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IN THE HIGH COURT OF SOUTH AFRICA

(CAPE OF GOOD HOPE PROVINCIAL DIVISION)

CASE NO: 4128/04

In the matter between:

NEW CLICKS SOUTH AFRICA (PTY) LIMITED

                      Applicant

and

DR M TSHABALALA-MSIMANG, N.O.


                    First Respondent

(in her capacity as the Minister of Health)
PROFESSOR D MCINTYRE, N.ON


              Second Respondent 

(in her capacity as the Chairperson of the Pricing Committee appointed in terms of section 22G of the Medicines and Related Substances Act, 101 of 1965)

SUPPORTING AFFIDAVIT

I, the undersigned

ABDURRAZACK “ZACKIE” ACHMAT

do hereby affirm and say: 

1. I am the national chairperson of the Treatment Action Campaign (TAC) of 34 Main Road, Muizenberg, Cape Town, Western Cape.  I am duly authorised by the TAC National Executive Committee to depose to this affidavit on its behalf.  

2. Except where otherwise indicated, the facts stated in this affidavit are within my personal knowledge and belief and they are true and correct.  

INTEREST OF THE TAC IN THIS MATTER 

3. The TAC supports rational and reasonable measures by the state to make medicines affordable and accessible in both the public and private health care sectors.  

4. However, the TAC is also concerned that the legitimate interests of critical stakeholders, such as pharmacists, have not been considered by the First Respondent (“the Minister”) in promulgating 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 of 30 April 2004. 

5. Despite these concerns, the TAC opposes the litigation by New Clicks South Africa (Pty) Limited as narrow and commercial.  Our reasons for providing this affidavit as part of the response of the government are set out more fully below.

TAC’S OBJECTIVES AND CAMPAIGNS

6. The principal objectives of the TAC are set out in its constitution, which can be made available to the Court should it be required.  The TAC’s objectives include the following:

(a) To campaign for access to treatment for all people living with HIV/AIDS (PLWHAs);

(b) To campaign for the prevention and elimination of all new HIV infections;

(c) To promote and sponsor legislation to ensure equal access by and equal treatment of all PLWHAs; 

(d) To challenge by means of litigation, lobbying, advocacy and mobilisation, all forms of discrimination relating to the treatment of HIV/AIDS in the private and public sector; 

(e) To educate, promote and develop an understanding and commitment within all communities of developments in HIV/AIDS treatment and care; and

(f) To campaign for affordable and quality access to health care for all people in South Africa.

7. Equitable and affordable access to safe, effective, quality medicines is central to the work of the TAC, and is also in the public interest.

8. Since its launch on International Human Rights Day on 10 December 1998, TAC has publicly called on the state to develop and implement a comprehensive public sector treatment programme that includes the use of antiretroviral (ARV) medicines.  Over the months and years that ensued, the TAC has consistently campaigned to ensure access to affordable and quality treatment for people living with HIV/AIDS.  In addition, the TAC has sought to raise public awareness and understanding about the availability, affordability and use of ARV treatment and medicines for opportunistic infections.

9. In particular, the TAC’s activities to improve access to treatment for HIV/AIDS include:

(a) Supporting government in defending the Medicines and Related Substances Control Amendment Act, 90 of 1997 (“the Medicines Amendment Act, 1997”) by intervening in 2001 as an amicus curiae in the pharmaceutical industry’s legal challenge to the legislation;

(b) Campaigning since 2000 against the pharmaceutical company Pfizer to make the drug fluconazole more widely available to treat opportunistic infections;  

(c) Litigating against government to adopt and implement a comprehensive public sector programme to prevent the transmission of HIV from mother-to-child, resulting in a Constitutional Court judgment in July 2002 compelling the state to implement the programme; and 

(d) Spearheading a complaint against pharmaceutical companies GlaxoSmithKline and Boehringer Ingelheim at the Competition Commission, resulting in settlement agreements in 2003 that obliged the two companies to license the local production and/or importation of more affordable generic ARV medicines. 

10. In pursuance of its objectives, the TAC has also engaged a number of statutory bodies to achieve its objectives, including the Medicines Control Council, the National Economic, Development and Labour Council (NEDLAC), the Council for Medical Schemes, the South African Human Rights Commission and the Commission on Gender Equality.  It has also engaged international agencies such as the World Health Organisation, the Joint United Nations Programme on HIV/AIDS (UNAIDS) and the Global Fund to Fight AIDS, TB and Malaria.

CONSTITUTIONAL AND INTERNATIONAL OBLIGATIONS OF THE STATE 

11. The TAC believes that the state has a constitutional duty to make quality health-care accessible and affordable to all people in South Africa.  Section 27 of the Constitution of the Republic of South Africa, 1996 holds that everyone has the right to have access to health care services including reproductive health care. It requires the state to take reasonable legislative and other measures to progressively realise this right. 

12. The constitutional obligations of the state to realise the right of access to health care services overlaps with other constitutional rights such as the right to life (section 11), the right to dignity (section 10) and the right to equality (section 9). 

13. These constitutional obligations of the state give domestic effect to a range of international obligations on access to health care and the rights to life, dignity and equality.

BASIS OF THE AFFIDAVIT 

14. The purpose of this affidavit is to explain why the TAC opposes the application of New Clicks South Africa (Pty) Limited (“the Applicant”) to set aside, on an urgent basis, the pricing regulations. 

15. In TAC’s view, there are no reasonable grounds for dealing with the matter on an urgent basis.  To the contrary, TAC submits that the interests of consumers will be significantly undermined if the matter were to proceed on this basis.   

16. While the TAC submits that the relief sought by the Applicant in paragraph 2 of its Notice of Motion should not be granted, it does so on the basis that it nevertheless views regulations 10 and 12 of the pricing regulations as unconstitutional and contrary to the public interest.  TAC’s position should be understood with the following in mind:  

(a) The TAC supports the provisions of section 22G(2)(b) of the Medicines and Related Substances Act, 101 of 1965 (“the Medicines Act”) that empower the Minister to “make regulations … on an appropriate dispensing fee to be charged by a pharmacist or by a person licensed in terms of section 22C(1)(a).”

(b) In TAC’s view, however, regulations 10 and 12 do not make provision for “appropriate” dispensing fees, but instead have the potential to threaten the sustainability of pharmacies and the equitable provision of pharmaceutical services for all communities in South Africa, thereby unjustifiably limiting the constitutionally protected rights of both pharmacists and consumers of pharmaceutical services.

(c) The dispensing fees set out in regulations 10 and 12 do not come into effect until 2 August 2004.  As such, TAC submits that there is no justifiable reason why this Honourable Court should consider their constitutionality on an urgent basis.  It is indeed quite possible that the concerns raised by pharmacists and their representative body (the Pharmaceutical Society of South Africa (PSSA)) can be adequately addressed out of court by the Minister and the Department of Health (“the DoH”) before 2 August 2004.     

17. In addition, TAC opposes the relief sought by the Applicant despite its severe misgivings regarding the manner in which the Minister has developed and promulgated the pricing regulations.  TAC is of the opinion that the regulation drafting process was indeed flawed, as is the approach of the Minister and the DoH to the concerns of pharmacists and the PSSA.  

(a) In TAC’s view, the regulation drafting process was flawed in that the Minister failed to make publicly available the recommendations of the Pricing Committee appointed by her in terms of section 22G(1) of the Medicines Act.  Without access to the recommendations of the Pricing Committee. TAC is unable to ascertain the basis upon which the dispensing fees (in regulations 10 and 12) were set.

(b) Further, the approach of the Minister and the DoH to the concerns of pharmacists is flawed in that pharmacists and the PSSA are being asked to produce evidence to support their contention that the fees are “inadequate to ensure the survival of pharmacy”, directly resulting in the “unavoidable closure” of many pharmacies.  In TAC’s view, the onus lies on the Minister to justify the particular limits placed on dispensing fees in regulations 10 and 12.  

18. At this time, the TAC prefers to express no opinion on the merits of other aspects of the application, save to say that it is considering whether and in what form it may decide to intervene in the matter, should this Honourable Court refuse to hear the matter on an urgent basis.  The TAC submits that this Honourable Court would benefit from the input of amici curiae, but that such input will not be possible if the matter were to proceed on an urgent basis. 

OPPOSITION TO THE RELIEF SOUGHT

19. In developing and implementing the National Drug Policy (NDP) over the past ten years, government has not only sought to ensure “an adequate and reliable supply of safe, cost-effective drugs of acceptable quality”, but has also taken steps towards discharging its positive constitutional obligations in respect of the right of access to health care services, which includes the right of access to medicines.  Our Constitution places a positive duty on government to take reasonable measures to bring down the cost of essential medicines if prices place such medicines beyond the reach of poor or low-income people.  If this involves some limitation of property rights in a manner that is permitted by the Constitution, then that is what government is constitutionally obliged to do.  

20. The promulgation of the pricing regulations – and their full implementation – concludes a complicated and lengthy process that included the enactment and promulgation of the Medicines Amendment Act, 1997 and the Medicines and Related Substances Amendment Act, 59 of 2002, as well as the development and promulgation of two sets of regulations.  

21. Consumers have waited far too long for the benefits of the NDP to flow.  They cannot be expected to wait any longer, particularly when certain aspects of the regulatory framework are already in place and are reliant on complementary provisions in the pricing regulations for them to have any effect, failing which consumers may be worse off than before.  In other words, striking down certain of the regulations whilst at the same time leaving the legislative framework unchallenged has the potential further to limit access to essential medicines.  

22. To demonstrate this, we draw this Honourable Court’s attention to those provisions of the pricing regulations dealing with the single exit price (SEP):

(a) Since 2 May 2004, the Medicines Act itself (and not the pricing regulations) has made it unlawful to supply medicines “according to a bonus system, rebate system or any other incentive scheme.”  Sampling has also been prohibited.  This means, for example, that “bulk purchase” discounts are now a thing of the past.  

(b) In terms of the pricing regulations, the SEP (which must be displayed on the medicine package or container in which the medicine is sold) comes into effect on 2 June 2004 and will be the same for all in the private and not-for-profit sectors.  In other words, manufacturers and importers may not sell medicines to anyone other than the state at prices higher or lower than the relevant SEP. 

(c) The pricing regulations set out two mechanisms in terms of which the manufacturer or importer of a medicine must determine a particular medicine’s SEP.  The first mechanism, which comes into effect on 2 June 2004, removes the “cost” of incentive schemes such as bonuses, rebates and discounts.  This effectively averages prices out without significantly affecting the manufacturer’s bottom line.  It is an important tool for ensuring equitable access to pharmaceutical services, particularly in under-serviced and poor areas.  

(d) The second mechanism is somewhat more complex.  It involves the development – by the Director-General of Health (DG) – of a “methodology for conforming with international benchmarks”.  Manufacturers and importers will have three months to adjust their SEPs once the DG has published the “methodology”.  This mechanism has the potential to result in a significant reduction in medicine prices.  
(e) But until the DG publishes the “methodology” – and it is unclear when this will be – the first mechanism must continue to be used.  This means that in the short term, the average price of medicines sold in the private sector should not change as a result of the new law.  Prices for those who buy medicines from large pharmacies in major cities may indeed go up, whereas prices for those who buy from small pharmacies outside of the major metropoles and cities should drop.  Poor persons in such areas are less likely to have access to comprehensive public health services and thus more reliant on affordable private sector pharmaceutical services than their counterparts in the major metropoles and cities.

23. There is no rational or reasonable basis for delaying the implementation of the pricing regulations as a whole, particularly insofar as they deal with the SEP.  The SEP will provide consumers with information to determine if a pharmacy’s retail price is reasonable.  This is a right that consumers should have but have not had till now.  

24. If the SEP does not come into effect soon, the prices of medicines will continue to be unregulated at the same time that bonuses, rebates and discounts have been prohibited.  This has the potential to leave the consumer significantly worse off than before 2 May 2004.  

CONCLUSION

25. This is a complex matter of policy, economics and law.  An urgent application with the relief sought by the Applicant is an attempt to force this Honourable Court hastily to decide a matter that requires careful consideration.

26. Therefore, in the TAC’s view, there are no grounds for urgency.  The balance of convenience supports the status quo, with the public interest being best served by denying the application for urgent relief and setting the matter down on the ordinary roll.

_______________________________

ABDURRAZACK “ZACKIE” ACHMAT

SIGNED AND AFFIRMED BEFORE ME IN THE PRESCRIBED MANNER AT CAPE TOWN ON THIS 1ST DAY OF JUNE 2004, THE DEPONENT HAVING STATED THAT HE HAS NO OBJECTION TO AFFIRMING THE AFFIDAVIT AND THAT HE REGARDS THE AFFIRMATION AS BINDING ON HIS CONSCIENCE.

________________________

COMMISSIONER OF OATHS
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