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A TRANSPARENT PRICING SYSTEM FOR 
MEDICINES AND SCHEDULED SUBSTANCES
The draft regulations relating to a transparent pricing system for medicines were published
in the Government Gazette of 16 January 2004 for a three-month comment period.

The following summary contains the main features of the proposed legislation:

SINGLE EXIT PRICE

● Medicines/scheduled substances are to be costed at a single exit price. This includes all
costs associated with the manufacture and sale of the medicine or scheduled substance.

● A manufacturer or importer of medicines must publish certain information, as prescribed
by the Director-General of Health from time to time, to promote transparency in the
pricing of medicines/scheduled substances. This information must include the single exit
price of the medicine in South Africa as well as the price at which it is sold in other
countries.

● The label on the container of every medicine/substance intended for sale to a user must
also reflect the single exit price.

PRICING

● The manufacturer or importer must set the single exit price when the regulations come
into effect. For a period of one year after commencement of these regulations this price
shall not be higher than 50% of the manufacturer’s net price as reflected in the Blue Book
as at 16 January 2004.

● A manufacturer may not charge any other fee or amount except the single exit price for
any medicine/substance sold to any person other than the State (which is exempt from
these regulations). 

● The single exit price may only be increased once a year by a manufacturer or importer,
but may be decreased at any time.

● The extent of the increase of the single exit price will be determined annually by the
Minister after consultation with the Pricing Committee, and will be recorded in the
Government Gazette. The Minister shall consider the following:
– Average Consumer Price Index for the preceding year;
– Average Producer Price Index for the preceding year;
– Changes in rates of foreign exchange and purchasing power parity; and
– The need to ensure the availability and quality of medicines and scheduled substances

in South Africa. 
● In exceptional circumstances a manufacturer or importer may apply to the Minister for

authorisation to increase the price of a medicine as determined by the Minister. The
Minister must consider such an application with regard to:
– The nature and extent of any adverse financial, operational and other consequences for

the manufacturer/importer;
– The effect on the availability of the medicine/substance in South Africa;
– The nature of the health condition for which the medicine/substance is a registered

indication within South Africa and the extent to which public health would be adversely
affected should it become unavailable or unaffordable;

– The extent to which a person’s constitutional right of access to healthcare services
and to emergency care would be adversely affected or limited should the price
not be increased as requested, or should the medicine/substance become
unavailable or unaffordable within South Africa.
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DISPENSING AND OTHER FEES

Pharmacists
Pharmacists may add a dispensing fee to the pharmacy
cost price. The dispensing fee for pharmacists must be
calculated as follows:

– Medicines/scheduled substances with a single exit
price less than R100: The dispensing fee may not
exceed 24% of the single exit price for each item
dispensed;

– Medicines/scheduled substances with a single exit
price R100 or more: The dispensing fee may not
exceed R24 for each item dispensed.

Licensed Dispensers
The dispensing fee for licensed dispensers (eg doctors)
must be calculated as follows:

– Medicines/scheduled substances with a single exit
price less than R100: The dispensing fee may not
exceed 16% of the single exit price for each item
dispensed;

– Medicines/scheduled substances with a single exit
price R100 or more: The dispensing fee may not
exceed R16 for each item dispensed.

Wholesalers
The fee for wholesalers must be calculated as follows:

– Medicines/scheduled substances with a single exit
price less than R40: The fee may not exceed 15% of
the single exit price for each pack of medicine/
substance sold;

– Medicines/scheduled substances with a single exit
price R40 or more: The fee may not exceed R6 for
each pack of medicine/substance sold.

Distributors
The fee for distributors must be calculated as follows:

– Medicines/scheduled substances with a single exit
price less than R40: The fee may not exceed 15% of
the single exit price for each pack of medicine/
substance sold;

– Medicines/scheduled substances with a single exit
price R40 or more: The fee may not exceed R6 for
each pack of medicine/substance sold.

Where a wholesaler obtains a medicine/substance from a
distributor, the maximum fee that may be charged by the
distributor must be calculated as follows:

– Medicines/scheduled substances with a single exit
price less than R40: The fee may not exceed 2,5% of

the single exit price for each pack of medicine/
substance;

– Medicines/scheduled substances with a single exit
price R40 or more: The fee may not exceed R1 for
each pack of medicine/substance sold.

Where a wholesaler obtains a medicine/substance from a
distributor, the maximum fee that may be charged by the
wholesaler must be calculated as follows:

– Medicines/scheduled substances with a single exit
price less than R40: The fee may not exceed 12,5% of
the single exit price for each pack of medicine/
substance sold;

– Medicines/scheduled substances with a single exit
price R40 or more: The fee may not exceed R5 for
each pack of medicine/substance sold.

Retailers
Where a Schedule 0 medicine/scheduled substance is sold
at a place other than a pharmacy (eg retailers), a maximum
fee of 16% of the single exit price may be charged in
respect of that medicine/substance. 

If the medicine/scheduled substance is obtained from a
wholesaler/distributor the fee payable to the wholesaler/
distributor may be added to the maximum fee.

DISCLOSURE OF INFORMATION

The Director-General may, in writing, request information
or documentation from a manufacturer, importer, exporter,
wholesaler, distributor, pharmacist or licensed dispenser,
or any person selling medicine, relating to the following:
● Approved and proprietary name of a medicine/

substance and details of its composition, including
active and other ingredients;

● The price at which the medicine is being sold, or has
been sold, in any market in South Africa or another
country;

● Costs of manufacturing, selling or marketing the
medicine/scheduled substance, how such costs are
calculated, and details of expenses incurred in the
manufacture or sale of a medicine/substance;

● Revenue generated by the sale of a particular
medicine/scheduled substance in South Africa or any
other country, including the volume or quantity and total
value of sales of such medicine/scheduled substance;

● Details of the sources of revenue (direct or indirect)
involving the sale of the medicine/substance in South
Africa;

● Details of expenditure on research and development
with respect to a particular medicine/substance;
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● Method of distribution of medicine/substance, including
details of the supply chain by means of which the
medicine will be made accessible to users;

● Name and address of person from or to whom a
medicine/substance was purchased/sold and quantity
and price at which it was purchased or sold;

● Details of the comparative efficacy, safety and cost-
effectiveness of the medicine/substance relative to that
of other medicines/substances in the same therapeutic
class, compiled according to guidelines published by
the Director-General in the Gazette from time to time;
and

● Any other information considered necessary by the
Director-General.

The draft regulations contain requirements in respect of
the timeframe in which the above information must be
supplied This information may be referred to the Pricing
Committee.

The Pricing Committee may at its discretion receive
written or oral representations from any person concerning
the pricing of medicines/substances in South Africa or
elsewhere.

REGISTRATION OF A MEDICINE

At least six months before the sale of a medicine, the
applicant must supply the following information to the
Director-General:
● Proprietary name, brand name or trade name under

which the medicine/substance will be sold;
● Nature of its composition, including active and other

ingredients;
● Single exit price at which the applicant proposes to sell

the medicine/substance in South Africa;
● Price at which the medicine/scheduled substance is

currently being sold in any other country by the
applicant;

● Anticipated costs of manufacturing, selling or marketing
the medicine/substance in South Africa, including the
manner in which such costs are calculated and details of
expenses incurred during research and development,
manufacture, or sale of the medicine/substance;

● Whether the medicine/substance is sold by any other
person than the applicant in South Africa, as well as
such person's name and address;

● Intended method of distribution, including details of the
supply chain by means of which the medicine will be
made available to users;

● Details of any research findings available to the
applicant relating to the medicine’s cost-effectiveness;

● Nature of the disease/condition for which the medicine/
substance will be used in South Africa;

● Prevalence of the disease/condition as established by
the applicant;

● Names of other manufacturers who would be
considered to be in direct/indirect competition with the
applicant in respect to the medicine/substance;

● Other information that the Director-General may require;
● Details of the efficacy, safety and cost-effectiveness of

the medicine/substance compared to others in the same
therapeutic class, compiled according to guidelines
published by the Director-General.

COMMUNICATION OF INFORMATION ON MEDICINES

The Director-General may publish/communicate or require
manufacturers, importers, wholesalers, distributors,
pharmacists or licensed dispensers to publish or
communicate information in relation to a medicine/
substance for the purpose of:
● Informing the public of

– The therapeutic value of a medicine/substance
relative to the single exit price set by the
manufacturer;

– Prices of medicines/substances that must be used in
conjunction with a particular medicine or scheduled
substance; and

– Risks associated with a particular medicine/substance
relative to the single exit price.

● Promoting best practices in the sale of medicines/
substances throughout the supply chain;

● Informing the public on the following matters:
– Availability of medicine/substance;
– Pricing system;
– Access to medicine/substance in South Africa or

elsewhere;
– Transparency of pricing practices relating to

medicines/substances;
– Supply chain for a medicine/substance;
– Fees charged by wholesalers, distributors, retailers and

other persons who sell medicines/substances; and
– Country from which the medicine/substance is

sourced.
Should grounds for refusing to make public this
information exist in terms of the Promotion of Access 
to Information Act, the latter will take effect.
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UNREASONABLE PRICING

The Director-General may determine that the price of a
medicine or substance is unreasonable and communicate
this to the relevant manufacturer, importer, wholesaler,
distributor, retailer or to consumers in the Gazette. He will
also divulge the basis upon which the determination has
been made. Before publication, the Director-General must
give notice of his intention to make such a declaration and
invite written representations by notice in the Gazette.

In determining whether the price of a medicine/
substance is unreasonable, the Director-General must
consider:
● Single exit price at which the medicine/substance is

being sold in the relevant market;
● Single exit prices at which other medicines or scheduled

substances in the same therapeutic class are being sold
in the relevant market;

● Prices at which medicines/substances and other
medicines/substances in the same therapeutic class are
being sold in countries other than South Africa;

● Changes in the CPI, PPI and the relevant rates of foreign
exchange;

● Purchasing power parity with reference to South Africa
and any other country in which the medicine/substance
is sold;

● Relative availability within South Africa of medicines/
substances in the same therapeutic class, and the safety
and efficacy of the medicine/substance relative to others
in the same therapeutic class;

● Nature of any indication for which the medicine/
substance has been registered in the South Africa;

● Size of the market for the medicine/substance in South
Africa relative to that in other countries;

● Any relevant information provided by the Council for
Medical Schemes;

● Whether the single exit price is an obstacle to
widespread and general access to the medicine or
scheduled substance, and whether this is in the public
interest; and

● Other factors which, in the view of the Director-General,
are relevant to the pricing or the costs of manufacture or
sale of the medicine/substance.

Persons selling medicines/substances that were
manufactured prior to the promulgation of the regulations
shall not be required to comply with the requirements of
these regulations for a period of 45 days.
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