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JUDGMENT DELIVERED ON 27 AUGUST 2004  

 
 

Yekiso J  

 

INTRODUCTION 

[1] On 25 May 2004 and 28 May 2004 two separate applications were 

launched in this Court by New Clicks South Africa (Pty) Ltd as the 

applicant in one such application and the Pharmaceutical Society of 

South Africa and six others as applicants in the other application.  The 

respondents in both such applications are the Minister of Health who has 

been cited as the first respondent and Prof Diane Elizabeth McIntyre as 

the second respondent.   The second respondent is joined in the 

proceedings in her capacity as chairperson of the Pricing Committee 

constituted in terms of section 22G of the Medicines and Related 

Substances Act, 101 of 1965.  I shall hereafter refer to the latter piece of 

legislation as “the Act”.   

 

[2] I shall, in the course of this judgment, refer to the application by 

New Clicks South Africa (Pty) Ltd as “the New Clicks application” and 

the application by the Pharmaceutical Society of South Africa and others 

as “the PSSA application” as and when a need arise to refer to each 
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application separately.  Because the relief sought in both applications is 

the same and the identity of the issues are substantially similar, both 

applications were heard together.    Full and further particulars of the 

parties involved are on record and it is thus not necessary to repeat 

these in this judgment except to say that all the applicants are retailers in 

medicine and related substances in the pharmaceutical industry.   Both 

applications were heard on 17 and 18 June 2004 before the Full Court of 

this division.  After hearing argument by the parties involved, judgment 

was reserved.  What follows is my judgment on the issues in dispute. 

 

THE RELIEF SOUGHT

[3] The relief sought in both applications is an order reviewing and 

setting aside the recommendation made by the Pricing Committee to the 

first respondent in terms of section 22G(2) of the Act and pursuant to 

which the Regulations, which are the subject of a challenge in both 

applications, were published (the recommendations).   The second leg of 

the relief sought is the order declaring some of the provisions of the 

Regulations to be invalid and of no force and effect on various grounds 

which I will identify in the course of this judgment. 

  

[4] As regards the first leg of the relief sought, namely, the review and 

the setting aside of the recommendation of the Pricing Committee, the 
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applicants seek to have these reviewed and set aside on the following 

basis, namely, that: 

 

[4.1] the Pricing Committee was not always properly constituted during 

its deliberations and decisions made; 

 

[4.2] the Pricing Committee allowed persons outside the committee to 

participate in its deliberations; 

 

[4.3] the Pricing Committee allowed its deliberations to be materially 

influenced through active participation by such other persons; 

 

[4.4] the Pricing Committee did not receive all material representations 

from the stakeholders; 

 

[4.5] the Pricing Committee took into account irrelevant considerations 

and failed to take relevant considerations into account; 

 

[4.6] the Pricing Committee acted arbitrarily in the determination of what 

it considered an appropriate dispensing fee; and 
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[4.7] the Pricing Committee, in making recommendations to the first 

respondent as it did, performed an administrative act within the meaning 

of the definition of the administrative action1.  

 

[5] Because of the aforegoing, so the applicants contend in their 

papers and submissions, the resultant recommendations made to the 

first respondent are materially flawed and, for this reason, the 

recommendation is susceptible to review and be set aside. The 

applicants further contend in their papers that the activities of the Pricing 

Committee, in fulfilling its functions, culminating in recommendations to 

the first respondent, constitute an administrative action within the 

meaning of the Promotion of Administrative Justice Act, Act No 3 of 

2000. 

 

[6] As regards the second leg of the relief sought, namely, the review 

and setting aside of the Regulations, the applicants contend that any 

successful attack on the recommendations inevitably leads to the 

invalidity of the Regulations as well.  The validity of the Regulations is 

further attacked on the basis that, some of the Regulations, which the 

applicants identify in the PSSA application, are so vague and uncertain 

                                      
1  The definition of the term administrative action appears in paragraph [33] of this judgment. 
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as to render those aspects of the Regulations identified unenforceable 

and incapable of application. 

 

THE PRICING COMMITTEE

[7] The Pricing Committee is a statutory committee appointed by the 

first respondent in terms of section 22G(1) of the Act2.  

In terms of section 22G(2) of the Act, the first respondent may, on the 

recommendation of the Pricing Committee, make regulations on the 

introduction of a transparent pricing system for all medicines and 

Scheduled substances sold in the Republic; an appropriate dispensing 

fee to be charged by a pharmacist and an appropriate fee to be charged 

by wholesalers or distributors or any other person selling Schedule O 

medicines3. 

From the reading of section 22G(2) it is thus clear that the first 

respondent cannot make regulations other than on the recommendation 

of the Pricing Committee.   

 

                                      
2 Section 22G of the Act, under the heading “Pricing Committee” provides: 
“(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.” 
3 Sub section (2) of section 22G provides: 
“(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; 

(b) on an appropriate dispensing fee to be charged by a pharmacist or by a person licensed in terms of 
section 22C(1)(a); 

(c) on an appropriate fee to be charged by wholesalers or distributors or any other person selling Schedule 
O medicines.” 
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THE REGULATIONS

[8] I have already made a point in paragraph [3] that in terms of 

section 22G(2) of the Act the first respondent may, on the 

recommendation of the Pricing Committee, make regulations on all 

those aspects specified in subparagraphs (a), (b) and (c) thereof.   The 

regulations contemplated in the aforementioned section were 

promulgated by the first respondent on 30 April 2004 per Government 

Notice No R553 published in Government Gazette No 26304 dated 30 

April 2004. 

 

[9] The applicants challenge the validity of certain provisions of these 

Regulations on the basis that: 

 

[9.1] the Regulations do not include a single exit price;  

 

[9.2] the Regulations give the Director-General a discretion that is not 

permitted by the empowering provision; 

 

[9.3] that certain provisions of the Regulations are vague and uncertain; 

 

[9.4] that the pricing system set up by the Regulations is not 

transparent; and  



 8

 

[9.5] that those aspects of the Regulations which provide for an 

increase in the single exit price are vague, uncertain and ultra vires; 

Before considering the merits of these various basis of attack, both on 

the activities of the Pricing Committee and the validity of the Regulations 

themselves, it is necessary to consider a brief history and the factual 

background which preceded the amendment to the Act and the 

Regulations promulgated thereunder. 

 

BRIEF OVERVIEW OF THE VARIOUS COMMISSIONS, STUDIES 

AND REPORTS ON THE SALES AND TRANSPARENCY IN THE 

FIXING OF PRICES OF MEDICINE

THE STEENKAMP COMMISSION 

[10] The Steenkamp Commission4 was established by the State 

President in 1975 to enquire into, report and make recommendations on 

aspects relating to the manufacture and marketing of pharmaceutical 

materials and products, with special reference to, inter alia, the price 

structure of pharmaceutical products, the increase in prices and other 

factors, usages and practices affecting the prices of such products with a 

view to combating the trend of increasing the prices of pharmaceutical 

products. 

                                      
4 Commission of Inquiry into Pharmaceutical Industry established on 21 August 1975. 



 9

 

[11] The Commission, following its enquiry, recommended that 

measures to reduce or contain the rise in cost of health care, as 

opposed to the level of medicine prices, only should be taken. 

 

THE BROWNE COMMISSION OF ENQUIRY

[12] Subsequent to the Steenkamp Report, the Browne Commission5 

was set up to inquire into the range and costs structure of health 

services in the public and private sector in the Republic of South Africa 

with specific reference to, inter alia, the costs of pharmacists in the 

conduct of their practices and the profit margins on dispensing and on 

commodities.   The Commission found that there had been a 

considerable increase in the cost of pharmaceutical products over the 

years6.  There has also been a study into the effectiveness of Financing 

and Delivering Health Care in the Republic of South Africa undertaken 

by Dr W J De Villiers; the so-called De Villiers Study7.  This background 

material culminated in the investigation and the report by the 

Competition Board8 to which I shall turn in the paragraph which follows. 

 

                                      
5 Commission of Inquiry into Health Services which reported in and during 1986. 
6 Ibid at paragraph 6.1 of the Report. 
7 Report by Dr W J De Villiers on the Effectiveness of Financing and Delivering Health Care in the Republic of 
South Africa released in Pretoria on 6 May 1990. 
8 Report by the Competition Board into the Distribution of Medicine that is available to the Public on 
Prescription by Manufacturers of Pharmaceutical Products released in and during November 1992. 
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THE COMPETITION REPORT NUMBER 34

[13] In its Report No 34, the Competition Board, established in terms of 

the Maintenance and Promotion of Competitions Act, No 96 of 1979, had 

had to undertake investigations around the restrictive practices involving 

pharmaceutical wholesalers and retailers9.    The investigation was 

prompted, amongst others, by complaints based on certain practices by 

the pharmaceutical industry which had a negative impact on the pricing 

of medicine substances by the retailers on sales of such medicine to the 

public.   The Competition Board found that there were discriminatory 

practices applied by the manufacturers in the pharmaceutical industry 

which impacted negatively on the pricing of medicine and Scheduled 

substances. 

 

[14] There were various other commissions and studies undertaken in 

the past such as the Reinach Committee10, the Snyman Commission11 

and the Melamet Commission12, to name but few of such commissions 

and committees.  The common denominator between all such 

commissions and committees revolved around the distribution and the 

                                      
9 Report on Investigation into Distribution of Medicine that is available to the Public on Prescription by 
Manufacturers of Pharmaceutical Products released during November 1992. 
10  The report by the Reinach Committee which reported during 1962 on the desirability of a more 
comprehensive legislation to control all aspects of medical insurance. 
11  The Snyman Commission, which incorporated the recommendations of the Reinach Committee, 
recommended, inter alia, that there should be fixed tariffs for medical services for all groups of patients. 
12  The Melamet Commission, which reported during 1994, reported and recommended further deregulation on 
the basis that insurance products represented the best way of providing health cover. 
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cost of medicine available to the public.   Until 1994 the health system 

was splitting markedly into a public sector focussed exclusively on the 

indigent, on those without medical scheme cover and the private sector 

focussed on the young and employed population.  The trends were well 

established by 1994 so that a need arose for a substantial intervention to 

change direction.  It gradually became abundantly clear that the 

spiralling cost of medicine and related substances impacted negatively 

on the affordability of medicine and related substances.   The costs of 

medicine and related substances had reached a point where a 

decreased number of the members of the population could access 

health care.  Things had to change for better. 

 

[15] The focus on the right to health care and, with it, a committed duty 

on the State to provide health care, first manifested itself in section 

25(1)(b) of the Constitution of the Republic of South Africa, Act No 200 

of 199313, commonly referred to as the interim Constitution. 

                                      
13 This section provided as follows under the heading “Detained, arrested and accused persons” 
 “25. Detained, arrested and accused persons. 

(1) Every person who is detained, including every sentenced prisoner, shall have the right – 
(a) …… 
(b) to be detained under conditions consonant with human dignity, which shall include at least the 

provision of adequate nutrition, reading material and medical treatment at state expense. (the 
emphasis is mine) 

(c)  
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Unlike the final Constitution, the interim Constitution did not provide, as a 

matter of a substantive right, a fundamental right to health care, food, 

water and social security. 

 

[16] Once the interim Constitution came into force, a series of 

measures aimed at making health care affordable were taken and these 

included the signature by South Africa of the International Convenant on 

Economic, Social and Cultural Rights, 196614 on 3 October 1994; the 

establishment of the National Drug Policy Committee in September 1994 

and the subsequent adoption of the National Drug Policy for South 

Africa15.   Chapter 4 of the policy deals with the rationalization of the 

pricing structure of medicines; envisages the appointment of a Pricing 

Committee with clearly defined functions to monitor and regulate drug 

prices; 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; introduction of non-

discriminatory pricing system, the abolishment of the then wholesale and 

retail mark-up system and the replacement thereof with a pricing system 

based on a fixed professional fee.  The National Drug Policy was, 

                                      
14 Article 12(2)(a) of this International Instrument  provides: …for the creation of conditions which would 
assure to all medical service and medical attention in the event of sickness. 
15 The policy was developed following a recommendation of the National Drug Policy Committee which was 
established by the Minister of Health, Dr N C Zuma, in September 1994 and reported to the Minister in 
November 1994. 
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amongst other things, informed and guided by the need not only to 

address and redressing the legacy of the past, but also a need to 

promote equity, accessibility and use of health care services by way of 

control of prices of medicine and related substances. 

 

[17] The Constitution of the Republic of South Africa16 was adopted by 

the Constitutional Assembly on 8 May 1996.   The amended text, duly 

certified by the Constitutional Court, was adopted on 11 October 1996.  

It is a matter of public knowledge that the Constitution came into effect 

on 8 February 1997.   The commitment to making health care available, 

either at the State expense or at affordable prices manifested itself by 

way of a guarantee to everyone of a right of access to health care 

services as provided in section 27 of the Constitution. 

 

[18] Section 27 of the Constitution provides: 

“(1) Everyone has the right to have access to- 

  (a) health care services, including reproductive health care; 

  (b) sufficient food and water; and 

(c)  social security, including, if they are unable to support 

themselves and their dependants, appropriate social assistance. 

                                      
16 The Constitution was enacted as an Act of parliament, being Act 108 of 1996. 
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(2) The state must take reasonable legislative and other measures within 

its available resources, to achieve the progressive realisation of each 

of these rights. 

(3) No one may be refused emergency medical treatment.” 

The development of the National Drug Policy was a precursor towards 

the realisation and entrenchment of a fundamental right to health care. 

 

[19] Subsequent legislative measures, being the Medicines and 

Related Substances Control Amendment Act17 (which will in the course 

of this judgment be referred to as the First Amendment Act) and the 

Medicines and Related Substances Amendment Act18 (to which I shall 

refer to as The Second Amendment Act should a need arise to refer to 

this latter piece of legislation) were adopted.   The legislative programme 

I have just referred to manifest a clear commitment on the part of the 

State of a need to take steps to make medicine more accessible to 

everyone.   It was with a view to realising this objective that the Act was 

amended, initially by way of the First Amendment Act and, subsequently, 

by way of the Second Amendment Act.  It is with this background in 

mind that I will seek to determine the issues in dispute amongst the 

parties. 

 

                                      
17 Act 90 of 1997 
18 Act 59 of 2002 
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[20] I have already made a point elsewhere in this judgment that the 

applicants’ primary areas of attack are on the activities of the Pricing 

Committee in fulfilling its functions; the validity of the subsequent 

recommendations made to the first respondent and the Regulations 

promulgated by the first respondent consequent to acceptance of such 

recommendations. 

 

THE PRICING COMMITTEE

[21] Pursuant to the provisions of section 22G(1) of the Act the first 

respondent appointed members of the Pricing Committee on 

nominations received in response to a public notice calling for such 

nominations.  The Pricing Committee does not have any stakeholder 

representation and membership is based on each member’s expertise. 

 

[22] Once appointed, the Committee adopted its procedure for the 

conduct of its meetings19.  This procedure, amongst other things, related 

to times and places where the Committee would hold its meetings, the 

quorum at such meetings, which the Committee determined would be a 

majority of members present and that the decisions of the Committee 

would be taken by consensus and that, where consensus cannot be 

                                      
19  I shall elaborate later in this judgment on the material aspects of the procedure adopted. 
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attained, by resolution of the majority of members present at the 

meeting. 

 

[23] Once appointed, the Committee considered its major task to be 

that of preparing recommendations by way of draft regulations.   These 

recommendations were prepared by the Committee and submitted to the 

first respondent for acceptance.   Once the recommendations were 

accepted by the first respondent, these were published for comment in 

the form of draft regulations per Government Notice R37 published in 

Government Gazette No 25912 of 16 January 2004.  The draft 

Regulations were published under cover of a notice calling on interested 

persons to submit written comments and representations on the draft 

Regulations to the Director-General of the Department of Health.   

Comments and representations had to be submitted within three months 

of the date of publication of the draft Regulations.   Interested persons, 

as did the applicants in these proceedings, submitted written comments 

and representations as required by the invitation. 

 

THE ORAL SUBMISSIONS

[24] Once the draft Regulations were published, an invitation was sent 

to all stakeholders who were requested to submit written submissions or 

representations.   The stakeholders were further requested to make oral 
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submissions on their written submissions or representations should they 

desire to do so.   This invitation was sent by the office of the Director-

General of the Department of Health20.  The second paragraph of the 

letter of invitation reads as follows: 

“The Department has decided that it would be beneficial to invite stakeholders 

to make oral representations on their written comments on these proposed 

regulations.   Due to severe time constraints and in order to optimize the value 

of the oral presentations the following conditions will be strictly applied: …” 

The invitation then goes on to enumerate a number of conditions which 

would be applicable in making such oral presentations. 

 

[25] There is a dispute as regards the nature of the meetings held 

when such oral presentations were made.   The applicants contend that 

such oral presentations were made at the meetings of the Pricing 

Committee whilst the latter maintains that such presentations were made 

at meetings arranged by the Department and not at the meetings of the 

Pricing Committee although some members of the Pricing Committee 

did attend such oral representations.   The applicants go further to say in 

their papers that:  

“… during the course of such meetings, the persons purporting to represent 

the Pricing Committee would come into the hearing and go out of the hearing 

                                      
20 The relevant letter of invitation is annexed as annexure “DM15” to the affidavit of the second respondent in 
which she deposes in her capacity as an expert. 
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at will; that there was no stability at such meetings; that the meetings were 

held informally as to suggest there was no properly constituted committee 

listening to the representations; that it was clear at these meetings that the 

Pricing Committee was not always properly constituted and that in view 

thereof whatever recommendations were made by the pricing Committee to 

the first respondent can hardly be said to have been a recommendation of the 

Pricing Committee acting independently as contemplated in section 22G(2) of 

the Second Amendment Act.”   

I shall return later to this dispute in the course of this judgment. 

 

[26] Once the Pricing Committee had fulfilled its functions, it made the 

required recommendations to the first respondent on all such matters as 

contemplated in section 22G(2)(a), (b) and (c) of the Act.  The first 

respondent, after considering the recommendations, reverted to the 

Committee on such aspects of the recommendations which related to 

the issue of an appropriate dispensing fee for pharmacists and the 

timing of the submission of information relating to the single exit price by 

the manufacturers and importers to the Director-General.  Once the 

Committee addressed the issues raised by the first respondent, it (the 

Committee) once again submitted its recommendations to the first 

respondent.  On this occasion the first respondent accepted the 

recommendations, which were in the form of draft regulations.   The 

recommendations, in the form in which they were, were published in the 
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Government Gazette of 30 April 2004 to constitute the Regulations 

which are part of the subject of attack by the applicants. The Regulations 

were published in Government Gazette 26304 and took effect on 2 May 

2004. 

 

[27] It is these recommendations, which the Pricing Committee 

submitted to the first respondent and which, on acceptance and 

subsequent publication thereof in the Government Gazette constituted 

the Regulations under attack, that the applicants seek to have reviewed 

and set aside. 

  

THE ATTACK ON THE RECOMMENDATIONS OF THE PRICING 

COMMITTEE 

[28] I have already made a point elsewhere in this judgment that the 

Pricing Committee is appointed by the first respondent in terms of 

section 22G(1) of the Act.  Regulation 38(1) of the General Regulations, 

being regulations published in Government Notice R510 of 10 April 

2003, promulgated in terms of the Act, provides for the composition of 

the Pricing Committee.   Regulation 38(1) of the aforementioned 

regulations provides as follows: 

“The Pricing Committee contemplated in section 22G of the Act shall consist 

of no more than eighteen members, but shall include- 
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(a) one person nominated by the Minister of Finance; 

(b) one person nominated by the Minister of Trade and Industry; 

(c) one or more persons representing the Department of Health; 

(d) at least one person with background in pharmacology; 

(e) at least one person with background in law; 

(f) at least one person with background with academical medical 

research; 

(g) at least two persons with economics background, one of whom must 

be a health economist; and 

(h) at least one person representing independent patient and consumer 

groups.” 

 

[29] The recommendations are attacked by the applicants on the basis 

that they are flawed in that, in the process of their formulation,  the 

Pricing Committee failed to take relevant considerations into account; 

that the Pricing Committee took irrelevant considerations into account; 

that the Pricing Committee, in the determination of such issues as the 

single exit price and an appropriate dispensing fee, acted arbitrarily and 

capriciously and that the Pricing Committee did not receive all material 

representations.   The applicants then go on to contend that the conduct 

of the Pricing Committee, in acting in the manner it did, constitutes an 

administrative act within the meaning of the Promotion of Administrative 

Justice Act.  The applicants further contend that if the provision of the 
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Promotion of Administrative Justice Act do not apply, then the 

recommendations could nevertheless be challenged on the basis of the 

common law; the principle of legality contemplated in section 1(c) of the 

Constitution and as well as on the basis of section 33(1) of the just 

administrative action clause amongst other relevant provisions of the 

Constitution. 

 

DOES THE CONDUCT OF THE PRICING COMMITTEE CONSTITUTE 

ADMINISTRATIVE ACTION

[30] For the conduct of the Pricing Committee to constitute an 

administrative action as against the applicants, there ought to exist an 

administrative law relationship based on authoritative power.  This 

relationship encompasses an element of subordination on the object of 

such administrative law relationship which, in the instance of these 

proceedings, ought to be the applicants.     Use of the authoritative 

power presupposes the administrative law relationship between the 

organ of state, as the subject of the administrative law relationship and 

the object, which could either be an individual or a group of individuals 

as the objects of such relationship21.    

 

                                      
21 See Marinus Wiechen: Administrative Law. Butterworths 1985 p46.   See also Yvonne Burns: Administrative 
Law under the 1996 Constitution. Butterworths p87. 
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[31] The authoritative body would be in a superior position vis-à-vis the 

other party to this administrative law relationship, that is, the relationship 

of sub-ordination.   The relationship is characterised by authoritative 

power on the part of the organ of state and the element of sub-ordination 

on the part of the individual or groups of individuals.  The effects of the 

authoritative power have to be felt by the individual or group of 

individuals.   What I have briefly stated in this and the preceding 

paragraph, is what used to be the common law position prior to the 

advent of constitutional supremacy.    In the absence of such 

administrative law relationship, the conduct of the Pricing Committee 

cannot constitute an administrative action as against the applicants. 

 

[32] In the current constitutional order this administrative law 

relationship is regulated by section 33 of the Constitution.  Section 33 of 

the Constitution provides that judicial review lies against administrative 

action only.   This section, under heading “Just Administrative Action” 

provides as follows: 

“33(1) Everyone has the right to administrative action that is lawful, 

reasonable and procedurally fair. 

(2) Everyone whose right have been adversely affected by administrative 

action has the right to be given written reasons. 
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(3) National  legislation must be enacted to give effect to these rights and 

must – 

(a) provide for the review of administrative action by a court or, where 

appropriate, an independent and impartial tribunal; 

(b) impose a duty on the state to give effect to the sights in subsections 

(1) and (2);  and 

(c) promote efficient administration.”   

The concept “administrative action” is not defined in the just 

administrative action clause. 

 

[33] In line with the constitutional imperative in subsection (3) of the 

administrative justice clause, Parliament enacted and passed into law 

the Promotion of Just Administrative Act No 3 of 2000.  The Promotion 

of Just Administrative Act defines administrative action in subsection 1 

thereof as follows: 

“administrative action” means any decision taken, or any failure to take a 

decision by – 

(a) an organ of state when – 

(i) exercising a power in terms of the Constitution or a provincial 

constitution; or 

(ii) exercising a public power or performing a public function in terms of any 

legislation; or 

(b) a natural or juristic person, other than an organ of state, when exercising a 

public power of performing a public function in terms of an empowering 
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provision, which adversely affects the rights of any person and which has a 

direct external legal effect but does not include - 

(aa) the executive powers or functions of the National Executive including the 

powers or functions referred to in sections 79(1) and (4), 84(2)(a), (b), 

(c), (d), (f), (g), (h), (i), and (k), 85(2)(b), (c), (d) and (e), 91(2), (3), (4) 

and (5), 92(3), 93, 97, 98, 99 and 100 of the Constitution; 

(bb) the executive powers or functions of the Provincial Executive, including 

the powers referred to in sections 121(1) and (2), 125(a)(d), (e) and (f), 

126, 127(2), 132(2), 133(3)(b), 137, 138, 139 and 145(1) of the 

Constitution; 

(cc) the executive powers or functions of a municipal council; 

(dd) the legislative functions of Parliament, a provincial legislature or a 

municipal council; 

(ee) the judicial functions of a judicial officer of a court referred to in section 

166 of the Constitution or of a Special Tribunal established under section 

2 of the Special Investigating Units and Special Tribunals Act, 1996 (Act 

No 74 of 1996), and the judicial functions of a traditional leader under 

customary law or any other law; 

(ff) a decision to institute or continue a prosecution; 

(gg) a decision relating to any aspect regarding the appointment of a judicial 

officer, by the Judicial Service Commission; 

(hh) any decision  taken or failure to take a decision in terms of any provision 

of the Promotion of Access to Information Act 2000; or 

(ii) any decision taken or failure to take a decision in terms of section 4(1);” 
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[34] In terms of this definition conduct, in order to constitute 

administrative action as defined, has to have a direct, external legal 

effect and has to adversely affect rights of the individual or a group.   On 

the face of it, it would appear that the definition of administrative action 

in section 1 of the Promotion of Administrative Justice Act limits the 

scope of administrative action in section 33 of the Constitution.   

Whether such limitation conforms to the requirements of the limitation 

clause in section 36 of the Constitution and thus passes muster, does 

not call for determination in these proceedings. 

 

[35] From this definition, the following elements of the term 

administrative action emerge, namely: 

• a decision 

• that is of an administrative nature 

• made in terms of the empowering provision 

• that is not specifically excluded by the Act 

• that adversely affects rights and 

• that has a direct, external legal effect. 

 

[36] For the conduct of the Pricing Committee to be subject to review in 

terms of section 6 of the Promotion of Administrative Justice Act it has to 
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embody all the elements enumerated in the preceding paragraph failing 

which the conduct complained of cannot be subject to review in terms of 

the Promotion of Just Administrative Act.   If the conduct of the Pricing 

Committee does not fall within the ambit of the definition of 

administrative action contained in section 1 of the Promotion of 

Administrative Justice Act, the issue which will then call for 

determination is whether the conduct of the Pricing Committee is beyond 

judicial review.   All these issues will be determined in the course of this 

judgment. 

 

[37] To revert to the Pricing Committee, it will be recalled that it is a 

committee that was appointed and established in terms of section 

22G(1) of the Act.  Its mandate was to formulate recommendations 

which, if accepted, would enable the first respondent to make 

regulations relating to the introduction of a transparent pricing system for 

all medicines and Scheduled substances sold in the Republic and, on an 

appropriate dispensing fee to be charged by a pharmacist or by a person 

licensed in terms of section 22G(1)(a) of the Act.    In line with its 

mandate the committee did formulate the required recommendations 

which it submitted to the first respondent for acceptance.  It was for the 

first respondent to either accept or reject the recommendations as 

formulated.   It is these recommendations which are the subject of a 
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challenge by the applicants on the basis that the conduct of the Pricing 

Committee, in going about fulfilling its functions in the formulation of the 

recommendations, constitutes an administrative action within the 

meaning of the term as contemplated in section 1 of the Promotion of 

Just Administrative Act. 

 

[38] For the conduct of the Pricing Committee to constitute an 

administrative action within the meaning of that term in terms of the 

Promotion of Administrative Justice Act, not only should it fall within the 

ambit of that definition, but, at the very least, it will have to contain those 

elements I have set out in paragraph [35] of this judgment.  The most 

important of these elements are, in my view, that the recommendations 

should adversely affect rights and should have a direct external legal 

effect.   I venture to suggest at this stage that such conduct or action 

should affect the rights of the person concerned directly rather than 

indirectly. 

 

[39] Once the recommendations were formulated and submitted to the 

first respondent for acceptance, at that stage, that is prior to acceptance 

thereof by the first respondent, they did not affect any one of the 

applicants’ existing rights or legitimate expectations directly.  Such 

recommendations did not have any force or effect on any one of the 
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applicants.    These were mere recommendations.  They were not 

binding on the applicants and thus could not be construed as having had 

any direct, external legal effect.  The applicants did not feel any effect of 

the recommendations.                                                  

 

[40] The recommendations, prior to the acceptance thereof by the first 

respondent, did not impose any burden on the applicants nor did they, at 

that stage, remove rights from any one of the applicants.   Even if one 

were to accept that the Pricing Committee is an organ of state22, in my 

view, it can hardly be conceivable that the formulation of the 

recommendations which can only have a final effect once promulgated 

into regulation could be said to constitute exercise of public power.   The 

direct, legal effect contemplated in the definition of administrative action 

cannot be conditional, in the sense of pending acceptance by the first 

respondent. 

In my view, and on the grounds set out in this and the preceding 

paragraph alone, the conduct and the activities of the Pricing Committee 

can hardly be construed as constituting an administrative action nor do 

                                      
22 In terms of section 239 of the Constitution, an Organ of State is defined as follows: 
“Organ of State” means – 
(a) any department of state or administration in the national, provincial or local sphere of government; or 
(b) any other functionary or institution – 

(i) exercising a power or performing a function in terms of the Constitution or a provincial 
constitution; or 

(ii) exercising a public power or performing a public function in terms of any legislation, but does 
not include a court or a judicial officer. 
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such activities fall within the ambit of the definition of administrative 

action as defined in section 1 of the Promotion of Administrative Justice 

Act. 

 

[41] Furthermore, for the activities of the Pricing Committee to 

constitute administrative action, such conduct, in terms of the definition 

of administrative action, should have, in as far as the applicants are 

concerned, a ‘direct legal effect’.  For any action to have a direct effect, it 

obviously must affect the person concerned directly rather than 

indirectly.  Some writers, in particular, de Ville23 are of the view that 

direct effect requires finality in the administration of rights, which would 

exclude preliminary steps in multi-staged decisions.      This would 

include the making of reports prior to decisions and any conduct 

preparatory to the taking of a decision24. 

 

[42] As regards the term legal effect, what this in my view would entail 

to is that the administrative action or decision must be a legally binding 

determination of individual rights.   In other words, the 

recommendations, to constitute an administrative action, must either 
                                      
23 J R de Ville: Judicial Review of Administrative Action in South Africa: Butterworths 2003 at p55. 
24  See Currie & Klaasen : Administrative Justice Act Benchbook [2.8] at p44. 

The following remarks by J H de Lange, Chairperson of the Justice and Constitutional Development 
Parliamentary Committee are an indication of an intention to exclude: 
“With regard to decisions, we then took a definition from the Australian experience that works very well 
and shows in what kind of instances we want it to be clearly known by the administrators that they are now 
performing an administrative action” cited by de Ville op cit at p38. 
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establish, change or withdraw existing rights.  The recommendations of 

the Committee do not have any of these attributes.  The principles of 

administrative justice apply to administrative action only and the 

Committee’s recommendations fall short of this. 

 

[43] To the extent that the applicants seek to have the 

recommendations to be reviewed and set aside in terms of the 

Provisions of the Promotion of Administrative Justice Act, the applicants’ 

challenge on this ground cannot succeed for the simple reason that the 

conduct of the Committee, culminating in the recommendations, does 

not constitute an administrative action within the meaning of the 

Promotion of Administrative Justice Act. 

 

ARE THE FUNCTIONS OR THE ACTIVITIES OF THE PRICING 

COMMITTEE REVIEWABLE ON OTHER BASIS OTHER THAN ON 

THE PROVISIONS OF ADMINISTRATIVE JUSTICE ACT 

[44] In the preceding paragraph I determined that the formulation and 

the submission of the recommendations to the first respondent does not 

constitute an administrative action in terms of the provisions of the 

Promotion of Administrative Justice Act.  The applicants contend, as an 

alternative basis of attack, that the Committee’s recommendations are 

reviewable on basis of the common law, the administrative justice clause 
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and other provisions of the Constitution.  I am in agreement with this 

contention. 

  

[45] The activities and functions of the Pricing Committee are subject to 

the review on the principles of common law, the principle of legality as 

contemplated in section 1 of the Constitution, section 33(1) of the 

Constitution and other provisions of the Constitution relating to the basic 

values and principles governing public administration25.   This is in line 

with the principles and the vision as set out in the White Paper on 

Transforming Public Service Delivery (1997) (Batho Pele White Paper26).    

As correctly pointed out by Mr Maleka in his submissions and argument, 

the approach to be adopted in the review of the Committee’s activities, is 

to view the process as an integral scheme and not to treat it in a 

piecemeal fashion.    This approach would include the review of the 

regulations themselves should it be found that they too are reviewable.    

Having determined that the functions and the activities of the Pricing 

Committee are not reviewable in terms of the provisions of the 

Promotion of Administrative Justice Act, but that they are nevertheless 

reviewable in terms of the common law and other relevant provisions of 

the Constitution, it is perhaps appropriate, at this stage, to make a 

                                      
25 These values and principles are set out in section 195 of the Constitution. 
26 Government Notice 1459 of 1 October 1997 
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determination  whether the Regulations themselves are reviewable in 

terms of the provisions of the Promotion of Administrative Justice Act, 

and, if not, whether the Regulations are reviewable on any other basis. 

 

DOES RULE MAKING CONSTITUTE AN ADMINISTRATIVE ACT 

WITHIN THE MEANING OF PROMOTION OF ADMINISTRATIVE 

JUSTICE ACT ?

[46] The applicants contend in their submissions and also vigorously 

did so in argument, that the promulgation of the regulations by the first 

respondent constitutes an administrative action within the meaning of 

the term in terms of section 1 of the Promotion of Administrative Justice 

Act and that, in view thereof, the Regulations, as promulgated, are 

subject to review in terms of the Promotion of Administrative Justice 

Act27.   In advancing this argument, the applicants contend that the 

decision by the Pricing Committee to recommend the Regulations, and 

the making of the Regulations by the first respondent constitutes an 

administrative action as defined in the Promotion of Administrative 

Justice Act.  I have already determined that the conduct of the Pricing 

Committee, in performing its functions as it did, does not constitute an 

administrative action as defined in the Promotion of Administrative 

                                      
27 Section 6 of the Promotion of Administrative Justice Act set s out a number of somewhat twenty substantive 
grounds of review which, O'Regan, J in Bato Star Fishing (Pty) Ltd v Minister of Environmental Affairs and 
Tourism and others 2004(7) BCLR 687(CC) para 25 asserts divulge a clear purpose to codify the grounds  of 
review of administrative action as defined in the Promotion of Administrative Justice Act. 
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Justice Act and therefore the performance of its functions and duties is 

not subject to review in terms of the provisions of the Promotion of 

Administrative Justice Act.   What remains to be determined though is 

whether the making of the regulations by the first respondent constitutes 

an administrative action within the meaning of the Promotion of 

Administrative Justice Act. 

 

[47] To determine the question whether the making of regulations 

constitutes administrative action as defined one has, of necessity, to 

return to the definition of the term administrative action in section 1 of 

the Promotion of Administrative Justice Act28.  In paragraph [35] of this 

judgment I have set out the essential elements which emerge out of the 

definition of administrative action and one of these is a “decision” (taking 

a decision or failure to take a decision).  The term “decision” is defined 

as follows in section 1 of the Promotion of Administrative Justice Act, 

namely: 

“decision” means any decision of an administrative nature made, proposed to 

be made or required to be made, as the case may be, under an empowering 

provision, including a decision relating to - 

a) making, suspending, revoking or refusing to make an order, award or 

determination; 

                                      
28 The definition of administrative action is set out in paragraph [33] above. 
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b) giving, suspending, revoking or refusing to give a certificate, direction, 

approval, consent or permission; 

c) issuing, suspending, revoking or refusing to issue a licence, authority 

or other instrument; 

d) imposing a condition or restriction; 

e) making a declaration, demand or requirement; 

f) retaining , or refusing to deliver up, an article; or 

g) doing or refusing to do any other act or thing of an administrative 

nature, and a reference to a failure to take a decision must be 

construed accordingly. 

 

[48] The making of regulations, which clearly is a legislative 

administrative action, as against judicial and pure administrative action, 

is not specifically referred to in the definition of the term “decision” in 

section 1 of the Promotion of Administrative Justice Act.  Could it 

therefore be said that “rule making” was deliberately left out of the 

definition of the term “decision” and if so, whether it was the intention of 

the legislature not to include “rule making” in the definition of 

administrative action? 

 

[49] The making of regulations, the subsequent promulgation and the 

enforcement of such regulations govern the general administrative law 

relationship as against the individual administrative law relationship.   
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The former is what would constitute “administrative action affecting the 

public” as contemplated in section 4 of the Promotion of Administrative 

Justice Act.   This obviously would entail the making and promulgation of 

such regulation by following the procedure as provided for in section 4(1) 

of the Promotion of Administrative Justice Act.   Following the procedure 

as laid down in section 4(1) of the Promotion of Administrative Justice 

Act would obviously be preceded by a decision to follow that procedure.   

A decision to follow that procedure would constitute a decision taken in 

terms of section 4(1) of the Promotion of Administrative Justice Act.   

Now, the taking of a decision or failure to take a decision in terms of 

section 4(1) has been specifically excluded from the definition of the 

administrative action29.   Could it be that the omission to refer to 

legislative administrative action in the definition of the term “decision” in 

section 1, and the specific exclusion of taking a decision or failure to 
                                      
29  The following powers were excluded from review in terms of the definition of administrative action, namely: 

“….(b) but does not include - 
(aa) the executive powers or functions of the National Executive including the powers or functions 

referred to in sections 79(1) and (4), 84(2)(a), (b), (c), (d), (f), (g), (h), (i), and (k), 85(2)(b), (c), 
(d) and (e), 91(2), (3), (4) and (5), 92(3), 93, 97, 98, 99 and 100 of the Constitution; 

(bb) the executive powers or functions of the Provincial Executive, including the powers referred to in 
sections 121(1) and (2), 125(a)(d), (e) and (f), 126, 127(2), 132(2), 133(3)(b), 137, 138, 139 and 
145(1) of the Constitution; 

(cc) the executive powers or functions of a municipal council; 
(dd) the legislative functions of Parliament, a provincial legislature or a municipal council; 
(ee) the judicial functions of a judicial officer of a court referred to in section 166 of the Constitution 

or of a Special Tribunal established under section 2 of the Special Investigating Units and Special 
Tribunals Act, 1996 (Act No 74 of 1996), and the judicial functions of a traditional leader under 
customary law or any other law; 

(ff) a decision to institute or continue a prosecution; 
(gg) a decision relating to any aspect regarding the appointment of a judicial officer, by the Judicial 

Service Commission; 
(hh) any decision  taken or failure to take a decision in terms of any provision of the Promotion of 

Access to Information Act 2000; or 
(ii) any decision taken or failure to take a decision in terms of section 4(1);” 

 



 36

take a decision in terms of section 4(1), is a pointer or an indication of an 

intention to exclude “rule making” from the ambit of administrative 

action?   In my view the legislature could not have intended otherwise.   

In short, my view is that it was not the intention of the legislature to 

include rule making in the definition of and in the ambit of administrative 

action as defined in section 1 of the Promotion of Administrative Justice 

Act.  To the extent that rule making could be construed as the 

implementation of national legislation as contemplated in section 

85(2)(a)30 of the Constitution, the latter section of the Constitution 

provides “in implementing national legislation except where the 

Constitution or an Act of Parliament provides otherwise”31.  In the 

instance of this matter the Promotion of Administrative Justice Act, which 

is an Act of Parliament, provides otherwise. 

 

[50] Once again, I must re-iterate, the fact that rule making does not 

constitute administrative action, does not render the regulations 

themselves to be beyond judicial scrutiny.  The regulations are subject to 

review on the basis of the principle of legality, the principles of common 

law to the extent such common law principles are not inconsistent with 

the Constitution, the provisions of section 33(1) of the Constitution and 

                                      
30 Section 85 of the Constitution provides for the executive authority in the Republic. 
31  Section 85(2) of the Constitution provides: 
“The President exercises the executive authority, together with the members of the Cabinet, by- 
(a)  implementing natural legislation except where the Constitution or an Act of Parliament provides otherwise.” 
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other relevant provisions of the Constitution.  I am making these 

observations mindful of what was said by the Constitutional Court in 

Pharmaceutical Manufacturers of SA and Another: In Re Ex Parte 

President of the Republic of South Africa and Others32 that the control of 

public power is always a constitutional matter. 

 

[51] As has already been pointed out elsewhere in this judgment, the 

applicants’ challenge is directed against the recommendations of the 

Pricing Committee and as well as the validity of the Regulations 

themselves on the grounds as set out in the parties’ respective Notices 

of Motion.    I shall, in the first instance, consider the lawfulness of the 

recommendations of the Pricing Committee and, if need be, proceed to 

consider the lawfulness of the regulations themselves.   The challenge 

on the recommendations is based on procedural and on substantive 

grounds.  I deal, in the first instance, with the procedural attack on the 

recommendations and then proceed to deal with the attack on 

substantive grounds. 

 

THE CHALLENGE ON PROCEDURAL GROUNDS

[52] I have already pointed out elsewhere in this judgment that in terms 

of the provisions of section 22G(1) of the Act, the first respondent 

                                      
32 2000(2) SA 674(CC); 2000(3) BCLR 241(CC) 
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appointed various persons to the Pricing Committee to make 

recommendations to the first respondent to make regulations on the 

introduction of a transparent pricing system for all medicine and 

Scheduled substances sold in the Republic and on an appropriate 

dispensing fee to be charged by those persons who  have authority to 

dispense medicine.  In doing so, the Pricing Committee had to fulfil its 

functions in accordance with and consistently with the requirements of 

the empowering provision. 

 

STATUTORY PROVISIONS

[53] The first respondent appointed the Pricing Committee in terms of 

section 22G(1)33 and the General Regulations promulgated under the 

Act34.   The Act and the Regulations promulgated thereunder does not 

prescribe the procedure to be adopted by the Pricing Committee as 

regards how it should go about in fulfilling its functions.  The Pricing 

Committee was appointed on or about 21 July 2003 after public 

nominations were called.   After such public nominations the first 

respondent appointed eleven (11) members of the Pricing Committee.  

The Ministerial nominees were appointed at a later stage on or about 5 

December 2003.   There is no statutory procedure regulating the 

                                      
33 Section 22G(1) provides: “The Minister shall appoint such persons as he or she deems fit to be members of 
the Pricing Committee” 
34 The General Regulations were promulgated on 10 April 2003. Regulation 38 thereof provides: “The 
membership of the Committee may not exceed 18 persons.” 
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conduct of the Committee meetings.   All that regulation 38(2) of the 

General Regulations requires is that the Committee must determine the 

procedure for the conduct of its business.   The Committee, once 

appointed, adopted a procedure it would follow in going about 

conducting its business. 

 

[54] Paragraph 2 of the Procedure for Meetings adopted by the Pricing 

Committee provides: 

“The quorum for any meeting of the Committee shall be a majority of the 

members.”  

In turn paragraph (3) of the adopted procedure provides as follows: 

“Decisions of the Committee are taken by consensus but where consensus 

cannot be obtained, by resolution of the majority of members present at the 

meeting and in the event of any equality of votes, the person presiding at the 

meeting has a casting vote in addition to his or her deliberative vote.”  

 

[55] After various meetings were held, the last of which such meetings 

was on 10 and 11 December 2003 the recommendations, in the form of 

draft regulations, were finalized.    The draft regulations were endorsed 

by the Ministerial nominees who were present when the draft was 

finalized. 
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[56] As has already been pointed out, the draft regulations were 

published in Government Notice No R37 of 16 January 2004 calling on 

interested persons to submit written comments or representations on the 

Regulations the first respondent intended making to the Director-

General: Department of Health, Pretoria, and these had to be marked for 

the attention of the Cluster Manager: Pharmaceutical Policy and 

Planning.  Written comments and representations were forwarded to the 

Department of Health which, at all material times, acted as the 

secretariat for the Committee.   As the comments and representations 

were received, these were transmitted to the members of the 

Committee.   In the meetings that followed the representations and the 

comments were discussed and, at its meetings of 15 to 18 April 2004 the 

Committee finalized its recommendations.    

 

[57] The recommendations consisted of draft regulations and the report 

on recommendations dated 19 April 2004.  These were discussed with 

the first respondent once they were submitted who, in turn, raised 

certain concerns relating to the issue of an appropriate dispensing fee 

for pharmacists and the timing of the submission of information relating 

to the single exit price by manufacturers and importers.   The Committee 

addressed the concerns by the first respondent by effecting certain 

changes to the initial draft; the percentage dispensing fee was fixed at 
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26% and the time for the submissions of information relating to the 

single exit price was set at one month.   After other minor changes were 

effected, the draft was once again submitted to the first respondent. 

 

[58] On 30 April 2004, first respondent published the Regulations 

relating to a Transparent Pricing System for Medicines and Scheduled 

Substances per Government Notice No R553 published in the 

Government Gazette No 26304 of 30 April 2004.  The Regulations seek 

to regulate the prices of medicine and Scheduled substances throughout 

the pharmaceutical supply chain by, amongst other things, providing for- 

− the single exit price at which pharmaceutical products must be sold 

throughout the supply chain; 

− the maximum dispensing fee to be charged by a pharmacist; 

− the maximum fee that may be charged in respect of sale of 

schedule O substances; 

− the power of the Director-General of Health to compel the disclosure 

of information from participants in the pharmaceutical industry. 

 

[59] It is against this background that I must consider whether there is 

any merit in the challenge on the validity of the recommendations.  In 

doing so I must consider whether the Committee’s recommendations 

were taken in accordance with the law, within the ambit and the 
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requirement of the empowering provision and whether the Committee 

conducted itself fairly. 

 

THE BASIS OF THE APPLICANTS’ CHALLENGE

[60]  Based on evidence before us, it would appear the applicants’ 

challenge to the lawfulness of the recommendations is based on – 

− the contention that the Committee was not always properly 

constituted when fulfilling its functions; 

− that, when oral representations were made, the Committee 

conducted itself in a haphazard manner with some members 

walking in and out of such meetings; 

− that the Committee did not properly apply its mind to the task it was 

assigned to perform. 

 

[61] In paragraph [43] I determined that the functions of the Pricing 

Committee do not constitute an administrative action within the meaning 

of the definition of the term in section 1 of the Promotion of 

Administrative Justice Act.  I further determined the fact that the 

functions of the Pricing Committee do not constitute administrative 

action within the meaning of the definition of the term in section 1 of the 

Promotion of Administrative Justice Act, does not place the activities and 

the functions of the Pricing Committee beyond judicial review.   I thus 
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determined that the activities of the Committee are still subject to the 

common law principles, the principle of legality and the threshold 

requirement of lawfulness in section 33(1)35 of the Constitution.   The 

functions of the Committee do constitute administrative action in terms of 

this section.  It is important to note at this stage that the term 

“lawfulness” in section 33(1) is an all embracing and an umbrella 

concept that encapsulates all the requirements for administrative legality 

including all those requirements and grounds for invalidity set out in 

section 6 of the Promotion of Administrative Justice Act.  The 

Constitutional Court had this approach in mind in Bel Porto School 

Governing Body v Premier, Western Cape36 when it observed:  

“The role of the Courts have always been to ensure that the administrative 

process is conducted fairly and that decisions are taken in accordance with 

the law and consistently with the requirements of the controlling legislation.  If 

these requirements are met, and if the decision is one that a reasonable 

authority could make, Court would not interfere with the decision.”  

With this approach in mind, I shall now proceed to deal with and 

determine the merits of each such ground of attack. 

 

 

 
                                      
35 Section 33(1) of the Constitution provides: “Everyone has the right to administrative action that is lawful, 
reasonable and procedurally fair.” 
36 Bel Porto School Governing Body v Premier, Western Cape 2002(3) SA 265(CC), par [87]. 
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THE CONSTITUTION OF THE PRICING COMMITTEE

[62] The empowering provision, being section 22G(2) of the Act, 

imposes no requirements on how the Committee is to function in fulfilling 

the task assigned to it.   All that the empowering provision requires is 

that the Committee makes recommendations to the first respondent.   

The Committee is not required to make any enquiries or investigations 

before it formulates its recommendations.  In the nature of things, and in 

carrying out its task, the Committee would be required to do preparatory 

work.   The nature of such preparatory work, how it is done, or by whom 

such preparatory work should be done is not specified and common 

sense would dictate that it is within the discretion of the Committee. 

All that the Committee appears to have done on basis of evidence in 

these proceedings, was intended to achieve the main objective of the 

Committee, namely, to gather such information as would enable it to 

formulate recommendations to be submitted to the first respondent. 

 

[63] In its deliberation at its meetings the Committee had at its disposal 

information obtained by way of written representations on the proposed 

Regulations.   Such written comments, submissions and representations 

were considered by the Committee in its deliberations at its meetings.   It 

is on the basis of such information that the Committee was able to fulfil 

its entire mandate, that of formulating recommendations to be submitted 
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to the first respondent.  In holding its meetings and conducting its 

business at such meetings the procedure followed was that adopted by 

the Committee.    Taking into account what the Committee did in fulfilling 

its functions, both in regard to the preparatory work done, the gathering 

of information to assist it in the formulation of its recommendations and 

attendance at such meetings (formal meetings) where the Committee 

held its deliberations,   I am unable to find that there is merit in the 

challenge that the Committee, at any stage when it met to deliberate on 

its business, was not properly constituted. 

 

ALLEGED IRREGULAR PROCEEDINGS

[64] In response to the invitation sent to various stakeholders per a 

letter from the Department, various stakeholders made oral 

representations on their submissions at hearings which were 

subsequently held.  In their papers the applicants complain that at such 

hearings, at which some of the members of the Committee were 

present, no formal proceedings were adopted and, in addition, those 

members of the Committee who attended such hearings walked in and 

out in the course of such presentations.   The question that has to be 

determined in this regard is whether those gatherings or hearings which 

some of the applicants attended, were meetings of the Committee.   

Various meetings which were held by the Committee are evident on 
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basis of the Rule 53 record.   These are characterised by the attendance 

register which each Committee member present had to sign, the formal 

adoption of minutes of previous meetings, the noting of apologies in 

respect of those members absent and the minuting of the proceedings. 

 

[65] Whether or not these gatherings were arranged by the Pricing 

Committee or the Department of Health, what is abundantly clear is that 

these gatherings or meetings were arranged to afford the stakeholders 

an opportunity to make oral representations.   There is no evidence to 

suggest that any form of deliberations were made in these gatherings by 

those members of the Committee present.   In my view, there is no 

evidence to suggest that these gatherings were the formal meetings of 

the Committee in which the proceedings had to be formally minuted and 

adopted.   It is my further view that there is no evidence on record to 

such that any formal business of the Committee undertaken subsequent 

to these gatherings was vitiated merely because some members of the 

Committee attended these informal gatherings.   It is my view therefore 

that any suggestion of irregularity arising from the fact that some 

members of the Committee attended such gatherings, or those members 

of the Committee who attended such gatherings walked in and out in the 

course of such oral representations, has no merit.   The Committee was 
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under no duty, statutorily or otherwise, to afford the stakeholders a 

further opportunity to make oral representations. 

 

ALLEGED IRRELEVANT CONSIDERATIONS 

[66] It is quite evident on basis of the record that the introduction of the 

transparent pricing system is not without background.  I have, at the 

commencement of the judgment, set out some historical background 

preceding the amendment to the Act to make provision for the 

introduction of a transparent pricing system process.  This background 

relates to various commissions and reports of committees over concerns 

about the price of medicine and related substances in South Africa37; the 

first vestiges of the guarantee of a right to health care as a fundamental 

right38; the entrenchment of a right to health care as a substantive 

fundamental right39; the signature of a number of international 

instruments relating to a right to health care40 and the subsequent 

substantial amendments to the Medicines Act41.     The amendment to 

the Act was a sequel to that background material.   The legislative 

purpose of the amendment was to address the spiralling cost of 

medicine and to make medicine and related substances more 

                                      
37 See footnotes (5), (6), (7), (8) and (9) above. 
38 See footnote (10) above. 
39 See footnote (12) above and the cross-reference to section 27(1) of the Constitution. 
40 See footnote (11) above. 
41 See footnotes (13) and (14) above. 
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affordable.  Whether that process is construed as a form of statutory 

price control, or a need to make medicine more affordable or to 

introduce a transparent price system, is indeed of no significance.   Such 

background material is relevant for purposes of determining the 

legislative purpose of the empowering provision, the mischief it had 

intended to suppress and the introduction of a system to remedy such 

mischief. 

  

[67] The applicants now contend that the recommendation of the 

Pricing Committee are flawed in that in formulating its recommendations 

the Pricing Committee took into account irrelevant considerations; that 

the Pricing Committee acted arbitrarily in the determination of what it 

considered an appropriate dispensing fee and that the Committee failed 

to take relevant considerations into account.   In advancing this 

contention the applicants refer to various reports and other evidential 

material such as the following passage cited from one of the reports of 

the working group: 

“The Pricing Committee’s activities will be unique, groundbreaking and the 

first for South Africa… The uncontrolled and unregulated environment has 

most possibly contributed to the significant increases in the prices of 

pharmaceuticals in South Africa.   The new legislation and Pricing Committee 

will usher in a dispensation where this environment is regulated and 
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controlled.   The expectation is that these efforts will significantly reduce the 

price of medicines” 

 

The applicants further go on to cite the following portion of the record: 

“The vision guiding these regulations is to ensure affordable, accessible and 

quality medicine.  It is necessary to apply reasoned downward pressure on all 

components of the pharmaceutical supply chain to achieve this goal.” 

 

The applicants further quote the following portion of the record: 

“…a fundamental starting point for the Committee in addressing these terms 

of reference is that reasoned downward pressure should be applied to prices 

and fees at all stages of the medicine supply chain, from manufacturers to 

final consumer, to pursue the Committee’s vision.” 

 

And finally the applicants further quote the following portion of the 

record: 

“The Committee is of the view that all parts of the supply chain should be 

placed under downward price pressure….  If implemented in their entirety, the 

recommended regulations have the potential to dramatically reduce the price 

of medicines in the private sector.” 

 

The applicants then go on to contend that the Pricing Committee 

misdirected itself in fulfilling its functions.   I am not persuaded by this 

contention.   There is nothing in the evidential material referred to by the 
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applicants to justify the conclusion that the Pricing Committee either 

misdirected itself or acted inconsistently with the objective sought to be 

achieved, namely, making medicine affordable by way of introducing a 

transparent pricing system.    

 

[68] The matters referred to by the applicants are, in my view, a 

selective reference to the workings of the Pricing Committee.   In my 

view, consideration of these items by the Committee cannot be said to 

be so manifestly alien and irrelevant that no reasonable person could 

regard them as relevant42.   There Is no basis for a finding that because 

the Committee made these observations, its recommendations are 

vitiated.  How much weight the Committee attached to each factor it had 

to take into account or how far the Committee allowed any particular 

factor to affect its ultimate recommendations was a matter for the 

Committee to decide43. 

It follows in my view that, based on the record of the evidence in its 

entirety, the Committee took all the factors relevant for the formulation of 

the recommendations into account and no fault can be attributed to it in 

this regard.   I would express the same view in as far as the Committee’s 

                                      
42 See in this regard Estate Geekie v Union Government 1948(2) SA 494(N) at 511. 
43 See also Durban Rent Board v Edgemont Investments Limited 1946 AD 962 at 974. 
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alleged arbitrariness and the alleged failure to consider relevant 

considerations.    

 

THE ATTACK ON THE REGULATIONS

[69] I have already determined in paragraph [49] of this judgment that 

the Regulations do not constitute an administrative act within the 

meaning of the term as defined in section 1 of the Promotion of 

Administrative Justice Act.   I made this determination well aware of the 

remarks by O’Regan J in Bato Star Fishing (Pty) Ltd v The Minister of 

Environmental Affairs and Tourism and Others44 where the learned 

Justice said: 

“The grundnorm of administrative law is now to be found in the first place not 

in the doctrine of ultra vires, nor in the doctrine of parliamentary sovereignty 

nor in the common law itself, but in the principles of our Constitution.  The 

common law informs the principles of Paja and the Constitution and derives 

its force from the latter.   The extent to which the common law remains 

relevant to administrative review will have to be developed on a case by case 

basis as the courts interpret and apply the provisions of Paja and the 

Constitution.”45

 

                                      
44 2004(7) BCLR 687(CC) 
45 At 703 par 22. 
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I made this determination also well aware of the remarks by the 

Constitutional Court in Minister of Home Affairs v Eisenberg46 that, in 

that matter, it was not necessary to consider causes of action for judicial 

review of administrative action that do not fall within the scope of the 

Promotion of Administrative Justice Act.   The Regulations which are the 

subject of this review, as I have already determined, do not fall within the 

scope of the Promotion of Administrative Justice Act.   I re-iterate that 

the Regulations in question are susceptible to review on the basis of the 

principle of legality and other provisions of the Constitution in particular, 

the administrative justice clause.   

I shall now proceed to determine the merits of each ground relied upon 

by the applicants in their challenge on the validity of the Regulations due 

regard had to what I have re-iterated in this paragraph as the basis of 

such challenge. 

 

[70] The applicants’ challenge on the validity of the Regulations is 

based on four broad fronts, and these are: 

 That the Regulations providing for constraints on the single exit 

price are unlawful on the basis that they are void for vagueness, 

                                      
46  Minister of Home Affairs & Another v Eisenberg and Others 2003(8) BCLR 838(CC) at paras [52 and 53]. 
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that they are ultra vires and that they constitute unlawful delegation 

of power; 

 That the Regulations providing for an appropriate dispensing fee are 

unlawful on the basis that the dispensing fee provided for therein is 

not appropriate, unreasonable and violates sections 22 and 25 of 

the Constitution; 

 Regulation 10, providing for a dispensing fee, constitutes unlawful 

delegation of power and is also void for vagueness; 

 That the Regulation dealing with Schedule O medicines is unlawful 

and 

 That those aspects of the Regulations providing for information 

gathering are unlawful.   The applicants go on to single out 

Regulation 14(5) and Regulations 21(1)(a) and (c) in this regard. 

 

[71] Before dealing with each specific attack on the impugned 

Regulations it is, in my view, and for purposes of this judgment, 

necessary to give an overview of the Regulations in order to have a 

contextual understanding of those aspects of the Regulations which are 

under attack. 

  

[72.1]  Regulation 2 defines a number of terms used in the 

Regulations.   The terms so defined include the “single exit price” which 



 54

is defined as consisting of three components and these are the price set 

by the manufacturer in terms of the regulations plus a logistic fee plus 

VAT. 

 

[72.2]  Regulation 3 requires the manufacturer or importer of 

medicines to publish details of the medicine including the single exit 

price. 

 

[72.3]  Regulation 4 requires that the “single exit price” must be 

clearly and legibly reflected on the package or immediate container in 

which a medicine or Scheduled substance is sold to the user. 

 

[72.4]  Regulation 5(2)(c)  requires the manufacturer to set the 

weighted average net selling price of the medicine or Scheduled 

substance (which together with a logistic fee and VAT make up the 

single exit price), and which price must conform to international 

benchmarks. 

 

[72.5]  Regulations 7, 8 and 9 regulate the increase of the single 

exit price.  Regulation 10 provides for the calculation of the dispensing 

fee contemplated in section 22G(2)(b) of the Act to be charged by 

pharmacists in respect of medicines and various Scheduled substances.   
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Regulation 11 provides for calculation of a dispensing fee where a 

medicine or Scheduled substance is dispensed in terms of a prescription 

written for a person who has been admitted as an in-patient and for the 

methodology for calculation of such a dispensing fee.   Regulation 12 

provides for the calculation of a dispensing fee by persons licensed in 

terms of section 22C(1)(a) of the Act and for the methodology for the 

calculation of such a dispensing fee.  Regulation 13 provides for the 

calculation of an appropriate fee to be charged by any person, other 

than a wholesaler or distributor or in respect of Schedule O medicines 

and the methodology for the calculation of such an appropriate fee. 

 

[72.6]  Regulation 14 provides that the Director-General may 

request from any entity or person in the manufacturing or supply chain of 

medicine, information relating to the name and composition of a 

medicine or Scheduled substance; the price at which the medicine is 

being sold in any market or country; the volume or quantity and total 

value of sales of medicines or Scheduled substances; the method and 

costs of distribution within the Republic of such medicines (including 

details of the supply chain); details of the medicine’s therapeutic value, 

i.e. comparative efficacy, safety and cost effectiveness. 
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[72.7]  Regulation 16 requires persons or entities from whom the 

information has been requested, to provide it within a stipulated period. 

 

[72.8]  Regulation 19 makes it obligatory for an applicant for 

registration of a medicine to, one month before the commencement of 

the Regulations, provide the Director-General with information 

concerning the medicine or substance including the single exit price at 

which the applicant, for registration, proposes to sell the medicine or 

substance. 

 

[72.9]  Regulation 21 empowers the Director-General to publish, or 

to require other actors in the manufacturing and supply chain, to publish 

or otherwise communicate information to the public, inter alia, 

concerning the single exit price, the pricing system, the supply chain, the 

fees charged by wholesalers, distributors, retailers and other persons. 

 

[72.10] Regulations 22 and 23 are a policing mechanism.  

Regulation 22 provides for a sanction where the single exit price is found 

to be unreasonable. 

 

[72.11] Regulation 24 obliges manufacturers or importers of 

medicines to, one month from the date of commencement of the 
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Regulations, 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 

medicinal substance – and to supply to the Director-General information 

on the total sales value of each medicine or Scheduled substance sold 

in 2003, the total value of discounts in respect of the same of each 

medicine or substance in 2003 and the  total number of packs of each 

medicine or substance sold in 2003. 

 

[72.12] Regulation 24 requires that the information that has been 

supplied be verified by an independent auditor. 

 

[72.13] Regulation 24(4) requires manufactures and importers must, 

from the date one month after the date of commencement of these 

Regulations (i.e from 2 June 2004) to sell medicines and Scheduled 

substances only in accordance with the provisions of the Regulations (i.e 

at the single exit price). 

 

[72.14] Regulation 24(5) provides that wholesalers, distributors and 

retailers must, from a date, three months after the date of 

commencement of the Regulations (i.e as from the 2nd August 2004) sell 

medicine and Scheduled substances in accordance with the Regulations 
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(i.e at the single exit price plus the dispensing fee or the fee determined 

in the Regulations). 

 

[73] Having dealt with the broad overview of the relevant Regulations, I 

shall now proceed to determine the merit of each attack on the 

regulation on each one of the basis as set out in paragraph [70] of this 

judgment. 

 

THE SINGLE EXIT PRICE : VOID FOR VAGUENESS

[74] Several clauses are attacked on the basis of being void for 

vagueness.  The first such clause is Regulation 5(2)(c)(ii).  The portion 

of the Regulation under attack provides for the determination of the price 

in respect of a medicine whose sales commence after January 2004.   It 

goes on to provide that the price of that medicine must be determined 

“with reference to the price of that medicine in other countries in which 

the price of medicines and Scheduled substances are regulated and 

published”.   This provision, so the applicants contend, has no intelligible 

meaning. 

 

[75] The statutory responsibility for the determination of a single exit 

price or to determine the price of a medicine or Scheduled substance 

rests with the manufacturers or importers of a medicine or Scheduled 
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substances.   These manufacturers and importers operate in a global 

market and ought to know such other countries in which prices of 

medicines and Scheduled substances are regulated and published.   

Regulation 5(c) contemplates publication by the Director-General in the 

Government Gazette a methodology for conforming with international 

benchmarks.  This methodology is determined by taking into account the 

price and factors that influence the price at which the medicine or 

Scheduled substance deemed equivalent by the Director-General is sold 

in other countries in which prices of medicines and Scheduled 

substances are regulated and published.   It is the kind of information 

which ought to be readily accessible to the manufacturers and importers, 

if not by way of international price lists of medicines and Scheduled 

substances in those countries in which sale of medicine and Scheduled 

substances is regulated and published, by way of trade representatives 

in those countries.  In any event this is the obligation resting on the 

manufacturers and importers.   As at the hearing of this application on 

17 and 18 June 2004 the Regulation had already commenced to apply 

on the manufacturers and the importers.  There is no evidence to 

suggest that the manufacturers and the importers on whom the 

Regulations applied as at 2 June 2004, have had difficulty in complying 

with the regulation complained of. 
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[76]   It is also worth noting that the Regulations are directed at role 

players in the pharmaceutical industry and not to the general public.   

The role players in the pharmaceutical industry are conversant with 

practices and usages within the industry.   They should very well be 

aware what is expected of them and the environment in which the 

Regulations apply47.   I am of the view that the applicants contention that 

the Regulation in point is vague and uncertain is without merit and is 

probably a result of the construction of the relevant Regulation out of 

context. 

 

CONSIDERABLE CONFUSION:   MEDICINE PRICE AND LOGISTIC 

FEE

[77] The basis of this complaint is that the Regulations, in some parts, 

demonstrate considerable confusion as regards the relationship between 

the product price component of the single exit price and the logistic fee, 

the latter being the second element of the single exit price, as defined, to 

which should be added value added tax (VAT).  An explanatory note to 

regulation 5(2)(c)(i) refers to Appendix A to the Regulation which seeks 

to provide a formula for the determination of a price of a medicine.     

The basis of the complaint would appear to be that the formula for the 

                                      
47  See R v Supra 1958(1) SA 474(T); R v Fink 1961(1) SA 65(T); Helgesen v South African Medical and 
Dental Council 1962 (1) SA 800(N).  
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determination of a price of a medicine does not make allowance for a 

logistic fee component of the single exit price.   An omission to a logistic 

fee in the Appendix is to be understood as the logistic fee is determined 

by an agreement between the manufacturer or importer of a medicine or 

Scheduled substance and the provider of logistical services.   Such a 

logistic fee would, in the nature of things, be a fee as agreed upon 

between the manufacturer or importer and the provider of logistics 

services and not in the form of a ready reckoned tariff capable of 

inclusion in the Appendix.  The single exit price is clearly defined in the 

regulations so that any reference to a price of medicine should be 

viewed and considered in the light of and within the context of the 

definition of the single exit price.    

 

[78] The Regulation relating to the determination of the single exit price 

applies to the manufacturers or importers of medicine and not to the 

general public.   The manufacturers and the importers are well aware of 

the practice and usage which applies in the manufacturing and the 

importation industry.   There is no evidence in these proceedings to 

suggest that the manufacturers or the importers have had problems in 

the determination of the single exit price since the coming into operation 

of the Regulations on 2 May 2004.  Accordingly I am unable to find any 
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basis for a considerable confusion in the determination of the price of 

medicine and the logistic fee as contended by the applicants. 

 

THE REGULATION RELATING TO AN INCREASE IN THE SINGLE 

EXIT PRICE IS OBSCURE AND INCOMPREHENSIBLE

[79] The further complaint by the applicants is that the provisions of the 

Regulations dealing with an increase in the single exit price are obscure.   

In particular, the applicants contend that the inter-relationship between 

Regulation 7 and Regulation 8(3) is difficult to comprehend.   It is worth 

repeating that Regulation 5(1) provides that the price of a medicine or 

Scheduled substance must be set by the manufacturer or importer of the 

relevant medicine or Scheduled substance.   The price at which such 

medicine or Scheduled substance must be sold should be determined 

on basis of the formula provided in Regulation 5(2) to arrive at a 

baseline single exit price.   Regulation 7, in turn, provides that the single 

exit price so determined shall only be increased once a year.   Once a 

single exit price has been set and determined, no medicine or 

Scheduled substance shall be sold at a price higher than the single exit 

price so determined.   In other words, the single exit price is a maximum 

price at which a medicine or Scheduled substance shall be sold at any 

one year as determined in terms of the Regulations.   This implies that a 

medicine or Scheduled substance may be sold at a price lower than the 
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single exit price as long as such a lower price shall be marked on such a 

medicine or Scheduled substance.  These fluctuations in prices, which 

obviously will be lower than the baseline single exit price, are intended to 

promote competition amongst the manufacturers or importers of a 

medicine or Scheduled substance.   Regulation 8(3) contemplates an 

increase in the price of such medicine which, as has already been 

pointed out, will be lower than the maximum or baseline single exit price, 

provided that such an increase shall not be higher than the single exit 

price in respect of that medicine and provided further that only one such 

increase shall be permissible in any quarter of a year.   Regulation 

8(3)(ii) prohibits any such increase within a period of six(6) months from 

the commencement of the Regulations.   Regulation 5(e) contemplates 

publication in the Government Gazette of a methodology for conforming 

to international benchmarks.  Once such a methodology has been 

published, it may well be that the manufacturer or importer of a medicine 

or Scheduled substance may have to adjust their respective single exit 

prices to conform with such methodology provided such adjustment shall 

be made within three (3) months of publication of such methodology.   

This publication of the methodology by the Director-General does not, in 

my view, entail the setting up or the determination of a single exit price.   

This is how I read and understand the portion of the Regulations 

complained of.   It therefore follows in my view that there is no substance 
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in the contention by the applicants that the Regulations complained of 

are either obscure or incomprehensible.   The observation I make in this 

paragraph, in as far as the decrease or increase in the single exit price 

in any quarter of a year is concerned, is equally applicable to the 

applicants’ contention that the Regulations do not allow a manufacturer 

or an importer to decrease the single exit price. 

                        

SHOULD SALES TO THE STATE BE EXCLUDED FROM THE 

CALCULATION OF THE SINGLE EXIT PRICE

[80] The applicants further contend that there is no clarity in the 

Regulations themselves if sales of a medicine or Scheduled substance 

to the State are to be included in the calculation or determination of the 

single exit price.   The applicants make this assertion despite the 

provision in Regulation 6 which provides: 

“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.” 

My understanding of a proper construction of this regulation is that the 

single exit price applies to sales in respect of persons other than the 

State.  I cannot conceive of any other construction.   This construction is, 

in my view, reinforced by the omission of the State in the definition of the 

“supply chain” in the definition section of the Regulations and further the 
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exclusion of the State from the definition of “user” in the definition 

section of the Regulations.   It is thus my considered view that sales of a 

medicine or Scheduled substance to the State is not included in the 

calculation of the single exit price.   Consequently I am not persuaded 

that the part of the Regulations complained of is vague and uncertain as 

contended by the applicants. 

 

DELEGATION OF POWER

[81] Regulation 5(2)(e) provides that the Director-General must 

determine and publish in the Gazette a methodology for conforming with 

international benchmarks, taking into account a number of factors 

referred to in this sub-regulation.   The manufacturers and importers 

must, within three months of publication of such methodology in the 

Gazette, conform with international benchmarks in accordance with such 

methodology.   The applicants contend that the enabling provision, being 

section 22G of the Act, does not authorise such delegation since it has 

the effect of usurping the functions of the Pricing Committee. 

 

[82] This contention is difficult to understand.   The functions of the 

Pricing Committee, apart from those functions set out in section 22G(2) 

of the Act, are set out in Regulation 18 of the relevant regulations and 

these are, amongst other things, to receive oral or written representation 
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concerning the pricing of medicine or Scheduled substance.   Regulation 

5(2)(e) merely requires the Director-General to determine and publish 

the required methodology with which the manufacturers or importers of a 

medicine or Scheduled substance have to conform.   In my view this is 

no more than the implementation of the Regulations themselves.   

Regulation 5(2)(e) does not amount to a delegation to the Director-

General of the powers of the Pricing Committee nor of the Minister’s 

power to determine a transparent pricing system or, for that matter, a 

methodology for determining at a single exit price. 

 

[83] Regulation 8(1) provides that the Minister may, after consultation 

with the Pricing Committee, determine by notice in the Gazette, the 

extent to which the single exit price may be increased.   This provision of 

the Regulation, so the applicants contend, does away with the Minister’s 

duty to act on the recommendation of the Pricing Committee and that 

this is in conflict with the provisions of section 22G(2) which provide that 

the Minister may act on the recommendations of the Pricing Committee.   

The recommendation made by the Pricing Committee was intended to 

enable the Minister to make regulations for the introduction of a 

transparent pricing system.  The period of office of the Pricing 

Committee is, in terms of the Act, a period not exceeding five (5) years.   

It is a Committee of experts having different areas of expertise including 
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Health Economics.  There is a duty on the Minister to promote or protect 

the interests of the public in the efficient and effective distribution of 

medicines and Scheduled substances throughout the Republic of South 

Africa.   There is accordingly, nothing anomalous in the process of 

execution of this duty to consult widely, including the members of the 

Pricing Committee.   It never could have been contemplated either in the 

enabling provision or in the Regulations themselves that, in the 

execution of a duty to promote efficient and effective distribution of 

medicines and Scheduled substances, the Minister should act on the 

recommendation of the Pricing Committee. 

 

[84] Then again the applicants challenge the validity of Regulations 22 

and 23.   This challenge is based on the contention that these 

regulations confer on the Director-General the power to determine that 

the single exit price of a medicine is unreasonable and that the enabling 

provision, being section 22G of the Act, does not empower the Minister 

to delegate powers to the Director-General in this manner. 

 

[85] Section 22G(2) of the Act empowers the Minister to make 

regulations on the introduction of a transparent pricing system which, in 

terms of subsection 3(a) shall include a single exit price which shall be 

published as prescribed and which shall be the only price at which the 
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manufacturers shall sell the medicine and Scheduled substances to any 

person other than the State.  The Regulations promulgated by the first 

respondent regulate the transparent pricing system which includes the 

single exit price.   Regulation 24(1) in turn, provides that the 

manufacturers and importers of medicine shall, within one month of the 

commencement of the relevant Regulations, submit to the Director-

General, and not the Minister, a schedule reflecting the single exit price 

of a pack of each medicine sold by them, including the pack size, 

dosage form and strength of the medicine or Scheduled substance.   All 

these data are not submitted to the Director-General for onward 

transmission to the Minister. 

 

[86] The Director-General, as the head of the Department, will be 

aware of the legislative history of the enactment authorising the 

transparent pricing system and the legislative purpose of the relevant 

enactment, namely, the elimination of the system of discounts and 

subsequent mark-ups which had the effect of rendering medicine 

unaffordable, particularly to the poor section of our population.   The 

Director-General will be in possession of various data submitted to him 

by various importers and manufacturers.  These data will not have been 

submitted to the Director-General merely to keep.   These data are 

submitted to the Director-General for him to determine whether the 
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single exit price conforms with international benchmarks and, in the 

process, to determine if the single exit price submitted by each 

manufacturer or importer is reasonable.  In determining whether the 

single exit price is reasonable or not, the Director-General shall have 

regard to all those factors listed in Regulation 23.  The Director-General 

cannot fulfil these functions without a measure of discretion which, in 

any event, is constrained by the provisions of Regulation 23.   Discretion 

plays a crucial role in the implementation of sub-ordinate legislation48.   

In my view such discretion is implicit from the provisions of the enabling 

provision authorising the first respondent to make regulation for the 

introduction of the transparent pricing system. 

 

CONSTRAINTS ON THE SINGLE EXIT PRICE

[87] Section 22G(2)(a) provides that the first respondent may, on the 

recommendation of the Pricing Committee, make Regulations on the 

introduction of a transparent pricing system for all medicines and 

Scheduled substances in the Republic.   Sub-section 3(a) of section 22G 

in turn provides that the transparent pricing system contemplated in 

section 22G(2)(a) shall include a single exit price which shall be 

published as prescribed. 

 

                                      
48 See Dawood, Shalabi & Others v Minister of Home Affairs 2000(3) SA 936 (CC) at 969 pa [53] and [54]. 
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[88] I have already pointed out elsewhere in this judgment that one of 

the unexpressed objectives in both the Act and the Regulations 

promulgated thereunder is everyone’s right to healthcare as 

contemplated in section 27 of the Constitution.   The discounting and the 

subsequent marking-up of pharmaceutical products that characterised 

the sale of such products in the past, had the effect of negating the right 

to healthcare enshrined in section 27(1) of the Constitution. 

 

[89] In terms of section 27(2) of the Constitution, the State has a 

constitutional obligation to take reasonable legislative and other 

measures to achieve the progressive realisation of the rights contained 

in section 27, which include the right to healthcare.   It is against this 

background that section 22G and the Regulations promulgated 

thereunder has to be interpreted. 

 

[90] As I have already pointed out section 22G(3)(a) provides that the 

transparent pricing system contemplated therein shall include a single 

exit price which shall be the only price at which manufacturers shall sell 

medicine and Scheduled substances to any person other than the State.   

The term “single exit price” is not defined in the Act except in the 

Regulations.   The applicants challenge the validity of some of the 

Regulations which deal with the single exit price, in particular 
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Regulations 5(2)(a), 5(2)(b), 5(2)(c), 5(2)(e), 22 and 23, on the basis that 

the aforementioned Regulations do not allow the manufacturers and 

importers to determine the single exit price of their products. 

 

[91] It is worth repeating that the single exit price referred to in the Act 

and the Regulations is set by the manufacturer or the importer of the 

relevant medicine or Scheduled substance.   The single exit price has to 

be set by the manufacturer or the importer concerned.   The State does 

not play a role in the determination of the single exit price.   The single 

exit price is the maximum price at which the medicine or Scheduled 

substance has to be sold to any person other than the State.   The single 

exit price may not be increased for a period of a year from the 

commencement of the Regulations.   Regulation 5(2)(b) read with 

Regulations 7 and 8 regulate the increase in the single exit price.   In 

terms of Regulation 5(2)(c) the single exit price has to conform with the 

methodology envisaged in regulation 5(2)(e). 

 

[92] The Regulations complained of give effect to the legislative 

purpose of section 22G of the Act.   Section 22G was enacted to 

address the mischief of the system of discounting and the subsequent 

marking-up of pharmaceutical products in circumstances where it was 

not known how the price, which the end user or consumer or patient had 
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to pay, was arrived at.   On the other hand, the pricing system 

introduced by the Regulations envisages that the manufacturer or 

importer of a medicine or Scheduled substance sets the single exit price 

which may be controlled within strictly defined parameters.   The single 

exit price is not imposed on the manufacturers or importers but is 

controlled by a definition of the single exit price in regulation 2, the 

provision for publication of the single exit price in terms of regulation 3, 

and the requirement that the single exit price be clearly and legibly 

reflected on packages or a container in which such medicine is sold. 

 

[93] On the face of it the measures referred to in the preceding 

paragraph might appear to be constraints on the single exit price but if 

one is to adopt a construction which is compatible with the legislative 

purpose of section 22G and section 27 of the Constitution, one is bound 

to come to an inescapable conclusion that the applicants’ concern as 

regards the Regulations complained of, namely, that they restrict  the 

manufacturers’ and the importers’ right to determine a single exit price, 

has no merit.   The legislative regime, as introduced by section 22G of 

the Act, was to eliminate lack of transparency in the pricing of medicine, 

thus making medicine more affordable consistent with a right to 

healthcare as contemplated in section 27 of the Constitution.   The 

observations I have just made are equally applicable to all the 
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Regulations complained of and to which I have referred in paragraph 

[70] of this judgment. 

 

DISPENSING FEE 

[94] Regulation 10 of the Regulations provides for the calculation of the 

appropriate dispensing fee contemplated in section 22G(2)(b) of the Act.   

The applicants’ attack the validity of Regulation 10 on the basis that it is 

ultra vires since the dispensing fee provided for in this Regulation is not 

appropriate within the meaning of the empowering provision, in 

particular, section 22G(2)(b) thereof.   The attack is based on a number 

of grounds, inter alia, on basis of the provisions of section 49(1)(b) of the 

Pharmacy Act, 53 of 1974 which vests the Minister in consultation with 

the Pharmacy Council to determine the tariff of fees payable to a 

pharmacist in respect of professional services rendered.   This is in 

contrast to the provisions of section 22G(2)(b) of the Act, so it is 

contended on behalf of the applicants, which vest the Minister with 

power to make regulations on an appropriate dispensing fee to be 

charged by a pharmacist.   The applicants go on to contend that 

regulation 10 and 11 are ultra vires to the extent they purport to 

determine the maximum amount of a dispensing fee to be charged by a 

pharmacist when the source of such power is section 49(1)(a) of the 

Pharmacy Act and not section 22G(2)(b) of the Act. 
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[95] In my view this contention is flawed for the following reasons, first, 

the Regulations contemplated in section 22G(2)(b) of the Act, inclusive 

of Regulation 10 and 11, seek to introduce a transparent pricing system 

which section 49(1)(a) of the Pharmacy Act does not contemplate to 

address and second, section 22G(2)(b) seeks to address the very 

mischief which the Pharmacy Act, in its historical context, failed to 

address.   To the extent that the provisions of section 22G(2)(a) of the 

Act could be construed to be in conflict with the provisions of section 

49(1)(a) of the Pharmacy Act, the latter piece of legislation could be 

construed as having been amended by implication through subsequent 

legislation. 

 

THE DISPENSING FEE IS NOT APPROPRIATE 

[96] As an alternative to the contention set out in the preceding 

paragraph, the applicants contend that Regulation 10 is, in any event, 

ultra vires because the dispensing fee provided therein is not 

appropriate within the meaning of section 22G(2)(b) of the Act, because 

of a number of reasons, these being that the dispensing fee was set at a 

time when the single exit price had not as yet been determined; that the 

dispensing fee provided for in the Regulation will cause the dispensing 

services of pharmacies to operate at a loss; the dispensing fee fails to 
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take into account the different types of pharmacies that exist in practice; 

the dispensing fee will have an effect of reducing access to 

pharmaceutical products in South Africa; that the dispensing fee, as 

determined, will result in wide-scale harm within the pharmacy 

profession, and that, therefore, for all these reasons Regulation 10 is 

ultra vires since the dispensing fee so determined is not appropriate 

within the meaning of section 22G of the Act.   I shall deal with the 

issues raised in turn. 

 

[97] There appears to be consensus amongst the parties that an 

appropriate dispensing fee should constitute remuneration for a 

pharmacist’s professional services and not income generated from 

trading in medicines.   The applicants’ appear to have acknowledged this 

principled position for in one of their memoranda the applicants in the 

PSSA application recorded that:  

“The PSSA has, in principle, undertaken to transform Pharmacy in the sense 

that pharmacists will in the future, derive their income from rendering 

professional services, as defined, instead of from trading in medicine.” 

 

[98] On the other hand, Regulation 1 of the Regulations promulgated in 

terms of the Pharmacy Act, published in General Notice 1158 dated 20 

November 2000 defines dispensing as follows: 
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“The interpretation and evaluation of a prescription, selection, manipulation, or 

compounding of medicine, the labelling and supply of medicine in an 

appropriate container according to the Medicine Act and the provision of 

information and instructions by a pharmacist to ensure the safe and effective 

use of medicine by a patient.” 

 

CONCERN THAT THE QUANTUM OF A DISPENSING FEE IS NOT 

APPROPRIATE

[99] Regulation 10, which provides for an appropriate dispensing fee, 

makes a distinction between medicine and Scheduled substances which 

fall into Schedule 1 and 2 of the Act, which are sold without a 

prescription, on the one hand, and medicines and Scheduled 

substances which fall into Schedules 3 to 8 of the Act.   The latter 

category of medicines and substances is sold with a prescription.  The 

dispensing fee in regard to medicine or substance that falls into 

Schedule 1 and 2, which is sold without a prescription, is calculated on 

the basis of 16% of the single exit price in respect of such a medicine or 

substance if less than R100.  In an instance where a single exit price in 

respect of a medicine or Scheduled substance is equal or greater than 

R100, a dispensing fee in respect of such a medicine shall be R16. 

 

[100] As regards medicine and Scheduled substances falling into 

Schedule 3 to 8, the dispensing fee on the single exit price of such a 
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medicine or Scheduled substance, if less than R100 is 26% of the single 

exit price.  Where the single exit price of a medicine or substance is 

equal to or greater than R100 the dispensing fee shall be R26.   These 

are the figures which the Pricing Committee recommended to the first 

respondent in its final recommendations, which the first respondent 

accepted. 

 

[101] The final recommendation of the dispensing fee to the first 

respondent was obviously preceded by some factual background which 

includes meetings and communications with the stakeholders such as 

the one held with the first applicant in the PSSA application on 16 

October 2003; various meetings the Pricing Committee held prior to the 

publication of the draft Regulations whereat the Pricing Committee 

considered various options for dispensing medicine or substances; 

written submissions and comments by various stakeholders in response 

to the published draft Regulations as also draft guidelines on proposed 

fees by the Pharmacy Council published in Government Notice No 

25492 dated 3 October 2003 to name but some of the background 

material which preceded the final recommendations to the first 

respondent.  I now turn to consider the issues raised in paragraph [70] of 

the judgment. 
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THE DISPENSING FEE IS NOT APPROPRIATE

[102] The second respondent makes it clear in her Affidavit as regards 

how the Pricing Committee went about in the process of determining 

what an appropriate dispensing fee would be to recommend to the first 

respondent.  After the Committee had considered all the available 

information before it, it concluded that there needed to be introduced a 

system for payment of professional services rendered by a pharmacist.   

In doing so, it also considered and took into account the Pharmacy 

Council’s Draft Rules relating to the Services for which a Pharmacist 

may Levy a Fee and Guidelines for Levying such a fee or fees published 

in Government Notice No 25492 dated 3 October 2003. Upon 

considering all such factors, including the guidelines referred to, the 

Committee became of the view that the activities listed in procedure 

codes 002, 004 and 005 of the draft guidelines, constitute an appropriate 

professional services which fall within the dispensing services of a 

pharmacist.  Having considered it appropriate and fair that non-labour 

costs associated with the running of a pharmacy such as handling costs 

and storage costs were catered for, it came to the conclusion that an 

appropriate dispensing fee be in an amount of R24 in respect of a 

medicine or substance whose single exit price is equal to or more than 

R100 or 24% where the single exit price is below R100. 
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[103] The dispensing fee referred to in the preceding paragraph was 

published in the draft Regulations.  On basis of further representations, 

submissions, comments and consultation with the first respondent the 

initial dispensing fee provided for in the draft Regulations was increased 

to R26. 

 

[104] The dispensing fee was also considered by the Pricing Committee 

at a number of meetings it held. 

 

[104.1] At a meeting of the Pricing Committee held on 1 and 2 

September 2003 it was suggested and resolved that the dispensing fee/ 

mark-up should be replaced with a professional fee and a need to 

ensure that differentials do not prevent access to drugs. 

 

[104.2] At its meeting held on 29 and 30 October 2003 the Pricing 

Committee revisited the item on dispensing fee and operating (non-

labour costs).   A suggestion was made that a flat fee, covering both 

professional fee and operating costs be considered.   This was after the 

Committee had considered various options such as cost + fixed 

percentage; cost + regressive margins; cost + a fixed fee and cost + 

fixed fee + fixed percentage/regressive margin.  As has already been 

pointed out the Committee resolved that a flat fee, covering both 
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professional fee and operating cost would be appropriate under the 

circumstances. 

 

[104.3]  So too was the dispensing fee considered by the Committee at 

its subsequent meetings held on 20 and 21 November 2003 when 

proposals by the Task Team were considered; at a meeting of 10 and 11 

December 2003 when a reference was made to an appendix suggesting 

a move away from trading in medicine to charging a professional fee for 

services.   The following recommendations were made: Pharmacists: 

24% low cost medicine and R24 above R100.  A dispensing fee for 

doctors and nurses was also considered; at its meeting on 30 and 31 

March 2004 when the Committee heard a presentation on the Retail 

Sector / Dispensing Fee / Professional Fee.  The question was raised 

whether the dispensing fee should be an integral part of the transparent 

pricing system.   At a meeting held on 15-18 March 2004 it was 

proposed that the dispensing fee for dispensing doctors and other 

professionals remain at the initial R16/16% fee structure and, as far as 

the dispensing fee for pharmacists is concerned, it was proposed to add 

2% to the original proposal of R24/24% and R2 to the R24 for medicines 

under R100.   It was further resolved that lower priced drugs be looked 

at separately.   After presentation of various dispensing fee models by 

the Task Team a general agreement was reached that R24/24% 
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addresses all issues and that, if necessary, adjustments could be made 

by an additional  R2/2%.   It is common cause that the final dispensing 

fee recommended and accepted by the first respondent was R26/26%. 

 

[105] The record of the proceedings of the Pricing Committee shows that 

it considered various dispensing fee options and took a conscious 

decision that the dispensing fee recommended to the first respondent is 

appropriate under the circumstances.   In doing so the Pricing 

Committee struck a balance between a need for a pharmacist to be 

remunerated for services rendered and a need to make the prices of 

medicines and Scheduled substances affordable.   The applicants might 

disagree on the final dispensing fee recommended but that, in itself, is 

no absolute indication that the dispensing fee finally recommended and 

accepted by the first respondent is not appropriate. 

 

[106] The applicants further contend in their papers and submissions 

that it can never be appropriate to determine a dispensing fee that is 

calculated on the basis of the single exit price at a time when the single 

exit price has not as yet been determined.   In this regard, it ought to be 

recalled that the three elements which constitute a single exit price to be 

set by the manufacturers and importers is the price of medicine, to which 

should be added a logistic fee plus VAT (value added tax).    
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[107] Obviously at the time of the commencement of the Regulations on 

2 May 2004, the manufacturers may not have set the single exit price.   

Regulation 24(1) provides that within one (1) month of the 

commencement of the Regulations, which we all know was 2 May 2004, 

the manufacturers and importers must submit to the Director-General a 

schedule reflecting the single exit price of a pack of each medicine or 

Scheduled substance sold by them.   At the time the Pricing Committee 

made its recommendations to the first respondent and at the time the 

first respondent published the Regulations in the Government Gazette, 

the regulations had not yet applied to the manufacturers and the 

importers.   It cannot be seriously suggested by the applicants that the 

first respondent had to wait until the regulations applied to the 

manufacturers and the importers before determining a dispensing fee.   

If this were so, the regulation of the transparent pricing system would be 

the object of piecemeal regulation. 

 

[108] The further concern raised by the applicants is that the dispensing 

fee determined is so low that it will cause the dispensing services of 

pharmacies to operate at a loss and thus render the practice of 

pharmacy not economically viable.   The Pricing Committee did 

investigate the question of economic viability in the process of 
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formulating recommendations to the first respondent.   This issue was 

discussed with the applicants in the PSSA application at a meeting held 

in November 2003.   The discussion revolved around the issue of 

establishing a fee that took into account the number of prescriptions 

attended to in any one day of a business operation.  At that meeting the 

applicants in the PSSA application estimated that a pharmacist attends 

to approximately 70 prescriptions per day.   The applicants acknowledge 

this meeting having taken place.   At this meeting the Committee 

requested the applicants in the PSSA application and other stakeholders 

to provide information that demonstrated the actual costs of dispensing 

medicine.   The requested information was included in the applicants’ 

and other stakeholders’ submissions.    The Committee concluded that 

the kind of submissions that were submitted provided general 

information regarding the costs of running front shop activities and 

pharmaceutical services without the necessary breakdown to reflect the 

complete costs of dispensing activities.   On the applicants’ own version 

in the New Clicks application the front shop activities in the majority of 

the applicants’ pharmacies account for a relatively small proportion of 

sales, a figure less than 17% on average is mentioned yet the front shop 

occupies about 80% of floor space.  A conclusion is thus inescapable 

that costs, such as rent, utilities and non-pharmacist staff are attributable 

to front shop activities.   It is for this reason, amongst others, that the 
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Committee concluded that it is not desirable that a patient or consumer 

should bear the costs of the business of a pharmacist that is not 

connected to the activity of dispensing services. 

 

[109] Still on the subject of appropriateness or otherwise of the 

dispensing fee the applicants complain that the first respondent, in 

determining what she considered an appropriate dispensing fee, failed to 

take account of the different types of pharmacies that exist in practice.   

In terms of the Regulations49 there exist two types of pharmacies, 

namely, a “community pharmacy” and an “institutional pharmacy”. 

 

[110] The two types of pharmacies are defined as follows in the 

aforementioned Regulations: 

“’community pharmacy’ means a pharmacy wherein or from which some or all 

of the services as prescribed in terms of regulation 18 of these regulations are 

provided to persons requiring pharmaceutical services but excludes an 

institutional pharmacy. 

 

 ‘institutional pharmacy” means a pharmacy situated in 

a) a public health facility wherein or form which some or all of the services 

as prescribed in terms of regulation 18 of these regulations are provided 

                                      
49   Regulations Relating to the Ownership and Licensing of Pharmacies published in Government Notice  
      R553 in Government Gazette No 24770 of 25 April 2003. 
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to persons requiring pharmaceutical services, from or at that public 

health facility; or 

b) a private health facility wherein or from which some or all of the services 

as prescribed in terms of regulation 18 of these regulations are provided 

to persons requiring pharmaceutical services, from or at that private 

health facility;” 

 

[111] There is no other type of pharmacy referred to in the Regulations 

nor the retail pharmacies situate in a private hospital or Courier 

pharmacies referred to in the Applicant’s founding affidavit.  The hospital 

pharmacy referred to in the founding affidavit in the PSSA application 

appears to fall in the category of “community pharmacies” in terms of the 

abovementioned definition. 

What appears to be a common denominator between the two types of 

pharmacies is that both dispense medicine within the ordinary usage of 

that term and I cannot conceive of any justification why they should have 

been treated differently.   As is correctly pointed out in the first 

respondent’s Replying Affidavit, the only difference between a 

community pharmacy and an institutional pharmacy lies in the 

geographical location of such a pharmacy.   It is therefore my view that 

there is no basis in the applicants’ concern that the two types of 

pharmacies should have been treated differently. 
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[112] That there will be significantly fewer pharmacies in the country and 

wide-scale harm in the pharmacy profession because of the Regulations 

which are the subject of the attack, is at this stage of the application of 

the Regulations, a matter of sheer speculation.   As at dates of the 

hearing of both these applications the Regulations had not yet applied to 

all the applicants.   It is inconceivable why the Regulations should be set 

aside purely on basis of speculation as the applicants seek to do in their 

papers and submissions. 

 

[113] For the reasons stated in the preceding paragraphs I am unable to 

find that the dispensing fee as provided for in the Regulation is either 

inappropriate or unreasonable in any of the forms contended by the 

applicants. 

 

ALLEGED VIOLATION OF SECTION 22 OF THE CONSTITUTION

[114] The applicants in the PSSA application further base their claim for 

the declaration of invalidity of Regulation 10 on the basis that Regulation 

10, in the form it currently is, violates the applicants’ right in terms of 

section 22 of the Constitution.    They base their claim on the alleged 

violation on a contention that, in the first instance, the capped dispensing 

fee and the resultant effect of pharmacies going out of business, is likely 

to have the effect of discouraging people from remaining in the 
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pharmacy profession or choosing to pursue the profession in the first 

place.  In the second instance, the applicants base their claim on the 

contention that the capped dispensing fee and the concomitant pressure 

on the pharmacies to remain viable are likely to have the effect that 

pharmacists might be forced to turn to non-professional  activities such 

as front shop sales in an attempt to survive financially. 

 

[115] Before considering the validity of these claims, it will be necessary 

to examine the content of the right which is alleged to have been 

violated and the applicable principles to claims of alleged violation of the 

relevant constitutional rights. 

 

[116] Section 22 of the Constitution provides: 

“Every citizen has the right to choose their trade, occupation or profession 

freely.   The practice of a trade, occupation or profession may be regulated by 

law.” 

The approach adopted where a claim based on a violation of a right in 

the Bill of Rights is alleged was enunciated as follows by Ackerman J in 

Ferreira v Levin NO50: 

The task of determining whether the provisions of [an] Act are invalid because 

they are inconsistent with the guaranteed rights under discussion involves two 
                                      
50 1996(1) BCLR 1 @ 26.    
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stages, first, an enquiry as to whether there has been an infringement of [the 

right in the Bill of Rights]; if so, a further enquiry as to whether such 

infringement is justified under the provisions of the limitation clause.  The task 

of interpreting [Chapter 2] fundamental rights rests of course with the Courts, 

but it is for the applicants to prove the facts upon which they rely for their 

claim of infringement of the particular right in question.   Concerning the 

second stage, it is for legislation, or the party relying on the legislation to 

establish this justification in terms of section [36] of the Constitution and not 

for the party challenging it, to show that it was not justified.” 

 

In short the test to be adopted is a two stage approach.   In the first 

instance, it is for the applicants to allege and prove a violation of a right 

in the Bill of Rights.   If such violation is proved, it is for the partly relying 

on the legislation which infringes such a right to show that such violation 

is justified in terms of the limitation clause set out in section 36 of the 

Constitution. 

 

[117] The rights entrenched in section 22 of the Constitution are the 

rights of the citizens.   These are the rights a citizen enjoys by virtue of 

his or her citizenship.   Attaching as they do to the individual’s South 

African citizenship, non-citizens, including permanent residents of the 

Republic, may not enjoy such rights.   Similarly, by virtue of its nature, 

citizenship can only belong, and the rights derived therefrom, as 
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correctly pointed out by Mr Soni, who was part of the legal team for the 

respondents, can only be enjoyed and exercised by natural persons51. 

 

[118] All the applicants are entities as set out in paragraphs 4 to 10 of 

the Founding affidavit in the PSSA application.   The applicants in the 

New Clicks application have also alleged a claim based on a violation of 

a right entrenched in section 22 in their challenge.   All that is alleged in 

the papers is that some of the applicants represent pharmacies, which, it 

would appear, are themselves entities.   None of the applicants, being 

entities as they are, claim that they are citizens which are entitled to the 

rights conferred upon citizens in terms of section 22 of the Constitution.   

It follows in my view that the applicants’ reliance on section 22 of the 

Constitution is misplaced. 

 

[119] The contention on the alleged violation of the applicants’ property 

rights in terms of section 25 was not pursued in argument.   In my view, 

this is not surprising.   The allegation that a statutory measure, such as 

the regulations under attack, may have adverse consequences for a 

                                      
51 See Cheadle Davis Haysom: South African Constitutional Law: The Bill of Rights Butterworths 2002 at pp       

284-285.   See also the remarks by Davis J in City of Cape Town v A D Outpost (PTY) Ltd and Others      

2000(2) SA 733 at 747 E-F; First National Bank t/a Wesbank v Commissioner, SARS 2001(3) SA 310 at G-H. 
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group of persons, in this case the pharmacists, does not justify the 

conclusion that they have been “deprived” of their property.  There 

similarly is no merit in the contention that the measure under attack will 

result in the “expropriation” of the property of the pharmacists.   

Expropriation, as contemplated in section 25 of the Constitution means 

not only dispossession or deprivation, but also appropriation by the 

expropriator of the particular right52. 

 

DELEGATION OF POWER

[120] Regulation 10, as has already been seen, provides for a formula 

for the determination of an appropriate dispensing fee.  Regulation 10(3) 

provides that the provisions of Regulation 10, which provides for the 

determination of the appropriate dispensing fee, may be reviewed 

annually by the Minister (first respondent) taking into account the 

Consumer Price Index, the Production Price Index and the need to 

ensure the availability, affordability and the quality of medicine and 

Scheduled substance in the Republic. 

 

[121] Regulation 8, on the other hand, provides that the extent to which 

the single exit price of a medicine or Scheduled substance may be 

                                      
52 See Harksen v Lane N.O. and Others 1997(11) BCLR 1489(CC) at paras 32-4. 
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increased will be determined annually by the Minister (first respondent), 

after consultation with the Pricing Committee, by notice in the Gazette. 

 

[122] The appropriate dispensing fee is calculated on basis of the single 

exit price which the first respondent has the power to review or increase 

annually in consultation with the Pricing Committee. 

 

[123] The applicants now complain that Regulation 10(3) gives the 

Minister (first respondent) power to amend the Regulations, in particular 

Regulation 10, without acting on the recommendation of the Pricing 

Committee.   I have a difficulty to understand the applicants’ concerns in 

this regard, particularly if Regulation 10 is read with Regulation 8.   The 

problem which the applicants appear to have is the reading and 

consequently the interpretation of Regulation 10 in isolation.   What 

appears to be the applicants’ problem in this regard can, in my view, 

simply be resolved by reading and interpreting Regulation 10 in context 

with the other regulations particularly Regulation 8.  In my view there is 

no merit in the applicants’ complaint in this regard as well. 

 

REGULATION 10 IS VOID FOR VAGEUNESS

[124] The applicants make a further contention in their papers and 

submissions that the term “dispensing fee” gives rise to interpretive 
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difficulties.   The applicants base their contention on the fact that section 

49(1)(a) of the Pharmacy Act provides that the Minister, in consultation 

with the Pharmacy Council, may make regulations relating to, amongst 

other things,  the tariff of fees payable to a pharmacist in respect of 

professional services rendered by him or her. 

 

[125] Section 35A(b)(iii) of the Pharmacy Act, which was assented to on 

26 November 1997, that is subsequent to the enactment of section 

49(1)(a) of the Pharmacy Act, which in turn was assented to on 13 

March 1979, provides that the Pharmacy Council shall be entitled to 

make rules as to the services for which a pharmacist may levy a fee or 

fees.  The draft regulations contemplated in section 35A(b)(iii) have not 

as yet been published and as such, have not as yet come into operation.  

The term “dispensing fee” is not defined in the draft regulation. 

 

[126] Both section 35A(b)(iii) and section 49(1)(a) contemplate the 

making of regulations by the Minister but no such regulations have as 

yet come into existence.  Regulation 10 only provides for the 

determination of the dispensing fee.   The applicants do not base their 

claim for vagueness on the determination of the dispensing fee in terms 

of Regulation 10.   In my view, Regulation 10, in the form it currently is, 

presents no difficulty in understanding how the dispensing fee is 
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determined so that I am unable to conceive of any interpretive difficulty 

the applicants have in this regard.   Once again, the applicants’ concern 

does not appear to have substance.   It further follows in my view that 

there is no substance in all the other respects on which the applicants 

seek to attack the validity of Regulation 10 and as well as Regulation 11. 

 

SCHEDULE O MEDICINES

[127] Based on the evidence on the Rule 53 record it appears that a 

dispensing fee in respect of Schedule O medicines was raised on a 

number of occasions.  It was raised at a meeting held on 20 and 21 

November 2003.  It was raised once again at a meeting of 10 and 11 

December 2003; at a meeting on 27 January 2004 and at a meeting on 

20 February 2004.   On each such occasion, the discussion was whether 

a dispensing fee should be charged in respect of such a medicine.   At a 

meeting of 15 – 18 March 2004 the Pricing Committee resolved not to 

recommend that a dispensing fee be charged on Schedule O medicine, 

but that the dispensing fee should be charged in respect of Schedule 1 

and Schedule 2 substances.   It appears that what motivated the 

decision of the Pricing Committee not to recommend a dispensing fee in 

respect of Schedule O substances is the fact that this medicine is freely 

available for sale at various places including supermarkets.   Hence the 
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Pricing Committee recommended that an appropriate fee be charged by 

any person, not only pharmacists, for sale of Schedule O substances. 

 

[128] Regulation 13 provides that an appropriate fee to be charged by a 

retailer in respect of Schedule O medicine is a percentage mark-up for 

that medicine that was applied at the date of commencement of the 

Regulation.   The retailers who sell Schedule O medicine would know 

what their mark-up was at the commencement of the Regulations.  In my 

view Regulation 13 is neither vague nor ultra vires the enabling provision 

as the applicants would seek to suggest.   I am satisfied that the 

applicants’ contention is altogether without merit. 

 

INFORMATION GATHERING

[129] The underlying purpose towards the introduction of a pricing 

system which is transparent is to ensure accessibility to affordable and 

quality medicine; empowering the Director-General of the Department of 

Health to access information that may be necessary to ensure 

transparency and compliance with the Regulations and to establish a 

relationship between the price of a medicine or Scheduled substance 

and the therapeutic value of such a medicine or substance. 
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[130] It is specifically for reasons set out in the preceding paragraph that 

the Regulations provide that the Director-General may request from all 

persons and entities in the supply chain to furnish him or her with the 

information contemplated in Regulation 14(5)53, 21(1)(a)54 and (c)55. 

 

[131] Now the applicants complain that the relevant portion of the 

Regulations have nothing to do with the introduction of a transparent 

pricing system and that these are void for vagueness.   I do not agree.   

It can never be conceivable that the transparent pricing system be 

limited to the price of medicine only.  A transparent pricing system could 

and should include quality of the product sold.   Moreso, the Director-

General, as the Head of the Department, ought to be equipped with 

powers to monitor and to ensure proper compliance with the single exit 

price.  It is once again my view that the applicants’ complaint in this 

regard has no substance. 

 

[132] Based on the evidence as a whole, I cannot find: 

                                      
53 14 “(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.” 
54 “21(1) ”…(a) the therapeutic value of a medicine or Scheduled substance relative to the single exit price set 
by the manufacturer;…” 
55  21(1) “…(c) the risks associated with a particular medicine or Scheduled substance relative to the single exit 
price of that medicine or Scheduled substance;…” 
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[132.1]  That the Pricing Committee, in fulfilling its functions, acted 

unlawfully on any of the basis suggested by the applicants or at all nor 

did it conduct itself unfairly on any of the basis complained of; 

 

[132.2]  That the first respondent acted unlawfully either in considering 

the recommendations submitted to it by the Pricing Committee and in 

the promulgation of the Regulations; or  

 

[132.3]  That the Regulations themselves are invalid in any of the forms 

suggested by the applicants. 

 

[133] In the result the following order is made: 

[133.1]  The applications by the applicants under case numbers 

4128/2004 and 4329/2004 are dismissed with costs including costs of 

the application for interim relief. 

[133.2]  The cost order referred to in the preceding paragraph shall 

include costs consequent upon employment of two counsel. 

 
………………………. 
N J Yekiso, J 
 
Hlophe JP: I agree. 
 
 
……………………… 
J M Hlophe, JP 
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             IN THE HIGH COURT OF SOUTH AFRICA 

             (CAPE OF GOOD HOPE PROVINCIAL DIVISION) 
  

CASE NO: 4128/04 
 

IN THE MATTER BETWEEN: 
 
New Clicks South Africa (Pty) Ltd                                                                     

Applicant 
 

and 
 

Dr. Manto Tshabalala Msimang N.O. 
(In her capacity as the Minister of Health)                                             First 

Respondent 
 

 
Professor D. McIntyre N.O. 
(In her capacity as Chairperson of the Pricing 
Committee appointed in terms of Section 22G 
Of the Medicines & Related Substances Control 
Act, No. 101 of 1965)                                                                           Second 

Respondent  
 

AND 
CASE NO: 4329/04 

 
IN THE MATTER BETWEEN: 

 
Pharmaceutical Society of South Africa  
and 6 Others                   

Applicants 
 

and 
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Dr. Manto Tshabalala Msimang N.O. 
(In her capacity as the Minister of Health)                                             First 

Respondent 
 

The Chairperson of the Pricing Committee                                      Second 
Respondent 

 
 
 

JUDGMENT : 27 AUGUST 2004 
 
 

 
 

TRAVERSO, DJP : 
 

[1]     I have had the privilege of reading the judgment of Hlophe, JP and 

Yekiso, J.  I am however, for the reasons set out below unable to agree with 

their conclusions. 

 

[2]     At the outset I must stress that all the parties before us endorsed the 

principles underlying the control, regulation and transparency of medicine 

prices.  It was common cause that due to ever spiralling costs of medicine, it 

became essential for the State to take measures to ensure that health care 

services must become more accessible to the community.  Everyone agreed 

that the underlying objective of Section 22G of the Medicine and Related 

Substances Act, No. 101 of 1965 (“the Act”) was to give effect to the 

provisions of Section 27 of the Constitution which provides: 

 “27 (1) Everyone has the right to have access to – 
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(a) health care services, including reproductive health 

care; 

   (b) sufficient food and water; and 

(c) social security, including, if they are unable to 

support themselves and their dependants, 

appropriate social assistance. 

(2) The state must take reasonable legislative and other 

measures, within its available resources, to achieve the 

progressive realisation of each of these rights. 

 

  (3) No one may be refused emergency medical treatment.” 

[3]     All the parties argued from the basic premise that the constitutional 

imperative to promote the access of health care services must be adhered 

to, and that it is a fundamental value underlying our constitutional 

democracy. 

 

[4]     The only questions which we were called upon to decide were: 

 

(i) whether the procedure adopted by the Pricing Committee in 

making the recommendations amounted to administrative action 

(either in terms of PAJA, or the Constitution), and if so, whether 

the procedure adopted by them amounted to fair administrative 

action. 

  



 100

(ii) whether the regulations fall within the ambit of, and achieve the 

objects of the empowering provision. 

 

[5]   The Applicants are all entities involved in the pharmaceutical industry. 

 

[6]   The Act in its present form was repealed by Section 50 of the South 

African Medicines and Medical Devices Regulatory Authority Act, No. 132 of 

1990, but the Proclamation by the President of the repealing Act was found 

to be unconstitutional by the Constitutional Court.  See Pharmaceutical 

Manufacturers of South Africa: in re ex parte President of the RSA, 2000(2) 

SA 674 CC.  The Act therefore still applies. 

 

[7]   The purpose of the Act has received the attention of the Constitutional 

Court.  These pronouncements of the Constitutional Court are in my view 

important in considering the questions with which the Court is faced.  I will 

therefore refer to them in some detail. 

(a) In Mistry v. Interim Medical and Dental Council of South Africa, 

1998(4) SA 1127 ( CC ) at 1139 D-F, Sachs, J states: 

 

“[17] To understand the scope and effect of these 

powers, it is necessary to locate them within the scheme 

of the Medicines Act as a whole.  In Administrator, Cape 
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v Raats Röntgen and Vermeulen (Pty) Ltd Kriegler AJA 

pointed out that the Medicines Act ‘(was) directed at the 

control of two main categories of substances, namely 

medicines and so-called related substances’.  His 

judgment makes it clear that the purpose of the 

Medicines Act was not merely to regulate the manner in 

which scheduled substances were made available to 

members of the public, but to control the quality and 

supply of medicines generally: 
‘Manifestly the Act was put on the statute book to protect the citizenry 

at large.  Substances for the treatment of human ailments are as old as 

mankind itself; so are poisons and quacks.  The technological explosion 

of the twentieth century brought in its wake a flood of pharmaceuticals 

unknown before and incomprehensible to most.  The man in the street – 

and indeed many medical practitioners – could not cope with the 

cornucopian outpourings of the world-wide network of inventors and 

manufacturers of medicines.  Moreover, the marvels of advertising, 

marketing and distribution brought such fruits within the grasp of the 

general public.  Hence an Act designed, as the long title emphasises, to 

register and control medicines.  The enactment created a tightly meshed 

screening mechanism whereby the public was to be safeguarded: in 

general any medicine supplied to any person is, first, subject to 

stringent certification by experts; then it has to be clearly, correctly and 

comprehensively packaged and labelled and may only be sold by 

certain classes of persons and with proper explanatory information; to 

round  it out detailed mechanisms for enforcement are created and 

ancillary measures are authorised.”   
 

 
 

(b)   Chaskalson, P in Pharmaceutical Manufacturers of South 

Africa, (supra), adds at p. 701 D: 
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“The 1965 Act was essential to protect the welfare  of the 

public and to prevent trading in dangerous substances 

in uncontrolled circumstances.” 

 

[8]   The purpose of the Act is further echoed in the long title where it is 

stated to aim at: 

 

(a) providing for the control of medicines; … 

 

(b) providing for measures for the supplies of more affordable 

medicines in certain circumstances; 

 

(c) regulating the purchase and sale of medicines by manufacturers 

distributors, wholesalers, pharmacists and people licensed to 

dispense medicines. 

 

[9]   I repeat that in determining whether the Regulations are authorised by 

the Act or meet the criteria of rationality and legality, it is important to bear in 

mind that the Act must be interpreted in a manner which will promote the 

right of access to healthcare services as envisaged in Section 27 of the 

Constitution. 
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[10]     With this as background, I turn to the enabling provision of the Act 

namely Section 22G of the Act: 

“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; 

(b) on an appropriate dispensing fee to be charged by 

a pharmacist or by a person licensed in terms of 

section 22C(1)(a); 

(c) on an appropriate fee to be charged by wholesalers 

or distributors or any other person selling 

Schedule O medicines. 

      (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. 

(b) No pharmacist or person licensed in terms of section 

22C(1)(a) or a wholesaler or distributor shall sell a medicine at 

a price higher than the price contemplated in paragraph (a). 

(c) Paragraph (b) shall not be construed as preventing a 

pharmacist or person licensed in terms of this Act to charge a 

dispensing fee as contemplated in subsection (2)(b)” 
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[11]   Regulation 38 of the General Regulations made in terms of the Act 

regulates the appointment of the Pricing Committee.  It provides: 

    “38.  Pricing committee. – (1)  The pricing committee 
contemplated in section 22G of the Act shall consist of no more 
than eighteen members, but shall include – 

(a) one person nominated by the Minister of Finance; 
(b) one person nominated by the Minister of Trade and 

Industry; 
(c) one or more persons representing the Department of 

Health; 
(d) at least one person with background in pharmacology; 
(e) at least one person with background in the law; 
(f) at least one person with background in academic 

medical research; 
(g) at least two persons with economics background, one of 

whom must be a health economist; and 
(h) at least one person representing independent patient or 

consumer groups. 
    (2) The Committee shall determine the procedure for the conduct 
of its business. 

(3) The Committee may appoint, subject to the approval of the 
Minister, sub-committees as it may deem necessary, to investigate 
and report to it any matter within the purview of the Committee in 
terms of the Act. 

(4) The Director-General may designate employees of the 
Department to serve as the secretariat of the Committee.” 

 

[12]     The Minister appointed the Committee in accordance with the 

abovementioned provision.  It is apparent that the committee was a carefully 

constituted body consisting of members with varying areas of expertise.  This 

is a significant fact.  From this it is clear that it was acknowledged that the 

task of the Pricing Committee would be a complex one.   
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BACKGROUND: 
 

[13]   On 18 December 2003 the Pricing Committee made its first 

recommendation to the Minister, which was accompanied by draft 

Regulations.   

 

[14]    These Regulations were accepted by the First Respondent and 

published for public comment on 16 January 2004.  Comments had to be 

made by 16 April 2004.   

 

[15]     An invitation was also extended to stakeholders to make oral 

representations on their written comments.  This is an aspect to which I will 

revert later. 

 

[16]   Pursuant to receiving public comment and after a series of meetings 

the Pricing Committee submitted a revised recommendation and report to the 

Minister (the second recommendation) on 19 April 2004.  This 

recommendation was once more accompanied by draft Regulations. 

 

[17]   On 20 April 2004 the Committee met with the First Respondent to 

discuss the recommendations and report.  At this meeting the First 

Respondent raised certain concerns.   These concerns were considered and, 
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on the next day, 21 April 2004 the Committee submitted amended 

recommendations to the First Respondent. 

 

[18]   Based on these recommendations, the First Respondent promulgated 

the Regulations on 30 April 2004. 

 

[19]   These Regulations seek to regulate the prices of medicines and 

scheduled substances throughout the pharmaceutical supply chain and more 

in particular: 

 

(a) the single exit price at which pharmaceutical products must be sold 

throughout the supply chain; 

 

(b) the maximum dispensing fee that may be charged by pharmacists; 

 

(c) the maximum fee that may charged in respect of the sale of 

Schedule O substances; 

 

(d) the power of the Director General of Health to compel disclosure of 

information from participants in the pharmaceutical industry. 
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[20]   The Applicants are seeking an order to set aside the recommendation 

of the pricing committee to the Minister and declaring the Regulations (or 

some of them) invalid.   

 

[21]   The Applicants’ attack on the validity of regulations is wide-ranging and 

I will deal, insofar as I deem it necessary with each individually. 

 

LEGAL BASIS UPON WHICH DELEGATED LEGISLATION MAY BE 
CHALLENGED:

 
[22]   Section 6(2) of the Promotion of Administrative Justice Act  (PAJA) 

provides that a court may “judicially review an administrative action” on 

various grounds contained in this subsection.   

 

[23]   Section 1 of PAJA defines “administrative action” as follows: 

“administrative action” means any decision taken, or any 

failure to take a decision, by- 

(a) an organ of state, when- 

(i) exercising a power in terms of the Constitution or a 

provincial constitution; or 

(ii) exercising a public power or performing a public 

function in terms of any legislation; or 

(b) a natural or juristic person, other than an organ of state, 

when exercising  a public power or performing a public 

function in terms of an empowering provisions,  
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which adversely affects the rights of any person and which has a 

direct, external legal effect, but does not include- 

(aa) the executive powers or functions of the National 

Executive, including the powers or functions 

referred to in sections 79(1) and (4), 84(2)(a), (b), 

(c), (d), (f), (g), (h), (i) and (k), 85(2)(b), (c), (d) and 

(e), 91(2) (3), (4) and (5), 92(3), 93, 97, 98, 99 and 100 

of the Constitution; 

(bb) the executive powers or functions of the Provincial 

Executive, including the powers or functions 

referred to in sections 121(1) and (2), 125(2)(d), (e) 

and (f), 126, 127(2), 132(2), 133(3)(b), 137, 138, 139 

and 145(1) of the Constitution; 

(cc) the executive powers or functions of a municipal 

council; 

(dd) the legislative functions of Parliament, a provincial 

legislature or a municipal council; 

(ee) the judicial functions of a judicial officer of a court 

referred to in section 166 of the Constitution or of a 

Special Tribunal established under section 2 of the 

Special Investigating Units and Special Tribunals 

Act, 1996 (Act No. 74 of 1996), and the judicial 

functions of a traditional leader under customary 

law or any other law; 

(ff) a decision to institute or continue a prosecution; 

(gg) a decision relating to any aspect regarding the 

appointment of a judicial officer, by the Judicial 

Service Commission; 
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(hh) any decision taken, or failure to take a decision, in 

terms of any provision of the Promotion of Access 

to Information Act, 2000; or 

(ii) any decision taken, or failure to take a decision, in 

terms of section 4(1); 

 

[24]   A “decision” is defined in Section 1(v) of PAJA as: 

“decision” means any decision of an administrative nature 

made, proposed to be made, or required to be made, as the 

case may be, under an empowering provision, including a 

decision relating to- 

(a) making, suspending, revoking or refusing to 

make an order, award or determination; 

(b) giving, suspending, revoking or refusing to give 

a certificate, direction, approval, consent or 

permission; 

(c) issuing, suspending, revoking or refusing to 

issue a licence, authority or other instrument; 

(d) imposing a condition or restriction; 

(e) making a declaration, demand or requirement; 

(f) retaining, or refusing to deliver up, an article; or 

(g) doing or refusing to do any other act or thing of 

an administrative nature, and a reference to a 

failure to take a decision must be construed 

accordingly;” 

 

THE RECOMMENDATIONS: 
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[25]     One of the issues raised is whether the making of recommendations 

by the Pricing Committee is reviewable under PAJA. 

 

[26]   Mr. Moerane, who appeared on behalf of the First Respondent in the 

New Clicks application, submitted that the recommendation of the pricing 

committee is not reviewable because it is neither an “administrative action” 

nor a “decision” as defined in PAJA.  He argued that the “recommendation” 

of the Pricing Committee is purely advisory in nature, and therefore does not 

fall within the definition of a decision as contained in Section 1(v) of PAJA. 

 

[27]     I agree with Mr. Moerane that the recommendation of the Pricing 

Committee is not covered by those “decisions” listed in Section 1(v)(a) – (f) 

of PAJA. 

 

[28]     Section 1(v)(g) is more problematical.  Its wording is much wider and 

it is a typical “catch all” provision.  Mr. Moerane however argued that the 

words “any other act … of an administrative nature” should be interpreted 

restrictively and with reference to the kinds of decisions listed in paragraphs 

1(v)(a) – (f). For this submission he relied on the ejusdem generis principle, 

as there is a distinct genus of decisions listed under this definition. 
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[29]     I cannot agree.  Firstly the wording of this sub-section makes it plain 

that the actions listed in  Section 1(v)(a) – (g) are not exhaustive.  This was 

conceded by Mr. Moerane. 

 

[30]   Secondly, there is nothing in the wording of Section 1(v)(g) which 

indicates that the words “any other act or thing of an administrative nature” 

refers to only acts or things belonging to a certain “genus”.  PAJA was 

specifically enacted to give effect to the constitutional right of citizens to just 

administrative action.  This relates to all forms of administrative action and 

not just a restrictive “genus” of acts of an administrative nature.  (See 

Pharmaceutical Manufacturers Association of SA: Ex parte President of the 

Republic of South Africa, 2000(2) SA 674 CC; JR de Ville: Judicial Review of 

Administrative Action in South Africa at p. 39.) 

 

[31]     The Pricing Committee was appointed to make recommendations.  As 

I will show later it is not in dispute that these recommendations are a 

jurisdictional prerequisite for the making of recommendations.  It is in my 

view clear that the recommendations could adversely affect not only the 

rights of members of the pharmaceutical industry but also the rights of 

consumers, and therefore the public at large.  When the Committee 

considered the public comment in formulating their recommendations they 

were clearly performing a function which was of an administrative nature.  I 
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am therefore satisfied that the word “decision” does not have the narrow 

meaning contended for by the Respondents. 

 

[32]     The next point to consider is whether the recommendations of the 

Pricing Committee would have a “direct external legal effect”.  From the 

wording of Section 22G(2), it is clear that the making of a recommendation 

by the  Committee is a specific and separate requirement for the making of 

the regulations, because it is only upon the recommendation of the Pricing 

Committee that the Minister can make the Regulations.  That being so, and 

for the reasons set out in the preceding paragraph, it follows that the 

recommendations must ultimately have a direct external legal effect.  These 

recommendations are not mere preliminary determinations, investigative 

actions or intermediate steps, which the legislature intended to exclude from 

the definition of administrative action.  (See Currie & Klaaren: Promotion of 

Administrative Justice Act Benchbook at 44-45)  On the contrary the 

recommendations are upon promulgation transformed into the regulations. 

 

[33]     Counsel for the First Respondent in the Pharmaceutical application, 

Mr. Maleke, put forward a similar argument.  Mr. Maleka however conceded 

that the Court is entitled to scrutinise both the manner in which the 

committee executed its functions and the recommendation itself.  He 

submitted that the purpose of such scrutiny would be to determine the 
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validity of the Regulations.  He argued that the correct approach would be to 

view the process as a whole, as an integral scheme as contemplated in the 

empowering provision and not to treat it in a piecemeal fashion.  Accordingly 

he argued that in order to determine whether the Regulations are valid, the 

Court will enquire into the functioning and decision-making process adopted 

by the committee as part of the overall enquiry.  In doing so, it will consider 

whether the First Respondent and the committee conducted themselves in 

accordance with the requirements of the applicable statutory provisions. 

 

[34]   Mr. Maleka argued that a recommendation such as the one made by 

the Pricing Committee is not justiciable in the sense that it may not be 

reviewed and set aside.  He however conceded that having regard to the 

provisions of Section 22G of the Act the recommendation is a necessary step 

in the making of the Regulations, but that until the recommendations are 

accepted and implemented by the First Respondent, they are of no legal 

consequence.  For this argument he relies on a judgment of Mason, CJ in 

Australian Broadcasting Tribunal v. Bond & Others, 1990 ALR 11 (CA) at 23.   

 

[35]     Read in its context, and applied to the legislative structure presently 

under consideration, that dictum does not support his submission.  The 

recommendations of the Pricing Committee must be considered in context.  

In the present legislative framework, the Minister may not act without the 
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Pricing Committee’s recommendation.    This much was conceded on behalf 

of the First Respondent. 

 

[36]     The recommendation of the Pricing Committee is a jurisdictional fact 

for the Regulations.  If there are no valid recommendations there can be no 

valid Regulations. 

 

[37]     It is difficult to understand the argument that the recommendations 

can be looked at with a view of determining whether the Regulations were 

made in accordance with the statutory provision and therefore are valid, but 

in the same breath to argue that the recommendations are purely advisory.  

The recommendation is therefore a necessary prerequisite to exercise the 

statutory power imposed upon the Minister in terms of Section 22 of the Act.  

See Paola v. Jeeva NO, 2004(1) SA 396 (SCA) 402 E; Van Rooyen & Others 

v. The State & Others, 2002(5) SA 246 (CT) at G – I; Chairman, Board of 

Tariffs & Trade v. Brenco Incorporated, 2001(4) SA 511 (SCA) and in 

particular the dictum at 523 B – E.  In considering Section 4(2) of the Board 

on Tariffs & Trade Act, No. 107 of 1986, Zulman, JA states: 

“… It (Section 4(2) of the Board on Tariffs & Trade Act, No. 107 of 

1986) confers upon the Trade Minister a particular and 

circumscribed discretion.  He may either accept or reject the report 

and recommendations of the BTT in their entirety – or he may refer 

the matter back to the BTT for reconsideration.  The second 
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appellant has no power himself to modify the report or the terms of 

the recommendations.  Dumping investigations are by their nature 

highly technical.  They involve conceptual framework and an 

appraisal of facts that require expertise of a specialised kind.  It is 

for this reason that a specialised agency, BTT engages in an 

investigation and draws up a report and recommendations.”  (My 

emphasis) 

 

[38]     Although the statutory provision in the aforesaid Act is not identical to 

the empowering provision which I have to consider, I am of the view that 

similar considerations apply to the present matter.  As stated above, the 

Pricing Committee is a committee which was carefully constituted of 

members with specific expertise in the relevant fields of expertise required to 

make the recommendations.   They (correctly) regarded themselves as a 

technical committee.  At the risk of repeating myself the Minister could only 

upon recommendation of the Pricing Committee make regulations.  She 

could not go on a frolic of her own. 

 

[39]     I am therefore satisfied that a valid recommendation by the Pricing 

Committee is a jurisdictional requirement for valid regulations.  Valid 

recommendations entail at least 3 elements: 
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(a) A recommendation made by the Pricing Committee, and not by 

any other person or entity; 

 

(b) A fair procedure must be adopted and sustained by the Pricing 

Committee in its meetings; 

 

(c) A proper application of the mind by a duly constituted Pricing 

Committee to all representations made to it. 

 

[40]     These are in my view all matters which fall squarely within the 

definition contained in Section 1(v)(g) namely “any other act of an 

administrative nature”.  But interesting as this debate might be, even if I am 

wrong in my finding that the recommendations of the Pricing Committee fall 

within the various definitions contained IN PAJA, if one adopts the “holistic” 

approach (which I believe is a sound one) it must follow that the 

recommendation is an exercise of public function.  It is therefore controlled 

by the Constitution, and accordingly subject to the Court (See 

Pharmaceuticals, supra at paras. [40 – 56], and in particular para 50: 

“[50]  What would have been ultra vires under the common 

law by reason of a functionary exceeding a statutory power is 

invalid under the Constitution according to the doctrine of 

legality.  In this respect, at least, constitutional law and 

common law are intertwined and there can be no difference 
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between them.  The same is true of constitutional law and 

common law in respect of the validity of administrative 

decisions within the purview of s 24 of the interim 

Constitution.  What is ‘lawful administration action’, 

‘procedurally fair administrative action’ and administration 

action ‘justifiable in relation to the reasons given for it’ cannot 

mean one thing under the Constitution and another thing 

under the common law.”  (My emphasis) 

[41]     I therefore conclude that the recommendations amount to 

administrative action and can therefore be reviewed and set aside.   

 

On the Respondents approach no matter what the Pricing Committee would 

do or say – no matter how irrational or even dishonest, their conduct would 

be beyond the reach of the Court.  This can never be correct.   

 

REGULATIONS: 
 
[42]   I turn now to consider the question of whether the making of 

Regulations constitute administrative action. 

 

[43]     In Fedsure Life Assurance, supra, Chaskalson, P, Goldstone, J and 

O’Regan, J stated the following in paragraph 27 on 391: 

“In addressing this question [the categorisation of statutory 

powers] it is important to distinguish between the different 

processes by which laws are made.  Laws are frequently made by 
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functionaries in whom the power to do so has been vested by 

competent legislature.  ‘Although the result of the action taken in 

such circumstances may be legislation’, the process by which the 

legislation is made is in substance ‘administrative’.  The process by 

which such legislation is made is different in character to the 

process by which laws are made by deliberative legislative bodies 

such as elected municipal councils.  Laws made by functionaries 

may well be classified as administrative; laws made by deliberative 

legislative bodies can seldom be so described.” 

 

[44]    PAJA excludes the executive powers and functions of the National 

Executive under Section 85(2)(b) – (e) of the Constitution from the definition 

of administrative action.  It is however important to note that the powers and 

functions of the National Executive under Section 85(2)(a) of the Constitution 

are not excluded.  They are: 

“85(2)  The President exercises the executive authority, together 

with other members of the Cabinet by – 

(a) implementing national legislation  …” 

 

[45]     The implementation of national legislation therefore falls under the 

definition of administrative action. 

 

[46]     In my view this provides a strong indication that the making of 

Regulations falls within the definition of administrative action as contained in 

PAJA.   
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[47]     This question was considered in South African Share Angling 

Association v Minister of Environmental Affairs, 2002(5) SA 511 SECLD, 

where at 519 H – I, Erasmus, J states: 

“Parliament however has the power to limit those rights.  It 
can do so by authorising the executive authority to make 
regulations qualifying; limiting or even abolishing such rights 
altogether.  The making of such regulations involves an 
administrative act.  The common law dictates that such acts 
must be reasonable, otherwise they are null and void being 
ultra vires the empowering provisions of the particular Act of 
Parliament (R v Carelse 1943 CPD 242; M Wiechers 
Administrative Law 1985 at 252-3).” 

 

[48]     Section 33(1) of the Constitution provides that everyone has the right 

to administrative action that is lawful, reasonable and procedurally fair.  

 

[49]     Section 33(3) provides that national legislation must be enacted to 

give effect to those rights.   

 

[50]     If the definition of administrative action in PAJA has to be given the 

narrow meaning contended for on behalf of the First Respondent, it would in 

my view follow that PAJA will not pass constitutional muster as it will then not 

give effect to Section 33(1) of the Constitution.  It would rather than give 

effect to the Bill of Rights, and in particular to Section 33 thereof, limit an 
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individual’s right to lawful, reasonable and procedurally fair administrative 

action.  

 

[51]     Such an interpretation must be avoided in favour of one which 

conforms to the Constitution.  See National Director of Public Prosecutions  

v. Mohamed N.O., 2002(4) SA 843 CC at 856 A-C. 

 

[52]     In any event, the Minister, in making regulations, unquestionably 

exercises public power, and therefore as in the case of the recommendations 

is subject to the Court. 

 

 

[53]     It therefore makes no difference whether the making of regulations 

are included within the framework of PAJA.  I am of the view that it does, but 

if I am wrong, it remains an exercise of public power which is subject to the 

Constitution and hence the Court. 

 

[54]     The basis upon which public power can be scrutinised by the Courts 

has been identified by the Constitutional Court as the principle of legality.  It 

was made clear by the Constitutional Court that a law which is inconsistent 

with the principle of legality is liable to be set aside.  See Fedsure Life 

Assurance, (supra); Pharmaceutical Manufacturers Association, (supra).  
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Regulations can therefore be set aside if they are not authorised by the 

empowering legislation.  That  in essence is a constitutional manifestation of 

the common law doctrine of ultra vires. 

 

[55]     So too, the exercise of public power stands to be set aside if it is 

arbitrary.   See S. v. Makwanyane, 1995(3) SA 391 (CC) para. 156; New 

National Party of South Africa v. The Government of the Republic of South 

Africa, 1999(3) SA 191 (CC); Pharmaceuticals, (supra), para. 85. 

 

 

 

 

[56]     From these authorities it is clear that Regulations are liable to be set 

aside if they are not rationally connected to a legitimate government purpose.   

 

[57]     Lastly, delegated legislation may be set aside if it is obscure or if it 

violates the Bill of Rights.  I will expand on this later when I discuss the 

various Regulations.   

 

[58]  I therefore conclude that both the recommendations and the 

Regulations are subject to judicial review.  The grounds of judicial review 

have now been codified by Section 6 of PAJA, and therefore if PAJA applies 
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to the Regulations the review grounds must be located within Section 6 of 

PAJA (Bato Star Fishing (Pty) Ltd v Minister of Environmental Affairs and 

Tourism, 2004(7) BCLR 687 CC at 705 B-D).  But as I have stated before, 

even if I am wrong in my conclusion that PAJA applies to the rule-making, 

then the Regulations may be challenged on the basis of the conventional 

grounds under the Constitution referred to above. 

 

[59]     I shall now proceed to consider the various grounds upon which the 

Applicants have sought to attack the Regulations.   

 

[60]     Section 22G provides for the  making of Regulations by the Minister, 

on the recommendation of the Pricing Committee.  The Regulations relate to: 

 

(a) The introduction of a transparent pricing system – which, in 

turn, shall include a single exit price; 

 

(b) An appropriate dispensing fee; 

 

(c) An appropriate fee to be charged by wholesalers or distributors 

of Schedule O medicines. 
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[61]     It is important that each of the above factors is objectively  

determinable.  They are not made subject to any subjectively determinable 

criteria such as “in his/her opinion”. 

 

[62]     The Applicants contend that several clauses in the Regulations are 

vague because they do not demonstrate “intelligible meaning” or manifest 

“considerable confusion”, “internal contradiction” or they are obscure.  The 

appropriate test to be applied was described as follows by Tebbutt, J in the 

The Master v. I L Back & Co. Ltd, 1981(4) SA 763 (C) at 770 H – 771F: 

“It is well settled law that a regulation must not be so vague as to 

create substantial uncertainty in the minds of those who have to 

apply it or of those to whom it applies.  In deciding whether there 

is such substantial uncertainty in a regulation only reasonable 

and not perfect lucidity is required … 

           As Broome J stated in R v Jopp and Another (supra at 14): 

“Where the question is whether a regulation is void for uncertainty … the test is  

whether a reasonably precise meaning is ascertainable.” 

Or, as stated by Burne AJ in R v Kunene (supra at 156B), the test 

is whether there is 
“an ascertainable meaning, precise enough to indicate ‘with reasonable certainty to 

those who are bound by it, the act which is enjoined or prohibited’”. 

(See also Steyn Uitleg van Wette 5th Ed at 229-231 and cases there 

cited.) 

I would also emphasise that, in testing whether a reasonably 

precise meaning is ascertainable in a regulation, one must have 

regard to the persons who have to apply it and to whom it is 
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applicable.  Would the regulation as framed create substantial 

uncertainty in their minds?  The regulation may not be of general 

application to all members of the public; it may cover a 

specialized field.  In that event while every untrained member of 

the public may not be able to ascertain its meaning with 

reasonable certainty, those trained in the specialized field 

involved may well be able to do so.” 

 

[63]     In the Appellate Division judgment of Master v. I L Back  and Co. Ltd, 

1983(1) 986 (A), Galgut AJA stated the following at 1001 D – E: 

“No authority is needed for the statement that when interpreting an 

enabling statute it, and the regulations passed pursuant thereto, 

must be construed in the light of its subject-matter and its objects 

to determine what it authorises.  It has often been said that in order 

to ascertain the meaning of any word in a particular section regard 

must be had to the context in which it is used.  Reference may also 

be had to other sections in the statute.” 

 

[64]     With that as the background I will proceed to analyse the various 

arguments. 

THE RECOMMENDATIONS OF THE PRICING COMMITTEE: 
 
[65]     The wording of Section 22G of the Act  makes it clear that if the 

recommendations of the Pricing Committee were to be set aside, it would 

have a knock on effect on the validity of the Regulations. 
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[66]     It was conceded on behalf of the Respondents that the Court is 

entitled to scrutinize both the manner in which the Committee executed its 

functions and the recommendation itself, with a view to determine the validity 

of the Regulations.  Accordingly if the recommendations were materially 

flawed, it must in my view follow that the Regulations stand to be set aside. 

 

[67]     At the outset it must be made clear that the appointment of the 

members of the Committee has not been challenged by any of the 

Applicants.  It is only the manner in which the Committee went about fulfilling 

its functions which has been challenged. 

 

[68]     How the Committee went about doing its business is  detailed by 

Professor McIntyre, the Second Respondent.  In essence she says: 

 

(a) Section 18A of the Act provides that no person shall supply any 

medicine according to a bonus system, rebate system or other 

incentive scheme.  The date of commencement of this section was 2 

May 2004.  All the members of the Committee, save for the 

Ministerial appointments, were appointed on or about 11 July 2003.  

The Committee was desirous that the Regulations should come into 

operation on the same day as Section 18A of the Act namely 2 May 
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2004.  Accordingly those members who were appointed in July 

began preparatory work for the Committee. 

 

(b) The plan was that a set of draft Regulations would be prepared, 

public comment would be invited and, after giving consideration to 

such comment, final recommendations would be made. 

 

(c) Different tasks were allocated to different members of the 

Committee.  

 

(d) There was a constant exchange of information among the 

Committee members. 

 

(e) Various meetings of the Committee were held prior to the finalisation 

of the draft. 

(f) After the Ministerial nominees were appointed, the draft Regulations 

were finalised at the Committee’s meeting of 10 and 11 December 

2003. 

 

(g) No statutory procedure had been prescribed for meetings of the 

Committee.  Regulation 38(2) provides that the Committee must 

determine the procedure for the conduct of its business.   
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(h) This procedure was adopted at the Committee’s meeting of 26 and 

27 September 2003. 

 

(i) Interested parties were invited to make written representations and 

comments on the draft Regulations. 

 

(j) Although these were forwarded to the Department of Health, they 

were almost immediately, upon receipt by the Department, 

circulated to each of the Committee members. 

 

(k) Members considered the representations and comments at the time 

they were received: they did not wait until the final date for 

submission of representation and comment. 

 

(l) In the meetings that followed, these representations and comments 

were discussed. 

 

(m) At its meetings from 15 to 18 April 2004 the Committee finalised its 

recommendations. These recommendations differ from the 

recommendations contained in the first draft. 
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(n) The recommendations were discussed with the First Respondent 

who raised certain concerns. 

 

(o) After considering those concerns the Committee amended its 

recommendation. 

 

(p) This is the recommendation upon which the Regulations are based. 

 

[69]     The Applicants challenge the validity of the recommendation on 

basically the following grounds: 

 

(a) That in order to fulfil its functions the Committee was required to be 

properly constituted at all times. 

 

(b) That at the hearing during which an opportunity was given to 

interested parties to make oral representations, the Committee 

conducted itself in a haphazard manner, and in addition was not 

properly constituted. 

 

(c) The Committee did not properly apply its mind to the task it was 

assigned to perform.   
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[70]     I will deal with each one of these in turn. 

 

THE PRICING COMMITTEE DID NOT RECEIVE ALL MATERIAL 
REPRESENTATIONS: 
 

[71]     At the outset it is important to remember that the Pricing Committee is 

a specialist, independent committee, and appointed as such.  As 

emphasised by Professor McIntyre the individual members of the Committee 

each had different areas of expertise. 

 

[72]     It is not disputed that the Committee received and considered written 

representations from the various interested parties.  The only question is 

whether the Committee properly applied its mind when it considered the 

written representations. 

[73]     At its meetings of 27 January 2004 and 20 February 2004, the Pricing 

Committee decided to call for oral representations to assist the Committee in 

making their recommendations in terms of  Section 22G of the Act.   

 

[74]     To this end the Director General, on 12 February 2004,  addressed a 

letter to interested parties (“stakeholders”) stating, inter alia, the following: 

“INVITATION TO MAKE ORAL REPRESENTATIONS ON YOUR 

WRITTEN COMMENTS ON THE PROPOSED REGULATIONS ON 
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THE PRICING OF MEDICINES UNDER SECTION 22G OF ACT 101 

OF 1965 

3. The purpose of these sessions is to hear oral 

representations from stakeholders and to give them an 

opportunity to fully canvass their concerns and 

comments regarding the proposed regulations.  There 

will be no negotiation or debates between the 

Department or the Committee on the one hand and 

yourselves on the other concerning the proposed 

regulation. 

4. The Pricing Committee is a technical committee whose 

task is to make recommendations to the Minister of 

Health. You are therefore advised to prepare your written 

and oral inputs in as much detail as possible and with a 

view to supplying accurate and substantiated 

information to the Department and the Pricing 

Committee on how the proposed regulations may affect 

your interests.  Where the regulations raise more than 

one possibility, you are advised to include all possible 

impacts on your presentation. 

… 

5. … Only members of the Pricing Committee and officials 

from the Department of Health will be attending.  Not all 

members of the Pricing Committee may be able to attend 

every session due to other commitments. 

 

I urge you to make the most of this opportunity to participate in the 

processing of these very important regulations …”  (Emphasis 

supplied) 
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[75]     The Department therefore made it clear to interested parties that their 

sessions would not always be plenary.  As it turned out only a few 

Committee members attended some of the sessions where oral 

representations were made. 

 

[76]     Mr. Gauntlett, for New Clicks South Africa (Pty) Limited, argued that 

for the Pricing Committee to properly make recommendations it was 

important that each member received representations from interested parties 

and that it properly understood the recommendations.   This is how the 

Pricing Committee appear to have understood their mandate.  Hence the 

written submissions were considered by each member of the Committee. He 

argued that the fact that the Pricing Committee left the task of receiving oral 

representations to the Department and left it to Departmental officials to 

summarise such representations, is irregular for the following reasons: 

 

(a) That the parties who made representations to the Pricing Committee 

were entitled to the collective wisdom, and opinion of a properly 

constituted Pricing Committee, and in fact, had the legitimate 

expectation that their oral representations would be considered by 

the body that was to make the recommendations. 

 



 132

(b) That the role played by the officials of the Department in the receipt 

of submissions is analogous to the interference of non-members of 

a committee in the deliberations and decision-making processes of 

the body. 

 

[77]     On behalf of the Respondents on the other hand it was argued that 

the empowering provisions do not stipulate what procedures must be 

adopted in fulfilling the task assigned to it.  In addition, they argued that the 

Committee was empowered by Regulation 38 of the General Regulations to 

determine the procedure for the conduct of its business.   It was argued that 

at best for the Applicants it may be contended that the recommendation must 

be that of the Committee.  It was further argued that because the letter 

calling for oral representations makes it clear that these hearings were 

organised by the Department, and that not all members of the Pricing 

Committee would be attending, stakeholders cannot now complain.  These 

meetings, it was submitted, were not part of the procedure devised by the 

Committee.  It was argued that the requirements of fairness were complied 

with in that the Committee had regard to the written representations made by 

the interested parties.  It was further argued that as no mandatory or material 

procedures or conditions are prescribed in the empowering statute, the 

Applicants failed to show that the actions of the Committee were 

unconstitutional or unlawful.   
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[78]     In my view it is not necessary to decide whether for the administrative 

action of the Committee to be fair, the full complement of the  members had 

to attend all of the meetings.  The fundamental issue is whether the process 

whereby oral representations were received, amounted to procedurally fair 

administrative action.   

 

[79]     It is common cause that the Pricing Committee did not receive the 

oral representations.  Some (unidentified) members attended some 

(unidentified) presentations.  The proceedings were videotaped and were 

viewed by those members of the Pricing Committee who so wished.  The 

Second Respondent herself states that: 

“I myself watched the video tapes of some of the 

presentations.” 

 

[80]     The Applicants contend that this process is fundamentally flawed and 

ultra vires the empowering provision. 

 

[81]     The Respondents’ answer to this is that the meeting at which the oral 

representations were made were not meetings of the Pricing Committee, but 

rather of the Department of Health.  One stops to ask oneself the question 
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what the purpose was of inviting the oral representations, if they were not 

going to be considered by the Pricing Committee.   

 

[82]     The letter inviting oral representations is a letter with a view to 

finalising the regulations in terms of Section 22G of the Act.  Paragraph 4 of 

the letter states in unambiguous terms that the oral representions are invited 

to assist the Pricing Committee in its task to make recommendations.  The 

invitation clearly invites stakeholders to “participate” in the process of 

formulating recommendations with a view to the making of the regulations. 

 

[83]     The Respondents’ attempt to cross this hurdle by stating that the 

proceedings during which the oral representations were made, were 

videotaped and that therefore those members of the Committee “who 

wished” to see the recordings, could do so, takes the matter no further.   

 

[84]     It is common cause  that the oral submissions were not made to the 

Pricing Committee.  In fact Dr. Zokufa confirms that the Pricing Committee 

only had the written representations before it when they were considering 

their recommendations.   

[85]     In my view it is clear that the oral submissions were material, yet it is 

common cause that they were not heard or considered by the body to which 

they were directed.  Nor were they heard or considered by the only body 
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authorised in terms of Section 22G to make recommendations.  The 

Department of Health merely acted as the secretariat for the Committee.  

They had no other function to fulfil.  

 

[86]     The attitude which the Respondents now adopt is at variance with 

their attitude at the time.  This much is borne out by the terms of the letter 

calling for oral representations, and in particular paragraph 4 thereof which 

states in terms that: 

“The Pricing Committee is a technical committee whose task it is to 

make recommendations to the Minister.  You are therefore advised 

to prepare your written and oral inputs in as much detail as 

possible etc …” 

 

[87]     The minutes of the Pricing Committee make it clear that in their view it 

was important for all Pricing Committee members to attend the oral 

presentations of stakeholders.   

 

[88]     It cannot be gainsaid that the oral representations were invited to 

assist the Pricing Committee (not the Department of Health) to make 

recommendations to the Minister. 

 

[89]     The fact that the invitation emanated from the Department of Health 

takes the matter no further. Regulation 38 provides that the Director General 
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may designate employees of the Department to serve as the secretariat of 

the Committee.  This does not mean that employees of the Department of 

Health can take part, directly or indirectly, in formulating the 

recommendations. 

 

[90]     If the oral representations were necessary for the Pricing Committee 

to make further recommendations, and they were not received by the Pricing 

Committee, the result is self-evident.  It does not in my view save the day for 

the Respondents that some (unidentified) of the Committee members viewed 

all or some (unidentified) of the proceedings during which oral 

representations were made.  It was only the Pricing Committee that could 

make recommendations to the Minister in terms of the empowering provision. 

 

[91]     Lawfulness requires that where a power is granted to a specific 

authority, that authority itself should as a general rule exercise the power so 

granted.  This requirement applies to all exercise of public power, 

irrespective of whether the action concerned qualifies as administrative 

action under the Constitution or PAJA.  See J.R. de Ville: Judicial Review of 

Administrative Action in South Africa, p. 136, para 3.1.4.1: 

“Lawfulness requires that where a power is granted to a specific 

authority, that authority itself should as a general rule exercise the 

power so granted.  Wade & Forsyth state this principle as follows: 
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‘An element which is essential to the lawful exercise of power is 

that it should be exercised by the authority upon whom it is 

conferred, and by no one else.  The principle is strictly applied, 

even when it causes administrative inconvenience, except in cases 

where it may reasonably be inferred that the power was intended to 

be delegable.  See also: Watchenuke & Another v. Minister of Home 

Afffairs & Others, 2003(1) BCLR 62 (c) at 69 – 70.)” 

 

[92]     On the Respondents’ own version there is no room for an inference  

that the power of the Pricing Committee was intended to be delegable. 

 

[93]     If the oral representations had not been heard by the Pricing 

Committee, then their decision was not taken in a manner authorised by the 

empowering provision as contemplated by Section 6(2)(a)(i)56 of PAJA and it 

was taken in an unlawful manner as contemplated by Section 6(i) of PAJA. 

 

[94]     The mere fact that the Pricing Committee is empowered by the 

Regulations to set its own procedure does not mean that they can adopt a 

procedure which is fundamentally flawed. 

 

[95]     I will touch on this aspect again later.   

 

                                      
56 Section 6(2)(a)(i): Judicial review of administration action - (1) … (2) A Court or tribunal has the 
power to judicially review an administrative action if- (a) the administrator who took it – (i) was not 
authorised to do so by the empowering provision; 



 138

TRANSPARENT PRICING SYSTEM: 
 
[96]     In my view the Pricing Committee misunderstood the empowering 

provision from the outset.  Section 22G(3) provides that the transparent 

pricing system shall include a single exit price.   

 

[97]     “Include” is defined in the Shorter Oxford English Dictionary as “to 

contain, comprise, embrace … as a constituent part of a whole” “as a 

subordinate element”. 

 

[98]     The legislature therefore provided that one of the components of the 

transparent pricing system will be the single exit price.   

 

[99]     The Pricing Committee however understood Section 22G(3) to mean 

that the single exit price is the only component of the transparent pricing 

system. 

 

[100]     I believe that this fundamental misconception has led to the 

difficulties which one has in interpreting certain regulations.  I deal with this 

later. 

THE SINGLE EXIT PRICE: 
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[101]     The scheme of the Medicines Act is to impose a transparent pricing 

system which is to include a single exit price. 

 

[102]     The concept of a single exit price is not defined in the statute.  It is 

defined in the Regulations.   

 

[103]     Subordinate legislation cannot be used to interpret the enabling the 

provision because it begs the essential question as to what the primary 

provision means.  [See, Craies, on Statute Law, (7th Edition, 1971) by Edgar 

297; Steyn, Uitleg van Wette, 5th Edition, 1983 at 155 note 105.)   

 

[104]     The term “single exit price” as contained in the Act must therefore be 

determined with reference to the plain and ordinary meaning of these words 

with appropriate regard to their context.  So interpreted these words can only 

connote one ultimate price in the hands of the manufacturer.  The single exit 

price therefore restricts the price at which a manufacturer shall sell medicine.    

It is thus an exit price which is single in respect of each medicine.   

 

Section 22G(3)(b) provides that a pharmacist on the other hand shall not sell 

a medicine at a price higher than the price contemplated in Section 

22G(3)(a).  If the legislature meant by this that a pharmacist can only sell 

medicine at the single exit price it would have said so.   It could simply have 



 140

stated that the manufacturer and every subsequent entity in the supply chain 

would sell only at the single exit price.  This it did not do.  In my view the only 

sensible interpretation of Section 22G(3)(b) must be that the reference to 

Section 22G(3)(a) refers to a price of which the single exit price is a 

constituent part, subject of course to the pricing system adopted by the 

pharmacist being transparent.  This in my view is what should have been 

provided for in the regulations. 

 

[105]     The definition of “single exit price” as contained in Regulation 2 

reads as follows: 

“… 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.” (Emphasis supplied) 

 

[106]     The logistics fee on the other hand is defined as the fee payable in 

respect of logistical services.   

 

[107]     Logistical services are defined as: 

“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 
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management, order and batch order processing, delivery, 

batching, tracking and tracing, cold chain storage and 

distribution.” 

 

[108]     Having regard to the above it appears that the definition of single 

exit price as contained in the Regulation 2 is self-contradictory, in that it 

ostensibly consists of two components: 

(a) The price set by the manufacturer/importer combined with the 

logistics fee. 

 

(b) The price of the lowest unit of the medicine in a pack multiplied by 

the number of units in the pack. 

 

The second component of the definition of the single exit price, namely the 

price of the lowest unit of the medicine multiplied by the number of units in 

the pack, does not seem to include a logistics fee: 

 

[109]     The problem of establishing exactly what the single exit price 

consists of is perpetuated in Regulation 5. 

 

 109.1  Regulation 5(1) provides: 

“Upon commencement of these regulations the price of 

a medicine or Scheduled substance must be set by the 
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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.”  (Emphasis supplied) 

 

 109.2 Regulation 5(2)(c)(ii) provides: 

“The price of each medicine or Scheduled substance to 

be set upon the date of the commencement of these 

regulations by the manufacturer or importer must not be 

higher …  

(ii) in respect of a medicine, than the weighed average 

net selling price of the medicine which was to 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 
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of the sales less the total rand value of the 

discounts for a 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.”   

 

109.3 Reference is thereafter made to Appendix A as examples of 

the manner in which the weighted average net selling price 

must be calculated.   

 

109.4 If one turns to Appendix “A”, it become apparent that in the 

calculation of the weighted average net selling price as the 

single exit price, no allowance is made for the logistics fee or  

VAT. 

 

[110]     It is therefore impossible to determine how the single exit price is to 

be calculated, because it is not clear whether the logistics fee is included or 

not. 

 

[111]     If the logistics fee is included in the definition of the single exit price 

it follows that the logistics fee is subject to the same restrictions of the single 

exist price namely that for a period of one year after the commencement of 
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the Regulations the price shall not be increased other than in accordance 

with Regulation 8.  Regulation 8 provides that the extent to which the single 

exit price of a medicine or scheduled substance may be increased will be 

determined annually by the Minister. 

 

[112]     Regulation 5(2)(f) provides that subject to Regulation 5(2)(g)57 the 

logistics fee must be determined by agreement between the provider of the 

logistical services and the manufacturer or importer.   

 

[113]     However, it is difficult to conceive how the logistics fee can be 

determined by agreement if, the logistics fee is subject to the same 

restrictions as applied to the single exit price.  Does this mean that the 

logistics fee may only be agreed upon annually?  What input will the provider 

of the logistic services have if the Minister makes a determination of the 

increase of the single exit price?  What could the possible meaning be of 

Regulation 5(2)(g)?  Regulation 5(2)(g) provides for a maximum logistics fee.  

However, if the logistics fee is included in the single exit price subject to all 

the constraints on increasing the single exit price there can be no possible 

                                      
57 Regulation 5(2)(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. 
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logic in affording the Minister a discretion to determine a maximum logistics 

fee.   

 

[114]     Properly interpreted the Regulations do not allow manufacturers and 

importers to determine the single exit price of their products.  On the 

contrary, there are at least five constraints on the determination of the single 

exit price.   

 

(a) the initial exit price may not exceed the upper limits prescribed in 

Regulation 5(2)(c)58; 

 

(b) for a period of one year after the commencement of the 

Regulations the single exit price shall not be increased; 

 

                                      
58 Regulation 5(2)(c):  The single exit price must be set in accordance with the following provisions – 
(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 weighed 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 medicines sold in the year: provided that where sales of 
medicines 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 the sales less the total rand value of the 
discounts for a period 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. 
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(c) any increases to the single exit price thereafter are regulated by 

Regulation 5(2)(b) read with Regulations 7 and 859; 

(d) the single exit price will in due course have to conform with the 

methodology envisaged in Regulation 5(2)(e), namely: 

“The Director General must determine and publish in the 

Gazette a methodology for conforming with international 

bench marks, taking into account the price, and the 

factors that influence price, at which the medicine or 

scheduled substance, or a medicine or schedule 

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 a single exit price of each medicine or 

scheduled substance must, within three months of the 

publication of such methodology in the Gazette conform 

                                      
59 Regulation 5(2)(b):  Subject to sub-regulation 5(2)(a) the single exit price may be increased in terms 
of regulation 8 of these regulations; 
Regulation 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.   
Regulation 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.  
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with the international bench marks in accordance with 

such methodology.”  (Emphasis supplied) 

 

(e) the Director General may determine that the single exit price is 

unreasonable and may take the steps envisaged by regulations 22 

and 2360. 

[115]     Turning to the empowering provision Section 22G of the Act, one 

searches in vain for a provision that the Minister may place restrictions on 

the single exit price.  It merely authorises the Minister, by means of 

Regulations to introduce a transparent pricing system, which system shall 

include a single exit price.   

                                      
60 Regulation 22:  (1)  The Director-General may determine that the single exit price of a medicine of 
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. 
Regulation 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. 
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[116]     The mischief aimed at by Section 22G of the Act is the elimination of 

a system of discounting and marking up of the prices of pharmaceutical 

products that has historically been a feature of the industry in the country.   

 

[117]     The Regulations in their present form however provide for statutory 

price fixing.  Properly interpreted they fix not only the price of the 

medicine/substance but also the logistics fee.  

 

[118]      This becomes even more apparent when one turns to the 

Regulations which provide for the increase in the single exit price.    

 

[119]     Regulation 7 provides: 

“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.” 

 

[120]     Regulation 8(3) however provides: 

“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 of scheduled substance within 

a year provided that- 
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(i) such increase does not exceed the single exit price of 

the medicine or schedule substance as first published in 

respect of that year; 

 

(ii) the increase in the single exit price is applied to all sales 

of the medicines or Scheduled substance and not 

selected categories of purchasers;  

 

(iii) the manufacturer or importer notifies the Director-

General of the increase in the single price index at least 

48 hours prior to the implementation of such increase; 

 

(iv) the single exist 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 the 

commencements of these regulations.”  (Emphasis 

supplied) 

 

[121]     The Respondents argue that Regulation 8(3) allows for price 

fluctuations namely decreases and subsequent increases below the single 

exit price level that had been established for any one year.  This 

interpretation however does manifest violence to the language of the 

Regulations read with the empowering provision. 

 



 150

[122]     The provisions of Regulation 8(3) are contradictory.  It is impossible 

to determine from the wording of the Regulations how they are to operate 

during the first year of the implementation. 

 

[123]     Regulation 8(3)(i) provides that whatever increase there might be 

must not exceed the single exit price as first published in respect of that year.  

The phrase “such increase” logically means that the amount by which the 

price is increased must not exceed the single exit price.  Manifestly it does 

not mean that the single exit price after the increase must not exceed the 

single exit price that applied at the beginning of the year.   In other words, 

Regulation 8(3)(i) appears to prohibit the manufacturer from increasing the 

single exit price by more than 100%.   As pointed out above, the Regulations 

do not provide for the decrease in the single exit price.  I return to this aspect 

later.   

 

[124]     This brings me to the question of “international benchmarking”. 

Regulation 5(2)(e) (see para 114(d) above) provides that the Director 

General must publish a methodology for conforming with international 

benchmarks. 

 

 [125]     It would appear that this methodology might result in an increase of 

the single exit price.  Such an increase is however prohibited by Regulation 
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7, 8 and 5(2)(a).  The only response from the Respondents is that it is 

conceivable that the methodology can be designed in such a way that an 

increase in the single exit price will not be a possibility.  Such a limitation is 

however not found within the wording of Regulation 5(2)(e), and it cannot in 

my view be read in without rewriting the entire regulation. 

 

[126]     In addition it is not stipulated which international benchmarks should 

apply.  The regulation is silent as to which other countries reference is made 

to.  The Respondents’ answer to this is that from the Applicants’ submission  

to the Pricing Committee it appears that they know which countries are 

referred to.  Therefore applying the principles in I.L. Back, (supra), the 

Regulations are not so vague as to create substantial uncertainty.  But that is 

not the test.  Even for members of the pharmaceutical  industry there must at 

the very least be an objectively ascertainable “basket of countries” stipulated.  

The Respondents concede this.  This the Regulations do not achieve.  There 

is no objectively ascertainable criteria stipulated or implied to determine to 

which countries reference is made. 
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[127]     Regulation 5(2)(c)(i) and (ii) and 24(1)(b)(i) and (ii)61 do not provide 

that the total rand value of the net sale must exclude sales to the State.  That 

omission is anomalous since the purpose of the Regulations is to set a single 

exit price in respect of sales in the private health care industry.  Regulation 6 

makes it clear that 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 medicine or schedule substance to a person other than the State.  

Therefore, although the Regulations do not purport to regulate the sale of 

medicines in the public sector, they omit to provide that the total rand value 

of net sales is to exclude sales to the State.  This internal contradiction can 

have dire fiscal implications as the prices of medicines sold to the State are 

significantly lower than the prices of medicines sold to the public sector.   

 

[128]     The Second Respondent deals with this aspect in her answering 

affidavit by stating that sales to the State were intended to be excluded from 

the calculation of the single exit price.  However, there is no textual provision 

in the Regulations to support this interpretation.  In fact the National 

Convention of Dispensing Doctors sought to clarify this very issue  with the 

Department.  The Department has refused to indicate whether sales to the 

                                      
61 Regulation 24(1)(b)(i) and (ii):  (1)  Manufacturers and importers must, within one month of the date 
of commencement of these regulations – (a)… (b)  supply 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; 
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State must be included or excluded when determining an initial single exist 

price.  

 

[129]     On 7 June 2004 the attorney of the National Convention of 

Dispensing Doctors directed a letter to the Director General of Health and 

copied the letter to the First Respondent.  In this it is stated inter alia as 

follows: 

  “… 

9. A reading of the regulations (including Appendix A) 

clearly indicates that in calculating that price all sales 

must be taken into account.  There is no provision for 

the exclusion of sales by the manufacturer/importer to 

the State. 

10. This is clearly correct because, inter alia, Section 39 of 

Act 101 records that the Act ‘binds the State’. 

11. It has come to our client’s attention that in submissions 

that have been made the proposed single exit price has 

been calculated by reference to sales by 

manufacturers/importers with the exclusion of sales 

made during the applicable period to the State. 

12. In our client’s contention this is clearly incorrect.  The 

effect of this will be to increase significantly the single 

exit price so determined and will negate the 

Department’s stated intention of significantly reducing 

the cost of medicines to patients. 

… 
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14.   Under the circumstances you are called upon by no   later 

than 16h00 on Wednesday, 9 June 2004 to confirm that: 

14.1 the interpretations placed upon the regulations as 

set out about is correct; and 

14.2 to confirm in writing that steps will be taken to 

ensure that the single exit price calculated will be 

correctly calculated in accordance with the 

provisions of the regulations.” 

 

[130]     The response from the Department of Health is significant: 

“Unfortunately I cannot confirm as you request, that the 

interpretation placed on the regulations in your letter is 

correct insofar as it relates to the inclusion of sales by the 

manufacturer/importer to the State.   

 

I can assure you that steps will be taken to ensure that the 

single exit price will be correctly calculated in accordance 

with the provisions of the regulations as correctly 

interpreted.” 

 

[131]     Yet in these proceedings the Respondents argue that the wording of 

the Regulations is clear.   

 

[132]     The Respondents argue that if the Regulations are interpreted 

purposively they will not lead to any confusion.  For example they say that 

Regulation 5(2)(c)(ii) (see para 109.2 above) deals with the first element of 
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the single exit price.  Once that price has been determined, then that price, 

together with the logistics fee, will constitute a singe exit price.  As far as 

Appendix A is concerned, they similarly argue that Appendix A was intended 

to establish the first element of the single exit price.  They submit that the 

purpose of Appendix A is to assist in the determination of the nett selling 

price which is the first element of the single exit price.  Their short answer to 

the complaints of the Applicants is that the answer to the Applicants’ 

complaints lies in a proper interpretation of the Regulation.  This 

interpretation, they say must be purposive.   

 

[133]     The Respondents argue that even if there is an internal contra-

diction in the Regulations, this contradiction is capable of being resolved by 

the process of interpretation of the relevant Regulations.  They say that these 

are not the kind of internal contradictions which result in vagueness and 

uncertainty sufficient to render the Regulations void.  In my view to interpret 

the Regulations in the manner contended for by the Respondents would be 

to rewrite the Regulations rather than interpreting the existing Regulations.   

Accordingly I do not agree that the Applicants’ interpretation of the 

Regulations is incoherent.  It is the formulation of the Regulations that is 

incoherent. 

 



 156

[134]     For example, on the question of the decrease of the single exit price 

the Respondents concede that the provisions of the Regulations do not 

expressly provide for a decrease in the single exit price.  They however 

argue that it does not follow that the decrease in the single exit price is 

prohibited.  On a sensible construction of the Regulations they say 

manufacturers or importers are entitled to decrease the single exit price 

should they choose to do so.  The power to decrease the single exit price 

would be consistent with the overall objective of the provisions of Section 

22G namely to promote access to safe and effective medicines and 

scheduled substances at the lowest cost possible. As far as this is concerned 

the provisions of Section 22G(3)(a) make it clear that a single exit price shall 

be published as prescribed and shall be the only price at which 

manufacturers shall sell medicines and scheduled substances to any person 

other than the State.  Once again the Respondents argue that the anomaly 

can be resolved by a process of meaningful construction.  This argument is 

difficult to comprehend.  If a product may be sold only at a certain published 

and prescribed price, it follows that that price is fixed.  It may be neither 

increased nor decreased.  This will also be in line with the underlying 

purpose of the empowering provision, namely to establish a transparent 

pricing system.   
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[135]     During argument on behalf of the Respondents it was repeatedly 

stated that there can be no confusion as regards the single exit price 

because the manufacturers who are the people who must apply the single 

exit price did not approach the Court for relief.  There is no substance in this 

submission.   There can be many considerations why the manufacturers did 

not approach the Court for relief.  The Regulations must be viewed and 

interpreted objectively.  

 

[136]     In my view the fundamental difficulty that the Pricing Committee 

encountered in formulating the Regulations is that they misconstrued their 

function and the purpose of the enabling legislation and therefore took into 

account irrelevant considerations.  The purpose of Section 22G is to regulate 

the pricing system of medicines by introducing a transparent pricing system 

which will include a single exit price.  The emphasis is on transparency and 

consistency.  The Regulations in their present form have as their only aim 

the reduction in the prices of medicine.   

 

[137]     It is clear that the Pricing Committee saw their role as one of 

reducing the prices of medicines by statutory price control at all costs. 

 

[138]     The Working Group Report of the Pricing Committee of 17 June 

2003 make this clear: 
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“The Pricing Committee activities will be unique, ground-

breaking and the first for South Africa.  The key activities 

relating to a transparent pricing system including a single exit 

price, wholesale and distribution fee, and a dispensing fee for 

medicines, were not regulated in the past.  This uncontrolled 

and unregulated environment has most possibly contributed 

to the significant increases in the prices of pharmaceuticals in 

South Africa.  The new legislation and Pricing Committee will 

offer a dispensation where this environment is regulated and 

controlled.  The expectation of these efforts will significantly 

reduce the price of medicines.” 

 

[139]     This theme is repeated in the first report on the recommendations of 

the Pricing Committee: 

“The vision guiding these regulations is to ensure affordable, 

accessible and quality medicines.  It is necessary to apply 

reasonable downward pressure on all components of the 

pharmaceutical supply chain to achieve this goal.” 

 

“The Committee is of the view that all parts of the supply 

chain should be placed under downward price pressure … If 

implemented in their entirely, the recommended regulations 

have the potential to dramatically reduce the price of 

medicines in the private sector.” 

 

[140]     From the Respondents’ answering affidavits, Dr. Zokufa makes it 

clear that the objects of the Regulations are intended to exert downward 
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pressure on prices.  If the Pricing Committee approached their task on an 

incorrect premise, it follows that their recommendations would be vitiated 

because: 

(a) They acted for a reason not authorised by the empowering provision 

(Section 6(2)(e)(i)62 of PAJA); 

 

(b) Took into account irrelevant considerations (Section 6(2)(e)(iii)63 of 

PAJA); 

 

(c) Made a recommendation that was not rationally connected to the 

purpose of the empowering provision (Section 6(2)(f)(ii)64 of PAJA). 

 

THE DISPENSING FEE: 
 
[141]     The Applicants contended that the dispensing fee is ultra vires, not 

appropriate, unreasonable and a violation of Section 22 of the Constitution. I 

will deal with these arguments separately. 

 

                                      
62 Section 6(2)(e)(i): Judicial review of administrative action.- … (2)  A court or tribunal has the 
power to judicially review  an administrative action if - … (e)  the action was taken - … (i) for a reason 
not authorised by the empowering  provision. 
63 Section 6(2)(e)(iii): Judicial review of administrative action.- … (2)  A court or tribunal has the 
power to judicially review  an administrative action if - … (e)  the action was taken - …(iii) because  
irrelevant considerations were taken into account or relevant considerations were not considered. 
64 Section 6(2)(f)(ii):  Judicial review of administrative action.- … (2)  A court or tribunal has the 
power to judicially review  an administrative action if –  (f)  the action itself - …(ii)  is not rationally 
connected to – (aa)  the purpose for which it was taken;  (bb)  the purpose for the empowering 
provision;  (cc)  the information before the administrator; or  (dd)  the reasons given for it by the 
administrator. 
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The dispensing fee is ultra vires: 

 [142]     Section 49(1) of the Pharmacy Act, No. 53 of 1974 provides: 

“(1) The Minister may, in consultation with the Council, make 

regulations relating to – 

(a) the practice of pharmacy, the conduct of the 

business of a pharmacists, the tariff of fees 

payable to a pharmacist in respect of professional 

services rendered by him and the trading activities 

of a pharmacist, including the goods or class of 

goods in which the pharmacist may not deal on the 

premises where the business of a pharmacist is 

conducted” 

 

[143]     The Council referred to in this sub-section is the South African 

Pharmacy Council established in terms of Section 2 of the Pharmacy Act. 

[144]     Section 22G(2)(b) of the Medicines Act vests the power in the 

Minister acting on the recommendation of the Pricing Committee to make 

Regulations relating to an appropriate dispensing fee to be charged by a 

pharmacist. 

 

[145]    From the above it is apparent that the power to prescribe a 

pharmacist’s dispensing fee vests in two different bodies. 
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[146]   Section 49(1)(a) of the Pharmacy Act is specifically directed at the 

tariff of fees payable to pharmacists for their professional services.  In other 

words this section is directed at the quantum of the amount payable for the 

professional services rendered by pharmacists.  Section 22G(2)(b) of the 

Medicines Act vests the Minister with the power to make Regulations on an 

appropriate dispensing fee.  The language used in Section 22G(2)(b) 

appears to be wider than merely fixing a dispensing fee as a quid pro quo for 

professional services.  One can think of various examples such as 

Regulations that prohibit pharmacists from giving anyone a rebate on a 

dispensing fee or Regulations that require pharmacists to disclose their 

dispensing fees to all consumers by means of a notice in the pharmacy or on 

the invoice issued to the customer.   

 

[147]     Only if this interpretation is correct can the apparent contradiction 

between the two Statutes be done away with.  I say this because: 

 

(a) It will give recognition to the fact that the power to determine the 

tariff or amount of the dispensing fee is vested in the Minister and 

the Pharmacy Council in terms of Section 49(1)(a) of the Pharmacy 

Act.  Section 22G(2)(b) will then relate to all other aspects of the 

dispensing fee and the conditions under which it will be charged.  If 

this interpretation is correct, it will follow that Regulations 10 and 
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1165 are ultra vires because they purport to determine the maximum 

amount of the dispensing fee that may be charged by a 

pharmacists.  This the Applicants contend is unlawful since the 

power to do so is sourced in Section 49(1) of the Pharmacy Act and 

not in Section 22G(2)(b) of the Medicines Act.   

(b) The Respondents on the other hand contend that the dispensing fee 

provided for in the Regulation only affect those elements of the 

dispensing service that are listed under procedure codes 0002, 

0004 and 000566 of the guideline issued by the Pharmacy Council.  

They argue that from this it follows that not all of the dispensing 

                                      
65 Regulation 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 failing 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. 
Regulation 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 Schedule substance is issued 
from the stock of the pharmacy or from ward or theatre stock. 
66 Code 0002:  Independent evaluation of a prescription with regard to appropriateness of the 
prescription for the individual, legality, content and correctness.  It includes evaluating the dosage, 
safety of the medicine, interactions with the medicines used by the patient, pharmaceutical and 
pharmacological incompatibilities, treatment duplications and possible allergies to the medicine 
prescribed. 
Code 0004:  Preparation of the medicine as per a prescription which includes the picking, packaging 
and labelling of medicine as well as the necessary record-keeping processes. 
Code 0005:  Handing of medicine to the patient/caregiver including the provision of advice/instructions 
and a patient information leaflet/written material regarding the safe and efficacious use of the 
medicine dispensed. 
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services which a pharmacist is entitled to provide are affected by the 

Regulations.  It was argued that except for the activities listed in the 

above procedure codes, all other professional services and 

business activities of the pharmacists are not affected by the 

dispensing fee prescribed in the Regulations. 

 

[148]     This argument is however not borne out by the wording of the 

Regulations.  Regulations 10 and 11 make it clear that the dispensing fee is 

directly coupled to the single exit price of the medicine dispensed, which is 

the only price at which medicines may be sold by manufacturers. 

 

[149]     If one has regard to the record of the proceedings of the Committee, 

it is borne out that at all times the Committee intended that the dispensing 

fee would be an all inclusive fee.  I refer inter alia to a report on the 

recommendations of the Pricing Committee to the First Respondent dated 18 

December 2003, where the following is stated: 

“Dispensing Fee and Fee for Retailers Selling Schedule O 

Medicines: 

Pharmacists should charge a flat fee of a maximum of R24,00 per 

item dispensed, except on low cost items (ie R100,00 or less) where 

a fee of a maximum of 24% of the pharmacy acquisition cost of the 

time should be charged.  The flat fee would ensure that the 

pharmacists are reimbursed for the professional service they 
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provide as opposed to the current practice of earning a large part 

of the income from trading in medicines.  This fee would cover all 

of the following services:  The interpretation and evaluation of the 

prescription, the selection, manipulation or compounding of the 

medicine, the labelling and supply of the medicine in an 

appropriate container and the provision of information and 

instruction by a pharmacist to ensure that the safe and effective 

use of the medicine by the patient.  It should also be noted that this 

fee will also cover both the professional remuneration and the 

pharmacy’s operating costs.”  (Emphasis supplied) 

 

[150]     In a later report the question of the dispensing fee was raised with 

specific reference to the definition of dispensing fee as contained in the 

Regulations Relating to the Practice of Pharmacy which defines dispensing 

as follows: 

“Dispensing means the interpretation and the evaluation of a 

prescription, the selection, manipulation or compounding of 

the medicines, the labelling and supply of the medicine in an 

appropriate container according to the Medicines Act and the 

provision of information and instructions by the pharmacist to 

ensure the safe and effective use of the medicine by the 

patient.” 

 

The report continues to state in unequivocal terms that the “dispensing fee” 

in the present Regulations should cover all services outlined in the definition 

quoted above.  The Committee then concludes that the recommended fee 



 165

would be sufficient to cover both the professional remuneration for the 

pharmacist and the pharmacy’s operating costs.  In the General Regulations 

(Government Notice 510 of 10 April 2004) issued under the Act, the above 

definition of “dispense” is adopted.  It therefore follows that the definition of “a 

dispensing fee” in General Regulations is also the all inclusive definition to 

which I have referred to above. 

 

[151]     The Respondents now contend that the “dispensing fee” provided for 

in the Regulations under consideration only include procedure codes 0002, 

0004 and 0005, and do not include other procedures such as, for example, 

compounding. 

 

[152]     This does not appear from the Regulations, and is not borne out by 

the records of the Pricing Committee.  Throughout their deliberations they 

insisted that the “dispensing fee” would be in respect of all services related to 

dispensing and cover the costs of the pharmacies. 

 

[153]     If the Respondents are correct in their interpretation of “dispensing 

fee” the Regulations will fly in the face of the underlying scheme of the 

empowering provision, namely to have a transparent and consistent pricing 

system.  It would then leave pharmacists at large to charge whatever they 

want in respect of all procedures other than those listed in the 
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abovementioned codes.  This would also be contrary to the Pricing 

Committee’s own interpretation (albeit, in my view an incorrect one) of their 

function, namely to bring the prices of medicines down and to exert 

downward pressure on the pharmaceutical industry.  It will leave the price 

structure within the pharmaceutical industry largely uncontrolled. 

 

[154]     The Applicants contend that when the Pricing Committee fixed the 

dispensing fee they conflated the concepts of gross profits with mark-ups.  

This is denied by the members of the Pricing Committee.  Dr. Zokufa stated 

as follows: 

“The Pricing Committee certainly did not conflate gross profit with 

mark-up.  It certainly appreciated all the facts and submissions that 

were before it.  It took into account the cost of operating the 

dispensary as well as the need to provide the pharmacist with a 

reasonable fee for the service he/she provides.” 

 

[155]     In my view the Minutes of the Pricing Committee belie this 

proposition.  The Minutes of the meeting of 15 to 18 April 2004 records: 

“From the submissions given it is noted that a profit in the region 

of 25% to 26% is needed for pharmacies to be viable.” (Emphasis 

supplied) 

 

This was noted in the context of a discussion during which it was proposed to 

add 2% to the original proposal of a dispensing fee of R24,00/24% to ensure 
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the continued viability of retail pharmacies.  The Applicants however made it 

clear in their founding papers that a pharmacy’s mark-up would have to be 

well in excess of 26%/R26,00 in order to remain viable.  One searches in 

vain for any reasoned consideration of whether the amount fixed would in 

fact cover the operating costs of pharmacies.  In my view it is clear that the 

Pricing Committee mistakenly assumed that a dispensing fee of 26%/R26,00 

would be equivalent to a profit in the region of 25% to 26%.  The true 

economic impact of fixing the dispensing fee at this level was never 

discussed in any rational manner.  One is left with the distinct impression that 

the fee fixed is no more than a thumb suck based on a very simplistic “one 

size fit all” approach.   

 

[156]     But it goes further.  The Respondents now suggest that pharmacists 

are at large to charge fees stipulated in the tariff of fees referred to above.  

These tariffs do not however have the force of law.  It is difficult to 

understand the rationality of the regulatory scheme based on the premise 

that pharmacists may charge supplementary fees in accordance with a tariff 

when that tariff does not have the force of law.  It is even more difficult to 

understand the rationality of a regulatory scheme which assumes that 

pharmacists may charge supplementary fees in a manner that is 

unregulated.   This is contrary to the entire scheme of the Act.  
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[157]     The attitude of the Pricing Committee becomes even more bizarre if 

one has regard to the Minutes of meeting of 29 and 30 October 2003 which 

record the following: 

“It was the understanding that as the Pharmacy Council is a 

statutory body the prescribed codes have to be used by the Pricing 

Committee. The question then arose as to whether the Committee 

by law is forced to use the codes.  The legal advice given was that 

the codes are still open for public comment and is therefore not in 

its final stage.  An urgent meeting with the Pharmacy Council was 

suggested.  If another guideline is proposed by the Pricing 

Committee it should carefully look at the elements of the definition 

of “dispense” and how that corresponds with the codes of the 

Pharmacy Council. 

 

Working within the constraints of the codes drafted by the 

Pharmacy Council will be problematic.  The Pharmacy Council will 

be approached to discuss the matter with the aim to convince them 

not to continue with the guidelines …” 

 

 

[158]     On 2 June 2004 the Minister requested the Pharmacy Council not to 

enact the draft rules.  The Minister stated in terms that “there are concerns 

about the matters raised in the rules regarding the scope of practice of a 

pharmacist.” 
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[159]     The Respondents’ contention that “dispensing” refers only to 

procedure codes 0002, 0004 and 0005 is based on the “Draft Rules 

Relating to the Services for which a Pharmacist may Levy a fee and 

Guidelines for Levying such fees”.  These draft rules however fall within 

the province of the Pharmacy Council and the Minister.  If the draft rules 

were therefore to be enacted in their present form, it would clearly conflict 

with the Regulations inasmuch as many of the procedure codes provide for a 

“dispensing fee” within the meaning of Regulation 10.  The Respondents 

appear to contend that the draft rules must give way to the Regulations to the 

extent that there is a conflict.  It would be inconsistent with the rule of law if 

the Minister and the Pharmacy Council were to enact conflicting rules dealing 

with the same issue, leaving it to pharmacists to try and ascertain which 

provisions prevail to the extent of the conflict.  In any event these draft rules 

do not have the force of law.  Dr. Zokufa states that the draft rules “have 

developed a relatively comprehensive list of professional services that it 

regards as legitimate for pharmacists to offer.” Professor McIntyre refers to 

“the guidelines on fees of pharmacists as issued by the Pharmacy Council” 

and states that pharmacists are entitled to levy charges in accordance with 

the guidelines. 

 

[160]     The Rule 53 Record makes it quite clear that the dispensing fee was 

at all times intended to cover all fees for professional services involved in the 
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selling of medicine.    This attitude of the Respondents is therefore also at 

variance with their attitude during deliberations and when making their 

recommendations. 

 

[161]     The Respondents contend that in arriving at the dispensing fee they 

took into consideration the working capital costs borne by pharmacies and 

that they carefully considered all submissions and comments.  Both Dr. 

McIntyre and Dr. Zokufa made it clear that the continued viability of the retail 

pharmacy is essential for medicine delivery.   

 

[162]     The initial discussions around the dispensing fee shows that as at 1 

September 2003 most members felt reluctant to put value with regard to fees 

at such an early stage.  Various suggestions were put forward and it was 

stated that the Committee will consider the pros and cons of flat fees versus 

percentage fees to develop initial proposals.  On 29 and 30 October 2003 a 

suggestion was made of a flat fee covering both professional and operating 

costs.  At that stage an amount of R18,00 was suggested.  There is however 

no indication as to how the R18,00 was arrived at.  The Minutes show that 

after further discussion it was recorded that the fee should be such that the 

stakeholders are able to make a “honest living”.  A task team was then told to 

do further research on the value of the flat rate dispensing fee for 

pharmacies.   
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[163]     An analysis of the Rule 53 Record makes it clear that the Committee 

made no mathematical calculations nor did they do an economic analysis of 

the impact of the flat rate dispensing fee.  In fact at the earlier meeting 

reference was made to the “task team’s thumb suck” in the context of arriving 

at the correct unit value for a dispensing fee.  There is nothing contained in 

the Rule 53 Record to gainsay the conclusion that the dispensing fee in 

Regulation 10 was more than a thumb suck.  This becomes apparent if one 

analyses Dr. Zokufa’s evidence.  Dr. Zokufa denies that the Pricing 

Committee was warned of the consequences that the flat rate dispensing fee 

would have for retail pharmacies.  He goes on to say that no “substantial” 

evidence was presented to show that any pharmacy will be devastated by 

the recommended dispensing fee.  This is inconsistent with the evidence of 

Professor McIntyre who confirmed that the First Applicant indicated that the 

recommended dispensing fee would not be sufficient to guarantee the 

viability of retail pharmacies.  In fact a host of interested parties submitted to 

the Pricing Committee that the proposed dispensing fee would condemn 

pharmacies to operate at a loss.  This included the First Applicant.  There 

was undoubtedly substantial evidence placed before the Pricing Committee 

to show exactly what effect the proposed dispensing fee would have on the 

viability of retail pharmacies. 
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[164]     The Minutes of the Pricing Committee reveal that the Committee had 

at its disposal a considerable amount of data available to assist them in 

coming to a conclusion.  With reference to Pharmaceutical Society of South 

Africa (“PSSA”), it is specifically recorded that the PSSA data should be 

scrutinised. 

 

[165]     The Pricing Committee no doubt appreciated that the determination 

of a dispensing fee would have major implications for all pharmacies and 

pharmacists in South Africa.  The Pricing Committee was accordingly 

required to assess in a rational manner what dispensing fee would be 

appropriate.   This, as I have already illustrated, was not done.  It is 

significant that the Respondents were not able to offer any expert evidence 

to establish what impact Regulation 10 would have on pharmacies.   

 

[166]     The Committee appear to have adopted an indifferent attitude to the 

allegation that their recommendations would lead to the closure of many 

pharmacies and that this would in turn deprive consumers of the medicines 

and primary health care services which pharmacies provide.  Rather than 

consider the fundamental complaint of the  of the Applicants,  the 

Respondents put forward suggestions that the potential financial disaster for 

retail pharmacies could be avoided by pharmacists by expanding their “front 

shop” activities.  Front shop activities involve the practice whereby 



 173

pharmacies trade in commodities other than medicines such as cosmetics, 

gifts, etc.  These suggestions have no sound economic basis.  Firstly, it 

ignores the fact that courier pharmacies do not conduct front shop activities.  

Courier pharmacies serve those people who cannot reach normal 

pharmacies because they are either disabled, ill, indigent or for any other 

reason incapable of obtaining medicine from a normal pharmacy.  The 

impact of the demise of these chemists on those unfortunate members of our 

community will be devastating.  This aspect is not dealt with by the 

Respondents. 

 

[167]     Secondly the expansion of front shop activities must have 

implications in respect of overhead expenses.  Thirdly, the underlying aim of 

the entire legislative scheme is to provide a scheme whereby pharmacists 

will be remunerated for their professional services rather than  for trading in 

medicines.  Is it therefore rational to devise a scheme whereby a pharmacist 

is expected to rely on business activities totally unrelated to his/her 

profession to remain viable?   

 

[168]     Although Section 22 of the Constitution67 provides that the practice 

of a profession may be regulated by law, such regulation must relate to the 

                                      
67 Section 22 of the Constitution: Freedom of trade, occupation and profession  22  Every citizen 
has the right to choose their trade, occupation or profession freely.  The practice of a trade, 
occupation or profession may be regulated by law. 
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practice of that profession.  It should not do so in a manner which forces a 

professional person to earn a living by means which fall outside of the ambit 

of his profession.  Any such regulation would be contrary to the provision of 

Section 22 of the Constitution which provides that every citizen has the right 

to choose his profession freely. 

 

[169]     To summarise the recommendations regarding the dispensing fee: 

 

(a) Was premised on a confused conflation between mark up and 

profit; 

 

(b) Was confused in the sense that all documentation and deliberation 

by the Pricing Committee prior to the filing of their answering 

papers in this application showed that the “dispensing fee” would 

be an all inclusive one, and yet, in their affidavits they say that it 

relates only to certain procedures; 

 

(c) Was contrary to the entire scheme of the empowering provision 

namely to regulate the price of medicine in a transparent and 

consistent manner.  If I accept what the Respondents say in their 

papers, the present regulatory scheme leaves it to the pharmacists 

to charge whatever they want for certain professional services. 
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(d) Suggests that pharmacists can be forced to generate their income 

not from their chosen profession, but rather from becoming traders 

in other commodities. 

 

[170]     This would inevitably result in a finding that the recommendation of 

the Pricing Committee in respect of the dispensing fee was arbitrary and 

capricious and took into account the irrelevant considerations within the 

meaning of Section 6(2)(e)(iii) and (vi)68 of PAJA. 

 

LACK OF PROCEDURAL FAIRNESS: 
 
[171]     Section 4(1) of PAJA provides: 

 

“4. Administrative action affecting public – 

(1) In cases where an administrative action materially 

and adversely affects the rights of the public an 

administrator, in order to give effect to the right to 

procedurally fair administrative action, must decide 

whether … to hold the public enquiry …” etc. 

 

                                      
68 Section 6(2)(e) (iii):  Judicial review of administrative action.- … (2)  A court or tribunal has the 
power to judicially review  an administrative action if – … (e)  the action was taken - … (iii)  because 
irrelevant considerations were taken into account or relevant considerations were not considered. 
Section 6(2)(e)(vi):  Judicial review of administrative action.- … (2)  A court or tribunal has the 
power to judicially review  an administrative action if - … (e)  the action was taken - … (vi)  arbitrarily 
or capriciously; 
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[172]     “Public” for the purposes of Section 4 is defined in Section 1 to 

include “any group or class of the public”. 

 

[173]     I have already found the making of Regulations amount to 

“administrative action”.  The Regulations, in view of my findings above, 

materially and adversely affect the rights of the public or at the very least a 

group or class of the public. 

 

[174]     It may of course be argued that in making the Regulations the 

Minister exercises public power and that therefore her actions must be 

viewed in terms of the Constitution.  This point was not raised in the papers.  

It was raised for the first time in the heads of argument.  In my view we have 

insufficient facts before us to decide this point.  Had it been raised on the 

papers the First Respondent may well have been able to persuade us that 

due to the fact that the Pricing Committee followed a notice and comment 

procedure her failure to do so independently did not lead to unfair 

administration action.  I will therefore not decide this point. 

CONCLUSION: 
 

[175]     For the aforegoing reasons I am of the view that both the reviews 

should succeed with costs. 
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__________________________ 

TRAVERSO, DJP  
(signed) 

 


