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IN THE SUPREME COURT OF APPEAL OF SOUTH AFRICA

CASE NUMBER: 542/04

In the matter between:

PHARMACEUTICAL SOCIETY OF SOUTH AFRICA 

        First Applicant

& SIX OTHERS




     Second to Seventh Applicants
 
and

THE MINISTER OF HEALTH 




    First Respondent
    
THE CHAIRPERSON OF THE PRICING COMMITTEE         Second Respondent


and

TREATMENT ACTION CAMPAIGN



        Amicus Curiae
And








CASE NUMBER: 543/04

In the matter between:

NEW CLICKS SOUTH AFRICA (PTY) LIMITED 


      Applicant

and

DR MANTO TSHABALALA MSIMANG N.O. 


    First Respondent

PROFESSOR D McINTYRE N.O. 


          Second Respondent

and

TREATMENT ACTION CAMPAIGN



        Amicus Curiae
HEADS OF ARGUMENT

SUBMITTED ON BEHALF OF THE AMICUS CURIAE
Introduction
1. By order of this Court, dated 19 November 2004, the Treatment Action Campaign (“the TAC”) was admitted as amicus curiae in these proceedings and directed to file its submissions on or before 26 November 2004.

2. The TAC’s submissions consist of two parts:
2.1. These heads of argument; and
2.2. An affidavit deposed to by the national chairperson of the TAC, Mr Abdurrazack “Zackie” Achmat, (“the November affidavit”).

3. The First Respondent has promulgated the Regulations Relating to a Transparent Pricing System for Medicines and Scheduled Substances (“the pricing regulations”), published in Government Notice R553 of Government Gazette No. 26304 dated 30 April 2004.
4. The pricing regulations were promulgated pursuant to section 22G of the Medicines and Related Substances Act, 101 of 1965 as amended (“the Medicines Act”).
5. The TAC continues to welcome the respondents’ efforts to increase access to medicines, an integral part of the right of access to health care services, entrenched in section 27 of the Constitution of the Republic of South Africa, 1996 (“the Constitution”).
6. The TAC supports the full and proper implementation of the Medicines Act.  In general, the TAC supports the implementation of a pricing system that has the potential significantly to increase access to affordable medicines for all people in South Africa.
7. In particular, the TAC recognises that a transparent pricing system is a necessary tool, in a range of regulatory tools available to the state, for ensuring that medicines are sold at affordable prices.  In the TAC’s view, and as recognised in part 4 of the National Drug Policy of 1996, a transparent pricing system is essential for the state to “promote the availability of safe and effective drugs at the lowest possible cost”.

November affidavit, para 22
8. As amicus curiae, however, the TAC seeks only to advance legal argument in respect of regulations 10 and 12 of the pricing regulations, that purport to give effect to section 22G(2)(b) of the Medicines Act, concerning “an appropriate dispensing fee”.
9. The TAC submits that regulation 10 unreasonably and unjustifiably limits the right of access to health care services contained in section 27(1) of the Constitution.  Furthermore, the TAC submits that regulations 10 and 12 fail to give effect to the state’s obligation in terms of section 27(2).
10. Save for regulations 10 and 12, the TAC supports the substance of the remaining regulations and is concerned that, if they are set aside, the result will be severely prejudicial to the public in that access to affordable medicines will be further limited.  The TAC submits that any order setting aside some or all of the pricing regulations will have to be suspended in terms of section 172(1)(b)(ii) of the Constitution.
Applicability of section 27 of the Constitution
11. Section 7(2) of the Constitution provides that the “state must respect, protect, promote and fulfil the rights in the Bill of Rights”.

12. Section 8(1) of the Constitution provides that the “Bill of Rights applies to all law, and binds the legislature, the executive, the judiciary and all organs of state”.
13. An organ of state is defined in section 239 of the Constitution to include a “functionary or institution … exercising a public power or performing a public function in terms of any legislation”.  It is submitted that the pricing committee, established in terms of section 22G of the Medicines Act, is an organ of state and is therefore bound by section 8(1) of the Constitution. 
14. Accordingly, the respondents are obliged to comply with section 27 of the Constitution, which provides in relevant part as follows:

“(1)
Everyone has the right to have access to –
(a)
health care services, including reproductive health care;

(b) …

(c) …

(2)
The state must take reasonable legislative and other measures, within its available resources, to achieve the progressive realisation of each of these rights.

(3)
No one may be refused emergency medical treatment.”
15. Section 27 therefore requires that the state must not hinder access to health care and that it must take reasonable legislative and other measures to advance access to health care. 
Residents of Bon Vista Mansions v Southern Metropolitan Local Council 2002 (6) BCLR 625 (W) at para 11
Government of the Republic of South Africa and Others v Grootboom and Others 2001 (1) SA 46 (CC) at para 34
16. It is submitted that the right of access to health care includes access to affordable medicines. We agree with the written submission of the respondents in the Court a quo (New Clicks application), where they state:

“The right of access to health care guaranteed in section 27(1) of the Constitution includes the right of everyone to have access to medicines. The prohibitive pricing of medicines is tantamount to a denial of the right of access to medicines, and therefore to healthcare.” 

Respondents’ heads, p 3, para 5

See also:  Minister of Health and Others v Treatment Action Campaign and Others (No 2) 2002 (5) SA 721 (CC) 
The constitutionality of regulation 10 in terms of section 27(1)
17. Both the pricing regulations and the Medicines Act must be construed in a manner that is consonant with the Constitution, in particular, section 27. 

18. The purpose of the Medicines Act is to protect the welfare of the public by, amongst other measures, generally controlling the quality and supply of medicines.    
Pharmaceutical Manufacturers Association of SA and Another: In re Ex Parte President of the Republic of South Africa and Others 2000 (2) SA 674 (CC) at para 61 
19. It is submitted that the Medicines Act also aims to protect the welfare of the public by promoting access to affordable medicines.

20. The pricing regulations were enacted pursuant to section 22G of the Medicines Act and purport to give effect to the objectives of the Act, including the promotion of access to affordable medicines.
21. It is submitted that the purpose of section 22G of the Act is to set up a system incorporating regulatory mechanisms that are designed to exert downward pressure on the price of medicines.  The regulatory mechanisms include a transparent pricing system and an appropriate dispensing fee.
22. The TAC supports these legislative objectives. They are in accordance with the state’s obligations in terms of section 27 of the Constitution.

23. There are, however, problems with regulations 10 and 12.  Although they purport to set appropriate dispensing fees, the manner in which the fees were determined and, in the case of regulation 10, the amount at which the fee was set, make it clear that the fees are not “appropriate” within the meaning of section 22G(2) of the Act.

24. It appears from the evidence that was placed before the Court a quo by the applicants that the effect of regulation 10 will be to threaten the sustainability of pharmacies.  Pharmacies may be forced to close down. As a result, access to pharmaceutical services for communities across South Africa may be hindered. 
PSSA record, Davis, vol 1, p 78, paras 127 – 132

PSSA record, Lexecon report, vol 2, pp 144, 149, 155, 157 and 159    
New Clicks record, founding affidavit, vol 1, p 29, paras 67 – 70
25. Accordingly, the evidence placed before the Court a quo by the applicants proves a prima facie infringement of section 27(1) of the Constitution. 

26. The respondents did not place any evidence before the Court a quo to prove that regulation 10 would not have the effect of forcing pharmacies to close.  For example, no feasibility study or other report was placed before the Court to contradict the findings of the Lexecon report. 

Compare:  National Coalition for Gay and Lesbian Equality and Others v Minister of Home Affairs and Others 2000(2) SA 1 (CC) at para 7
27. It is therefore submitted that the evidence establishes that regulation 10 infringes section 27(1) of the Constitution. 

Compare:  Plascon-Evans Paints Ltd v Van Riebeeck Paints (Pty) Ltd 1984 (3) SA 623 (A) at 634H - 635B 
28. The effect of this is that instead of fulfilling its ostensible purpose of giving effect to the objectives of the Medicines Act and section 27 of the Constitution, regulation 10 in fact limits the right of access to health care services.
29. In addition, the respondents did not place any evidence before the Court a quo on which the Court could be satisfied that the infringement of section 27(1) is justified in terms of section 36 of the Constitution. Clearly this is because the respondents deny that regulation 10 will result in the closure of pharmacies.  That however did not relieve the respondents of placing such evidence before the Court.  
S v Makwanyane and Another 1995 (3) SA 391 (CC) at para 102 

Compare:  Khosa and Others v Minister of Social Development and Others; Mahlaule and Another v Minister of Social Development and Others 2004 (6) BCLR 569 (CC) at para 19
30. In any event, it is submitted that even if a limitations analysis is undertaken in terms of section 36, the infringement of section 27(1) by regulation 10 would be unreasonable and unjustifiable, for the following reasons:
30.1. The public health care system is already under-resourced and under severe pressure.
30.2. The public health care system will not be able properly to service those consumers who would have sought health care from private sector pharmacies.

30.3. It is government policy to reduce the burden on the public health care system by the appropriate regulation of private health care.
30.4. Many users of the public health system often have no choice but to purchase medicines from community pharmacies in the private sector.

November affidavit, paras 32 – 37 
The constitutionality of regulations 10 and 12 in terms of section 27(2)
31. In terms of section 27(2) of the Constitution, the state has an obligation to take legislative and other measures progressively to realise the right enshrined in section 27(1)(a).  These measures must be reasonable.
32. In this matter, the state purported to act in accordance with this obligation. We submit that the pricing committee’s deliberations constituted some of the “other measures” and the pricing regulations constitute the “legislative measures”. 
33. The Constitutional Court has held that the test of reasonableness under section 27(2) is a higher standard of review than rationality review. 
Bel Porto School Governing Body v Premier, Western Cape 2002 (3) SA 265 (CC) at para 46
Khosa and Others v Minister of Social Development and Others; Mahlaule and Another v Minister of Social Development and Others 2004 (6) BCLR 569 (CC) at para 67
34. The Constitutional Court has also emphasised that reasonableness under section 27(2) is determined in relation to the context of each case. 
Government of the Republic of South Africa and Others v Grootboom and Others 2001 (1) SA 46 (CC) at para 33 

Khosa and Others v Minister of Social Development and Others; Mahlaule and Another v Minister of Social Development and Others 2004 (6) BCLR 569 (CC) at para 49  
35. It is submitted that regulation 10 does not achieve its ostensible objective; it does not facilitate a realisation of the right.  Instead, it shuts pharmacies down.  There is no rational connection between the regulation and the purpose of section 22G(2)(b) of the Medicines Act because the legislative measure effectively erodes the right of access to health care services, the very right which it purports to realise.  Furthermore, the closure of pharmacies will have a disproportionate impact on people living in under-serviced areas.  
Government of the Republic of South Africa and Others v Grootboom and Others 2001 (1) SA 46 (CC) at para 41
PSSA record, Lexecon report, vol 2, pp 144, 149, 155, 157 and 159

New Clicks record, founding affidavit, vol 1, p 29, paras 67 – 70

36. It is further submitted that regulation 10 is unreasonable because it will result in the establishment of fewer pharmacies.  Because of historical imbalances, it is likely that the number of new pharmacies in under-serviced areas will be less than the number of new pharmacies in well-resourced areas.  The very people in under-serviced areas most in need of access to health care services will ironically be denied such access.
Compare: Soobramoney v Minister of Health, KwaZulu-Natal 1998 (1) SA 765 (CC) at para 8
37. In Government of the Republic of South Africa and Others v Grootboom and Others 2001 (1) SA 46 (CC) at para 44, the Constitutional Court stated:
“To be reasonable, measures cannot leave out of account the degree and extent of the denial of the right they endeavour to realise. Those whose needs are the most urgent and whose ability to enjoy all rights therefore is most in peril, must not be ignored by the measures aimed at achieving realisation of the right.” 

38. It is clear from the record that substantial evidence was placed before the pricing committee indicating the detrimental effect that regulation 10 would have on pharmacies. 

PSSA heads, para 86.2

PSSA Record, Minority judgment, vol 18, pp 2549 – 2550, paras 163 – 4
39. This evidence was not accepted by the pricing committee.  Despite this, the pricing committee did not have any other evidence before it upon which it could reasonably conclude that a dispensing fee of 26%/R26 is “appropriate”, as required by section 22G(2)(b) of the Act.

40. According to the pricing committee, the provisions of regulation 12 are linked to the provisions of regulation 10.  It is accordingly submitted that the constitutional validity of regulation 12 is bound up with that of regulation 10.

PSSA record, Report, vol 14, pp 156 – 157, section 4

41. It is submitted that, before the pricing committee could determine an “appropriate” dispensing fee, it was reasonably required to ensure that it had sufficient evidence before it upon which it could scientifically base its conclusion.  In reaching its conclusion, the pricing committee was required to strike an appropriate balance between the reduction in the price of medicines and the sustainability and viability of the provision of pharmaceutical services.  It did not. 
Appropriate relief
42. It is submitted that regulations 10 and 12 are constitutionally invalid.  Regulation 11 is also invalid because it depends on the validity of regulation 10. 
43. It is further submitted that regulations 10, 11 and 12 are severable from the remaining pricing regulations.  None of the other regulations is dependant upon regulations 10, 11 and/or 12 for its validity or operation.

44. Section 172(1) of the Constitution provides that, when a court decides a constitutional matter within its power, it: 

“(a) must declare that any law or conduct that is inconsistent with the Constitution is invalid to the extent of its inconsistency; and

(b) may make any order that is just and equitable, including- 

(i)
…; and 

(ii)
an order suspending the declaration of invalidity for any period and on any conditions, to allow the competent authority to correct the defect.”
See also:
Modder East Squatters and Another v Modderklip Boerdery (Pty) Ltd; President of the RSA and Others v Modderklip Boerdery (Pty) Ltd 2004 (8) BCLR 821 (SCA) at para 42
Fose v Minister of Safety and Security 1997 (3) SA 786 (CC) at paras 19 and 69
45. In deciding what would be just and equitable in this case, it is submitted that this Court must have regard to the position that would result if regulations 10, 11 and 12 were to be set aside with immediate effect.  In our submission, such an order would leave the position of dispensing fees completely unregulated.  It is likely that the price of medicines would increase substantially, thereby further limiting the public’s right of access to health care services. 
46. We submit that it would be just and equitable if the declaration of invalidity were to be suspended for a limited period so as to afford the respondents sufficient time to determine an appropriate dispensing fee.  The respondents must act diligently and without delay.  (See section 237 of the Constitution.)  In deciding how much time the respondents should be given, regard must be had to the ongoing threat to the sustainability of pharmacies.  A proper balance must be struck between these competing interests.
47. In the event of this Court also declaring the remaining pricing regulations invalid, as contended for by the applicants, it is submitted that it would be just and equitable for the declaration of invalidity to be suspended.  The consequences of not suspending the declaration of invalidity are set out in paragraphs 21 to 24 of the June affidavit, being annexure “ZA3” to the November affidavit.

48. The period of suspension should, however, not be as limited as in the case of regulations 10, 11 and 12.  It is not likely that the applicants or anyone else will be materially prejudiced by a longer period of suspension to enable the respondents to remedy the defects in the regulations.  Again, however, the respondents must act diligently and without delay.
D. I. BERGER SC

F. ISMAIL

Counsel for the amicus curiae
Chambers

Johannesburg

25 November 2004
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