Committee which is appointed by the Minister of Health in terms of Section 
22G of the Act. The Pricing Committee has the authority to make recommen-
dations to the Minister to make regulations on the introductions of a trans-
parent pricing system for all medicines and Scheduled Substances sold in the 
Republic. Such recommendations include an appropriate dispensing fee to be 
charged by a pharmacist or by a person licensed in terms of section 22C1 (a) 
and/or on an appropriate fee to be charged by wholesalers or distributors or 
any other person selling Schedule 0 medicines. 

The transparent pricing system referred to, includes a single exit price in 
terms of this Section and is the only price at which manufacturers shall sell 
medicines and Scheduled substances to any person other than the State. 

Medical Schemes also exist in South Africa whereby an undertaking of liability 
is present in return for a premium or contribution to make provision for obtain-
ing any relevant health service. This liability includes the rendering of a relevant 
health service either by the medical scheme itself or by any supplier or group of 
suppliers in association with or in terms of an agreement with a medical scheme. 

The above-mentioned reimbursement of drugs, biological and medical 
devices is regulated by the Medical Schemes Act, No 131 of 1998.

The process to develop, test and market is regulated under the Medicines Act 
and by SAHPRA.

The Conduct of clinical trials for humans and animals are set out in 
Regulation 30 of the General Regulations under the Medicines Act.

The application document to conduct a Clinical Trial can be obtained from 
the SAHPRA website and provides detailed information on the required doc-
umentation and information prior to submitting an application.

1. What are the regulatory 
authorities with jurisdiction over 
drugs, biologicals, and medical 
devices in your country?

2. What is the regulatory 
framework for the authorization, 
pricing, and reimbursement of 
drugs, biologicals, and medical 
devices?

3. What are the steps to 
obtaining authorization to 
develop, test, and market a 
product?

REGULATORY, PRICING, AND 
REIMBURSEMENT OVERVIEW01
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An applicant for registration of a medicine has to adhere to specific require-
ments which include but are not limited to the following:

• must be eligible to do business in South Africa, which include for exam-
ple that they must be a person, body corporate/juristic person, company, 
residing and doing business in South Africa; or any other type of company/
business; and
• the application must be signed by the Responsible pharmacist authorized on 
behalf of the company/ juristic person to communicate with the Regulator; and
• the applicant should also submit a Site Master File in accordance with the 
Guideline which govern and set out the requirements in this regard. 

Fees for different applications differ. The fees are set out in Government 
Gazette No 39154 dated 1 September 2015. The fee for an application for a 
new Chemical Entity for example (other than vaccines) which have been pro-
cessed by the abbreviated registration process is ZAR 49 000-00.

For each application sought in the different categories, the specific details 
are contained in the Gazette.

A Registration certificate is issued in terms of Section 15 of the Medicines Act 
and the process of application for such registration is contained in Regulation 
16 under this Act.

Once the Registration certificate is issued, a license must be obtained for 
the relevant activity to be conducted, e.g. licence for manufacturing, licence 
to distribute and/or a wholesaler’s licence.

In terms of Section 22E of the Medicines Act, the Director-General has the 
authority to suspend or revoke the license should the applicable annual fee 
not be paid.

A licence is valid for a period of 5 years from the date of issue. To renew 
a licence issued in terms of Section 22C, an application to the Regulatory 
Authority must be made as set out in regulation 24 of the General Regulations 
contained under the Medicines Act.

The application for renewal must be made at least 180 days before the expiry 
of the existing licence.

An applicant/proposed holder of the certificate of registration must be eligible 
to apply for the registration of the medicine in the first place. 

These eligibility criteria are contained in the General Information document 
of the South African Regulatory Body which is available on their website. 

The application for registration of a brand name and generic is done through 
the use of one application document. The document contains a section which 
require the particulars of the medicine to be registered, the differentiation 
between which category of medicine (generic or branded for example) is to be 
registered, is to be provided by the applicant in this section.

4. What are the approximate fees 
for each authorization?

5. For how long are marketing 
authorizations/registrations 
valid? How are marketing authori-
zations/registrations renewed?

6. How does the authorization 
process differ between brand-
name products and generic 
products? Are there differences 
for local manufacturers versus 
foreign-owned manufacturers?
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Currently there are 5 different categories of medications for which an appli-
cation for registration (and obtaining of market authorization) can be made:

• New chemical entity applications
• Multisource/generic applications and innovator product line extension 
applications that include clinical information in support of efficacy and 
safety of the formulation/dosage form, or indication/s or dosage regimen.
• Multisource/generic applications and innovator line extension applica-
tions  that include comparative bio-availability/bioequivalence studies as 
proof of efficacy.
• Multisource/generic applications and innovator line extension 
applications

o that include comparative dissolution studies as proof of efficacy
o that include any other comparative studies as proof of efficacy 
o others not mentioned above e.g. liquids/solutions. 

• Biological medicines: Biopharmaceuticals and Biosimilars

Combination products is also Regulated by the Medicines Act and the 
Regulations under the Act, as well as Guidelines from SAHPRA regarding 
Registration of Medicines.

Where the combination products are medications or medications together 
with biologics, the General Regulations under that Act apply. 

A combination of medications with a medical device, a biologic combined 
with a medical device or where a medication, biologic and medical device is 
combined, is regulated by the Regulations under the Medicines Act relating 
to medical devices and In Vitro Diagnostic medical devices (IVDs).

Regulation and compliance is monitored by means of implementation 
of Section 26 of the Medicines Act. This Section provides that the Chief 
Executive Officer can authorize persons as inspectors in order to ensure the 
proper enforcement of this Act. 

Section 28 set out the specific powers of an Inspector with regards to how 
they are able to enforce the requirements of this Act.

In terms of Section 29 of the Medicines Act, any person who is found be 
non-compliant with the requirements of the Act shall be guilty of an offence. 

If a person is found to be non-compliant and guilty of an offence as set out 
in Section 29 of this Act and is convicted of the offence, shall be liable to a 
fine, or to imprisonment for a period not exceeding 10 years. 

Currently in South Africa there is no national healthcare system. The 
South African Government is in the process of developing National Health 
Insurance (NHI), which they plan to fully implement by 2025. At the moment 

7. How are combination products 
(drug + drug, drug + biologic, 
drug + device, biologic + device, 
drug + biologic + device) 
regulated?

8. How is compliance with 
regulations monitored and 
evaluated? Is the regulatory 
regime comparable with the U.S. 
Food and Drug Administration or 
the European Medicines Agency 
expectations and requirements?

9. What is the potential range of 
penalties for noncompliance?

10. Is there a national 
healthcare system? If so, how is 
it administered and funded?


