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Disclaimer

◼ I am a member of the South African National Essential 

Medicines List Committee (NEMLC) and co-chair of its 

Expert Review Committee (ERC)

◼ I serve on three Technical Advisory Committees at the 

South African Health Products Regulatory Authority 

(SAHPRA)

◼ I am co-chair of the WHO Technical Advisory Group on 

Pricing Policies for Medicines (TAG-PPM)

However, I am speaking here today as an independent 

academic and not on behalf of any structure or body
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Outline
◼ Background to South Africa’s health system

 Historical determinants; public and private sectors; plans for 

universal health coverage

◼ National Drug Policy 1996

 Contested implementation

 Single exit price

 State tender price

◼ Lessons from COVID-19

 Health Justice Initiative case

◼ Growing opposition to transparency

 Vertex and access to treatment for cystic fibrosis

◼ Much more to do ….
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2024 mid-year 

estimate:

63 015 904

Uninsured:

53 295 677 

Gauteng the 

most populous 

province 

(15.9 m; 25.3%), 

followed by 

KwaZulu-Natal 

(12.3 m; 19.5%)

Black African 81.7%

Coloured 8.5%

White 7.2%

Indian/Asian 2.6%

9 provinces; 52 health districts; 1.22 million km² (3 x Germany) 
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Apartheid era (1948-1994) - creation of 

the “homelands”, formalizing the 

policies of segregation that had been in 

place since the 17th Century



Consequences – persistent deprivation
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Key resources
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https://www.hst.org.za/
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Public vs private health sector

◼ Public sector – caters mainly for the uninsured 

population (~85%)

 Funded from the fiscus (via provinces)

◼ Private sector – caters mainly for the insured 

population (~15%), with some out-of-pocket 

procurement

 Funded from employer and employee subscriptions

◼ Approximately EQUAL total expenditure (in total, 

~8.5% of GDP)
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What about the private sector?
◼ Annual reports of the Council for Medical Schemes

(https://www.medicalschemes.co.za/)
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Of the 71 medical schemes in 2022, 16 were open, and 55 were restricted.
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In 2022, ten government-linked or funded medical schemes 
represented 72% of all restricted scheme beneficiaries and 
33% of the total number of beneficiaries

Private sector - fragmented
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https://pmg.org.za/bill/886/



National Health Insurance Act 

(Act 20 of 2023)

Global Health Seminar Series June 2025 13

Assented to, but not yet promulgated.

SONA 2025: “This year, we will proceed with the 

preparatory work for the establishment of the NHI. This 

includes developing the first phase of a single electronic health 

record, preparatory work to establish Ministerial Advisory 

Committees on health technologies and health care benefits, 

and an accreditation framework for health service providers. The 

NHI will reduce inequalities in healthcare by ensuring everyone 

gets fair treatment. The NHI will save many lives by providing a 

package of services that include, for example, maternal and 

newborn care and services for people living with HIV, those with 

TB, and those suffering from non-communicable diseases such 

as heart disease, cancer and diabetes. Our most immediate 

priority is to strengthen the health system and improve the 

quality of care. A vital part of this is the modernisation, 

improvement and maintenance of existing health facilities and 

construction of new hospitals and clinics.
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The 7 key issues in 1994

◼ To develop a pricing plan for drugs 
(pub/pvt)

◼ To develop a plan to ensure all drugs 
are tested and evaluated for 
effectiveness

◼ To develop an Essential Drugs List 
and Standard Treatment Guidelines 
(pub)

◼ To develop a generics strategy

◼ To prepare a plan for effective 
procurement and distribution

◼ To investigate traditional medicines

◼ To rationalise the structure for 
Pharmaceutical Services
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Always contested ….
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NDP 1996 content - vague

◼ Chapter 4: Drug Pricing

 AIM: To promote the availability of safe and 

effective drugs at the lowest possible cost 

 “This aim will be achieved by monitoring

and negotiating drug prices and by 

rationalising the drug pricing system in 

the public and private sectors, and by 

promoting the use of generic drugs”
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1. External reference pricing

2. Internal reference pricing

3. Value-based pricing

4. Mark-up regulation across the 

pharmaceutical supply and 

distribution chain

5. Promoting price transparency

6. Tendering and negotiation

7. Promoting the use of quality-

assured generic and biosimilar 

medicines

8. Pooled procurement

9. Cost-plus pricing for setting the 

price of pharmaceutical products

10. Tax exemptions or tax reductions 

for pharmaceutical products

In September 2020, WHO Guideline on country 

pharmaceutical pricing policies was published

1

7

Ten pricing policies

https://www.who.int/publications/i/item/9789240011878
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1. External reference pricing

2. Internal reference pricing

3. Value-based pricing

4. Mark-up regulation across the 

pharmaceutical supply and distribution 

chain

5. Promoting price transparency

6. Tendering and negotiation

7. Promoting the use of quality-assured 

generic and biosimilar medicines

8. Pooled procurement

9. Cost-plus pricing for setting the price 

of pharmaceutical products

10. Tax exemptions or tax reductions for 

pharmaceutical products

Recommendations
Strong recommendations 

for the policy

Conditional recommendations 

against the policy

Conditional recommendations 

for the policy

Eight principles for 

developing and 

considering policies

coherence, specificity, clear purpose, 

transparency, integrated framework, 

relevance, compliance, collaboration
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Drug pricing – the specifics

◼ A Pricing Committee with clearly defined functions to monitor and 
regulate drug prices will be established within the Ministry of Health

◼ There will be total transparency in the pricing structure of 
pharmaceutical manufacturers, wholesalers, providers of services, 
such as dispensers of drugs, as well as private clinics and 
hospitals

◼ A non-discriminatory pricing system will be introduced and, if 
necessary, enforced

 s18A No person shall supply any medicine according to a 
bonus system, rebate system or any other incentive 
scheme

 s18B - No person shall sample any medicine

◼ The wholesale and retail percentage mark-up system will be 
replaced with a pricing system based on a fixed professional 
fee
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Legislated as follows:

18A. Bonusing.—(1) No person shall supply any medicine, medical 

device or IVD according to a bonus system, rebate system or any other 

incentive scheme.

(2) Notwithstanding subsection (1), the Minister may prescribe 

acceptable and prohibited acts in relation to subsection (1) in 

consultation with the Pricing Committee referred to in section 22G.

18B. Sampling of medicines, medical devices or IVDs.—(1) No 

person shall sample any medicine, medical devices or IVD.
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The SEP provision

22G. Pricing committee.—(1) The Minister shall appoint, for a 
period not exceeding five years, such persons as he or she may 
deem fit to be members of a committee to be known as the pricing 
committee.

(2) The Minister may, on the recommendation of the pricing 
committee, make regulations—

(a) on the introduction of a transparent pricing system for all 
medicines and Scheduled substances sold in the Republic;

…

(3)(a) The transparent pricing system contemplated in subsection 
(2)(a) shall include a single exit price which shall be published 
as prescribed, and such price shall be the only price at which 
manufacturers shall sell medicines and Scheduled substances 
to any person other than the State.
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http://www.mpr.gov.za/
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https://www.health.gov.za/nhi-pee/
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Logistics fee not disclosed –
varies between wholesalers/ distributors

Manufacturer 

Name

Nappi 

Code

Schedule Proprietary 

Name

Generic 

name 

(APIs)

Qty of Each 

API

Pack Size Dosage 

Form

Manufacturers

Price 

(VAT incl.)

Logistics

Fee

(VAT incl.)

Single Exit

Price (VAT

Incl.)
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Public sector - tenders
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https://www.health.gov.za/tenders
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So – has transparency (almost) 

been achieved?

◼ Private sector – SEP + ban on bonuses, 

rebates and discounts (and sampling)

◼ Public sector – publicly-disclosed tender 

prices 
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Problems – public sector

◼ Non-awards

Reluctance to respond to tenders, requiring 

procurement on quotation (sometimes 

exceeding private sector SEP)

◼ Failure to meet demand

When estimates are exceeded

When shortages occur
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Problems – private sector
◼ Failure to declare an SEP, despite 

registration with SAHPRA
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Problems – private sector

◼ Undisclosed bonusing, rebates and 

discounting

◼ Vertical integration of wholesalers and 

retailers

◼ Undisclosed prices for unregistered 

medicines imported for individual patients 

or groups (section 21)
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Lessons from COVID-19

◼ South Africa negotiated access to COVID-

19 vaccines with a number of 

manufacturers, but was required to keep 

prices confidential.

◼ SA Constitution:
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Civil society engagement
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CL case withdrawn
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In May 2024, Vertex identified Equity 
Pharmaceuticals as the local 
company through which Trikafta
could be imported into South Africa 
via Section 21 authorisations. These 
authorisations are granted by 
SAHPRA to enable importation of an 
unregistered medicine and are 
meant to be used in exceptional 
circumstances to remedy the need 
for an unregistered medicine, such 
as when there is a shortage of the 
registered product.
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“patient assistance programmes”

◼ If no discounting is allowed, how can 

“patient assistance programmes” operate? 

Except for medicines imported in terms of 

section 21?

◼ No public sector access?
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Global debates about external 

reference pricing

Global Health Seminar Series June 2025 42



Global Health Seminar Series June 2025 43

https://www.wemos.org/wp-content/uploads/2025/05/ 

Report-pharmaceutical-transparency-Wemos-HAI-2025-

1.pdf

https://noessano.org/wp-content/uploads/2025/05/ 

Informe-Transp_NES_230425_ENG.pdf
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https://msfaccess.org/sites/default/files/2024-06/MSF-

AC_TransparencyReport_June2024_FINAL.pdf



Much more to do ….

◼ An enforceable marketing code of 

practice, with final regulations specifying 

which practices are “perverse”

◼ Clarity on the pricing of medicines to be 

reimbursed by the NHI Fund

◼ And more …
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