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Introduction

[1] This is an application for leave to appeal diredity this Court from the
judgment and order of the Pretoria High Court dgsimg a constitutional challenge to
certain aspects of a licensing scheme introducetihdyovernment. In terms of this

scheme, health care providers, such as medicatitpyaers and dentists, may not



dispense medicines unless they have been issukditence to dispense medicines
by the Director-General of the Department of HeéDhector-General). The scheme
also regulates the premises from which medicinesd@apensed. The challenge was
directed at the powers of the Director-General tesgribe conditions upon which
licences may be issued, the linking of a licencaligpense medicines to particular
premises and the factors to which the Director-@anis required to have regard

when considering an application for a licence.

Background

[2] The constitutional challenge was brought by theoAfble Medicines Trust,
the National Convention on Dispensing and Dr Mapadao are first, second and
third applicants, respectively. The first applicdras, as one of its objects, the
promotion of the “rights” of medical practitionefso dispense medicines to the
general public’. The second applicant is a co+ating body which was established
“to act in the interest, and co-ordinate the atitisj of its members:” The third
applicant is a medical practitioner who was ausedito dispense medicines under
the now repealed section 52 of the Health Professitct’? The applicants allege

that they act in their own interest, in the intére§ among other persons, medical

! The members are the: Dispensing Family Practit®n&ssociation; East Cape Medical Guild; Family
Practitioners’ Association; South African Medicak%ociation; National General Practitioners Grouputs
African Managed Care Coalition; South African Medi@and Dental Practitioners Association; Society of
Dispensing Family Practitioners; National Assodiatiof Independent Practitioner's Association; RESMI
and GP Net.

2 Act 56 of 1974. In terms of section 65 of the Néad| Dental and Supplementary Health Service Reitms
Amendment Act, 89 of 1997, the Medical, Dental &upplementary Health Service Professions Act, 56 of
1974 became known as the Health Professions Aof 2674.



practitioners “who at present have a right andtilegite expectation to be able to
dispense medicines (without obtaining a licence) @ncontinue to do so”, and in the
public interest. They allege that they have tlghtrito institute proceedings under

section 38 of the Constitution.

[8] The first and second respondents are the MinisterHealth and the
Director-General respectively (the respondents)p whposed the application. The
other respondents are the Speaker of ParliamenPribsident, the Health Professions
Council of South Africa, the South African Pharma&guncil, the Medicines Control
Council of South Africa, the Allied Health Professs Council of South Africa and
the South African Nursing Council. They are th@dho the ninth respondents
respectively, who each has an identifiable interestthe order sought by the
applicants. No relief was sought against thespomdents and they did not oppose

the relief sought by the applicants.

[4]  In the High Court the applicants sought an ordetating invalid?

3 Section 38 of the Constitution provides:

“Anyone listed in this section has the right to eggzh a competent court, alleging that a right
in the Bill of Rights has been infringed or thresd, and the court may grant appropriate
relief, including a declaration of rights. The g&mns who may approach a court are —

(a) anyone acting in their own interest;

(b) anyone acting on behalf of another person who daaxctdn their own name;
(c) anyone acting as a member of, or in the interest gfoup or class of persons;
(d) anyone acting in the public interest; and

(e) an association acting in the interest of its menabe

* Initially, the applicants sought an order declarimgalid the requirement that medical practitionevay only
dispense medicines under a licence issued by tteeii-General. In addition, they sought an odksriaring
invalid: (a) sub-sections 22C(1)(a), (2), (3), @) and (7) (which deal with licensing to dispemsedicines),



(a) Sub-section 22C(1)(a) of the Medicines and Rel&albstances Act, 101 of
1965 as amended (the Medicines Act), to the exthat it permits the

Director-General to issue licences “on the presttibonditions™ and

(b) Sub-regulations 18(3)(b), (), (g), (h) and (i); (48 18(5); 18(6); and
regulation 20 of the Regulations made under theidiiees Act and published
in Government Gazette 24727 under Government Nd@6&0 of 10 April

2003 (the Regulations).

Amendment of regulation 18

[5] Regulation 18 has, however, been amended. The |®Ems came into

operation on 2 May 2003. On 16 October 2003, wgui 18 was amended by
Government Notice R1506 published in Governmente@azNo 25593 by: (a)

deleting paragraph (c) of sub-regulation {3nd (b) inserting new sub-regulation

(4)® In its preamble, however, Government Notice R1p@#ided that the existing

and section 22D (which deals with the renewal lidence to dispense medicines) of the MedicinesReldted
Substances Act 101 of 1965 (Medicines Act); (bjutation 18 of the Regulations made under the Medki
Act; and (c) various proclamations that broughoinperation the impugned provisions of the MedisiAet
and the Regulations, and certain amendments tMéaticines Act and the Health Professions Act, ailvbich
brought about the licensing scheme. However, shbefore the matter was heard in the High Courg t
applicants substantially narrowed this relief te thlief they now seek.

® Subsection 22C(1)(a) is reproduced at para 30 below

6 The relevant provisions of regulation 18 and 20raproduced at paras 106 and 133 below.

" Paragraph (c) of sub-regulation 18 requires thdicgijpn to contain information “proof of completiof the
supplementary course contemplated in section 226{2)he Medicines Act’. This paragraph was not
challenged and therefore nothing turns upon itstaei.

8 The new sub-regulation (4) reads as follows:



sub-regulation (4) becomes sub-regulation (5), said nothing about the remaining
sub-regulations that were affected by the amendm@itus on 31 October 2003, by
Government Notice R1565 published in Governmente@az25622, a correction
notice was issued to correct Government Notice B15The effect of the correction
was to amend regulation 18 by providing that suduaions (4), (5), (6), (7) and (8)
became sub-regulations (5), (6), (7), (8) and é3pectively. The two notices, read
together, therefore provide in effect that sub-tagons (4), (5), (6), (7) and (8) now

become sub-regulations (5), (6), (7), (8) and é3pectively.

[6] Now it is plain from these Government Notices tlia¢ substance of the
regulations has not been amended. All that hasigdth are the numbers of the
sub-regulations. Regulations (4), (5), (6) and, (Which concern us in these
proceedings, are now sub-regulations (5), (6), 4@ (8) respectively. Their
substance remains the same. These amendmentd) Wad already come into
operation when the present proceedings were iteditin the High Court, were
neither drawn to our attention nor that of the H@@burt. The relief sought by the

applicants must be amended to reflect the corrdetrsgulation numbers.

[7]  The present situation is different from that in 8achwellcase’ In that case,

this Court was concerned with confirmatory procegdi and a major difference

“The application referred to in sub-regulation (djay be submitted even before the

supplementary course as contemplated in sectiond2@e Act is completed, but a licence

may only be issued upon proof being furnished thath a course has been successfully
completed and all the other requirements have tresri

® Satchwell v President of the Republic of SouthcAfand Anothe2003 (4) SA 266 (CC); 2004 (1) BCLR 1
(CC) at para 5.



between the replaced statutory provisions and atiguls and the old ones. In the
light of this, this Court held that it could notr=ader statutory provisions that had not
been declared invalid by the High Court, and thatproper course to follow was to

approach this Court by way of a direct access.

[8] Here we are not concerned with confirmatory proceesd In addition, there
are no changes to the contents of the provisiomsll that has changed are
sub-regulation numbers. This is a matter whichl&dwave been cured by an
appropriate amendment of the Notice of Motion tiber the correct sub-regulation
numbers. It is difficult to see on what conceiabhsis it could have been opposed.
And | cannot conceive of any prejudice that woulavén been suffered by the
respondents if the Notice of Motion were to haverbamended. Even if it had been
opposed, it is the kind of amendment which wouldehbeen granted, had it been

sought. Itis a formal amendment.

[9] The principles governing the granting or refusalaafamendment have been
set out in a number of cases. There is a usefildction of these cases and the
governing principles itCommercial Union Assurance Co Ltd v Waymark'RiOThe

practical rule that emerges from these cases is dh@endments will always be
allowed unless the amendment nsala fide (made in bad faith) or unless the

amendment will cause an injustice to the other suthich cannot be cured by an

101995 (2) SA 73 (TK) at 76D-761. See alSaxton Ltd and Others v Reeva Forman (Pty) Ltd Andther
1990 (3) SA 547 (A) at 565G-566A.



appropriate order for costs, or “unless the paaot be put back for the purposes
of justice in the same position as they were whengleading which it is sought to
amend was filed® These principles apply equally to a Notice of Mot The

question in each case, therefore, is what do tieedsts of justice demand.

[10] It seems to me therefore that it is in the intey@dtustice that the relief sought
by the applicants be amended so as to reflect dineeat sub-regulation numbers.
Accordingly, the references to sub-regulations 18(3) and (6) in the relief sought
by the applicants will now be references to subs#aigons 18(5), (6) and (7)

respectively.

The substance of the impugned provisions

[11] The impugned provisions are part of the legislaframework that brought

about the licensing scheme. Subsection 22C(1){alh® Medicines Act makes

provision for the Director-General to issue licend® health care providers to
compound and dispense medicines “on the prescroeditions”. Sub-regulation

18(3) sets out information that must be contaimedn application for a licence, while
sub-regulation 18(5) sets out factors that the dameGeneral must have regard to
when considering an application for a licence. -Bdulation 18(6) requires an
applicant for a licence to publish the notice akimtion to apply for a licence in a
newspaper circulating in the area where the apmglicetends to conduct a practice.

Regulation 20 provides that a licence is valid doperiod of three years and makes

11 SeeMoolman v Estate Moolman and Anotl&27 CPD 27 at 29.



provision for its renewal.

The legislative framework

[12] Prior to the introduction of the licensing scherttes authority of the medical
practitioners to dispense or compound medicines geagrned by section 52 of the
Health Professions Act. Under this statute, alittiwas required of a medical
practitioner who desired to compound or dispensediciees as part of his or her
practice, was to inform the Health Professions Cduof South Africa, the fifth
respondent, of his or her intention to compounddispense medicin€$. At the
discretion of the fifth respondent, the name ofhsmedical practitioner would then be
entered in the register of medical practitionersowfere allowed to compound or
dispense medicines. Upon registration, a medigaktpioner became entitled
personally to dispense medicines prescribed by amher or by any medical
practitioner or dentist with whom he or she wapantnership or with whom he or she

was “associated as principal or associatecum tenens®

[13] With effect from 2 May 2004, the provisions of sent 52 of the Health

12 section 52(2)(b) of the Health Professions Actestat
“The registrar shall keep a register in which hallsénter, at the direction of the council, the
name and such other particulars as the council deagrmine of a medical practitioner or
dentist—

(b) who informs the registrar in the prescribed nenof his intention to compound or
dispense medicine in the practice of his profesa®nontemplated in subsection (1)(a).”

13 Section 52(1)(a) of the Health Professions Acee Below rError! No bookmark name given..



Professions Act were repealed and replaced by aseetion 52 In substance, the
new section 52 now requires health care providectjding medical practitioners and
dentists, to compound or dispense medicines “onlyhe authority and subject to the
conditions of a licence granted by the Director-&ahunder the [Medicines Act}”

At about the same time, the Medicines Act was arméra/ the insertion of sections

22C to 22H®

[14] As pointed out earlier, subsection 22C(1}{a)f the Medicines Act makes
provision for the Director-General to issue licend® health care providers to
compound and dispense medicines “on the prescibeditions”. The issue of a
licence is subject, among other requirements, tocessful completion of a
supplementary course determined by the South Afriharmacy Council, the sixth

respondent, after consultation with the Health &sions Council of South Africa,

14 Section 52 was repealed by section 50 of the Mgdental and Supplementary Health Service Professi
Amendment Act, 89 of 1997, (Medical Amendment ACtL®97). In terms of Proclamation R26 of 28 March
2003, the provisions of the new section 52 wereotoe into operation on 2 May 2004.

15 Section 52(1) of the Medical Amendment Act of 1@®9@vides that:

“A medical practitioner, dentist or other persogis¢ered in terms of this Act—

(a) may compound or dispense medicines only oratieority and subject to the conditions
of a licence granted by the Director-General imieof the Medicines and Related Substances
Act, 1965 (Act No. 101 of 1965);

(b) shall not be entitled to keep an open shopharmacy.”

'8 This amendment was brought about by two separatmdments: the first amendment by section 14 of the
Medicines and Related Substances Control AmenddentNo. 90 of 1997, and the second by sections 6,
and 8 of the Medicines and Related Substances @adhtnendment Act, No 59 of 2002. Both the Mediane
Amendment Act of 1997 and the Medicines Amendmecit & 2002 came into operation on 2 May 2003,
having been brought into operation by Proclamat®RB3 and R24 of 28 March 2003, published in Govemm
Gazette No 24627 of 28 March 2003, respectively.

¥ This provision is reproduced in full at para 30dvel



the fifth respondent and the South African Nurs@ouncil, the ninth respondefit.
In the event of a refusal of a licence, an apptidanentitled to be furnished with
reasons for such refusal. Section 22C prohibitg @&rson from compounding or
dispensing medicines unless such a person is asgkounder “the Pharmacy Act,
1974, is a veterinarian or is the holder of a laeerms contemplated in subsection

(1)(a).™® Section 22D makes provision for the renewal biéence.

[15] On 10 April 2003, the Minister published the Regolas which were made
under the Medicines Act. Among other things, theg&ations gave effect to the
licensing provisions of the Medicines Act and thealh Professions Act. For

purposes of these proceedings only regulatioAS di8d 26" are relevant.

[16] The licensing scheme that is in issue in thesegawiogs is therefore put in
place by subsections 22C(1)(a) and section 22Dhef Nledicines Act read with
section 52 of the Health Professions Act and reaithér with regulations 18 to 21 of

the Regulations. However, the constitutional @rake that concerns us in these

18 Section 22C(2) of the Medicines Act provides that:
“A licence referred to in subsection (1)(a) shadt e issued unless the applicant has successfully
completed a supplementary course determined by Sbeth African Pharmacy Council after
consultation with the Health Professions Council Stiuth Africa, the Allied Health Professions
Council of South Africa and the South African NagiCouncil.”

19 Section 22C(5) of the Medicines Act.

20 They are reproduced at para 106 below.

21 This is reproduced at para 133 below.



proceedings is directed only at subsection 22C(Dfahe Medicines Act? and the

provisions of regulations 18(3)(b), (f), (g), (Mda(i); 18(5); 18(6); 18(# and 20¢**

[17] The respondents allege, and it is not disputed ttialicensing scheme is there

to serve a legitimate purpose.

The government purpose

[18] The respondents say that what prompted the licgnscheme are bad

dispensing practices by medical practitioners. s€hpractices include allowing lay

staff to dispense medicines to patients, dispensimaglicines that have expired,

dispensing unlabelled or wrongly and inappropnatkidbelled medicines, storing

medicines in inappropriate places and conditions] @epacking medicines for

dispensing in inappropriate containers. The redpots allege that these dispensing
practices pose a serious health risk to patienteahthey increase the risk of unsafe

medicines being dispensed.

[19] The respondents say that prior to the licensingm®e) the compounding and
the dispensing of medicines by medical practitien@nd other health practitioners,

with the exception of pharmacists, were either adequately regulated or not

2 This is reproduced at para 30 below.

2 They are reproduced at para 106 below.

24 This is reproduced at para 133 below.



regulated at all. There were no standards, normguidelines to ensure that
dispensers of medicines adhered to good dispeasidgompounding practices. The
old legislative framework did not prohibit practiceuch as pharmaceutical companies
giving incentives to medical practitioners (refefreo in the papers before us as
“bonussing”) nor did they prohibit medical pradiiters from selling on samples they
received for free from pharmaceutical companiehesg practices created a conflict

of interest between the dispensing medical practtis and their patients.

[20] This resulted in inappropriate prescribing and eliging of medicines,
including the supply to patients of medicines thatre ineffective due to improper
storage conditions, or that had expired, which @@aversely affect a patient’s health,
and the charging of the public for medicines thad bbeen obtained as free samples
from suppliers. The respondents say all this cioaspo increase the costs of health
care to the public and undermines the safety, tyuatid efficacy of the medicines that
are dispensed to patients. They say that bad rispg practices compromise and
place in jeopardy the health of patients and thahe public at large and constitute a

denial of access to health care to the public.

[21] According to the respondents, the licensing schendirected at addressing
these bad dispensing and compounding practices tla@d consequences. The
underlying objective behind the scheme is to ineeesccess to medicines that are safe
for consumption by the public. This is to be agby among other things, by

ensuring that health care practitioners who dispesnrsd compound medicines are



adequately trained in good dispensing practiceraathtain high standards in the safe
and proper storage, labelling, handling and keepihghedicines. To this end, the
respondents say that the sale of medicines, thgalslity, the standard of dispensing,
the suitability of premises where medicines aret leaqal the conditions under which

they are kept, must be properly regulated.

[22] All this is common cause. The applicants do no$pdie the stated
government purpose. Nor its legitimacy. Instetid applicants have sought to
challenge the means used by the government to \eclhig objective to increase
access to medicines that are safe for consumptibimey contended that the means
used by the government to achieve its objectiveséiher not rationally related to the
stated objective or are not authorised by the enepiogy provisions of the Medicines
Act. It will be convenient to deal with these cemtions when considering the

constitutional challenges.

[23] Suffice it to hold at this stage that on the recafte respondents have
demonstrated the existence of a government purpogght to be achieved by the
licensing scheme. That purpose is to increasesadoemedicines that are safe for
consumption. And the legitimacy of this purposarea be gainsaid. The finding
and the conclusion of the High Court in this regeadnot be faulted. The applicants

did not contend otherwise in this Court.

The constitutional challenge



[24] In this Court, as in the High Court, the applicactiallenged, in the first place,
the inclusion of the phrase “on the prescribed @m” in sub-section 22C(1)(a)
contending that it is overbroad and therefore vagiliey contended that it does not
convey to those affected what is relevant to trer@sge of that power and gives either
the Minister or the Director-General wide, unlinditand un-circumscribed arbitrary

legislative powers. They submitted that this i®ieach of the principle of legality.

[25] In the second place, the applicants contendedhbditoupling” of a licence to
compound and dispense medicines to specific pramgeich regulation 18 requires,
is not authorised by sub-section 22C(1)(a) or sac85 of the Medicines Act. The
Minister, therefore, exceeded her powers when ngakagulation 18 and therefore
breached the principle of legality. In the alteive the applicants contended that the
requirement of “coupling” does not fall within thgurview of section 22 of the
Constitution, which permits only the practice oprafession to be regulated by law.

In addition, they contended that coupling violaézer rights in the Bill of Right§

[26] In the third place they attacked sub-regulation&),§6) and (7) on a number
of grounds but principally on the ground that thgiovisions are vague in that they
require the Director-General to make decisions thasefacts that are not objectively
ascertainable. In addition, they contended thafpttovisions of sub-regulation 18(3)
read with sub-regulation 18(5) create a frameworkréfusing a licence where there

is a pharmacy in the vicinity of the premises frarich an applicant for a licence

% See paras 101-105.



intends dispensing medicines. This too, infringlee principle of legality, they

argued.

The High Court decision

[27] The High Court found that the licensing scheme wasoduced by the
government in order to achieve its objective taease access to medicines that are
safe for consumption. This is a legitimate purpésepursue. It held that the
Minister did not exceed her powers when making legan 18 which linked the
licence to compound and dispense medicines to fappcemises. The Minister did
not therefore breach the principle of legality. eTHigh Court also found that there is

nothing arbitrary or capricious in any of the imped provisions of regulation 18.

[28] It also held that the licensing scheme does no rtinane regulate the practice of
dispensing medicines within permissible constitudiolimits. The scheme does not
infringe the right of medical practitioners to clsedo practise as medical practitioners
or to choose to dispense medicines as part of fhreictice. It does not therefore
infringe section 22 of the Constitution. Nor dogsinfringe any of the other
constitutional rights asserted by the applicant$t accordingly dismissed the

constitutional challenge and ordered the applicempgy costs.

[29] It is against this decision that the applicants seeking leave to appeal. |

shall now deal with these constitutional challenigesirn.



Is it impermissible for the legislature to leave t® the Minister or the

Director-General to prescribe the conditions updniet a licence may be issued?

[30] Sub-section 22C(1)(a) provides:

“Subject to the provisions of this section —

(a) the Director-General may on application in pihescribed manner and on payment
of the prescribed fee issue to a medical pracgtipdentist, practitioner, nurse or
other person registered under the Health Professibet, 1974, a licence to

compound and dispense medicines, on the presariraditions.”

[31] The applicants contended that the phrase “on tlescpbed conditions” in
sub-section 22C(1)(a) is arbitrary, capricious,rbvead and vague. They submitted
that the legislature should have spelt out the ipeeconditions upon which the
Director-General may issue a dispensing licencghe@vise, the Director-General is
left with un-circumscribed arbitrary powers, thepbgants argued. In essence this
challenge raises the question of whether it is ssilie for Parliament to leave it to

the Director-General to prescribe the conditionsrughich a licence may be issued.

[32] The “prescribed conditions” referred to in sub-getP2C(1)(a) are not set out
in the Medicines Act. What the section in effeated is to leave it to the
Director-General to determine what those prescribeaditions shall be. There is
nothing in the Constitution which prevents Parliamm&om delegating subordinate

regulatory authority to other bodies. IEBxecutive Council, Western Cape



Legislature, and Others v President of the RepubficSouth Africa and Othety

Chaskalson P said:

“The legislative authority vested in Parliament und87 of the Constitution is
expressed in wide terms — ‘to make laws for theuRép in accordance with this
Constitution’. In a modern State detailed provisicare often required for the
purpose of implementing and regulating laws andidaent cannot be expected to
deal with all such matters itself. There is noghin the Constitution which prohibits
Parliament from delegating subordinate regulatastharity to other bodies. The
power to do so is necessary for effective law-mgkirit is implicit in the power to
make laws for the country and | have no doubt timaler our Constitution Parliament
can pass legislation delegating such legislativeetions to other bodies. There is,
however, a difference between delegating authaoitynake subordinate legislation
within the framework of a statute under which tlededation is made, and assigning
plenary legislative power to another body, inclggimas s16A does, the power to

amend the Act under which the assignment is m57de(1‘ootnote omitted)

[33] Nor is there anything that prevents Parliament froamferring upon the
Director-General the discretion to determine thoseditions. Discretion has an
important role to play in decision making. And $sope may vary. IDawood %

this Court held:

“Discretion plays a crucial role in any legal systeiih permits abstract and general

rules to be applied to specific and particular winstances in a fair manner. The

%1995 (4) SA 877 (CC); 1995 (10) BCLR 1289 (CC).

%7 1d at para 51;Executive Council, Western Cape v Minister of Rioidl Affairs and Constitutional
Development and Another, Executive Council, Kwadtal v President of Republic of South Africa and
Others 2000 (1) SA 661 (CC); 1999 (12) BCLR 1360 (CCpatas 123 and 124.

2 pawood and Another v Minister of Home Affairs anthéds; Shalabi and Another v Minister of Home
Affairs and Others; Thomas and Another v MinisttHome Affairs and Other2000 (3) SA 936 (CC); 2000
(8) BCLR 837 (CC).



scope of discretionary powers may vary. At timesytwill be broad, particularly
where the factors relevant to a decision are soemows and varied that it is
inappropriate or impossible for the Legislature itentify them in advance.
Discretionary powers may also be broadly formulatdabre the factors relevant to
the exercise of the discretionary power are indedply clear. A further situation

may arise where the decision-maker is possessexpeftise relevant to the decisions

to be made® (footnote omitted)

[34] However, the delegation must not be so broad ouedbat the authority to
whom the power is delegated is unable to deterntiaenature and the scope of the
powers conferred. For this may well lead to thieiteary exercise of the delegated
power. Where broad discretionary powers are coederthere must be some
constraints on the exercise of such power so thaset who are affected by the
exercise of the broad discretionary powers will\knehat is relevant to the exercise
of those powers or in what circumstances they atélexl to seek relief from an
adverse decisioff. These constraints will generally appear fromphvisions of the

empowering statute as well as the policies andatibgs of the empowering statute.

[35] Itis true, as counsel for the applicants submjtsedb-section 22C(1)(a) confers
wide discretion on the Director-General. But thd®es not mean that the
Director-General has uncontrolled and unlimitedcdi§on to impose whatever
conditions he or she likes. The exercise of dismmeby the Director-General is

subject to certain constraints, apart from the ttui®nal constraints. In the

2 1d at 53.

%0 |d at 47.



exercise of his or her discretion, the Director-&ahmust have regard to all relevant
considerations and disregard improper considemtiofhe conditions that he or she
is permitted to impose are those that are ratipmalhted to the purpose for which his

or her discretionary powers were given.

[36] The question whether there are any constrainth@mexercise of discretionary
powers is essentially a matter of construction led empowering statute. In this
regard it is important to remember that sub-secf@(1)(a), consistent with our
jurisprudence, ought to be construed in a mannet th consistent with our
Constitution, including the doctrine of vaguendsgossible®* And credit ought to

be given to the Director-General who has to adrtenithis provision that he or she
will do so in accordance with the law and the Ciuson. Were the

Director-General to issue a licence on conditionsanflict with the powers conferred

upon him or her, the decision could be set aside.

[37] The fundamental flaw in the applicants attack ob-section 22C(1)(a) is that

it does not take sufficient account of these matter

31 It is by now axiomatic that, where possible, legfisin ought to be construed in a manner that isistent
with the Constitution. See in this regafaindi v MEC, Traditional and Local Government Affaand Others
2005 (4) BCLR 347 (CC) at para 1®ernstein and Others v Bester and Others NINO6 (2) SA 751 (CC);
1996 4 BCLR 449 (CC) at para 59g Lange v Smuts NO and Oth&898 (3) SA 785 (CC); 1998 (7) BCLR
779 (CC) at para 8% v Dzukuda and Others; S v Tsi2@00 (4) SA 1078 (CC); 2000 (11) BCLR 1252 (CC)
at para 37(a)investigating Directorate: Serious Economic Offenead Others v Hyundai Motor Distributors
(Pty) Ltd and Others: In re Hyundai Motor Distrilaus (Pty) Ltd and Others v Smit NO and Oth2e91 (1)
SA 545 (CC); 2000 (10) BCLR 1079 (CC) at paras gldahdNational Director of Public Prosecutions and
Another v Mohamed NO and Othe2603 (4) SA 1 (CC); 2003 (5) BCLR 476 (CC) at p8ta See also
Olitzki Property Holdings v State Tender Board akmbther2001 (3) SA 1247 (SCA); 2001 (8) BCLR 779
(SCA) at para 20.



[38] The answer to the attack on sub-section 22C(1Xabhat counsel for the
applicants is giving too wide an interpretationtbe sub-section. The power of the
Director-General to prescribe conditions under settion is limited by the context in
which these powers are to be exercised. Thusdhepto prescribe conditions, must
be exercised in the light of, amongst other consittens, the government purpose to
increase access to medicines that are safe foungi®on, the purpose for which the
discretionary powers are given, and the obligatiinsiedical practitioners who have
been issued with dispensing licenses. All thisvgles sufficient constraint on the

exercise of the discretionary powers conferredhgystub-section.

[39] Thus in determining what conditions to prescrilbe, Director-General will be
guided by the provisions of the Medicines Act readhe light of its objectives and
policies. In particular, the Director-General whle guided by the government
purpose behind the licensing scheme, namely, tleel e increase the access to
medicines that are safe for consumption. In aoldjtthe Director-General will be
guided by the relevant provisions of the Regula&isnch as those that set out the

obligations of the persons who have been issuduhggnces.

[40] Sub-regulation 18(8) is particularly relevant inisticontext? It sets out the

32 Regulation 18(8) provides:

“A person referred to in subregulation (1) who baen issued with a licence shall:

(a) keep sales records either in hard copy or releicially relating to medicines compounded

and dispensed for a period of 5 years from the ofasale;

(b) ensure that the dispensary and any premisesewhedicines are kept are suitable for
dispensing or compounding and dispensing in acooelaith good pharmacy practice;

(c) keep the medicines under the manufacturersmeeended storage conditions as specified



obligations of persons who have been issued wittnies. It indicates the kind of
conditions that the Director-General may imposehese relate to the keeping of the
records relating to medicines compounded and dssgzErensuring that the dispensary
and any premises where medicines are kept, areabsitfor dispensing or
compounding and that dispensing is in accordandh good dispensing practice;
keeping medicines under the required conditions tedkeeping of the premises
where medicines are compounded and dispensed. si#tigory framework provides
sufficient guidance to the Director-General ashe kind of conditions that may be
prescribed under the powers conferred by sub-se2@&(1)(a) of the Medicines Act.
It follows therefore that the challenge directedtla@ phrase “on the prescribed

conditions” must fail.

Did the Minister exceed her powers in requiringchce to be linked to premises?

[41] At the outset it must be pointed out that the lateg scheme in itself is not
under challenge. The primary challenge is dire@eavhat was described as “the
coupling of the licence to dispense medicines tcHig premises.” As counsel for

the applicants put it in the course of oral argutnéme are here because of coupling”.

on the medicines label and or package insert;

(d) not pre-pack medicines at the premises unlewssed to do so by the Director-General
and in terms of regulation 33(a)(ii);

(e) label medicines properly with the name of tiatigmt and a reference number linking the
patient to a patient record;

(f) not compound and dispense medicines to patieniesss the sale is preceded by a proper
diagnosis and a prescription for a particular pafie

(g) not keep expired medicines on the premisesrdttan in a demarcated area in a sealed
container clearly marked: EXPIRED MEDICINES and tsuexpired medicines shall be
destroyed in terms of regulation 27;

(h) secure the premises where the compounding @spersing is carried out whenever he or
she is not physically present at those premises;

(i) in the event of a recall of a medicine, withdrehe medicine;

(j) conspicuously display the licence in the presaiseferred to in paragraph (b); and

(k) comply with the conditions of his or her licent



By coupling, the applicants refer to the requiretribat a dispensing licence be issued
in respect of specific or particular premises whielquirement, they contended, is
introduced by the provisions of regulation 18. ylkentended, in the first place, that
neither sub-section 22C(1)(a) nor section 35 of Medicines Act requires that a

licence be linked to particular premises and thatdfore the Minister exceeded her
powers in developing a policy of linking licencesdispense medicines to particular

premises in the regulations and thus breachedrtheige of legality.

[42] The fundamental flaw in the applicants’ attack be tinking of a licence to
particular premises is the assumption that a megieectitioner who practises as a
locum tenenswill not be able to get a licence to dispense bgeasuch medical
practitioners do not have premises of their owmfrehich they practise. Aocum
tenenswill be denied a licence, the applicants arguegalise regulation 18 precludes
the Director-General from issuing a licence to altiecare provider who has no
particular premises from which to dispense medginén particular, they relied upon
sub-regulation 18(3)(b) which requires an applicdot a licence to provide
information relating to “the exact location of theemises where compounding and/or
dispensing will be carried out”; sub-regulation 88¢hich deals with the keeping of
premises from which medicines are dispensed; aaddtt that licences issued thus
far specify the premises from which medicines maydispensed. Confronted by a
licence that was issued to Dr Ahmed who practisealacum tenensthe applicants
were constrained to submit that such a licence eeh unlawfully issued by the

Director-General.



[43] The applicants made much of the fact that unlike pmevious legislative
scheme, neither the Medicines Act nor the reguiatimake reference to lacum
tenens’® That is true. The absence of a referencéotom tenensn the new
scheme does not mean thaloaum tenenss excluded from obtaining a licence to

dispense medicines as the applicants contendeds isT& matter of construction.

[44] Regulation 18 does not expressly require the liegncdispense medicines to
be linked to specific premises. However, the ratyoih contemplates that health-care
providers who wish to dispense medicines will dofismm some premises. Such
premises will either be the premises that a megicadtitioner occupies and practises

from or premises of another medical practitionethwvhom the medical practitioner

% The previous section 52 of the Health Professioctsphovided:

“Medical practitioners and dentists may dispensediniees.— (1)(a) Every medical
practitioner or dentist whose name has been enterén register contemplated in subsection
(2) shall, on such conditions as the council magmeine in general or in a particular case, be
entitled to personally compound or dispense meégprescribed by himself or by any other
medical practitioner or dentist with whom he ispiartnership or with whom he is associated
as principal or assistant lwcum tenensfor use by a patient under treatment of such oadi
practitioner or dentist or of such other medicalqgpitioner or dentist: Provided that he shall
not be entitled to keep an open shop or pharmacy.
(b) The council may, on such conditions as it matetnine, exempt any medical practitioner
or dentist from the requirement of registration teomplated in paragraph (a), and may, after
an investigation, withdraw such exemption.
(2) The registrar shall keep a register in whichshall enter, at the direction of the council,
the name and such other particulars as the comagildetermine of a medical practitioner or
dentist—
(@) who within three months after commencement tef Medical, Dental and
Supplementary Health Service Professions Amendietjt1984, submits proof to
the satisfaction of the registrar that at such cemrement he compounded or
dispensed medicine as contemplated in subsectiya)(in the practice of his
profession; or
(b) who informs the registrar in the prescribed manof his intention to compound or
dispense medicine in the practice of his profesamnontemplated in subsection (1)(a).
(3) The council may, after an investigation, dirdwt the name of any person be removed
from the register contemplated in subsection (2yprohibit him for a specified period from
making use of the right contemplated in subseqtign
(4) The council may determine fees to be paid fa& éntering of a name in the register



is associated as an assistantlaoum tenens It is these premises that must be
“suitable for dispensing or compounding and dispensn accordance with good
pharmacy practice® And it is in this context that the requirementfiionish “the
exact location of the premises where compoundirgjaardispensing will be carried

out”,® must be understood.

[45] Thus a medical practitioner, who wishes to dispemedicines as part of his or
her practice, may be issued with a licence refigcthe premises from which he or
she conducts his or her practice as the premises fwvhich medicines will be
dispensed. In the case of a medical practitionleo wractises as an assistant, the
licence will reflect the premises of the principddese being the premises from which
such medical practitioner will dispense medicineSimilarly, alocum tenenwill
dispense medicines from the premises of the prhayho has been issued with a
licence to dispense medicines. But adoeaum tenensmay work for different
principals who may not be known in advance, thenae may be issued subject to the
condition that he or she may only dispense medsciram premises of principals who

have been issued with licences to dispense medicine

[46] | conclude therefore that there is nothing in ragah 18 which prevents the

Director-General from issuing a licence ttbaum tenensubject to the condition that

contemplated in subsection (2).”

3 Sub-regulation 18(8)(b).

3% Sub-regulation 18(3)(b).



he or she may only dispense medicines from premisesespect of which a
dispensing licence has been issued. Sub-secti@(1)2) contemplates that a
licence will be issued subject to “prescribed ctinds”. So does sub-section
52(1)(a) of the Health Professions Aft. A locum tenensmay only dispense
medicines from the premises of those medical gractrs who have been issued with
licences to dispense medicines from their premis#sis in this context that the

locum tenen$icence that was issued to Dr Ahmed must be uhoieds

[47] Regulation 18 can only be said to be linking adm®to particular premises in
the sense that: (a) it requires medicines to beedised from some premises, and (b)
these premises must be suitable for dispensing aonpounding medicines in
accordance with good pharmacy practice as requbgdsub-regulation 18(8).
Regulation 18 does not preclude the Director-Gdnieoan issuing a licence to a
locum tenens It now remains to consider whether in makingutations that require
that a licence to dispense medicine be linked éopfemises from which dispensing

takes place the Minister exceeded the powers caafdry the Medicines Act.

Is the linking of a licence to specific premisethaused by the Medicines Act?
[48] Our constitutional democracy is founded on, amortger values, the
“[slupremacy of the constitution and the rule of/I5” The very next provision of

the Constitution declares that the “Constitutiorthe supreme law of the Republic;

% Above nError! No bookmark name given..

37 Section 1(c) of the Constitution.



law or conduct inconsistent with it is invalid®. And to give effect to the supremacy
of the Constitution, courts “must declare that #w or conduct that is inconsistent
with the Constitution is invalid to the extent ofs iinconsistency”® This

commitment to the supremacy of the Constitution #r&drule of law means that the

exercise of all public power is now subject to ¢@nsonal control.

[49] The exercise of public power must therefore complth the Constitution,
which is the supreme law, and the doctrine of iégaWnhich is part of that law’
The doctrine of legality, which is an incident dfetrule of law, is one of the
constitutional controls through which the exerai$gublic power is regulated by the
Constitution?' It entails that both the legislature and the efige “are constrained
by the principle that they may exercise no powet p@rform no function beyond that
conferred upon them by law'®* In this sense the Constitution entrenches the

principle of legality and provides the foundatiam the control of public powér.

% Section 2 of the Constitution.
%9 section 172(1)(a) of the Constitution.

0 Pharmaceutical Manufacturers Association of SA Amdther: In re Ex Parte President of the Repubfic o
South Africa and Other2000 (2) SA 674 (CC); 2000 (3) BCLR 241 (CC) aigp20.

41 Id at para 17fedsure Life Assurance Ltd and Others v Greatemdaksburg Transitional Metropolitan
Council and Otherd 999 (1) SA 374 (CC); 1998 (12) BCLR 1458 (CCpata 58.

2 Fedsureid at para 58.

“3Above nError! No bookmark name given. at para 19.



[50] In exercising the power to make regulations, thaider had to comply with
the Constitution, which is the supreme law, and ehgowering provisions of the
Medicines Act. If, in making regulations the Mitas exceeds the powers conferred
by the empowering provisions of the Medicines At Minister actaultra vires
(beyond the powers) and in breach of the doctrineegality. The finding that the
Minister actedultra viresis in effect a finding that the Minister actedamnmanner that
is inconsistent with the Constitution and his or benduct is invalid? What would
have beenltra viresunder common law by reason of a functionary exicgedis or
her powers, is now invalid under the Constitutisnaa infringement of the principle
of legality®® The question, therefore, is whether the Ministetedultra vires in
making regulations that link a licence to compoand dispense medicines to specific

premises. The answer to this question must behdanighe empowering provisions.

[51] The contention by the applicants that regulationvh8 made under sub-section
22C(1)(a) because it refers to that sub-sectionnghsly rejected by the High Court.

Regulation 18 does no more than remind its reabdat & licence to dispense
medicines is issued by the Director-General asigealfor in sub-section 22C(1)(a).
It does not purport to invoke sub-section 22C(1g&)the source of the authority to
make it. The source of authority to make regutetics section 35 of the Medicines

Act.

4 |d at para 20.

5 |d at para 50.



[52] Section 35 empowers the Minister to make regulationlit confers wide
powers on the Minister to make regulations relatmghe safety, quality and efficacy
of medicines. These powers include the power égulate, control, restrict or
prohibit the sale or use of any medicifienake regulations with regard to any matter
to ensure the safety, quality and efficacy of mie@is’’ regulate conditions under
which medicines may be softl;make regulations with regard to any matter which
shall or may be prescribed under the Medicines*Aetnd generally for the efficient
carrying out of the objects and purposes of the iMleels Act®™® These powers are
wide enough to include the power to make regulatioglating to the storage and
keeping of medicines. The applicants conceded that Minister may make
regulations pertaining to the storage and keepihgnedicines, and that she may

regulate the premises from which medicines areetisgd.

[53] In addition, sub-section 22C(1)(a) contemplates #théicence will be issued

subject to “prescribed conditions”. So does sutiise 52(1)(a) of the Health

6 Section 35(1)( xxvii) of the Medicines Act.

7 Section 35(1)( xxxvi) of the Medicines Act.

8 Section 35(1)( xxxiv) of the Medicines Act.

49 section 35(1)( xl) of the Medicines Act.

%0 section 35(1)( xli) of the Medicines Act.



Professions Act’ These provisions confer on the Director-Genenal power to
prescribe conditions to which the licence to diggemedicines will be subject. Such
conditions, however, must be in the furtherancéhefpolicies and objectives of the
Medicines Act, namely, to increase access to meetcthat are safe for consumption.
If the public is to have access to medicines tmatsafe, the activity of dispensing
medicines cannot reasonably be delinked from themmes from which such

dispensing takes place.

[54] The control and regulation of persons who may dispemedicines and the
premises from which medicines may be dispensedessential to the promotion of
access to medicines that are safe for consumptiotind public. Such control and
regulation ensures that persons who dispense mediare properly trained in good
dispensing practice and that the premises from hwhispensing takes place are
suitable for storage and thus the dispensing of saédicines. Dispensing from
specific premises that are regulated facilitatesitispection of the premises in order
to ensure that good dispensing practice is observBae storage of medicines and the
appropriateness of the premises from which medicere dispensed are aspects of

dispensing medicines.

[55] For all these reasons, the contention that the S#niexceeded her powers in
making regulations that link a licence to dispensedicines to particular premises,

cannot be sustained. The finding of the High Cauthis regard must, therefore, be

1 Above nError! No bookmark name given..



upheld. But the applicants had another stringh&rtbow. They contended that if
the scheme of the Medicines Act authorises thardmlof the issuing of a licence to
dispense medicines to specific premises, it fallsside the purview of regulation

permitted by section 22 of the Constitution.

Does the linking of a licence to dispense medi¢tgarticular premises infringe
section 22 of the Constitution?

[56] The applicants contended in effect that the ligkof a licence to dispense
medicines to particular premises falls outside puwview of section 22 of the
Constitution>? This is so, they argued, because it limits theiazh of a profession
and does not limit the practice of a professiopeasnitted by section 22. It will be
convenient to determine first the scope of thetrighmprehended in section 22, and
thereafter to consider whether the regulation Bueésregulates the choice or the

practice of a profession.

(a) The scope of section 22

[57] Section 22 of the Constitution provides :

“Every citizen has the right to choose their tradecupation or profession freely.

The practice of a trade, occupation or professiay be regulated by law.”

[58] In broad terms this section has to be understoodadls repudiating past

2 In considering whether regulation 18 constitutes imflingement of section 22, | intend to consider
regulation 18 as if sub-regulations 18(5)(a), (b), (d) and (e) do not form part of regulation 1&8he reason
for this approach will become clear from conclusioeached later in this judgment.



exclusionary practices and affirming the entitletseappropriate for our new open
and democratic society. Thus in the light of oustdry of job reservation,

restrictions on employment imposed by the pass lamé the exclusion of women
from many occupations, to mention just a few of dngitrary laws and practices used
to maintain privilege, it is understandable whysthspect of economic activity was
singled out for constitutional protection. Yet tegnificance of the section goes

further.

[59] What is at stake is more than one’s right to eativing, important though
that is. Freedom to choose a vocation is intribgithe nature of a society based on
human dignity as contemplated by the Constitutiocdne’s work is part of one’s
identity and is constitutive of one’s dignity. Eyeandividual has a right to take up
any activity which he or she believes himself orsked prepared to undertake as a
profession and to make that activity the very ba$ikis or her life. And there is a
relationship between work and the human personaditg whole. “It is a relationship
that shapes and completes the individual overetirtie of devoted activity; it is the

foundation of a person’s existencé”.

[60] Though economic necessity or cultural barriers mafortunately limit the
capacity of individuals to exercise such choiceggaleimpediments are not to be

countenanced unless clearly justified in terms bé tbroad public interest.

3 KommersThe Constitutional Jurisprudence of the Federal iteip of Germany2 ed (Duke University
Press, Durham and London 1997) translating the @er@ourt decision in thBPharmacycase [7 BVerfGE
377] at 274.



Limitations on the right to freely choose a professare not to be lightly tolerated.
But we live in a modern and industrial world of haminterdependence and mutual
responsibility. Indeed we are caught in an inesbblgp network of mutuality.

Provided it is in the public interest and not ady or capricious, regulation of
vocational activity for the protection both of tjpersons involved in it and of the
community at large affected by it, is to be bottpexted and welcomed. These

considerations are reflected in the text of sec®®n

[61] Itis against this background that section 22 rbestinderstood and construed.

[62] The first sentence of section 22 guarantees th# t@ choose a profession,
while the second provides for the regulation of pihactice of a profession. It is true
that this provision does not expressly guarantee rtght to practise the chosen
profession. However, the second sentence givdseaas to the content of the right
comprehended in the provision. It indicates thatright guaranteed in the provision
also embraces the right to practise the choseregsmin. This must be so because
the choice of a profession is implicit in the preetof a profession, and the practice of
the profession is a manifestation of the choica pfofession. It is inconceivable that
the framers of the Constitution would guaranteertpbt to choose a profession but

not the right to practise the chosen profession.

[63] The two sentences in section 22 must thereforese together as defining the

content of the right guaranteed by the provisiofhere are two components to this



right: it is the right to choose a profession ahé tight to practise the chosen
profession. This is implicit, if not explicit froitine text of section 22. It refers to the
right to choose a trade, occupation or professionthie first sentence and the
regulation of the practice of a trade, occupatioprofession in the second sentence.
It contemplates that the chosen profession woulgraetised and protects both the

right to choose a profession and the right to jpadhe chosen profession.

[64] This construction of section 22 accords with therapch of the German
Federal Constitutional Court (the German Courtptiicle 12(1) of the Basic Law,

which is almost identical to section 22. Articl&(1) provides:

“All Germans shall have the right freely to choobeirt trade, occupation, or
profession, their place of work, and their placeraining. The practice of trades,

occupations, and professions may be regulated pym@uant to a law?

[65] The leading decision on article 12(1) is Plearmacycase of 1958° In that
case the court held that both conceptslodice and practice “represent a complex
unity and, although viewed from different anglee ancorporated into the notion of
‘vocation activity’.”® Noting, among other things, the difficulty of diag a clear
line between choice and practice, and the fact dniatle 74(19) of the Basic Law

authorise the legislature to regulate admissiooettain professions, the court found

54 1d at 509.

%5 1d at 275.

56 Id



that choice and practice of a profession constityteles of a continuurti. It held
that article 12(1) guarantees the unitary rightreédom of occupational activity that

embraces both the choice and the practice of @gsifm’

[66] Construed purposively, therefore, section 22 endsrdooth the right to choose

a profession and the right to practise the chosefegsion.

[67] The applicants contended that the regulation ineidsere goes to the right to
choose a profession. They contended that dispgmsadicines is a core function of
medical practitioners. In this regard, we wereemefd to the history of the medical
profession dating as far back as 1823. This histbrwas submitted, shows that
dispensing medicine was an inherent part of thetioa of medical practitioners.
The regulation at issue here, it was submittedretbee goes to the choice of the
medical profession. It goes beyond what is perbissinder section 22. It will be
convenient therefore to deal first with the appiiisa contention that the regulation in

issue here goes to the choice of a profession.

Does the linking limit the choice of a profession?
[68] The question is whether the requirement to dispemseicines from licensed

premises limits the right to choose a professiéWhere the law that regulates the

5" As discussed in Currithe Constitution of the Federal Republic of Germ2myi(The University of Chicago
Press, Chicago and London 1994) at 301 footnote 186

%8 As discussed in Michalowski and Woo@®rman Constitutional Law: The Protection of Ciliberties
(Ashgate and Dartmouth, Great Britain 1999) at 305.



practise of a profession, viewed objectively, woaftect negatively the choice of a
profession, that regulation limits the right to oke a profession. To that extent such
regulation does not fall within the permissible ulegion of the practice of a

profession permitted by section 22. It must themrefbe evaluated under section
36(1) of the Constitution. However, if the law thagulates the practice of a
profession, when viewed objectively, would not effemegatively the choice of a

profession, such regulation must be evaluated umséetion 22. In each case,
therefore, the question is whether the law whictppts to regulate the practice of a
profession, viewed objectively, would impact negallf on the choice of a profession.
In the view | take of the regulation involved inighcase, it is not necessary to
determine the precise degree of impact on choiaewhil constitute a limitation of

section 22.

[69] The requirement to dispense medicines from licensexnises affects the
conduct of the medical profession. It regulates ¢bnduct of medical practitioners
who are qualified to practise as such, in partiGgutaose who wish to compound and
dispense medicines as part of their practicesieqires such medical practitioners to
undergo supplementary training in, among otherghilgood dispensing practice, and
once they have undergone such training, to disperesdicines in accordance with
such good dispensing practices, including keepiagalsle premises from which
dispensing will take place. Clearly it does notrgamut to regulate entry into the
medical profession, nor affect continuing choice poéctitioners as to whether to

remain medical practitioners or not. It merelyukades the specific circumstances in



which medical practitioners may, if they choosejtowe to compound and dispense

medicines.

[70] The regulation at issue here deals with how thasatih care providers who
wish to compound and dispense medicines as patenf practices may do so. It
assumes that a person is qualified to practise @mdical practitioner. It requires
those medical practitioners who would like to comnpd or dispense medicines as
part of their practices, to do so from premised #ra suitable for that purpose in
accordance with good dispensing practices, a reopgnt that is admittedly essential
to ensuring the safety of medication that is coreditny the public. Those medical
practitioners who do not wish to dispense medigiasssome of them choose not to,

need not comply with this requirement.

[71] There is no suggestion that this requirement, viewigjectively, would have
the effect of influencing negatively a person’siden whether to become a medical
practitioner. Indeed it is difficult to fathom hoavperson who has chosen to pursue a
medical profession and is prepared to undergo saxngears of academic training to
that end, can ever be deterred from that ambitiprihle requirement that, if, upon
gualification, he or she wishes to dispense mediaspart of his or her practice, he or
she would be required, among other things, to dispenedicines from premises that

comply with good dispensing practice.

[72] In my view, the regulation at issue here unqueatibn regulates the practice



of the medical profession. Moreover, it regulgpeactice in a manner that, viewed
objectively, will not affect the choice of a proésn in any negative manner. The
submission that it goes to choice of the medicafgasion must therefore be rejected.
The question that falls to be determined therefsreshether the regulation at issue
meets the standard for permissible regulation ef ghactice of a profession under

section 22. But first, what is that standard?

The standard for determining permissible regulatimder section 22

[73] Unlike its predecessor, section 22 contains naesglimitation on the power
to regulate the practice of a professidnlt accords Parliament the general power to
enact legislation that regulates the practice pfadession. Under our Constitution,
the legislature is vested with legislative authoritWithin its province, the legislature
has wide powers indeed. However, these powersudmect to constitutional control.

The same is true of the exercise of all public powe

[74] The exercise of all legislative power is subjextat least two constitutional
constraints. The first is that there must be aomal connection between the

legislation and the achievement of a legitimateegpment purpos€. As this Court

%9 Section 26 of the Interim Constitution provided:

“(1) Every person shall have the right freely tayage in economic activity and to pursue a
livelihood anywhere in the national territory.

(2) Subsection (1) shall not preclude measuresgdedi to promote the protection or the
improvement of the quality of life, economic growttuman development, social justice,
basic conditions of employment, fair labour prassior equal opportunity for all, provided

such measures are justifiable in an open and dextiocsociety based on freedom and
equality.”

% New National Party of South Africa v Governmenthef Republic of South Africa ar@thers1999 (3) SA



has observed, the idea of the constitutional smsupposes a system whose
operation can be rationally test¥d. Thus when Parliament enacts legislation that
differentiates between groups and individuals, sitréquired to act in a rational
manne®? In New National Party of South Africa v Governmenthef Republic of
South Africa and Othef¥ the Court held that the rational connection testhie

standard for reviewing legislation holding that:

“The first of the constitutional constraints plaegmbn Parliament is that there must
be a rational relationship between the scheme whiitiopts and the achievement of
a legitimate governmental purpose. Parliament abaat capriciously or arbitrarily.

The absence of such a rational connection will Itegu the measure being

unconstitutional.64

[75] The same is true of the exercise of public powemiembers of the executive
and other functionaries. The Constitution placegriificant constraints upon the
exercise of public power through the bill of rightexd the founding principle

enshrining the rule of law?® The exercise of such power must be rationallsteel

191 (CC); 1999 (5) BCLR 489 (CC) at para 19.

1 S v Makwanyane and AnothHE®95 (3) SA 391 (CC); 1995 (6) BCLR 665 (CC) atapab6.

62 Prinsloo v Van der Linde and Anoth#897 (3) SA 1012 (CC); 1997 (6) BCLR 759 (CC) atgp25.
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to the purpose for which the power was giVén. As this Court held in the

Pharmaceuticd’ case:

“[85] It is a requirement of the rule of law thaetaxercise of public power by the
Executive and other functionaries should not beitramly. Decisions must be
rationally related to the purpose for which the powas given, otherwise they are in
effect arbitrary and inconsistent with this reqoient. It follows that in order to
pass constitutional scrutiny the exercise of pupbever by the Executive and other
functionaries must, at least, comply with this riegment. If it does not, it falls short

of the standards demanded by our Constitutionutfoh gction.

[86] The question whether a decision is rationediated to the purpose for which
the power was given calls for an objective enquir@therwise a decision that,
viewed objectively, is in fact irrational, mightgsamuster simply because the person
who took it mistakenly and in good faith believedtd be rational. Such a
conclusion would place form above substance andemmde an important

constitutional principle.e’8 (footnote omitted)

[76] The other constitutional constraint is the BillRifghts. Legislation must not
infringe any of the fundamental rights enshrinedhia Bill of Rights®® The rights in
the Bill of Rights may, however, be limited by alaf general application. But such

a limitation is limited by the limitations contaithén section 36(1) of the Constitution

% 1d at para 85.

67 Id

%8 |d at paras 85 -6.
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and Other2000 (1) SA 1 (CC); 1999 (10) BCLR 1059 (CC) atgpd48.



or “elsewhere in the Bill [of Rights]’® A limitation that does not comply with such

limitations, infringes the right in question.

[77] These two constitutional constraints define thepscof the regulation of the
practice of a profession which is permitted undectisn 22. Legislation that
regulates practice will pass constitutional mustgr) it is rationally related to the
achievement of a legitimate government purpose;(Bhat does not infringe any of
the rights in the Bill of Rights. What the Congtibn therefore requires is that the
power to regulate the practice of a professioneratsed in an objectively rational
manner. As long as the regulation of the practwewed objectively, is rationally
related to the legitimate government purpose, ataannot interfere simply because

it disagrees with it or considers the legislatioré inappropriate.

[78] In the Pharmaceuticalcase, this Court, in the context of the exercisalbf
public power by members of the executive and ofectionaries, explained the

scope of the rationality standard as follows:

“Rationality in this sense is a minimum thresholduieement applicable to the
exercise of all public power by members of the Exi@e and other functionaries.
Action that fails to pass this threshold is incetesnt with the requirements of our
Constitution and therefore unlawful. The settifighis standard does not mean that
the Courts can or should substitute their opiniasgo what is appropriate for the

opinions of those in whom the power has been vestdd long as the purpose

0 section 7(3) of the Constitution provides:

“The rights in the Bill of Rights are subject toetlimitations contained or referred to in
section 36, or elsewhere in the Bill.”



sought to be achieved by the exercise of publicquaw within the authority of the
functionary, and as long as the functionary’s denisviewed objectively, is rational,
a Court cannot interfere with the decision simphcéuse it disagrees with it or
considers that the power was exercised inappr@byiat A decision that is

objectively irrational is likely to be made onlyrety but, if this does occur, a Court

has the power to intervene and set aside thednaitdecision.” (footnote omitted)

[79] These comments apply equally to legislation.

[80] The standard for determining whether the regulatdnthe practice of a

profession falls within the purview of section 2anctherefore be formulated as
follows: if the regulation of the practice of a fassion is rationally related to a
legitimate government purpose and does not infriaigye of the rights in the Bill of

Rights, it will fall within the purview of sectior22. Where the regulation of a
practice, viewed objectively, is likely to impacegatively on the choice of a
profession, such regulation will limit the righte&ly to choose a profession
guaranteed by section 22, and must therefore nieettdst under section 36(1).
Similarly, where the regulation of practice thoufdlling within the purview of

section 22, but limits any of the rights in thelBif Rights, it must meet the section

36(1) standard.

[81] In Van Rensburg v South African Post Office,’td case which concerned

section 22, the full bench of the Eastern Cape Highrt described the restriction on

"L Above nError! No bookmark name given. at para 90.
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the right to practise a trade imposed by the pronss of the Post Office Act 44 of
1958 as a “restriction [that] falls within the reaable regulation of the conduct of the

postal service” and therefore which falls withie thurview of section 22 It said:

“By giving the Post Office an exclusive right to gtise the trade, occupation or

profession of conducting the postal service in Bo@frica, the Post Office Act
restricts the appellant’s righo practisethis trade, occupation or profession. But it

does not take away his right to choose it . .s thstriction falls within the reasonable

regulation of the conduct of the postal servite.”

It is not clear from thiglictum whether the court intended to formulate any tgst b
referring to “reasonable regulation”. Elsewheree ttourt seems to suggest that
restrictions on the practice of a profession mastriecessary or desirabl&”. If the
court intended to adopt reasonableness as a sthiwlareviewing legislation that

regulates the practice of a profession, | am, wapect, unable to agree.

[82] In New National Partythe Court explained why the rational connecticasw

more appropriate in reviewing legislation than ceedbleness, and said:

“Decisions as to the reasonableness of statutoryisiwos are ordinarily matters

within the exclusive competence of Parliament. sTikifundamental to the doctrine

of separation of powers and to the role of Courta democratic society. Courts do

™ |d at 1323B.

" |d at 1322H-1323B. It is not necessary to consitlbether a monopoly affects choice or not. | riefra
from expressing any view on this issue.

S |d at 1322E-F.



not review provisions of Acts of Parliament on tlgeounds that they are
unreasonable. They will do so only if they ardséiad that the legislation is not
rationally connected to a legitimate governmentppse. In such circumstances,
review is competent because the legislation idrartyi. . . If the legislation defining
the scheme is rational, the Act of Parliament caimeochallenged on the grounds of
‘unreasonableness’. Reasonableness will only becrievant if it is established
that the scheme, though rational, has the effedhfahging the right of citizens to
vote. The question would then arise whether thtdition is justifiable under the
provisions of s 36 of the Constitution and it idyoas part of this s 36 enquiry that
reasonableness becomes relevant. It follows thatanly at that stage of enquiry

W6

that the question of reasonableness has to bedewadi (footnote omitted)

[83] InSv Lawrence; S v Negal; S v Solh&rghis Court had to consider, among
other issues, the test for determining what comgraipon economic activity and the
earning of a livelihood fall outside the purview séction 26(2) of the Interim

Constitution, the predecessor of section’22The Court adopted the rational basis
test, holding that “s 26(2) should be construedeasiiring only that there be a rational
connection between the legislation and the legidapurpose sanctioned by the

section.”® In adopting this test the Court found that theglaage of section 26(2)

8 Above nError! No bookmark name given. at para 24.
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8 Section 26 of the Interim Constitution provided:

“(1) Every person shall have the right freely to aegin economic activity and to pursue a
livelihood anywhere in the national territory.

(2) Subsection (1) shall not preclude measuresgdedi to promote the protection or the
improvement of the quality of life, economic growthuman development, social justice,
basic conditions of employment, fair labour prassior equal opportunity for all, provided
such measures are justifiable in an open and dextiocsociety based on freedom and
equality.”
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neither required measures to be reasonable noogpi@pal, both of which were the
requirements of section 33 of the Interim Congbtut the predecessor of section
36(1) of the Constitution. It added, “[tlhe proponality analysis which is required
to give effect to the criterion of ‘reasonableness’s 33 forms no part of a s 26

analysis.®°

[84] It is true, the wording of section 26(2) is difat to that of section 22. The

effect of section 26(2) was that a measure “de=iyrio promote the protection or
improvement of any of the matters referred to iea Hubsection, and is a measure
justifiable in an open and democratic society basefteedom and equali§” did not
infringe sub-section 26(1). It is also true thhé tCourt assumed that the correct
approach to sub-sections 26(1) and (2) was to ttead together as indicating that all
constraints upon economic activity and the earoing/elihood which fall outside the
purview of sub-section 26(2) were in breach of isec26. These are important

differences. However, what is significant is tregionale for the adoption of the

rational basis test.

[85] The rationale for the adoption of the rationaligstt in theLawrence case,

appears from the following passage:

“To maintain the proper balance between the roléseof egislature and the courts s

8 1d at para 45.

81 1d at para 30.



26(2) should be construed as requiring only tharehbe a rational connection
between the legislation and the legislative pursasectioned by the section ... The
rational basis test fits the language of the sactidich, unlike s 33, sets as the
criterion that the measures must be justifiableamnopen and democratic society
based on freedom and equality, but does not requiraddition to this that the

measure be reasonable. The proportionality arsalykich is required to give effect

to the criterion of “reasonableness” in s 33 fomws part of a s 26 analysig.z’

(footnote omitted)

[86] As theLawrencecase makes it plain, the Court sought to achieygoper
balance between the role of the legislature orotieehand, and the role of the courts
on the other. The rational basis test involvesraeg on the part of the Court. It
respects the respective roles of the courts andetfislature. In the exercise of its
legislative powers, the legislature has the wigestsible latitude within the limits of
the Constitution. In the exercise of their powemré¢view legislation, courts should
strive to preserve to the legislature its rightiole in a democratic society. It is this
guiding principle that should inform the test fatermining whether legislation that
regulates practice but does not, objectively viewetpact negatively on choice,

passes constitutional scrutiny.

[87] It is necessary in this regard to consider ther@gah of the German Court.
As pointed out earlier, article 12(1) of the Balsaw is almost identical to our section
22. Like our section 22 it provides that (a): @érmans have the right freely to

choose their profession; and (b) its second seatg@navides that the practice of a

82 1d at paras 44-5.



profession may be regulated by I&v.And as pointed out earlier, the German Court
has construed article 12(1) as comprehending aamnitight of freedom of

occupational activity that embraces both the chaiue practice of a professi&h.

[88] The starting point of the German Court is the gaaton of the difficulty of
drawing a clear distinction between regulation thif¢cts choice of a profession on
the one hand and regulation that affects practitahe other. It held that article
12(1) “grants the legislature the power to makeul&gons affecting either the choice
or the exercise of an occupatidii.” However, the court held that the legislature may
not regulate the right to choose a profession ¢éosiime degree that it regulates the
right to practise a profession. The scope of #gulation is narrower where the
regulatory power is directed at the right to chood®here the regulatory power is
directed at the right to practise a profession,st@pe of regulation is wide. In this

regard the court reasoned thus:

“For it is clear from the text of Article 12(1) thaccupational choice is to remain
‘free’ while the practice of an occupation may kgulated. This language does not
permit an interpretation that assumes an equakeegfr legislative control over each
of these ‘aspects.” The more legislation affebts ¢hoice of a profession, the more

limited is the regulatory power.

The legislature is thus empowered to make reguiataifecting either the choice or

8 Above para 64.
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the practice of a profession. The more a regutgtover is directed to the choice of
a profession, the narrower are its limits; the miblie directed to the practice of a

profession, the broader are its limif§”.

[89] The German Court has developed what is called {hedation theory
(Stufentheorie)®’ as a standard for determining whether regulatibrchmice or
practice is permissible under article 12(1). Tthisory establishes varying degrees of
judicial review according to the degree of intrusio It laid down the general

principles governing this theory and said:

“The practice of an occupation may be restrictecelagonable regulations predicated
on considerations of the common good. The freedonchoose an occupation,
however, may be restricted only for the sake obmelling public interest; that is,
if, after careful deliberation, the legislature etetines that a common interest must
be protected, then it may impose restrictions geoto protect that interest — but only
to the extent that the protection cannot be accisimgdl by a lesser restriction on
freedom of choice. In the event that an encroachre freedom of occupational

choice is unavoidable, lawmakers must always emphayregulative means least

restrictive of the basic righ?.8

[90] The German Court made a distinction between athat regulates practice
and one that regulates choice. It held that trectpre of an occupation may be

limited “by reasonable regulations predicated omstderations of the common

8 1d at 275 to 276.
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good. It added “[llJawmakers are freest when they reguldne practice of an
occupation.®® They may impose limitations on the right to piseta profession in
order to prevent danger to the general publlicThe individual is protected “only
against excessively onerous and unreasonable emhcneats.”> By contrast where
the regulation infringes on choice of an occupatitime restrictive measures selected
must entail the least possible interferencd.” Implicit in the adoption of

reasonableness as the standard for determiningheétgislation under challenge

falls within the purview of article 12(1), is thequirement of proportionality’.

[91] The similarities between section 22 of our Coosith and article 12(1) of the

Basic Law make the German approach somewhat aeact However, it is our

89 Id

90 Id

91 Id

92 Id

93 Id

 The requirement of proportionality became appaien later case, th€hocolate Candyase. The case
concerned section 14(2) of the Chocolate Productsof June 30, 1975 which regulates the practicarof
occupation. The question for decision was whetherimpugned provision fell within the purview dfiele
12(1) of the Basic Law. The court framed the goestor decision as “whether a regulation [whiaimilis] the
practice of a trade is consistent with the prireipf proportionality . . .” In determining this egtion,
however, the court noted that it had to “take iatgount the discretion which the legislature hagthin the
framework of its authority — in the sphere of comai activity.” And in this regard, it noted thgt]he
Basic Law grants the legislature wide latitude etting economic policy and devising the means reggsto
implement it.” It found on the facts that the kgture had exceeded the proper bounds of itsafisor
because there were less restrictive means that dwe easily achieved the purpose of the stat@ee
discussion by Kommers, abovéEnror! No bookmark name given. at 279-80.
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Constitution that is being construed. It must mnstrued in the light of our
constitutional scheme and our jurisprudence. Asitpd out earlier, under our
jurisprudence, the exercise of legislative and ettee power is subject to two
constraints, namely, the minimum threshold requaenof rationality and that it must
not infringe any of the rights contained in thel Bif Rights. If exercise of power
limits any such rights, it must pass the sectioflBGest. And proportionality

analysis is central to the section 36(1) enquiry.

[92] Under our constitutional scheme, the proportiopadinalysis is required to
give effect to the criterion of reasonableness ettisn 36(1). To require
reasonableness, and thus the proportionality aisalys the context of section 22
would be to ignore the language of section 22.isltlear from the text of the
provision that choice and practice are not to logpileged to the same extent. Where
the regulation, viewed objectively, would have aateve impact on choice, the
regulation must be tested under section 36(1). other cases, the test is one of

rationality.

both choice and practice. They contend that chaiwkpractice of an occupation are not conceptukdiynct,
but rather “constitute poles of a continuum”. Tlargue that the regulation of practice “will almedivays”
impact on choice of a profession. Both choice jrattice are afforded protection from arbitraryuiagion by
section 22. “By the same token, this would meaat thoth choice and practice are subject to theriate
qualification. It is implausible to argue that theernal qualification will not apply when regutat of the
practice of an occupation also impacts on access thoice of that occupation. This will almostvalys be
the case. The better interpretation is therefoae the internal qualification in principle appliesrestrictions
on entry, choice and practice of an occupationThe( Bill of Rights Handbook ed (Juta & Co Ltd 2001) at
385-6)

By contrast Chaskalson et al, relying on the apgra the German Constitutional Court in fPlearmacycase
suggest the right to choose a profession must\mngireater protection than the right to practiggaiession.
However, based on our Constitution, they argue tiatlimitation on choice “should be examined ratag a
limitation problem in terms of s 36, as opposec tquestion about the regulation of practice, wtiails for
determination under s 22.” Cénstitutional Law of South Afriqgduta & Co Ltd 1999) at para 29.5 (a))



[93] That said, however, the scope of permissible réigulghat we adopt here is
not entirely inconsistent with the German approadhrecognises that it is not always
possible to draw a clear line of distinction betweegulation that affects the practice
of a profession on the one hand and one that affdatice on the other. It requires
that where, objectively viewed, the regulation loé practice of a profession impacts
negatively on choice such regulation must be testeder section 36(1). Such
regulation does not fall within the purview of dent22, and must therefore meet,
amongst other requirements, the standard of reakaress, of which proportionality
analysis is an important component. The same atdnthust be met where the
regulation of the practice of a profession limitgy af the rights in the Bill of Rights.
However where, as here, the regulation, objectiveigwed, does not impact
negatively on choice, it need only satisfy theaomadility test. In the result, restrictions
on the right to practise a profession are subfeet less stringent test than restrictions

on the choice of a profession.

[94] Where, as here, the Constitution gives the poweegolate a right, not every
regulation of that right amounts to a limitation tbe right in question. But at the
same time Parliament may not unconstitutionallyitlithe right to practise a
profession under the guise of regulating it. Whaeeregulation of the right amounts
to a limitation of that right, such a limitation Whave to be tested under section
36(1). In this case we are concerned with reguiathat merely regulates in the

sense of facilitating the proper exercise of tlyhtrito practise a profession. It does



not limit the right to practise. The applicantd diot contend otherwise.

[95] The question that falls to be determined, therefsrevhether the linking of a
licence to dispense medicines to particular presnise rationally related to the
government purpose of increasing access to medicira are safe for consumption.

It is to that question that | now turn.

Is the linking of a licence to dispense medicirs®nally related to the governmental

objective to increase access to medicines thasafe for consumption?

[96] As pointed out earlier, the conditions under whiokdicines are kept and

stored are essential to the safety of medicinesdibines must be stored under the
recommended conditions to ensure their efficacy saigty. The premises where
they are kept must therefore be suitable for comgmg and dispensing medicines in
accordance with good dispensing practice. Theireopent that dispensing medical

practitioners must dispense medicines from pasdicydremises facilitates regular

inspection of those premises for compliance witlodyaispensing practice. The

applicants did not contend otherwise.

[97] The applicants accept that the storage of media@nesthe appropriateness of
the premises from which medicines are dispenseadreegegulation and control in the
public interest. In its comment on the draft Ragjohs, the second applicant stated
that it “recognises the need for adequate dispgnsontrols and conditions, and

supports the government’s goals to ensure that duglity and appropriate medicines



are safely distributed from clean and suitably pped dispensing premises by
properly trained dispensers.” In addition, in #eeof 2 October 1996, the second
applicant stated that it “supports the regular @asipn of premises to ensure that
Good Dispensing Practice is maintained.” These ments on behalf of the

applicants underscore the importance of the neecnsure that medicines are
dispensed from premises that are subject to comatndl regular inspection. Such
regular inspection can effectively be conductethé premises from which medicines

are dispensed are known.

[98] In addition, in written argument on behalf of thephcants, it is made clear
that:

“[The applicants] also have no objection to a ctodi being stipulated that
dispensing doctors should be required to comply witCode of Good Dispensing
Practice which would deal with the requirementatirf) to the premises from which
such dispensing takes place. Such Code of GoopeBéing Practice would deal
with the requiremeninter alia, of keeping and storing medicines, keeping ofousi
statutory registers, the disposal of expired meé&i etc and also with the
requirements relating to the premises from whicbhsdispensing takes place. It
should be noted that the applicants have alwaypostgd the fact that the premises
from which dispensing takes place should confornedrain standards and indeed
that such premises should be inspected and licemsedregular basis. This licence,
should however be separate from the licence toedisg The licence to dispense
recognises competency while the licence for a dispey deals with physical and
statutory requirements. Such a split would soheeproblem of a doctor, or doctors
with satellite practices, from having to apply farlicence to dispense for each
practice, instead of a licence to dispense whichlévbe issued to the person, and a
‘dispensary’ licence for each place of dispensing.”

[99] But the applicants seem to prefer that two sepdiadaces be issued, one for



the dispensing medical practitioner and the otlertlie premises. “Such a split”,
they submit, “would solve the problem of a doctordoctors with satellite practices,
from having to apply to have a licence to dispefosesach practice”. But they are
wrong in assuming that such doctors will have tplapgeparately for each practice.
A medical practitioner with satellite practices e issued with a single licence
reflecting all the premises from which he or shdl e dispensing medicines. And
whenever a medical practitioner wishes to exparsl dn her practice to other

premises, such medical practitioners will have pplya for the addition of those

premises to his or her licence as premises fronthviniedicines will be dispensed as

well.

[100] In all the circumstances, | conclude that linkirfge tlicence to dispense
medicines to particular premises is rationally @xtad to the government objective
to increase access to medicines that are saf@fsumption by the public. This kind

of regulation falls within the purview of sectio.2

[101] The applicants contended further that the linkaiga licence to particular

premises also infringes the rights to dignity, flee of movement and property.

The challenge based on the infringement of othasttmitional rights
[102] The applicants contended that the requirement fdyafor a new licence
whenever a medical practitioner is moving to nevwenpses interferes with the

freedom of movement. | think that it can be acedpthat the right to practise a



profession includes the right to decide where oillepnactise one’s profession. This
being a right relating to the practice of a proi@ssit is subject to regulation under
section 22. The requirement of a licence doestalk¢ away the right to choose
where to practise medicine. But what it does isalyeto require that if the practice
is to involve compounding and dispensing of medisinthis should be done from
premises in respect of which a licence to dispenedicines has been issued. This
does not infringe the right to freedom of movemastcontemplated in section 21 of
the Constitution. Nor does this infringe any pndperights of the applicants as

contemplated in section 25.

[103] There is nothing in the regulations to suggest mhedical practitioners will be
prevented from practising their profession from velver they choose. It is true
sub-regulation 18(5)(a) requires the Director-Gahéo have regard, among other
factors, to the existence of other health careideyg in the vicinity of the premises
from where an applicant for a licence intends g&pdnse medicines. The applicants
contended that this provision will be used to refugences where there are
pharmacies in the area concerned. The responde#gowed this. According to
the respondents the existence of pharmacies ini¢ivety and the geographical limits
will not be impediments to the granting of a licencSub-regulation 18(5)(a) is dealt

with more fully below?®

[104] Nor does the licensing scheme infringe the righthe dignity of medical

% See paras 106-23.



practitioners. | cannot conceive of anything twvauld harm the medical profession
if those medical practitioners who wish to dispemssicines as part of their practices
are required to comply with good dispensing practit order to promote access to
medicines that are safe for consumption by the ipublf anything, this should

enhance their dignity in the eyes of the publid¢ thay serve.

[105] The constitutional challenges based on the infnmg@ of the rights to

freedom of movement, dignity and property mustefae fail.

Are the impugned provisions of the regulations Jordvagueness?
[106] The applicants also directed the challenge based/agueness at certain

provisions of regulation 18(3) and (5), which pib/i

“LICENCE TO DISPENSE OR COMPOUND AND DISPENSE MEDNES

(3) The application shall contain at least thedwihg information:

(a) the name and both residential and busines&ssiels (both physical and postal) of
the applicant;

(b) the exact location of the premises where comging and/or dispensing will be

carried out;

(d) telephone and fax numbers of the applicantrevhgailable;

(e) proof of registration with the relevant statytoouncil;

(f) proof of publication of the notice contemplatedsubregulation (6);
(g) motivation, as to the need for a licence iradtipular area;

(h) any other information that the Director-Genenaly require; and

(i) proof of ability to supply a patient informatideaflet.

(5) In considering an application referred to ibragulation (1), the Director-General
shall have regard to the following:
(a) the existence of other licensed health faediin the vicinity of the premises from



where the compounding and dispensing of medicmegénded to be carried out;

(b) representations, if any, by other interestedqes as to whether a licence should
be granted or not;

(c) the geographic area to be served by the appjica

(d) the estimated number of health care usersangographic area referred to in
paragraph (c);

(e) demographic considerations including diseadtenms and health status of the
users to be served; and

(f) any other information that he or she deems se&gy.

(6) At the same time when an application refercethtsubregulation (1) is made, the
applicant must also give notice by publication ineavspaper circulating in the area
where the applicant intends to conduct his or hactice of his or her intention to
apply for a licence.

(7) Any person may support or oppose an applicagderred to in subregulation (1)
by making written representations to the Direct@n€ral within 30 days of

publication of the notice contemplated in subregoia(6).”

[107] The argument went as follows: The impugned prowsiorequire the

Director-General to make a decision based on factbat are not objectively
ascertainable. The consequence of this is thaDtrextor-General is authorised to
make decisions that are arbitrary because the Dir€xeneral is not given guidance
as to how to exercise the powers conferred on lmifmea The impugned provisions
of the regulation are therefore in breach of thmqgyple of legality by reason of
vagueness. It was also contended that the progisod the regulations provide a
framework for the refusal of a licence where thare pharmacies in the vicinity.
The challenge to regulation 18(3) is related to ¢hellenge to regulation 18(5). It

will be convenient to deal first with regulation(58

The challenge to sub- regulation 18(5)



[108] Sub-regulation 18(5) was challenged on the basisitls vague and does not
conform to the principle of legality. The doctrind vagueness is one of the
principles of common law that was developed by totw regulate the exercise of
public power. As pointed out previously, the exsecof public power is now
regulated by the Constitution which is the suprésame The doctrine of vagueness is
founded on the rule of law, which, as pointed autier, is a foundational value of our
constitutional democracy. It requires that lawsstbe written in a clear and
accessible manneY. What is required is reasonable certainty and merfect
lucidity.”® The doctrine of vagueness does not require atesalertainty of laws.
The law must indicate with reasonable certaintjhtwse who are bound by it what is
required of them so that they may regulate thefidoot accordingly? The doctrine
of vagueness must recognise the role of governmteefurther legitimate social and
economic objectives. And should not be used undalympede or prevent the
furtherance of such objectives. As the Canadiapr&ue Court observed after

reviewing the case law of the European Court of HaiRights on the issue:

“Indeed . . . laws that are framed in general termesy be better suited to the
achievement of their objectives, inasmuch as iiddiggoverned by public policy
circumstances may vary widely in time and from @ase to the other. A very
detailed enactment would not provide the requirdekilfility, and it might

furthermore obscure its purposes behind a veilatéited provisions. The modern
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state intervenes today in fields where some geheralthe enactments is inevitable.
The substance of these enactments remains noreghetelligible. One must be
wary of using the doctrine of vagueness to prevaentimpede state action in
furtherance of valid social objectives, by requirithe law to achieve a degree of
precision to which the subject-matter does not leself. A delicate balance must
be maintained between societal interests and ithdali rights. A measure of
generality also sometimes allows for greater respacfundamental rights, since

circumstances that would not justify the invalidatiof a more precise enactment

may be accommodated through the application of rgeneral onet® (citations

omitted)

[109] Where, as here, it is contended that the regulatioter consideration is
vague for uncertainty, the court must first constitoe regulation applying the normal
rules of constructiotf* including those required by constitutional adjadicn.*?

The ultimate question is whether so construed, mtbgulation indicates with

reasonable certainty to those who are bound by#tvws required of them.

[110] Does sub-regulation 18(5) convey a reasonably inemaaning to those who

are affected by it9°

[111] Sub-regulation 18(5) sets out factors to which Bfvector-General must have

regard in considering an application for a licenceThe provisions of this

190 R. v N.S. Pharmaceutical Socidiy C.R.R. (2d) 34 at 58.
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sub-regulation require the Director-General in ed&sng an application for a licence,
to have regard to, among other factors, the exsstenf other licensed health facilities
in the vicinity of the premises from where the campding and dispensing of
medicines is intended to be carried $itthe geographic area to be served by the
applying medical practitionef”> the estimated number of health care users in the
geographic area to be served by the applying medicactitioner'®® and the
demographic considerations including the diseastenps and health status of the
users to be servel! These factors have to be taken into consideratitien
deciding whether to refuse or issue a licence ®&pafise medicines. They are
formulated in unambiguous terms. There is no réomany doubt about what those
factors are. They tell the Director-General whzattdérs he or she is required to have
regard to in deciding an application for a licertoedispense medicines. In these

circumstances the provisions of sub-regulation JL8&hnot be said to be vague.

[112] As | see it, the problem with sub-regulation 18(@®s elsewhere. The
applicants contended that the provisions of subdeggpn were intended to provide a
framework for refusing a licence where there ararptacies in the vicinity of the

premises from where an applicant intends to digpansdicines in line with the

104 Sub-regulation 18(5)(a).

195 Sub-regulation 18(5)(c).

198 Sub-regulation 18(5)(d).

197 syb-regulation 18(5)(e).



government’s National Drug Policy (NDP). The pyglion the licensing of health

practitioners and premises is described as foliovise NDP:

“Only practitioners who are registered with theskgint Council and premises that are
registered and/or licensed in terms of the Medgiaed Related Substances Control
Act (No 101 of 1965) may be used for the manufagtsupply and dispensing of

drugs. _Medical practitioners and nurses will net germitted to dispense drugs,

except where separate pharmaceutical services ate awmailable. In_such

instances/situations where dispensing by doctodsramses has to take place, such

persons will be in possession of a dispensing diedasued by the Medicine Control

Council. Criteria for the granting of such liceacwill include inter alia, the

application of geographical limits.Special concessions will be granted with regard

to certain categories of providers such as occopali health services. Proven
competency of such persons to dispense drugs wilbyo virtue of the successful
completion of a suitable training programme. Adehces will be reviewed and
renewed annually. These inspection functions bélldelegated to the provinces.”

(underlining added)

[113] In response to these allegations, the Director-@¢ne&ho deposes to the
affidavits on behalf of the respondents denied ¢kistence of a policy to refuse
licences where there are pharmacies in the neighbod. It is allege that the
purpose of the provisions of sub-regulation 18€)among other things, to provide
the Director-General with some idea as to whatipder areas are being serviced by
medical practitioners who dispense medicines. Tas said to be necessary to
“enhance the scope for efficient utilisation of cexces . . . [and] allow the
government to plan and implement its health prognanmore effectively”. The
Director-General has disavowed any intention ohgigieographical area or proximity
to a pharmacy as a basis for refusing a licencdingdthat “the geographical area

where the medical practitioner intends to dispenséicines from is no impediment



to obtaining a licence”. However, nothing is saildout the NDP or the apparent
contradiction between the denial of the existent@adicy to deny licences where
there is a pharmacy in the neighbourhood and thieypcontained in the NDP which
suggests that medical practitioners will not beiéss with licences where there are

pharmacies in the neighbourhood.

[114] The response by the on behalf of the respondentse$ea good deal to be
desired. In the first place, the provisions of -segulation 18(5) were intended to
provide guidance to the Director-General in degdivhether to grant a licence, by
providing him or her with factors to which regardish be had. These factors could
not have been intended to provide the Director-Ge@neith mere information as
suggested on behalf of the respondents. Weradlmave been the case, these factors
would have been elsewhere in the regulations thanprovision that contains factors
that are intended to influence a decision whethmanab to grant a licence. Both the
language of sub-regulation 18(5) and the contexwivch it occurs, simply do not
admit of such a construction. The purpose of ph®vision must be determined in

the light of its language and the context in whtabccurs.

[115] In addition, the applicants have squarely raisedNDP and, in particular, the
aspect that provides that medical practitionerd matt be issued with a licence to
dispense medicines where there are pharmacies ingighbourhood. The applicants
have relied upon this policy to challenge sub-ragoh 18(5). Although not said in

S0 many words, there can be no question that #=ept litigation has a lot to do with



the fear that medical practitioners will be denliednces where there are pharmacies
in the neighbourhood. What is more, there is arabentradiction between the policy

as stated in the NDP and the allegations made balfbef the respondents that there
is no policy to deny a licence to medical practitcs where there are pharmacies in

the neighbourhood.

[116] These matters called for a direct response fronmréBpondents. The Court is
now left to speculate on why the respondents nedleay the existence of the NDP
nor explain the obvious contradiction between tlemial of the existence of the
challenged policy and the policy as articulatedtive NDP. In my view, this

contradiction is inexplicable except on the bakiat tthe deponent to the opposing
affidavit on behalf of the respondents was eitharemtirely candid with the Court or

that the respondents have backed down on thelipiblicy as stated in the NDP. If
the latter is true, it is difficult to understandhythis explanation was not given by the
respondents. Be that as it may, the matter musippeoached on the footing that at
all material times, and, in particular, until theposing affidavits were filed, the

respondents had a policy of denying licences toicaégractitioners where there are

pharmacies in the neighbourhood.

[117] The NDP makes clear that “[m]edical practitionersl anurses will not be
permitted to dispense drugs, except where sepatetamaceutical services are not
available.” For medical practitioners and nursesdispense medicines “[ijn such

instances/situations”, they will have to be in mss$on of dispensing licences. And



more importantly, “[c]riteria for the granting otish licences will includenter alia,
the application of geographical limits.” The ndedhave regard to the existence of
other health facilities in the vicinity was interd&o give effect to this policy. The
geographic and demographic considerations provitteria for implementing the
policy of denying licences to medical practitioneaed nurses where there are
pharmacies in the vicinity of the premises from etha medical practitioner intends
to dispense medicines. It is in the light of thpelicy that the provisions of

sub-regulation 18(5) must be understood and cozstru

[118] Properly construed, the manifest purpose of subtagign 18(5) is to limit the
rights of medical practitioners to dispense medisinvhere there are pharmacies in
the neighbourhood. This purpose is consistent WithNDP which makes it clear
that: (a) medical practitioners will not be issuedth licences where there are
pharmacies in the neighbourhood; (b) to dispensdiames in such situations,
medical practitioners will have to be issued wiktehces; and (c) criteria for the
granting of such licences will include the geogiaphlimits. And such criteria are
apparent from the factors which sub-regulation Y@&{5 (c), (d) and (e) direct the
Director-General to have regard to in consideriogrices, namely, the existence of
pharmacies in the neighbourhood, the geographrea ® be served by the applying
medical practitioner, the estimated number of Imealire users in the geographical
area to be served by the applying medical prangtioand the demographic

considerations including the disease patterns aattthstatus of users to be served.



[119] The purpose of sub-regulation 18(5)(a), (c), (d} &) is manifestly to protect
pharmacies against competition from medical priactrs and nurses. This purpose
is not discernable from the Medicines Act. Nothinghe Medicines Act empowers
the Minister to develop such a policy through theg&ations. It follows therefore
that the provisions of sub-regulation 18(5)(a), (d) and (e) that develop the policy
of denying a licence where there are pharmaci¢semeighbourhood andtra vires

the empowering statute.

[120] There is a further reason why the provisions ofgulation 18(5)(a), (c), (d)
and (e) are bad. What the respondents are irséaang is that notwithstanding the
requirement that the Director-General must havenkgo these factors in deciding
whether to grant a licence, the Director-Generay mat refuse a licence on the basis
of these factors. These factors are not theresdestathe Director-General to decide
whether to issue or refuse a licence. They havengthing to do with whether a
licence should be issued or not. They are thera fdifferent purpose: to “allow the

government to plan and implement its health prognasimore effectively.”

[121] But there is nothing in sub-regulation 18(5) thatlst the public or
Director-General that a licence may not be refusedhe basis of these factors. On
the contrary, the impression created is that thheyr@levant considerations, hence the
pharmacies have been relying on these provisiomaise objections to licences, but
without success. As pointed out earlier, laws,luding regulations, must be

formulated in an accessible manner. They mustatdiwith reasonable certainty to



those who may be affected by the exercise of tiveepdo grant or refuse a licence,
what is relevant to the exercise of that powemowhat circumstances they may seek
relief. From what the respondents now say, theipians of sub-regulation 18(5)(a),

(c), (d) and (e) cannot be said to meet this stahda

[122] In addition, once it is accepted, as it must behalight of the denial by the
respondents, that the existence of pharmaciesanvitinity and the geographical
limits are impediments to obtaining a licence, tliea need to have regard to the
existence of other health care providers in thenitic geographical limits and
demographic considerations, before a licence camsteed falls away. They no
longer serve any purpose which explains why olgestibased on them were simply
ignored by the Director-General. Indeed counselthie respondents was unable to
suggest any other reason for the existence of agisation 18(5)(a). None suggests
itself. It is a relic of a discarded policy. Ihauld have been discarded likewise.
The same goes for sub-regulation 18(5)(c), (d)(@havhich were designed to provide

criteria for implementing the discarded policy.

[123] For all these reasons, sub-regulation 18(5)(a),(@)and (e) areltra viresthe

empowering statute and are accordingly uncongiitati This conclusion renders it
unnecessary to decide whether these provisionghd¢oextent that they protect
pharmacies against competition from medical pracigrs, constitute a limitation of
section 22 of the Constitution. The appropriatenedy is to strike down these

provisions. The provisions of sub-regulation 18{%)(c), (d) and (e) form a discrete



cluster that may easily be severed from the resh@fregulations without destroying

the licensing scheme. What is left behind paseestitutional muster.

[124] Different considerations apply to the provisionsob-paragraph (b) and (f) of
sub-regulation 18(5). They have broad applicatiorhey must be read together as
permitting the Director-General to have regardejoresentations by interested persons
as to whether a licence should or should not betgda These provisions perform an
important public interest function by allowing inésted persons to place before the
Director-General information that might assist lomher to decide whether or not to

grant a licence.

[125] Sub-paragraph (b) of regulation 18(5) allows thereBior-General the

opportunity to receive representations from inte@gpersons as to why a licence
should or should not be granted. And there is ingtlvague about the phrase
“interested persons”. All members of the publi@ grotential patients and are
therefore interested persons. An interested pesseasily ascertainable. It follows

that the attack on sub-regulation 18(5)(b) musdt fai

[126] Sub-paragraph (f) of sub-regulation 18(5) allows Director-General to take
into consideration “any other information that he she deems necessary”. The
applicants submitted that this provision is arbytrand gives no guidelines or norms
to guide the Director-General. This provision rmmubt gives the Director-General
broad discretion in deciding what information tonsmler. As pointed out earlier,

discretion plays an important role in any legakteys It permits abstract and general



rules to be applied to specific and particular winstances in a fair manner. Where,
as here, factors that are relevant to the exeroisgéhe discretion are clear,
discretionary powers may be broadly formulated. abidition, the discretionary
powers of the Director-General are constrained Hey dbjectives of the Medicines
Act, namely, to increase access to medicines tieadate for consumption. It follows

therefore that the challenge to sub-paragraphf @ub-regulation 18(5) must fail.

The challenge to sub-regulation 18(3)

[127] The applicants did not suggest that sub-regulali®(3) is vague. Instead the
applicants contended that the information requingcdub-regulation 18(3)(b), (f) and
(g) must be evaluated in the light of the provisiasf sub-regulation 18(5)(a)-(e)
which sets out the factors to which the Directon@al must have regard in deciding
whether to grant a licence. They contended trestdlprovisions were included in the
regulations to create a framework for refusing magibns for licences where there
are pharmacies in the vicinity of the area whereapplicant intends to dispense
medicines. This is in line with the respondentsigioally stated intention, the

applicants submitted.

[128] Whatever the original intention of the respondewtss, the provisions of
sub-regulation 18(5)(a), (c), (d) and (e) have bemd to be unconstitutional and
they cannot be relied upon to deny a licence. Deisg the case, the challenge to

sub-regulation 18(3) falls away.



The challenge to sub-regulations 18(6) and (7)

[129] The provisions of sub-regulations 18(6) and (7) nnesread together with the
provisions of sub-regulation 18(5)(b) and (f). @ntis accepted, as it must be, that
there is a need to permit interested people to naakdable to the Director-General
information which is relevant to whether a licersteould or should not be granted,
there must be a mechanism for informing the pubfithe pending applications for
licences to enable them to comment on them. Sglbtagon 18(6) provides that
mechanism by requiring an applicant for a licermgublish a notice of intention to
apply for a licence, while sub-regulation 18(7)rpis anyone to make representations
to the Director-General supporting or opposing dpplications. These provisions
have been formulated with sufficient clarity to bleathose affected by them to know

what is expected of them.

[130] These provisions serve an important public intemesthat they enable any
person who has information that might be relevanthe granting or refusal of the
licence, to make such information available to ieector-General for a proper
decision. The regulations are silent on whethehsuaformation should be made
available to the applicant. There can be no qoestinat, if the Director-General
intends to rely on information adverse to an applic fairness will require the
Director-General to afford the applicant the oppoity to comment on such

information.

[131] In all the circumstances, the challenge to subietigms 18(6) and (7) must



fail.

The challenge to regulation 20

[132] The applicants mounted a challenge to regulationb@8ed on freedom of
movement and residence. They also contended hieapériod of three years for
which a licence must be renewed is arbitrary. Tegulation provides that a licence
is valid for three years but may be renewed afteexpiry. It is authorised by section
22D of the Medicines Act which makes provision fiee renewal of licencé$® The

section does not stipulate the period of the viglidf the licence.

[133] Regulation 20 provides:

“PERIOD OF VALIDITY OF A LICENCE ISSUED IN TERMS OF
REGULATIONS 18 AND 19 AND RENEWAL OF LICENCES

20. (1) A licence issued in terms of regulationsh&ll be valid for a period of 3 years
whereas a licence issued in terms of regulatiorsi#l be valid for a period of 5
years from the date of issue.

(2) A licence referred to in subregulation (1) whitas expired may be renewed upon
application to the Director-General or the Coureslthe case may be.

(3) An application referred to in subregulation $2gall —

(a) contain at least the information or documeatateferred to in regulations 18(3)
and 19(1)(c), as the case may be;

(b) be accompanied by a prescribed fee; and

(c) be made at least 90 days before the expirfiegkisting licence.”

198 gection 22D of Related Substances Act 101 of 196%iges that:

“A licence issued under section 22C shall be védtidthe prescribed period but may be

renewed on application in the prescribed mannerbefdre the prescribed time or such later
time as the Director-General or the council, ascidge may be, may allow and on payment of
the prescribed fee.”



[134] There is nothing arbitrary about requiring medigedctitioners to renew their
licences to dispense medicines. The applicantmgblves support the requirement
that a dispensing medical practitioner obtain atager number of Continuous
Professional Development (CPD) points in respedigpensing. They say that this
would ensure that dispensing medical practitiorrersain up to date with current
practices as is required in other areas of megicadtitioners’ scope of practice. But
the same result can be achieved by requiring thewal of licences. Nor does this
requirement infringe the freedom of movement. Thallenge to regulation 20 must
likewise fail. Before dealing with the question adsts, it is necessary to deal with

the application to lead further evidence.

Application for leave to lead further evidence
[135] Shortly before the hearing of this matter the ajgits sought leave to lead
further evidence. There is a current tendencyetwlér further evidence on appeal

only days before an appeal hearing. To this teeydhis Court has remarked:

“It is appropriate to note that it has become aettgble practice in this Court that
affidavits are tendered on appeal often only dasfere an appeal hearing, if not on
the day of the appeal itself. This is an unacd®ptgpractice which must be
discouraged. The late filing of affidavits in airostances which do not meet the
stringent test for admission set out in this judgimeill not be permitted by this
Court. Attorneys should take care to consider tdst for the admission of late
affidavits and satisfy themselves before filing #fédavits that they do qualify for
admission in terms of the rules of this Court ahd principles elucidated in this



judgment.*®®

[136] Further evidence on appeal will only be admitted exceptional

circumstance$® Recently, this Court has said:

“The Court should exercise the powers conferredsegtion 22 ‘sparingly’ and

further evidence on appeal (which does not falhimitthe terms of rule 31) should
only be admitted in exceptional circumstances. hSeidence must be weighty,
material and to be believed. In addition, whettigre is a reasonable explanation
for its late filing is an important factor. Theigbence of a substantial dispute of fact

in relation to it will militate against its beinglaitted.™**

[137] The evidence sought to be introduced included pedising licence issued to

Dr Ahmed. The respondents did not object to thidence in so far as it introduced

the licence issued to Dr Ahmed. Nor did they disghe accuracy of the contents of
the licence. The evidence relating to the dispenicence issued to Dr Ahmed was
not only credible and material, it was not dispubgdhe respondents. Its admission,
therefore, would not result in any prejudice to thspondents. As would have been
apparent from this judgment, that evidence wasvagieto the issues that had to be

decided. In these very exceptional circumstandles, evidence relating to the
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dispensing licence issued to Dr Ahmed ought todeeived into evidence. The rest
of the evidence tendered does not meet the teshdoadmission of further evidence

and cannot therefore be admitted.

Costs

[138] The award of costs is a matter which is within thscretion of the court
considering the issue of costs. It is a discretivet must be exercised judicially
having regard to all the relevant consideration®ne such consideration is the
general rule in constitutional litigation that ansuccessful litigant ought not to be
ordered to pay costs. The rationale for this mildat an award of costs might have a
chilling effect on the litigants who might wish windicate their constitutional rights.
But this is not an inflexible rule. There may becemstances that justify departure
from this rule such as where the litigation is éivus or vexatious. There may be
conduct on the part of the litigant that deservessare by the court which may
influence the court to order an unsuccessful littga pay costs. The ultimate goal is
to do that which is just having regard to the faatsl circumstances of the case. In
Motsepe v Commissioner for Inland Reventethis Court articulated the rule as

follows:

“[O]ne should be cautious in awarding costs agditigants who seek to enforce
their constitutional right against the State, gaitirly where the constitutionality of
the statutory provision is attacked, lest such rdesve an unduly inhibiting or
‘chilling’ effect on other potential litigants irhis category. This cautious approach

112 1997 (2) SA 898 (CC); 1997 (6) BCLR 692 (CC).



cannot, however, be allowed to develop into arekifile rule so that litigants are
induced into believing that they are free to chagkethe constitutionality of statutory
provisions in this Court, no matter how spurious ¢liounds for doing so may be or
how remote the possibility that this Court will gtadhem access. This can neither be

in the interests of the administration of justica fair to those who are forced to

oppose such attack&™

[139] In awarding costs against the applicants, the Hyturt noted that the
applicants were not indigent persons. In additibmoted that they were “in a
position to finance the litigation which they puesiuwith vigour™. While accepting
that as a general matter an unsuccessful litigaebnstitutional litigation should not
be ordered to pay costs, the court concluded théte circumstances of this case it
would not be unfair to order the applicants to pagts. The court was no doubt
influenced by both the vigour with which they pueduthe litigation and their
perceived ability to pay. The court erred in thegard. The court did not pay
sufficient account to the general rule in conguial litigation referred to above.
The fact that the litigant has pursued litigationthwvigour is not a material
consideration. Nor is the ability to finance thigation a relevant consideration.
This litigation cannot be described as vexatioufigolous. On this basis alone the
order for costs made by the High Court ought tedteaside. But there is the further
reason why it should be set aside, namely thataphgicants have been partially

successful.

[140] It is true that the applicants have partially secdssl. But there are other

113 1d at para 30.



considerations that are relevant to this enquifthe applicants’ main argument, and
to which they devoted a great deal of time, wastam coupling. As pointed out
earlier in this judgment, counsel for the applicanade it quite clear that the
applicants were in court because of coupling. K& issue we have found against
them. In addition, they also attacked the provisiof sub-section 22C(1)(a) of the
Medicines Act. They also failed in this regard.oridhould one lose sight of the fact
that initially the attack was directed against libensing provisions of the Medicines
Act, but this attack was later abandoned. Thesé&ensacannot be ignored in
determining what the appropriate order for costs itn my view, in all the
circumstances of this case, fairnelistates that there should be no order for costs

both in this Court and in the High Court.

Disposition of the matter

[141] It is apparent from this judgment that the appiaatfor leave to appeal not
only raised important constitutional questions tietp to the scope of permissible
regulation under section 22 of the Constitution dahd principles governing the
doctrine of legality, but it had some prospectswécess. In all the circumstances,
the application for leave to appeal should be g@@ntThe appeal succeeds to the

extent that sub-regulation 18(5)(a), (c), (d) amdare declared unconstitutional.

Order
[142] In the event, the following order is made:

(a) Leave to appeal is granted.



(b) The appeal is upheld in part.
(c) There is no order for costs.
(d)  The order of the High Court is set aside and itaega with the following:

(aa) The constitutional challenge to sub-section 22@)13f the Medicines and
Related Substances Act, 101 of 1965 as amended;saheegulations
18(3)(b), (), (g), (h) and (i); 18(5)(b) and (88(6); 18(7) and regulation 20
of the Regulations published in Government Gaze2#/27 under
Government Notice R510 of 10 April 2003, is disreiss

(bb) Sub-paragraphs (a), (c), (d) and (e) of sub-reguiatl8(5)of the said
Regulations are declared inconsistent with the @omisn and therefore
invalid.

(cc) There will be no order for costs.

Langa DCJ, Madala, Mokgoro , Moseneke, O’Reganh§a&kweyiya, Van der

Westhuizen, Yacoob JJ concurred in the judgmentgaiobo J.

For the applicants: HJ Fabricius SC and SP Motm#ructed by MacRobert
Inc.

For the respondents: MTK Moerane SC, P Coppin andaBy instructed by State

Attorney (Pretoria).



