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Summary of the submissions

1. The Treatment Action Campaign (“the TAC”) has applied to be admitted as amicus curiae in this matter.  If admitted, the TAC will seek to persuade this Court on the nature of the remedy that will be appropriate if the appeal is dismissed, either in part or in whole.

2. Since the judgment of the Supreme Court of Appeal (“the SCA”) on 20 December 2004, the pricing regulations
 have been of no force and effect.  By the time this matter is heard on 15 March 2005, many aspects of the supply and sale of medicines will have been unregulated for almost three months.

3. At present, there is no single exit price (“SEP”) that manufacturers are obliged to charge.  Pharmacists may charge whatever dispensing fee they deem appropriate.  There is no limit on the fee charged by wholesalers and distributors.  

4. As a result, consumers have lost whatever protection they enjoyed under the pricing regulations.  As the prices of medicines rise, consumers are less able to access medicines.  Their right of access to health care services, within the meaning of section 27(1) of the Constitution, is more apparent than real.

5. If this Court were to confirm the invalidity of the pricing regulations and go no further than to dismiss the appeal, consumers will be forced to tolerate an unconstitutional state of affairs (the infringement of their right of access to health care services) until the pricing regulations have been redrafted.

6. We submit that certain of the regulations can be redrafted without further amendment to the Act.
  However, it is for the applicants to decide whether the Act will be further amended.  If they decide to effect further amendments before the regulations are redrafted, consumers will be at the mercy of a largely unregulated industry for years to come, insofar as the prices of medicines are concerned.

7. We therefore submit that this Court ought to, and indeed can, go further than declaring the pricing regulations invalid and dismissing the appeal.

8. A consequence of an infringement of a fundamental right is that this Court may grant appropriate relief in terms of section 38 of the Constitution. Such relief may combine certain recognized remedies, namely the suspension of a declaration of invalidity in terms of section 172(1)(b), a mandamus and a supervisory order. 

9. Having regard to the legislative history of section 22G of the Act and the pricing regulations, we submit that it would be appropriate, just and equitable for this Court to suspend temporarily any declaration of invalidity, to provide an opportunity for the parties to reach an interim arrangement regarding an appropriate dispensing fee and to issue an order that will supervise the process of amendment and redrafting.

10. The order proposed by the TAC does not seek to limit the applicants’ discretion to make policy choices.  Instead, it seeks to ensure that whatever policy choices are made are effected as diligently as possible and with proper regard to the interests of all stakeholders, particularly consumers.

Relevance and usefulness of the submissions and how they differ from those of the other parties

11. We submit that the submissions of the TAC are relevant to these proceedings because they demonstrate that the order of the SCA was not appropriate within the meaning of section 38 of the Constitution.
12. We further submit that the submissions are useful because they provide assistance to the Court in understanding what consumers regard as being appropriate relief in the circumstances.  They place the public interest first and propose a creative remedy that has the potential to bring all relevant stakeholders on board and to avoid unnecessary future litigation.
13. Both the applicants and the respondents have adopted an all-or-nothing approach to the issue of appropriate relief.  This was also the approach of the Cape High Court (both the majority and the minority) and the SCA.

14. The applicants seek to preserve the regulations in their entirety.  Their alternative argument fails to articulate why a six month period of suspension would be appropriate.  

15. The respondents, on the other hand, want the regulations as a whole to be set aside, even though some of the regulations do not have a negative impact on their operations.  Most relevant in this regard is the respondents’ approach to the regulations concerning the SEP.  Yet, the determination of the SEP is not an issue for pharmacists.  It is an issue for manufacturers.  However, manufacturers have managed to adapt to the regulations and continue to operate in accordance therewith.

16. In addition, the respondents are not concerned about the consequences of an unregulated industry on the right of consumers to affordable medicines.  In their heads of argument filed in this Court, the PSSA respondents state:

“A refusal to order a suspension of the declaration of invalidity will preserve the status quo, thereby perpetuating commercial practices that have existed for many decades.  Any prejudice that is likely to be caused by such a perpetuation of existing practices is minimal.  In contrast, it will cause inestimable prejudice to pharmacies and consumers if this court were to suspend its order of invalidity.”

17. None of the parties is proposing an order similar to the one proposed by the TAC.  We submit that there is a need for an order that protects the constitutional right of consumers to affordable and available medicines until the applicants have remedied the defects in the regulations and/or the Act.  Such an order needs to be more nuanced and more creative than the relief sought by any of the parties.

Documents lodged by the TAC to canvass factual material

18. In addition to the facts disclosed in the record, the TAC seeks to rely on the affidavits
 filed in support of its application to this Court to be admitted as amicus curiae.  

19. We submit that the contents of the affidavits are incontrovertible and/or capable of easy verification.

19.1. On 19 November 2004 the TAC was admitted as amicus curiae in the SCA and was directed to file its submissions on or before 26 November 2004.  Accordingly, on 26 November 2004, the TAC delivered its heads of argument and the SCA affidavit.

19.2. The SCA affidavit deals with three issues: the TAC’s position on the pricing regulations,
 the basis of the TAC’s support of government’s attempts to regulate the price of medicines in the private sector
 and the relevant background of the TAC’s involvement in the legislative history of the pricing regulations.
   

19.3. In their letter refusing to consent to the admission of the TAC as amicus curiae in this Court, the applicants contend that they “did not have an opportunity to respond to the [SCA] affidavit” and imply that the SCA affidavit contains “contested evidential material”.

19.4. None of the parties objected to the SCA affidavit being admitted in that Court.  Nor did any party respond to the SCA affidavit.  In fact, in their letters consenting to the admission of the TAC as amicus curiae in this Court, the respondents stated that they had “already requested the State Attorney to ensure that the affidavits filed by your client before the Supreme Court of Appeal form part of the record before the Constitutional Court of South Africa”. 

19.5. On 29 November 2004 the applicants filed their answering affidavit and heads of argument in the SCA.  Both documents were served on the TAC. The applicants confined themselves to the issues of jurisdiction and urgency.  They did not contest any of the allegations in the SCA affidavit or make any reference thereto.  We therefore submit that the applicants cannot now contest the contents of the SCA affidavit.

19.6. In any event, we submit that the facts stated in the SCA affidavit are incontrovertible and/or capable of easy verification.

19.7. The affidavit of Mr Gray sets out the legislative process by which section 22G of the Act and the pricing regulations were conceived, debated and enacted.  We submit that it contains facts that are largely common cause or otherwise incontrovertible and/or capable of easy verification. 

19.8. Mr Berger’s affidavit contains correspondence between the AIDS Law Project (the TAC’s legal representatives) and officials within the Department of Health (“the department”).  It also contains references to submissions concerning amendments to the Act and regulations proposed in terms thereof.  We submit that the affidavit contains facts that are incontrovertible and/or capable of easy verification.    

20. We submit that these affidavits are relevant to the relief proposed by the TAC because they demonstrate a failure on the part of the state to deal appropriately with stakeholders who have an interest in the regulation of the pharmaceutical industry.  They also highlight that the legislative history of the Act and the pricing regulations has been characterized by:

20.1. periods of excessive delay and rushed activity;

20.2. a stop-start pattern in the process of legislative reform;
 and  

20.3. a lack of openness and transparency.

21. These facts, we submit, bear directly on the nature of the order that is appropriate in this case.  

The legislative history of the Act and the pricing regulations

22. The National Drug Policy Committee (“the NDPC”) was convened in August 1994.  One of its mandates was to develop a plan within three months to reduce the price of drugs.  The NDPC found that no plan could be devised without a coherent national drug policy.  It took a further fifteen months before the National Drug Policy (“the NDP”) was adopted in February 1996.

23. Five months later draft regulations, purporting to give effect to the NDP, were published, only to be withdrawn later that year.

24. In September 1996 the South African Drug Action Programme (“SADAP”) was established to facilitate the implementation of the NDP over a four-year period.  The Act was identified as the key statute for legislative reform.

25. Fourteen months later, on 26 November 1997, the Act was amended by Act 90 of 1997.  Section 22G was one of the amendments to the Act.
  The amendment was preceded by the following:

25.1. In May 1997 the Medicines and Related Substances Bill [B30–97] was tabled in Parliament.  Normal practice is that a draft bill is published by the relevant government department for public comment before a bill is tabled.  This was not done in this case.   

25.2. In June 1997 public hearings were held on the tabled bill.  The bill was subsequently withdrawn.

25.3. On 19 August 1997 a new amendment bill [B72–97] was tabled.  It was this bill that became Act 90 of 1997.

26. On 18 February 1998 the Pharmaceutical Manufacturers’ Association of South Africa (“the PMA”) and others sought an interim interdict in the Pretoria High Court preventing the President from bringing Act 90 of 1997 into force.  It took three years and two months before the application was withdrawn on 18 April 2001.
  In the interim:

26.1. It took eight months for the state to file its answering affidavit.  It appears that the state then allowed the applicants to wait a further 21 months before filing their replying affidavit on 31 July 2000.

26.2. The matter was set down for argument on 5 March 2001, seven months after the pleadings had closed.

26.3. The hearing of the matter was postponed for six weeks until 17 April 2001, following the admission of the TAC as amicus curiae.  We submit that this development precipitated the withdrawal of the application on 18 April 2001.  The way was now clear for Act 90 of 1997 to be implemented. 

27. Six weeks later, on 1 June 2001, draft general regulations were published for public comment.  Although interested parties were given three months within which to comment, it took a further 20 months before the regulations were finalized and brought into effect on 2 May 2003.
  At the same time Act 90 of 1997 and Act 59 of 2002 took effect.
  During the 20 months:

27.1. On 6 March 2002, six months after the period for public comment had closed, the TAC’s legal representatives asked the department when Act 90 of 1997 would be brought into force.  

27.2. On 13 March 2002 the Registrar of Medicines (“the Registrar”) replied, stating that Act 90 of 1997 would be brought into operation once the general regulations had been finalized.

27.3. Approximately two months later the department informed this Court that it was in the process of finalizing the general regulations “necessary for the implementation of” Act 90 of 1997.

27.4. Shortly thereafter, on 15 May 2002, Cabinet took a decision to approve the Medicines and Related Substances Bill, 2002 which was aimed at effecting further amendments to the Act, as amended by Act 90 of 1997.

27.5. On 22 May 2002 the department published the Cabinet-approved bill for public comment by not later than 22 June 2002.

27.6. On 29 July 2002 the Medicines and Related Substances Amendment Bill [B40–2002] was tabled in Parliament.

27.7. Five months later, after public hearings were held, the President assented to Act 59 of 2002 on 30 December 2002.  This Act effected further amendments to section 22G of the Act.

27.8. Three months later, on 28 March 2003, the President declared that Act 90 of 1997 (in large part) and Act 59 of 2002 would come into effect on 2 May 2003.

28. As at 2 May 2003 no members of the pricing committee had been appointed, despite nominations for membership having been called for three months earlier.
  Yet, the Minister had known for at least five weeks that the pricing committee would have to complete its work before 2 May 2004 so that she could make regulations on its recommendation.  This is because section 18A of the Act, which prohibits the supply of medicines “according to a bonus system, a rebate system or any other incentive scheme”, was due to come into effect on 2 May 2004.
 

29. On 18 August 2003, six months after the closing date for nominations, the Minister announced the appointment of all but two of the members of the pricing committee.  The pricing committee thus had approximately eight months to complete its work.  The remaining two members were appointed on or about 5 December 2003.

30. The committee had to make recommendations to the Minister so that she could publish draft regulations for public comment.  In addition, it had to make provision for a three-month period for such comment.
  It was therefore required to submit its first report to the Minister at the latest during December 2003.  Its first report is dated 18 December 2003, barely two weeks after it was operating at full strength.
  This report was not made public until it was discovered during the proceedings in the Cape High Court.
 

31. On 16 January 2004 draft pricing regulations were published for public comment until 16 April 2004.
  It was during this period that the TAC and the AIDS Law Project, the respondents and others made submissions to the pricing committee.

32. On 19 April 2004, three days after the closing date for public comment, the pricing committee submitted its second report to the Minister.  Two days later, on 21 April 2004, the committee submitted its final report.

33. On 30 April 2004 the Minister published the pricing regulations which came into effect on 2 May 2004.
 

The department’s failure to deal appropriately with stakeholders

34. The pharmaceutical industry is complex to regulate.  In doing so, regard must be had to several factors, including: the interests of various stakeholders, the possible impact of regulations on various levels of the supply chain, the international obligations of the state in regard to trade in medicines and the state’s international human rights obligations.

35. The most important consideration, however, in regulating the pharmaceutical industry is the obligation of the state, in terms of section 27 of the Constitution, to ensure that the right of access to health care services is respected and that reasonable measures are taken, within its available resources, to achieve the progressive realization of the right.

36. There are powerful stakeholders in the pharmaceutical industry, with vested and competing interests, that ordinarily resist the changes that the state must bring if it is to comply with its obligations in terms of section 27 of the Constitution.

37. Proper and extensive consultation on the content of the regulations is necessary to ensure that the concerns and proposals of these stakeholders are given adequate consideration.

38. An open and transparent drafting process that incorporates such a consultative approach would promote certainty and significantly decrease the possibility of the regulations being vulnerable to attack.

39. However, all legislative developments since the adoption of the NDP have followed a pattern of long periods of delay with intermittent periods of rushed activity, inadequate consultation and a lack of openness.

40. If the Minister were to present a proposal for sanction by this Court in terms of which the defects in the Act and/or the regulations could be cured, we submit that such a process would break the pattern of long delay and rushed activity.  It would also ensure certainty and transparency and pre-empt future litigation on the validity of the redrafted regulations, at least insofar as procedure is concerned.

Is an amendment to the Act necessary in order to redraft all the regulations?

41. The SCA concluded that “the regulations are fatally defective.  It will be extremely difficult, if not impossible, to draft sensible regulations unless the Act is amended.”

42. We submit that, although certain regulations cannot be accommodated without amendment to the Act, this does not hold true in respect of the fee to be charged by wholesalers and distributors.  

43. In its interpretation of section 22G(2)(c) of the Act, the SCA held that the only exception to the rule that an “importer, wholesaler or distributor may not sell medicines at a price higher than the manufacturer’s single exit price”
 is in relation to schedule 0 medicines.
  In respect of such medicines only, “wholesalers, distributors and other vendors may charge a prescribed ‘appropriate’ fee in addition to the manufacturer’s single exit price.”

44. We submit that the SCA erred in its interpretation of section 22G(2)(c) of the Act.  In this regard, we support the conclusion of the state that an amendment to the Act is not required in respect of regulations dealing with a fee to be charged by wholesalers and distributors.

45. However, we submit that there are additional reasons for concluding that the interpretation by the SCA of section 22G(2)(c) of the Act is incorrect.

46. The legislative history
 of the subsection clearly shows that the reference to schedule 0 medicines was not meant as a qualification of the appropriate fee to be charged by wholesalers and distributors.  Rather, it was meant to extend the reach of the pricing regulations to cover the sale of schedule 0 medicines by persons other than wholesalers, distributors and dispensers, who are not entitled to sell medicines except for those listed in schedule 0.

47. In terms of section 8(b) of B40–2002, a new paragraph was to be inserted into section 22G(2) of the Act.  As it then stood, section 22G(2) of the Act read as follows: 

“The Minister may, on the recommendation of the pricing committee, make regulations-

(a)
on the introduction of a transparent pricing system for all medicines and Scheduled substances sold in the Republic;

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

48. The new paragraph, introduced by the amendment bill, contained no reference to schedule 0 medicines and was to read as follows:

“(c) on an appropriate fee to be charged by wholesalers or distributors.”  

49. In addition, section 8(c) of the amendment bill inserted the words “or a wholesaler” into section 22G(3)(b) of the Act.

50. We submit that the intention at the time was clearly to restrict wholesalers and distributors to the SEP plus “an appropriate fee”.

51. Given that the rationale of the amendments to the Act (including the amendments enacted by Act 90 of 1997) was to target all role-players in the medicines supply chain, it made sense to deal with wholesaler and distributor fees as well.  But there were still gaps, which were identified by the Portfolio Committee on Health in the National Assembly:

51.1. First, those who only sell schedule 0 medicines (because they are not licensed to sell anything else) would not be subject to any regulated fee.  Thus a wholesaler selling schedule 0 medicines to a supermarket would only be able to add on the “appropriate fee”, but the supermarket would be free to add on any fee or mark-up.

51.2. Second, the prohibition against selling medicines at a price higher than the SEP (section 22G(3)(b)) did not apply to distributors.

52. As a result, when section 22G(2)(c) of the Act was eventually amended by Act 59 of 2002 it went further than the amendment bill and included “any other person selling Schedule O medicines”.  Similarly, section 22G(3)(b) of the Act was amended to include distributors in addition to wholesalers.

53. There is no indication in the legislative history of section 22G(2) that the wholesaler and distributor fees were to be limited to schedule 0 medicines. Rather, the history reveals that it was the intention of the legislature to regulate those who only sell schedule 0 medicines in a manner similar to that in which wholesalers and distributors were regulated, namely by limiting them to an appropriate fee for their services.

Infringement of section 27 of the Constitution

54. Our arguments before the SCA were based on the infringement and/or threatened infringement of section 27 of the Constitution.  We submitted that regulation 10 unreasonably and unjustifiably limited the right of access to medicines (section 27(1)) and that regulations 10 and 12 failed to give effect to the state’s obligations in terms of section 27(2).

55. The SCA agreed that section 27(1) of the Constitution is central to a proper interpretation of the Act:
 

“One has to agree that the right of access to health care includes the right of access to medicines although this right is not without limitations.  It is also correct that the prohibitive pricing of medicines may be tantamount to a denial of the right of access to health care.  All that is really common cause. What is not, is how parliament has sought to achieve the progressive realization of this right through the provisions of the Act.

[43] There is another dimension of the right in issue, namely the negative obligation resting on the state to desist from preventing or impairing the right of access to health care services.” 

56. After finding that the regulations did not pass the test of legality, the SCA stated:
 

“This brief analysis of the evidence on record shows that there is no bona fide dispute of fact.  It establishes that the fees are not appropriate and that the respondents, within whose peculiar knowledge the calculation fell, were unable to give any rational explanation for the quantum of the fees. The access to medicines is seriously threatened because they are insufficient to cover the cost of dispensing.  This conclusion is not based on the opinion of pharmacists but on the unassailed factual material on record. It is not without significance that the Congress of SA Trade Unions, the Consumer Goods Council and the amicus curiae came to the same conclusion.” 

57. Given this finding (and the logical conclusion that measures that do not pass legality are unreasonable in terms of section 27(2)), we submit that section 38 of the Constitution is applicable.

Relief that is “just and equitable” and “appropriate”

58. Section 38 of the Constitution provides in relevant part:

“Anyone listed in this section has the right to approach a competent court, alleging that a right in the Bill of Rights has been infringed or threatened, and the court may grant appropriate relief, including a declaration of rights.”

59. Section 172(1)(b) of the Constitution provides that when deciding a constitutional matter within its power, a court may make any order that is “just and equitable”, including “an order suspending the declaration of invalidity for any period and on any conditions, to allow the competent authority to correct the defect.”

60. Section 38 of the Constitution should therefore be read together with section 172(1)(b) in determining what relief would be appropriate in this matter.

61. In Fose v Minister of Safety and Security this Court held that:

“Appropriate relief will in essence be relief that is required to protect and enforce the Constitution. Depending on the circumstances of each particular case the relief may be a declaration of rights, an interdict, a mandamus or such other relief as may be required to ensure that the rights enshrined in the Constitution are protected and enforced. If it is necessary to do so, the courts may even have to fashion new remedies to secure the protection and enforcement of these all-important rights.”

62. In Hoffmann v South African Airways this Court stated that:

“‘appropriate relief’ must be construed purposively, and in the light of section 172(1)(b) ... Thus construed, appropriate relief must be fair and just in the circumstance of the particular case.  Indeed, it can hardly be said that relief that is unfair or unjust is appropriate. … 

[43] Fairness requires a consideration of the interests of all those who might be affected by the order.”

63. Davis J applied the reasoning in Fose to justify granting a supervisory order in Grootboom v Oostenberg Municipality.
  The learned judge agreed with the interpretation that appropriate relief in socio-economic rights cases could include an order “directing the legislative and executive branches of government to bring about reforms defined in terms of their objective and then to retain a supervisory jurisdiction to supervise the implementation of those reforms.”

64. This Court has stated that it will consider “the nature of the right infringed” and the “nature of the infringement” in determining what is appropriate relief in a particular case.
  Appropriate relief should be relief that is tailored to the needs of a particular case.

65. In Minister of Health v Treatment Action Campaign (No 2) this Court recognized that our courts:

“have a wide range of powers at their disposal to ensure that the Constitution is upheld.  These include mandatory and structural interdicts.  How they should exercise those powers depends on the circumstances of each particular case.”

66. Referring to the decision of the Nova Scotia Court of Appeal in Doucet-Boudreau v Nova Scotia (Department of Education),
 this Court stated that “Canadian courts have also tended to be wary of using the structural injunction”.
  That decision has since been overruled by the Supreme Court of Canada.
   

Suspension of a declaration of invalidity

67. Section 172(1)(b)(ii) of the Constitution provides for the possibility of ordering the suspension of a declaration of invalidity.  It is a remedy that has been used on a number of occasions by this Court.

68. Section 98(5) of the interim Constitution was the predecessor of section 172(1)(b).  The earlier section provided for the suspension of a declaration of invalidity where it is “in the interests of justice and good government”.

69. That approach has informed the interpretation of section 172 (1)(b).  The remedy will be employed when it is preferable for the court to allow the relevant authority an opportunity to remedy the defect, rather than the court attempting to do so itself, particularly where the remedial action will require policy choices to be made by Parliament.

70. In order for the Minister to remedy the defects in the Act and/or the pricing regulations in a manner that is “thorough and thoughtful”, we submit that she ought to be given sufficient opportunity to engage in a proper consultative process.  In S v Ntuli Didcott J stated:

“The long perpetuation of an unconstitutional scheme is admittedly unfortunate. But the statute book cannot be purged suddenly of all its old elements that are now repugnant to the Constitution. And, if fresh problems are to be avoided, the removal of the objectionable parts and their replacement by ones that are sound and realistic has to be both thorough and thoughtful. That, I have no doubt, is ‘in the interests of justice and good government’. We must therefore provide the opportunity for it.”
71. The Minister is under a constitutional duty to act diligently and without delay.
  However, we submit that further defects are likely to arise in future if the consultative process is rushed because of a legitimate fear that consumers are being denied access to affordable medicines.

72. We therefore submit that it is necessary for this Court to suspend temporarily any declaration of invalidity, either in whole or in part.

73. In Minister of Justice v Ntuli this Court held that:

“It is the duty of the Minister responsible for the administration of the statute who wishes to ask for an order of invalidity to be suspended, whether under the interim or the 1996 Constitution, to place sufficient information before the Court to justify the making of such an order, and to show the time that will be needed to remedy the defect in the legislation. This should be done with due regard to the importance of the fundamental rights enshrined in the Constitution, and to the fact that it is an obligation of the government to ensure that such rights are upheld and that the suspension of rights consequent upon the difficulties of the transition is kept to a minimum.” 

74. This Court went further in Mistry v Interim Medical and Dental Council of SA in clarifying the requirements for such a remedy:

“A party wishing the Court to make such an order must provide it with reliable information to justify it doing so. The requisite information will necessarily depend for its detail on the nature of the law in question and the character of the defect to be corrected. Yet, as a general rule, a government organ or other party wishing to keep an unconstitutional provision alive should at least indicate the following: what the negative consequences for justice and good government of an immediately operational declaration of invalidity would be; why other existing measures would not be an adequate alternative stop-gap; what legislation on the subject, if any, is in the pipeline; and how much time would reasonably be required to adopt corrective legislation. Parties interested in opposing such an order should be given an opportunity to motivate their opposition. Legal representatives should ensure that they have appropriate and timeous instructions on the matter, and not do their best while on their feet or else rely on a rushed telephone call at the tail-end of the hearing.” 

75. We therefore submit that the Minister bears the primary responsibility of providing this Court with sufficient information to justify an order in terms of section 172(1)(b)(ii) of the Constitution.  Contrary to the position adopted by the SCA,
 we respectfully submit that it was not for the TAC to place facts before that Court that are peculiarly within the knowledge of the Minister and the pricing committee.
76. The applicants have requested this Court, in the alternative, to suspend any declaration of invalidity in terms of section 172(1)(b)(ii) of the Constitution.  They should therefore be in a position to address this Court on the questions set out in Mistry.

Mandamus and supervisory order

77. An injunctive remedy, even where it is coupled with a supervisory order, is a competent remedy that may be used in appropriate circumstances.

78. In Grootboom v Oostenberg Municipality,
 Davis J issued declaratory relief regarding a violation of section 28 of the Constitution.  In order to give practical effect to the declaratory relief, the learned Judge coupled it with a supervisory order.

79. In his supervisory order, Davis J required the respondents to present to the Court, within three months, a report under oath setting out the manner in which they intended to give effect to the declaratory relief.

80. The order further granted the applicants the right to comment on the report in writing and within a prescribed time.  The respondents were entitled to file a written reply.  The matter was then postponed to a date to be fixed by the Registrar for consideration of the submissions and determination of the way forward.

81. The purpose of the detailed order in this case was to assist the respondents in giving effect to the declaratory relief and to provide certainty to the applicants regarding their rights.

82. The case then came before this Court on appeal. Before judgment was handed down the parties negotiated a settlement agreement that was made an order of this Court.

83. The settlement agreement stipulated the steps that the respondents would take in providing shelter, sanitation and water to the applicants.  Included in this interlocutory order was a requirement that two of the respondents report in writing to the Registrar of this Court and to the applicants’ attorneys regarding the implementation of the order.  The order also prescribed a date by which the report had to be filed.  The applicants were entitled to reply to that report by a prescribed date.

84. In its final order, this Court did not provide such detailed relief.  Instead, the order was in the form of declaratory relief.  However, in the course of judgment, Yacoob J stated that the South African Human Rights Commission (amicus curiae in that case) would, in accordance with its constitutional duties, “monitor and, if necessary, report … on the efforts made by the State to comply with its s26 obligations in accordance with this judgment.”

85. In Treatment Action Campaign v Minister of Health,
 Botha J granted an order in terms similar to the order handed down by Davis J in the Grootboom case.  In addition to declaratory relief regarding the obligations of the state in relation to the prevention of mother-to-child transmission of HIV (“PMTCT”), the learned Judge required the respondents to devise a comprehensive national programme for PMTCT.  According to the order, the programme was to include provisions for its progressive and reasonable implementation.

86. The case came before this Court on appeal.  Although the Court did not consider it necessary to issue a supervisory order, it did recognize the competence of such an order (together with a mandamus, in cases involving socio-economic rights).
  

87. After recognizing that conditions had changed since the application was launched,
 this Court stated that supervisory orders should not be used unless they were necessary.  Such an order was not necessary, it said, in this case because “[t]he government has always respected and executed orders of this Court.  There is no reason to believe that it will not do so in the present case.”

88. A similar approach was articulated by the Nova Scotia Court of Appeal in Doucet-Boudreau v Nova Scotia (Department of Education).
 That approach, which was adopted by this Court,
 has since been rejected by the Supreme Court of Canada.
  

89. In August v Electoral Commission,
 this Court held that prisoners had a right to vote in the 1999 general elections.  It thus made a declaratory order to this effect.

90. In addition, this Court recognized that a system had to be put in place to facilitate the exercise of this right by prisoners.
  However, the Court was not in a position to give specific directions in this regard because the Electoral Commission had not provided it with information as to what arrangements for registration and voting would best suit the Commission.

91. This Court therefore ordered the Commission to furnish an affidavit setting out the manner in which it would comply with the order of the Court. The affidavit was to be lodged with Registrar of the Court and with the applicants’ attorneys.  It was also to be open for public inspection.

A combination of remedies

92. The approach of using a combination of remedies in the interests of fairness and justice is not new to this Court.  For example, in Dawood v Minister of Home Affairs this Court stated:

“It is true that in providing a test of ‘good cause’ for the exercise of the s 26(3) and (6) discretions, this Court is providing guidance to the decision-makers as to how to exercise their powers. This is occasioned by the need to avoid further unjustifiable limitation of constitutional rights pending Parliament’s amendment or replacement of the legislative provisions found to be unconstitutional.  This route seems the best way in which to avoid usurping the function of the Legislature on the one hand without shirking our constitutional responsibility to protect constitutional rights on the other.” 

93. We submit that the decision in Dawood is an example of the possibility of combining remedies to effect a just resolution of a matter.  Suspending a declaration of invalidity need not be a blunt remedy.  It can be nuanced and tempered by ancillary orders that aim to protect constitutional rights in the interim.

Circumstances relevant to the proposed order
Our submissions in support of a suspension of invalidity

94. The period of time that is required for the temporary validity of the pricing regulations will depend inter alia on whether the Minister chooses to amend the Act.  While one or more amendments to the Act may be necessary for certain of the regulations to be valid, no such amendment is necessary in regard to the appropriate fee to be charged by wholesalers, distributors and dispensers.
95. It is therefore possible for the Minister to prioritise the implementation of those regulations that do not require legislative amendment.  We submit that such regulations could be redrafted within a relatively short period of time.  In this regard, we submit that the SCA was mistaken when it found that, because section 22G had been on the statute book since 1997:

“That may give an indication of the ability of the respondents to formulate regulations within a reasonable period.  As found, the regulations are fatally defective.  It will be extremely difficult, if not impossible, to draft sensible regulations unless the Act is amended.”

The single exit price

96. We submit that suspending a declaration of invalidity in respect of the SEP will not cause harm to any stakeholders.  The system is currently functioning well, and pharmaceutical manufacturers are not objecting to its continued operation.
  

97. It may be, however, that the system is functioning well because this Court has not yet finally decided this matter.  If the regulations relating to the SEP are declared invalid without more, we submit that this could result in fresh problems, uncertainty and less access to medicines.  
The dispensing fee

98. We are concerned that suspending the invalidity of regulations 10 and 12 will threaten the viability of small pharmacies and courier pharmacies, particularly those serving under-resourced areas, and thereby further limit the public’s right of access to health care services.

99. On the other hand, if this Court were to refuse to suspend a declaration of invalidity, the pharmacy sector would be under-regulated to the extent that pharmacists would be free to raise prices to levels that existed before the regulations were effective, or beyond.  Such a scenario would also limit the public’s right of access to health care services.

100. We therefore propose that the parties be given an opportunity to negotiate an interim arrangement on an appropriate dispensing fee.  Such an arrangement could be made an order of this Court.  During the period of negotiation, we submit that the declaration of invalidity in respect of regulations 10 and 12 ought to be suspended.

101. If the parties are not able to agree on an interim arrangement within a reasonable period, the suspension of invalidity should be lifted.  We further submit that it is for the respondents to make submissions regarding the length of the period within which an interim arrangement could be negotiated. 

Our submissions in support of a supervisory order 

102. Having regard to the legislative history of section 22G of the Act and the pricing regulations, we submit that future litigation is probable if this Court does not retain a supervisory role regarding the time within which the defects should be remedied and the process that should be followed in doing so.

103. The order in this case should allow for comment by interested parties on the report that is to be furnished by the state.  Such comment should be limited to the procedure by which the state proposes to remedy the defects in the Act, if it chooses to do so, and the regulations.  The comment should not be directed at the policy choices of the Minister and her department.

104. Conscious of this Court’s dictum in the TAC case,
 we submit that supervisory orders ought not to be limited to those cases where there is reason to believe that the state will not comply with the order.  In this case, we submit that a supervisory order would be appropriate because:

104.1. It is possible that the Minister and her department may choose not to take steps to remedy any defects in the Act and/or the regulations.  We submit that such conduct would be in breach of the state’s obligations in terms of section 27 of the Constitution.

104.2. It is necessary that the Minister and her department are clear on what is required of them to remedy the defects in the regulations, (a) if they decide to amend the Act and (b) if they decline to do so.

104.3. It is necessary, in the interests of fairness and justice, that all interested parties be permitted to contribute ideas on the appropriate procedure to be adopted to remedy the defects identified or implicit in any declaratory order.

104.4. It is necessary that a proper programme to remedy the defects be set out in advance so that uncertainty in the pharmaceutical industry is prevented.

104.5. The order would not have any adverse budget implications.  Any further cost to the state in remedying the defects in the Act and/or the regulations is attributable to a rushed process that did not enjoy the confidence of all interested parties. 
104.6. The order would not entail this Court guiding policy.  The policy has long since been established by the NDP.  It is the manner of its implementation that is unconstitutional. The state must decide, in implementing the policy, whether it wishes to amend the Act or not.  If not, then certain regulations will have to be abandoned.  Others will have to be redrafted.  Whatever the state decides, it will have to devise a programme to implement the policy.  It is that programme that must enjoy the confidence of all interested parties. 
104.7. A supervisory order would enable the applicants to present a constitutionally defensible plan for scrutiny by this Court. There may be a range of constitutional options open to the applicants.  The Court’s scrutiny of the option chosen by the state would not impose a preference.
104.8. The legislative history of section 22G of the Act and the pricing regulations demonstrates the failure of the state properly to implement its policy of making medicines more affordable in the pharmaceutical industry.
104.9. Given this history of delay and last-minute rush, we submit that there is reason to believe that the applicants will not move with due speed and that the pharmaceutical sector will remain insufficiently regulated for years to come.

104.10. The legislative history of section 22G of the Act and the pricing regulations demands an order that will give clear directions to the applicants and put them on terms to take reasonable steps to remedy the identified defects.
105. We therefore urge this Court to exercise its power to grant a supervisory order to enforce constitutional rights and obligations.

Proposed order

106. In the event of this Court dismissing the appeal, we propose the following order in addition to declaratory relief:

1.
The declaration of invalidity of the pricing regulations is suspended for a period of 12 months. 

2.
The applicants and the respondents are required to negotiate an interim agreement in relation to an appropriate dispensing fee.

3.
Such agreement shall be lodged with the Registrar of this Court no later than one month from the date of this order.

4.
In the event of the parties failing to lodge such an agreement within one month of the date of this order, the suspension of the declaration of invalidity in relation to regulations 10 and 12 will ipso facto be lifted.

5.
The first applicant is required, within two months of the date of this order, to serve on the respondents and the TAC, and to lodge with the Registrar of this Court, an affidavit setting out the procedure in terms of which the defects in the regulations (and the Act, if applicable) will be remedied.

6.
The respondents and the TAC shall be entitled, within one month after the date of service of the first applicant’s affidavit, to serve their answering affidavits on the other parties and to lodge such affidavits with the Registrar of this Court.

7.
The first applicant shall have a further two weeks to deliver her replying affidavit.

8.
The matter is postponed to a date to be determined by the Chief Justice for argument, if necessary.
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