GNR.539 of 25 April 2003:

Regulations relating to Fees Payable to the Registrar

DEPARTMENT OF HEALTH

MEDICINES AND RELATED SUBSTANCES ACT, 1965 (ACT NO. 101 OF 1965)

as amended by

Notice
Government Gazette
Date

GNR.1807
25837
19 December 2003

The Minister of Health has, in consultation with the Medicines Control Council, in terms of section 35 (1) of the Medicines and Related Substances Act, 1965 (Act No. 101 of 1965), made the regulations in the Schedule.

SCHEDULE

ARRANGEMENT OF REGULATIONS

1.
Definitions


2.
Fees


3.
Replacement of regulation 35 of the regulations


4.
Commencement


1.   Definitions.—In this Schedule “the Regulations” means the regulations published under Government Notice No. R.352 of 21 February 1975, as amended.

2.   Fees.—The following fees shall be payable to the Registrar:

Category A medicines

(1)  Human medicines, including Biologicals, compounded in its entirety in the RSA or not, for which an application for registration has been submitted as contemplated in section 15 of the Act—


(a)
in respect of the submission of an application for registration of—


(i)
new chemical entities or highly technological products, which have been processed by the abbreviated registration process (first strength, first dosage form): R30 000 per application;


(ii)
strengths and dosage forms other than those referred to in subparagraph (i): R15 000 per application;


(iii)
new chemical entities, including highly technological products, (first strength, first dosage form): R30 000 per application;


(iv)
strengths and dosage forms other than those referred to in subparagraph (iii): R20 000 per application;


(v)
biological products (pharmaceutical, analytical and bioavailability evaluated): R30 000 per application;


(vi)
generic products (pharmaceutical, analytical and bioavailability evaluated) and all other dental and radio pharmaceutical products (first strength, first dosage form): R12 500 per application;


(vii)
strengths and dosage forms other than those referred to in subparagraph (vi): R6 500 per application;


(viii)
screening fee on receipt of an application: R1 050;

[Sub-par. (viii) added by GNR.1807 of 2003.]


(ix)
evaluation of additional submitted clinical data: R1 900;

[Sub-par. (ix) added by GNR.1807 of 2003.]


(x)
an application in terms of section 15C of the Act: R12 500;

[Sub-par. (x) added by GNR.1807 of 2003.]


(xi)
any medicine, the registration of which has been approved by the council in terms of section 15 (3) of the Act:


(aa)
Evaluation of requests for rescheduling of products: R1 900;


(bb)
evaluation of request to amend package insert in respect of which clinical data relating to safety and efficacy must be evaluated: R2 100.

[Sub-par. (xi) added by GNR.1807 of 2003.]


(xii)
of any medicine in accordance with an expedited registration procedure in terms of section 15 (2) (b) of the Act: R5 000

[Sub-par. (xii) added by GNR.1807 of 2003.]


(b)
in respect of registration of any medicine, the registration of which has been approved by the council in terms of section 15 (3) of the Act (in the case of medicines in minute-dose form; the fee encompasses different volumes, when submitted simultaneously for the same indication or intended use) and in respect of which an application fee has been paid: R6 00 for each registration;

[Par. (b) inserted by GNR.1807 of 2003.]


(c)
annually, in respect of the retention of the registration of a medicine, the registration of which has been approved by the Council in terms of section 15 (3): R550: Provided that this provision shall come into effect one year after the date on which the registration of the said medicine was approved by the Council in terms of section 15 (3): Provided further that the said fees payable during a particular calendar year shall be payable on or before the last working day of June that year, failing which the registration may be cancelled in terms of section 16 (4).

[Par. (c), previously par. (b), renumbered by GNR.1807 of 2003.]

Category C medicines

(2)  Veterinary medicines, including Biologicals, whether compounded in the RSA or not and for which Council has determined by resolution that such medicines are registrable—


(a)
in respect of the submission of an application for registration of—


(i)
new chemical entities, including highly technological products, (first strength, first dosage form): R3 800 per application;


(ii)
generic products (pharmaceutical, analytical and bio-availability evaluated): R3 800 per application;


(iii)
screening fee on receipt of the application: R1 050;

[Sub-par. (iii) added by GNR.1807 of 2003.]


(iv)
evaluation of additional submitted clinical data: R1 900;

[Sub-par. (iv) added by GNR.1807 of 2003.]


(v)
any medicine, the registration of which has been approved by the council in terms of section 15 (3):


(aa)
evaluation of request for rescheduling of products: R1 900;


(bb)
evaluation of request to amend package insert in respect of which clinical data relating to efficacy must be evaluated: R2 100.

[Sub-par. (v) added by GNR.1807 of 2003.]


(b)
in respect of the registration of any medicine, the registration of which has been approved by the Council in terms of section 15 (3) (in the case of medicines in minute-dose forms; the fee encompasses different dilutions and different volumes, when submitted simultaneously for the same indication or intended use) and in respect of which an application fee has been paid: R600 for each registration;


(c)
annually, in respect of the retention of the registration of a medicine, the registration of which has been approved by the Council in terms of section 15 (3): R350: Provided that this provision shall come into effect one year after the date on which the registration of such medicine was approved by the Council in terms of section 15 (3): Provided further that the said fees payable during a particular calendar year shall be payable on or before the last working day of June that year, failing which the registration may be cancelled in terms of section 16 (4).

(3)  In respect of the submission of an application for the authorization of the use of an unregistered medicine:


(a)
Clinical trials (Companies): R6 300;


(b)
clinical trials (Institutions): R3 100;


(c)
any other clinical trial: R1 075;


(d)
any other application except for the purpose of performing a clinical trial: R200.

[Sub-r. (3) inserted by GNR.1807 of 2003.]

(4)  In respect of clinical trials amendments:


(a)
fees in respect of an application for technical amendments: R1 050 per amendment;


(b)
fees in respect of an application for administrative amendment: R320 per amendment.

[Sub-r. (4) inserted by GNR.1807 of 2003.]

(5)  In respect of licences:


(a)
An application for a license in terms of section 22C (1) (b) of the Act:


(i)
Manufacturer: R3 500;


(ii)
Distributor: R2 400;


(iii)
Wholesaler: R2 400;


(iv)
Importer: R2 400;


(v)
Exporter: R2 400;


(b)
an application for the renewal of a license in terms of section 22D of the Act, the licensing of which has been approved by the Council in terms of section 22C (1) (b) of the Act:


(i)
Manufacturers: R3 500;


(ii)
Distributors: R2 400;


(iii)
Wholesalers: R2 400;


(iv)
Importers: R2 400;


(v)
Exporters: R2 400;


(c)
annually, in respect of the retention of a licence issued in terms of section 22C (1) (b) of the Act: R600, and this fee is payable on or before the last working day of June that year, failing which registration may be cancelled;


(d)
licensing of any manufacturer, distributor, wholesaler, importer or exporter the license of which has been approved by the Council in terms of section 22C (1) (b) of the Act: R600.

[Sub-r. (5) inserted by GNR.1807 of 2003.]

(6)  In respect of performance of inspections to assess the quality of medicines:


(a)
Local manufacturing sites: R160 per hour;


(b)
International manufacturing sites: R400 per hour;


(c)
Wholesale sites: R800 per site;


(d)
Distributor sites: R800 per site.

[Sub-r. (6) inserted by GNR.1807 of 2003.]

(7)  In respect of the issuing of a permit or a certificate:


(a)
Certificate: R525 (Certificate of a Pharmaceutical Product, Certificate of Good Manufacturing Practice, Certificate of Freesale);


(b)
Import permit: R500;


(c)
Export permit: R300;


(d)
Any other permit: R525;


(e)
Permits issued by the Director-General in terms of section 22A of the Act: R100.

[Sub-r. (7) inserted by GNR.1807 of 2003.]

Amendment of entries in the register

(8)  In respect of all applications for amendments in terms of section 15A, the name of the medicine approved by the Council under section 15 (5), which shall be the proprietary name, the approved name of each active ingredient of the medicine and the quantity thereof contained in a dosage unit or per suitable mass or volume or unit of the medicine, the conditions of registration, and the name of the applicant: R220 per application.

[Sub-r. (8), previously sub-r. (3), renumbered by GNR.1807 of 2003.]

Transfer of certificates of registration

(9)  In respect of an application in terms of section 158: registered name, approved name of every active ingredient and quantities thereof per dosage unit or per suitable mass or volume or unit of the medicine, dosage form, conditions under which the medicine is registered; and name of applicant: R400 per application.

[Sub-r. (9), previously sub-r. (4), renumbered by GNR.1807 of 2003.]

3.   Replacement of regulation 35 of the regulations.—These regulations replace regulation 35 of the regulations.

4.   Commencement.—These regulations come into operation on 2 May 2003.

ME Tshabalala-Msimang

MINISTER OF HEALTH

GN 758 of 4 June 2003:  Application fee: Application for a licence to compound or dispense medicines

DEPARTMENT OF HEALTH

In terms of the Medicines and Related Substances Act, 1965 (Act No. 101 of 1965) an application for a licence to compound or dispense medicines must be accompanied by a fee as determined by the Director-General of Health.

The Director-General of Health has determined the fee in the Schedule and it is hereby published for general information. The fee includes Value Added Tax (VAT).

SCHEDULE

The following application fees shall be payable to the Director-General:


(a)
A fee to accompany the application form: R1000-00;


(b)
A licence fee for the three year period payable either in full in advance or annually within one month from the date of issuing the licence: R2400-00.

DR A NTZSALUBA

Director-General: Health

GN 759 of 4 June 2003:  Form: Application for a licence to compound or dispense medicines

In terms of section 22C (1) (a) of the Medicines and Related Substances Act, 1965 (Act 101 of 1965), the Director-General may on application issue to a medical practitioner, dentist, practitioner, nurse or other person registered under the Health Professions Act, 1974, a licence to compound or dispense medicines.

The Director-General has determined the form on which an application referred to above shall be made and the form is hereby published in English and Afrikaans for general information.

DR A NTZSALUBA

Director-General: Health

DEPARTMENT OF HEALTH

Republic of South Africa

DEPARTMENT OF HEALTH

DIRECTORATE: PHARMACEUTICAL PROGRAMMES AND PLANNING

PRIVATE BAG X828, PRETORIA 0001

TELEPHONE: 012-312-0366/FACSIMILE: 012-312-3102


APPLICATION FOR A LICENCE TO COMPOUND OR DISPENSE MEDICINES IN TERMS OF SECTION 22C (1) (a) OF THE MEDICINES AND RELATED SUBSTANCES ACT, 1965 (ACT 101 OF 1965)

*  SECTION A:  GENERAL INFORMATION
For Office Use Only


1.
Title















2.
Surname of Applicant















3.
Full Names of Applicant















4.
Identity Number of 

Applicant















*  SECTION B:  RESIDENTIAL ADDRESS



1.
Street Address of 

Applicant
















Code
















2.
Postal Address 

of Applicant
















Postal Code
















*  SECTION C:  BUSINESS ADDRESS
For Office Use Only


1.
Street Address of 

Premises
















Code
















2.
Postal Address 

of Premises
















Postal Code
















Home Telephone Number



–



–







Business Phone Number



–



–







Fax Number of Applicant



–



–







Mobile Phone Number of Applicant



–



–







E-mail address




*  SECTION D:  PARTICULARS OF APPLICANT



Qualification(s) 




Name of Statutory Council




Statutory Council Registration Number













Competencies


* Section 22C (2) supplementary compounding or dispensing course
Yes 
* Occupational Health Nurse





(Mark with X)

No








In

train-

ing







* Primary Health Care Nurse

*Medical 

Practitioner






* Psychiatric Nurse








* Other Allied Health Practitioners
State Competency



*  SECTION E:  PARTICULARS OF THE PREMISES



1.
There is a separate facility for washing hands.
Yes
No



2.
There is a separate facility for cleaning equipment.
Yes
No



3.
The temperature in the dispensary is below 25°C.
Yes
No



4.
There is a suitable means of counting tablets and capsules.
Yes
No



5.
There is a suitable range of dispensing containers for medicinal products available.
Yes
No



6.
A suitable and adequate means of waste disposal is available.
Yes
No



7.
A fridge for heat sensitive pharmaceuticals and vaccines will be available.
Yes
No



8.
Security measures will be in place to prevent unauthorized entry.
Yes
No



9.
All working surfaces will be finished with a smooth impermeable and washable material.
Yes
No



10
There will be sufficient and adequate lighting.
Yes
No



11.
The floor surface will be of impermeable material.
Yes
No



12.
All scheduled medicines will be stored/displayed in areas inaccessible to the public.
Yes
No



13.
All cupboards and shelves will be finished with a smooth impermeable and washable material.
Yes
No



*  SECTION F:  CRITERIA FOR A LICENCE

(Supply additional supportive information separately)



* Exact geographical location of proposed

dispensary.




* Indicate the geographical area to be serviced.




* What is the population size in the geographical area of the proposed dispensary?




*Supply information in motivation for the need of a licence in the area indicated




* Supply the names and addresses of other similar existing services in the catchment 

area of the proposed new service.



Pharmacies 
Distance from proposed service
Accessibility



Hospitals
Distance from proposed service
Accessibility



Clinics 
Distance from proposed service
Accessibility



Other health services (Indicate type of service) 
Distance from proposed service
Accessibility



*Supply proof of notice given by publication in a newspaper circulating in the area where the applicant intends to conduct his or her practice of his or her intention

to apply for a licence
* DATE OF PUBLICATION:




* NAME OF NEWSPAPER



Can a patient information leaf-

let per product dispensed be supplied?




*  SECTION G:  DECLARATION BY THE APPLICANT


1.
I, hereby give consent for an inspection of the premises in terms of the applicable Legislation.


2.
The information furnished herewith is true and correct.


APPLICANT’S SIGNATURE:




DATE:


–


–








D
D

M
M

Y
Y
Y
Y



*  SECTION H:  DECLARATION BY COMMISSIONER OF OATHS


SIGNED and SWORN TO before me

On this 
 day of 
 in the year 
 ,

the deponent (applicant) having acknowledged that he/she understands the contents of this declaration


SIGNATURE OF COMMISSIONER

OF OATHS


DATE:  




STAMP

Full name, capacity, address and contact details of Commissioner of Oaths



* Section D: This form may be completed and submitted to the Director-General even before the applicant has successfully completed the supplementary course on compounding or dispensing.


GNR.553 of 30 April 2004:  Regulations relating to a Transparent Pricing System for Medicines and Scheduled Substances

DEPARTMENT OF HEALTH

MEDICINES AND RELATED SUBSTANCES ACT, 1965

(ACT NO. 101 OF 1965)

The Minister of Health has, on the recommendations of the Pricing Committee, and in terms of the Medicines and Related Substances Act, 1965 (Act No. 101 of 1965) made the regulations in the Schedule, commencing on 02 May 2004.

SCHEDULE

1.   The sale of medicines and Scheduled substances in the Republic of South Africa is subject to the conditions stipulated in these regulations.

2.   Definitions.—In these Regulations, any word or expression defined in the Act and not defined herein bears the same meaning as in the Act and, unless the context otherwise indicates, in these Regulations—

“the Act” means the Medicines and Related Substances Act, 1965 (Act No. 101 of 1965) as amended and includes the General Regulations made thereunder;

“Constitution” means the Constitution of the Republic of South Africa Act No. 108 of 1996;

“CPI” means the Consumer Price Index as determined and published by Statistics South Africa from time to time;

“date of commencement” means 02 May 2004;

“discounts” includes but is not limited to—


(a)
volume or ‘bulk purchase’ discounts and other trade discounts including discounts given to customers off the manufacturer or importer’s published selling price at the date of the sale, due to purchase of large quantities, as ‘favoured’ customers or for any other reason;


(b)
bonus deals in terms of which additional product units are supplied to customers below the list price or free of charge;


(c)
settlement discounts and rebates including payments made to purchasers after the date of sale for timeous payment of accounts, for achieving certain sales targets, or for any other reason;


(d)
formulary listing payments including payments made to—


(i)
private hospitals, dispensing doctors, independent practitioner associations, provider networks; or


(ii)
medical schemes, managed health care organisations and administrators of medical schemes as defined or contemplated in the Medical Schemes Act, 1998 (Act No. 131 of 1998) including the regulations thereto; or


(iii)
any other person or organisation with the purpose of ensuring that a particular medicine or scheduled substance is included on the relevant formulary used by that funder or provider;


(e)
other allowances and fees including advertising fees and fees for shelf space;


(f)
free services rendered by manufacturers and importers or their agents to other persons selling medicines or Scheduled substances;


(g)
the purchase or the provision of any equipment by manufacturers or importers or their agents at a reduced cost or for free to other persons selling medicines or Scheduled substances;


(h)
contributions by manufacturers or importers to salaries or other recurrent expenditure or any other form of payment or inducement to any person or organisation selling medicines;

“distributor” means a person, other than a manufacturer, wholesaler or retailer, who supplies a medicine or Scheduled Substance to a retailer or a wholesaler;

“exporter” means a person within the Republic who sells medicines to a person outside of the Republic;

“importer” means a person importing medicines for the purpose of sale in the Republic from a manufacturer or other person outside of the Republic and includes a parallel importer as defined in the Act;

“logistics fee” means the fee that is payable in respect of logistical services;

“logistical services” means those services provided by distributors and wholesalers in relation to a medicine or Scheduled substance including but not limited to warehousing, inventory or stock control management, order and batch order processing, delivery, batching, tracking and tracing, cold chain storage and distribution;

“PPI” means the Production Price Index for pharmaceutical products as determined and published by Statistics South Africa from time to time;

“Pricing Committee” means the Pricing Committee appointed by the Minister in terms of section 22G of the Act;

“purchasing power parity” means the comparative purchasing power of the currencies of two countries with respect to a predetermined basket of goods and services;

“retailer” means a person who is not a wholesaler, importer, exporter, manufacturer or distributor who sells a medicine or Scheduled substance to a user and includes a person licensed in terms of section 22C (1) (a) of the Act;

“single exit price” means the price set by the manufacturer or importer of a medicine or Scheduled substance in terms of these regulations combined with the logistics fee and VAT and is the price of the lowest unit of the medicine or Scheduled substance within a pack multiplied by the number of units in the pack;

“supply chain” includes any two or more of the following—


(a)
a manufacturer;


(b)
an importer;


(c)
an exporter,


(d)
a wholesaler;


(e)
a distributor;


(f)
a retailer;


(g)
a person licensed in terms of section 22C (1) (a) of the Act;


(h)
the user of a medicine;

“user” means a natural person to whom a medicine or Scheduled substance is sold for use and excludes a manufacturer, importer, exporter, wholesaler, distributor, retailer and any other person selling medicines or Scheduled substances in the Republic;

“wholesaler” means a dealer who purchases medicines or Scheduled substances from a manufacturer and sells them to a retailer and includes a wholesale pharmacy;

“VAT” means value added tax as contemplated in the Value Added Tax Act, 1991 (Act No. 89 of 1991);

“year” means the period of 12 months beginning on 02 May.

3.   In order to promote transparency in the pricing of medicines and Scheduled substances in the Republic, a manufacturer or where the manufacturer of the medicine or Scheduled substance is outside of the Republic, the importer of a medicine or Scheduled substance shall publish, where applicable, the following information in such manner and format, at such time intervals, upon such conditions and in such media as may be determined by the Director-General from time to time by notice in the Gazette:


(a)
the proprietary name of the medicine or Scheduled substance;


(b)
the generic or approved name of the medicine or Scheduled substance;


(c)
the quantity of each active ingredient in the medicine or Scheduled substance;


(d)
the therapeutic category, Schedule and pharmacological class into which the medicine or Scheduled substance falls in terms of the Act;


(e)
the single exit price of the medicine or Scheduled substance in the Republic.

4.   The single exit price must be clearly and legibly reflected on the package or the immediate container within which a medicine or Scheduled substance is sold to a user.

5.   (1)  Upon commencement of these regulations the price of a medicine or Scheduled substance must be set by the manufacturer, or where the medicine or Scheduled substance is imported by a person other than the manufacturer, the importer of the relevant medicine or Scheduled substance, and combined with the logistics fee in order to arrive at a single exit price for the relevant medicine or Scheduled substance.

(2)  The single exit price must be set in accordance with the following provisions—


(a)
for a period of one year after commencement of these regulations the single exit price shall not be increased;


(b)
subject to sub-regulation 5 (2) (a) the single exit price may be increased in terms of regulation 8 of these regulations;


(c)
the price of each medicine or Scheduled substance to be set upon the date of commencement of these regulations by the manufacturer or importer must not be higher—


(i)
in respect of a Scheduled substance that is not a medicine, than the weighted average net selling price per unit of each Scheduled substance for the calendar year 2003: provided that where sales of the Scheduled substance commenced at the beginning of January 2004 or thereafter, the price of such substance must be calculated using the average of the total rand value of sales less the total rand value of the discounts for the period for which the Scheduled substance was sold and with reference to the price of that Scheduled substance in other countries in which the prices of medicines and Scheduled substances are regulated and published;


(ii)
in respect of a medicine, than the weighted average net selling price of the medicine which must be calculated using the formula:



“S divided by the total number of lowest units (eg. a tablet) for all of the packs of the same dosage strength of the medicine sold in the year 2003”



Where S = the total rand value of net sales (being sales less discounts) for all packs of the same dosage strength of the medicine sold in the year: 



provided that where sales of the medicine commenced at the beginning of January 2004 or thereafter, the price of the medicine must be calculated using the average of the total rand value of sales less the total rand value of the discounts for the period for which the medicine was sold and with reference to the price of that medicine in other countries in which prices of medicines and Scheduled substances are regulated and published.

(Note: Examples of the manner in which the weighted average net selling price must be calculated are cited in Appendix A of these regulations.)


(d)
the single exit price for a pack is the product of the price of each unit and the number of units in the pack;


(e)
The Director-General must determine and publish in the Gazette a methodology for conforming with international benchmarks, taking into account the price, and factors that influence price, at which the medicine or Scheduled substance, or a medicine or Scheduled substance that is deemed equivalent by the Director-General, is sold in other countries in which the prices of medicines and Scheduled substances are regulated and published and the single exit price of each medicine or Scheduled substance must, within 3 months of publication of such methodology in the Gazette conform with international benchmarks in accordance with such methodology;


(f)
Subject to regulation 5 (2) (g), the logistics fee must be determined by agreement between the provider of logistical services and the manufacturer or importer;


(g)
The Minister must determine a maximum logistics fee where, in the opinion of the Minister, such a determination is necessary to promote or protect the interests of the public in—


(i)
ensuring reasonable access to affordable medicines;


(ii)
the realization of the constitutional right of access to health care services contemplated in section 27 of the Constitution;


(iii)
the efficient and effective distribution of medicines and Scheduled substances throughout the Republic.

(3)  Not less than two months before making a determination in terms of regulation 5 (2) (g), the Minister must publish a notice in the Gazette declaring his or her intention to make that determination and inviting interested persons to furnish him or her in writing with any comments thereon or any representations they may wish to make in regard thereto.

(4)  For the purpose of regulation 5 (2) (c), ‘unit’ means the pack in which the medicine or Scheduled substance is sold.

6.   A manufacturer, importer, distributor or wholesaler may not charge any fee or amount other than the single exit price in respect of the sale of a medicine or Scheduled substance to a person other than the State.

7.   Subject to the provisions of regulations 5, 8 and 9, the single exit price of a medicine or Scheduled substance may only be increased once a year.

8.   (1)  The extent to which the single exit price of a medicine or Scheduled substance may be increased will be determined annually by the Minister, after consultation with the Pricing Committee, by notice in the Gazette with regard to—


(a)
the average CPI for the preceding year;


(b)
the average PPI for the preceding year;


(c)
changes in the rates of foreign exchange and purchasing power parity;


(d)
international pricing information relating to medicines and scheduled substances;


(e)
comments received from interested persons in terms of regulation 8 (2); and


(f)
the need to ensure the availability, affordability and quality of medicines and Scheduled substances in the Republic.

(2)  Not less than three months before making a determination in terms of regulation 8 (1), the Minister must publish a notice in the Gazette declaring his or her intention to make that determination and inviting interested persons to furnish him or her in writing with any comments thereon or any representations they may wish to make in regard thereto.

(3)  Subject to the provisions of regulation 8 (1), a manufacturer or importer may no more than once a quarter increase the single exit price of a medicine or Scheduled Substance within a year provided that—


(i)
such increase does not exceed the single exit price of the medicine or Scheduled substance as first published in respect of that year;


(ii)
the increase in the single exit price is applied to all sales of the medicine or Scheduled substance and not to selected categories of purchasers;


(iii)
the manufacturer or importer notifies the Director-General of the increase in the single exit price at least 48 hours prior to the implementation of such increase;


(iv)
the single exit price may not be increased as contemplated in terms of this regulation 8 (3) within the period of six months beginning from the date of commencement of these regulations.

9.   (1)  The Minister may, in exceptional circumstances, authorise a manufacturer or importer, on written application by such manufacturer or importer, to increase the price of a medicine or Scheduled substance by a specified amount greater than that permitted in terms of regulation 8.

(2)  In considering an application as contemplated in regulation 9 (1) the Minister must take into account—


(a)
the nature and extent of any adverse financial, operational and other circumstances for the manufacturer or importer if the application made in terms of regulation 9 (1) is not approved;


(b)
the effect, if any, on the availability of the medicine or Scheduled substance within the Republic if the application made in terms of regulation 9 (1) is not approved;


(c)
the nature of the health condition for which the medicine or Scheduled substance is a registered indication within the Republic and the extent to which public health would be adversely affected should the medicine or Scheduled substance become unavailable or unaffordable within the Republic;


(d)
the extent to which the rights contemplated in section 27 (1) (a) and 27 (3) of the Constitution may be adversely affected or limited—


(i)
should the single exit price not be increased by the amount requested in the application; and


(ii)
should the medicine or Scheduled substance become unavailable or unaffordable within the Republic.

10.   The appropriate dispensing fee as contemplated in section 22G (2) (b) of the Act to be charged by pharmacists must be calculated as follows:


(1)
With regard to medicines and scheduled substances falling into Schedules 1 and 2 of the Act, in the absence of a prescription the dispensing fee, exclusive of VAT, must not exceed—


(a)
16% of the single exit price of a medicine or Scheduled substance where the single exit price of that medicine or Scheduled substance is less than one hundred rands;


(b)
sixteen rands in respect of a medicine or Scheduled substance where the single exit price of that medicine or Scheduled substance is greater than or equal to one hundred rands.


(2)
With regard to medicines and scheduled substances falling into Schedules 3, 4, 5, 6, 7, and 8 of the Act, and medicines and Scheduled substances falling into Schedules 1 and 2 of the Act in respect of which a prescription has been written, the dispensing fee, exclusive of VAT, must not exceed—


(a)
26% of the single exit price in respect of a medicine or Scheduled substance where the single exit price of that medicine or Scheduled substance is less than one hundred rands;


(b)
twenty six rands in respect of a medicine or Scheduled substance where the single exit price of that medicine or Scheduled substance is greater than or equal to one hundred rands.


(3)
The provisions of this regulation 10 must be reviewed annually by the Minister with regard to the CPI, the PPI, and the need to ensure the availability, affordability and quality of medicines and Scheduled substances in the Republic.

11.   Where a medicine or Scheduled substance is dispensed in terms of a prescription written for a person who has been admitted as an inpatient the dispensing fee shall be calculated in terms of regulation 10 in respect of the entire quantity of the medicine or Scheduled substance reflected on such prescription, irrespective of whether the medicine or Scheduled substance is issued from the stock of the pharmacy or from ward or theatre stock.

12.   The appropriate dispensing fee as contemplated in section 22G (2) (b) of the Act to be charged by persons licensed in terms of section 22C (1) (a) of the Act must be calculated, exclusive of VAT, as follows:


(1)
Where the single exit price of a medicine or Scheduled substance is less than one hundred rands, the dispensing fee must not exceed 16% percent of the single exit price in respect of that medicine or Scheduled substance.


(2)
Where the single exit price of a medicine or Scheduled substance is one hundred rands or more, the dispensing fee must not exceed sixteen rands in respect of that medicine or Scheduled substance.


(3)
The provisions of this regulation 12 must be reviewed annually by the Minister with regard to the CPI, the PPI, and the need to ensure the availability, affordability and quality of medicines and Scheduled substances in the Republic.

13.   The appropriate fee to be charged by any person, other than a wholesaler or distributor, in respect of Schedule 0 medicines shall not exceed the percentage mark-up in respect of that medicine or Scheduled substance that was applied at the date of commencement of these regulations.

14.   The Director-General may in writing request from a manufacturer, importer, exporter, wholesaler, distributor, pharmacist, person licensed in terms of section 22C (1) (a), or any other person selling a medicine or Scheduled substance in the Republic, information or documentation relating to one or more of the following—


(1)
the approved name and the proprietary name of a medicine or Scheduled substance and details as to the nature of its composition, including active and other ingredients;


(2)
the price at which the medicine is being sold in any market in the Republic or in any other country specified by the Director-General;


(3)
the volume or quantity and total value of sales of such medicine or Scheduled substance in respect of categories of purchasers;


(4)
the method and cost of distribution within the Republic of the medicine or Scheduled substance including details of the supply chain by means of which the medicine or Scheduled substance will be made accessible to users;


(5)
details as to the comparative efficacy, safety and cost effectiveness of the medicine or Scheduled substance relative to that of other medicines or Scheduled Substances in the same therapeutic class compiled in a manner consistent with guidelines published by the Director-General in the Gazette from time to time.

15.   Subject to the provisions of any other law, where the information or documentation requested in terms of regulation 14 is within the knowledge, possession or control of the person from whom it has been requested, such information or documentation must be provided to the Director-General in the specified format within 30 working days of the date of such request, or such other reasonable period as the Director-General may determine.

16.   Where the information or documentation requested by the Director-General in terms of regulation 14 is not within the knowledge, possession or control of the person from whom it has been requested, such person shall inform the Director-General to this effect in writing within 14 days of the date of such request.

17.   The Director-General may refer the information and documentation contemplated in regulation 14 to the Pricing Committee for the purpose of facilitating the performance by the Pricing Committee of its duties in terms of the Act.

18.   The Pricing Committee may, at its discretion, receive written or oral representations from any person concerning the pricing of medicines or Scheduled substances in the Republic and elsewhere and such person may be required by the chairperson of the Committee, before making any oral representation to take an oath or make an affirmation, which oath or affirmation shall be administered by the chairperson.

19.   An applicant for registration of a medicine in terms of section 15 of the Act must, at least one month before the commencement of the sale of the medicine supply the following information to the Director-General—


(1)
The proprietary name, brand name or trade name under which it is intended to sell the medicine or Scheduled substance in the Republic;


(2)
The nature of its composition including active and other ingredients;


(3)
The single exit price at which the applicant proposes to sell the medicine or Scheduled substance in the Republic in conformity with international benchmarks using a methodology as determined and published by the Director-General in the Gazette taking into account the price, and factors that influence price, at which the medicine or Scheduled substance, or a medicine or Scheduled substance that is deemed equivalent by the Director-General, is sold in other countries in which the prices of medicines and Scheduled substances are regulated and published;


(4)
The price at which the medicine or Scheduled substance is currently being sold in any other country by the applicant;


(5)
The intended method and cost of distribution of the medicine or Scheduled substance in the Republic, including details of the supply chain by means of which the medicine will be made accessible to users;


(6)
The following information in relation to the medicine or Scheduled substance:


(a)
The nature of the disease or condition in respect of which the medicine or Scheduled substance will be used in the Republic;


(b)
The prevalence of the disease or condition as established by the applicant;


(7)
Details as to the efficacy, safety and cost-effectiveness of the medicine or Scheduled substance compared to other medicines or Scheduled Substances in the same therapeutic class compiled in a manner consistent with guidelines published by the Director-General in the Gazette from time to time.

20.   Where any of the information specified in regulation 19 is not within the knowledge, possession or control of the applicant, the applicant shall inform the Director-General to this effect in writing.

21.   The Director-General may publish or otherwise communicate, or require manufacturers, importers, wholesalers, distributors, pharmacists or persons licensed in terms of section 22C (1) (a) of the Act to publish or otherwise communicate in such manner and format as he or she may by notice in the Gazette determine, information in relation to a particular medicine or Scheduled substance or class or category of medicines or Scheduled substances or the sale of a medicine or Scheduled substance for the purpose of—


(1)
informing the public of—


(a)
the therapeutic value of a medicine or Scheduled substance relative to the single exit price set by the manufacturer;


(b)
the single exit price, strength, dosage form and pack size of a medicine or Scheduled substance;


(c)
the risks associated with a particular medicine or Scheduled substance relative to the single exit price of that medicine or Scheduled substance;


(2)
informing the public on the following matters—


(a)
the availability of a medicine or Scheduled substance;


(b)
the pricing system contemplated in section 22G of the Act;


(c)
the supply chain for a medicine or Scheduled substance;


(d)
the fees charged by wholesalers, distributors, retailers and other persons selling medicines or Scheduled substances;


(e)
the country from which a medicine or Scheduled substance is sourced.


(3)
Where the Director-General requires persons who sell medicines or Scheduled substances to publish information in terms of this regulation, such persons may only be required to publish information in respect of the medicines or Scheduled substances that they sell.


(4)
Nothing in this regulation must be interpreted to mean that the Director-General may publish or communicate, or compel any other person to publish or communicate, information where there is a ground for refusal of access to a record containing such information in terms of the Promotion of Access to Information Act, 2000 (Act No. 2 of 2000).

22.   (1)  The Director-General may determine that the single exit price of a medicine or Scheduled substance is unreasonable and communicate to the relevant manufacturer, importer, wholesaler or distributor, in a manner which he or she deems appropriate, such determination together with the basis upon which the determination has been made.

(2)  With regard to the determination contemplated in regulation 22 (1), the Director-General must consult with the relevant member of the supply chain and consider any representations made by that member concerning the reasonableness of the single exit price.

(3)  Where the Director-General is not convinced, after the consultation and representations contemplated in regulation 22 (2), that the single exit price is reasonable, he or she may publish a notice in the Gazette to the effect that in the opinion of the Director-General, the single exit price is unreasonable and must state the reasons for such opinion.

23.   In determining whether the price of a medicine or Scheduled substance is unreasonable as contemplated in regulation 22, the Director-General must have regard to—


(1)
the single exit price at which the medicine or Scheduled substance is being sold in the relevant market;


(2)
the single exit prices at which other medicines or Scheduled substances in the same therapeutic class are being sold in the relevant market;


(3)
the prices at which the medicine or Scheduled substance and other medicines or Scheduled substances in the same therapeutic class are being sold in countries other than the Republic;


(4)
changes in the CPI, the PPI and the relevant rates of foreign exchange;


(5)
purchasing power parity with reference to the Republic and any other country in which the medicine or Scheduled substance is sold;


(6)
the relative availability within the Republic of medicines or Scheduled substances in the same therapeutic class as the medicine or Scheduled Substance and the safety and efficacy of the medicine or Scheduled substance relative to other medicines or Scheduled substances in the same therapeutic class;


(7)
the nature of any indication in respect of which the medicine or Scheduled Substance has been registered in the Republic;


(8)
the size of the market for the medicine or Scheduled substance in the Republic relative to that in other countries;


(9)
any relevant information provided by the Council for Medical Schemes established in terms of the Medical Schemes Act, 1998 (Act No. 131 of 1998);


(10)
the size of the obstacle, represented by the single exit price, to access to the medicine or Scheduled substance relative to the public interest in having widespread and general access to the medicine or Scheduled substance;


(11)
such 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 or Scheduled substance.

24.   (1)  Manufacturers and importers must, within one month of the date of commencement of these regulations—


(a)
submit to the Director-General a schedule reflecting the single exit price of a pack of each medicine or Scheduled substance sold by them, including the pack size, dosage form and strength of the medicine or Scheduled substance;


(b)
supply to the Director-General the following information—


(i)
the total sales value of each medicine or Scheduled substance sold in the year 2003;


(ii)
the total value of discounts in respect of the sale of each medicine or Scheduled substance in the year 2003;


(iii)
the total number of packs of each medicine or Scheduled substance sold in the year 2003.

(2)  Within 3 months of the date of commencement of these regulations manufacturers and importers must, at the expense of the manufacturer or importer concerned, submit to the Director-General a report and audit certificate compiled by independent auditors who are not the current auditors of the manufacturer or importer verifying the information supplied in terms of regulation 24 (1) and detailing, where applicable, any variances in such information.

(3)  To the extent that the audit certificate indicates that the information supplied in the schedule contemplated in section 24 (1) (a) is inaccurate, the manufacturer or importer must, within 14 days of receipt of the audit certificate, revise that schedule to the reasonable satisfaction of the auditors to reflect an initial single exit price which in the reasonable opinion of the auditors fairly reflects the single exit price of the medicine or Scheduled substance concerned and the auditors must then issue a revised audit certificate which must be submitted to the Director-General together with the schedule as revised in terms of regulation 24 (2).

(4)  Manufacturers and importers must, with effect from the date one month after the date of commencement of these regulations, sell medicines and Scheduled substances only in accordance with the provisions of these regulations.

(5)  Wholesalers, distributors and retailers must, with effect from the date 3 months after the date of commencement of these regulations, sell medicines and Scheduled substances only in accordance with the provisions of these regulations.

ME TSHABALALA-MSIMANG

Minister of Health

Appendix A

EXAMPLES OF THE MANNER IN WHICH THE WEIGHTED AVERAGE NET SELLING PRICE MUST BE CALCULATED

Calculation of single exit price for solid dosage form where this is available in different pack sizes

Example 1: 2 pack sizes (50 tablets and 500 tablets) of a 500 mg strength of a medicine

Average 2003 price of 50 tablet pack = 50 Rands

Average 2003 price of 500 tablet pack = 300 Rands

2003 sales of 50 tablet pack = 100,000 packs

2003 sales of 500 tablet pack = 10,000 packs

Total 2003 discounts for 50 tablet pack sales in 2003 = 500,000 Rands

Total 2003 discounts for 500 tablet pack sales in 2003 = 200,000 Rands

The price of the unit is 0.73 Rand/500mg tablet

The single exit price of the 50 tablet pack is 36.5 Rands

The single exit price of the 500 tablet pack is 365 Rands

Calculation of single exit price for liquid dosage form where this is available in different pack sizes

Example 2: 2 pack sizes (125 ml bottle and a 500 ml bottle) of a 5mg/ml strength of a medicine

Average 2003 price of 125 ml bottle = 50 Rands

Average 2003 price of 500 ml bottle = 150 Rands

2003 sales of 125 ml bottles = 10,000 bottles

2003 sales of 500 ml bottles = 5,000 bottles

Total 2003 discounts for sales of 125 ml bottles in 2003 = 50,000 Rands

Total 2003 discounts for sales of 500 ml bottles in 2003 = 75,000 Rands

The price of the unit is 0.3 Rand/ml

The single exit price of the 125 ml bottle is 37,5 Rands

The single exit price of the 500 ml bottle is 150 Rands

