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AFFIDAVIT 

________________________________________________________________

I, the undersigned,

ABDURRAZACK “ZACKIE” ACHMAT

do hereby affirm and say:

1 I am the national chairperson of the Treatment Action Campaign (“the TAC”), the amicus curiae in this matter.  The national head office of the TAC is situated at 34 Main Road, Muizenberg, Cape Town, Western Cape.

2 Except where otherwise indicated, the facts stated in this affidavit are within my personal knowledge and belief and are true and correct. To the extent that legal submissions are advanced, they are made on the basis of advice received from the TAC’s legal representatives, the AIDS Law Project (“the ALP”), which advice I believe to be true and correct.

3 I am duly authorised by a resolution of the TAC National Executive Committee (“NEC”) to depose to this affidavit on its behalf.  A copy of the resolution, dated 19 November 2004, is annexed hereto, marked “ZA1”.

4 As chairperson of the TAC, a board member of the TAC Treatment Project and a person living with HIV, I have personal experience of the barriers encountered by people in accessing medicines in both the public and private sectors.  As a result of the fact that I am living openly with HIV and started using antiretroviral (“ARV”) medicines in September 2003, I am constantly approached by people living with and affected by HIV/AIDS who seek assistance in accessing affordable medicines.  

5 There can be no doubt that the high price of medicines in South Africa has been a serious obstacle in accessing appropriate health care services.  But access is not just about affordable medicines.  Accessibility also includes the availability of affordable pharmaceutical services.

6 The generic ARV medicines that I use to treat my HIV cost less than R400 per month.  About five years ago, the same treatment regimen cost more than R4500 per month.  These price reductions, which have benefited thousands of people living with HIV/AIDS, are the result of an ongoing campaign to address patent abuse and excessive pricing of medicines.  I deal with the campaign in paragraphs 39 to 44 below.  

7 However, I would like to point out that despite the price reductions, the majority of people living with HIV/AIDS who need to use ARV medicines are not yet able to access them in either the public or private sectors.  In 2003 alone, more than 350 members of the TAC died because they could not access ARV treatment.        

The standing of the amicus curiae
8 The TAC is a section 21 company with legal capacity to sue and be sued.  A copy of the Constitution of the TAC has been posted on the organisation’s website (www.tac.org.za) and will be made available at the hearing of this matter. 

9 The highest body of the TAC is its National Congress that meets every two years.  The NEC, which is responsible for strategic decisions between National Congresses, consists of representatives of people living with HIV/AIDS and the labour, health and faith-based sectors. A four person secretariat, consisting of the chairperson, deputy chairperson, treasurer and secretary, is responsible for the organisation’s day-to-day strategic decision making process. 

10 In addition to its national office in Cape Town, the TAC has provincial offices in the Western Cape, Gauteng, Eastern Cape, KwaZulu-Natal, Limpopo and Mpumalanga.  The TAC also has district offices in Lusikisiki, Pietermaritzburg and Queenstown.   

11 A number of organisations and individuals are associated with the TAC.  They include the Congress of South African Trade Unions (“COSATU”), the Federation of Unions of South Africa (“FEDUSA”), the Southern African Catholic Bishops Conference (“SACBC”), the South African Council of Churches (“SACC”), Habonim Dror, Positive Muslims, the Children’s Rights Centre, Médecins Sans Frontières (“MSF”), the AIDS Consortium, and a range of organisations of people with HIV/AIDS and individuals with HIV/AIDS.  At present, the TAC has over 10 000 members on its database. 

12 The principal objectives of the TAC are set out in paragraph 4 of its Constitution and include the following:

12.1 To campaign for access to treatment for all people with HIV/AIDS; 

12.2 To campaign for the prevention and elimination of all new HIV infections; 

12.3 To promote and sponsor legislation to ensure equal access and equal treatment of all people living with HIV/AIDS; 

12.4 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; 

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

12.6 To campaign for affordable and quality access to health care for all people in South Africa; and

12.7 To train and develop a representative and effective leadership of people living with HIV/AIDS on the basis of equality and non-discrimination irrespective of race, gender, sexual orientation, disability, religion, sex, socio-economic status, nationality, marital status or any other ground.

13 The contribution of the TAC in the fight against HIV/AIDS has been widely recognised both within and outside South Africa.  The TAC has consistently campaigned to ensure access to affordable and quality treatment for all people with HIV/AIDS in South Africa.  It has also sought to raise public awareness and understanding about the availability, affordability and use of ARV treatment.  
14 Since its launch on International Human Rights Day on 10 December 1998, the TAC has publicly called for the state to develop a comprehensive public sector response to HIV/AIDS.  
15 In 2001 the TAC litigated against government to adopt and implement a comprehensive public sector programme to prevent the transmission of HIV from mother-to-child.  This litigation resulted in a Constitutional Court judgment in July 2002 compelling the state to develop and implement such a programme.  This case is reported as Minister of Health and Others v Treatment Action Campaign and Others (No 2) 2002 (5) SA 721 (CC). 
16 Subsequent to the judgment of the Constitutional Court, the TAC intensified its campaign for a public sector ARV treatment programme.  On 19 November 2003, Cabinet adopted the Operational Plan for Comprehensive HIV and AIDS Care, Management and Treatment for South Africa, a programme that includes the use of ARV medicines.  A copy of the plan is available on the Department of Health’s website at www.doh.gov.za. 
17 Since its inception the TAC has also engaged a number of statutory bodies to achieve its objectives, including the Medicines Control Council (“MCC”), the National Economic, Development and Labour Council (“NEDLAC”), the Council for Medical Schemes, the South African Human Rights Commission (“SAHRC”) and the Commission on Gender Equality (“CGE”).  It has also engaged international agencies such as the World Health Organization (“WHO”), the Joint United Nations Programme on HIV/AIDS (“UNAIDS”) and the Global Fund to Fight AIDS, TB and Malaria (“GFATM”).

18 The TAC has standing in this matter in terms of section 38 of the Constitution of the Republic of South Africa, 1996 (“the Constitution”), on the following bases:

18.1 It acts in its own interest, in order to achieve the purposes set out in its Constitution;

18.2 It acts in the interests of its members, who include individuals with HIV/AIDS and organisations that are themselves committed to achieving access to a sustainable supply of affordable medicines;

18.3 It acts on behalf of people with HIV/AIDS who need or will need to have access to a sustainable supply of affordable medicines and who cannot act in their own name because of poverty, stigma, discrimination or a lack of knowledge of their HIV status; and 

18.4 It acts in the public interest by securing the effective enforcement of the constitutional rights that are at issue in this matter.

An outline of this affidavit 

19 This affidavit is structured as follows:

19.1 First, I explain the TAC’s position on 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. 

19.2 Second, I set out the basis of the TAC’s support of government’s attempts to regulate the price of medicines in the private sector.

19.3 Last, I describe the relevant background relating to the TAC’s involvement in legal developments relating to the pricing regulations.

TAC’s position on the pricing regulations

20 At the outset, I would like to stress that the TAC continues to welcome government’s 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.

21 The TAC supports the full and proper implementation of the Medicines and Related Substances Act, 101 of 1965 (“the Medicines Act”), as amended by the Medicines and Related Substances Control Amendment Act, 90 of 1997 (“the Medicines Amendment Act, 90 of 1997”) and the Medicines and Related Substances Amendment Act, 59 of 2002.     

22 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.  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”.  A copy of the National Drug Policy is available on the Department of Health’s website at www.doh.gov.za.  
23 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”.  The TAC submits that regulations 10 and 12 infringe the rights guaranteed in section 27 of the Constitution.

24 I wish to stress that, 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.  Our heads of argument, focusing on these issues, are filed together with this affidavit.

Previous TAC affidavit requested for use in the Cape High Court
25 On 31 May 2004, Mr Jonathan Berger, the Head of the Law & Treatment Access Unit of the ALP, was telephoned by Dr Anban Pillay, the director of Pharmaceutical Economic Evaluations in the Department of Health (“the department”).  Dr Pillay requested the ALP to depose to an affidavit in support of the state’s defence of the pricing regulations in the urgent application launched by New Clicks South Africa (Pty) Ltd in the Cape High Court under case no. 4128/04.

26 On the same day, the ALP received an electronic copy of a letter from Dr Pillay, a copy of which is annexed hereto, marked “ZA2”.  In his letter, Dr Pillay wrote: “Should you agree with our point of view it would be appreciated if you could provide us with an affidavit that confirms the postponement of the Regulations would seriously affect consumers.”

27 Mr Berger subsequently explained to Dr Pillay that it would be appropriate for the requested affidavit to be deposed to on behalf of the TAC and not the ALP.  The matter was thereafter brought to the attention of the TAC and I was duly authorised to depose to an affidavit on its behalf.  A copy of my affidavit (“the June affidavit”) is annexed hereto, marked “ZA3”.  I confirm that the contents of that affidavit are true and correct.  I repeat the submissions made in the June affidavit and request that they be considered as part of this affidavit.

28 The June affidavit, affirmed by me on 1 June 2004, was delivered by hand on the same day to Ms Behardien of the State Attorney, the respondents’ attorney of record in the matters before the Cape High Court and in this Court.

29 In paragraph 16 of the June affidavit I stated the following: “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.”

30 I have been advised that the June affidavit does not appear in the record of the proceedings in the Cape High Court.    

The importance of regulating private sector prices

31 By seeking to expand access to private health care services through the reduction of medicine prices, the pricing regulations have the potential to relieve the burden on the public sector.  This is increasingly important in the context of an expanding HIV/AIDS epidemic that is already placing extreme pressure on a weak public health system.    

32 According to the South African Health Review 2003/04 (“the Review”), published by the Health Systems Trust, in 2003 there were only 3.1 pharmacists employed in the public sector per 100 000 people.  The Review further notes that in 2003, of 10 629 registered pharmacists in South Africa, only 1 222 were in the public sector.  Given that the population of South Africa is recorded in the Review to be 46.43 million people, this means that in 2003 there were only 22.9 pharmacists per 100 000 people in the country as a whole.  The norm proposed by the WHO for industrialised countries is 44 pharmacists per 100 000 people.  A copy of the relevant chapter of the Review will be made available at the hearing of this matter if so required.    

33 The chronic shortage of pharmacists in the public sector is one of the key reasons why users of the public health sector are often reliant on community pharmacies to access medicines.  Because of this, the sustainability and viability of community pharmacies is essential in ensuring that an already weak public health system is not further overburdened.  If community pharmacies are forced to close, it is unlikely that private pharmacists will join the public sector without substantial investment by the state in public pharmaceutical services. I am not aware of such a planned expansion.  The net result will be an even weaker public health system and less access to pharmaceutical services.    

34 One of the measures introduced by government to relieve the burden on the public sector is the Medical Schemes Act, 131 of 1998, which provides that persons cannot unfairly be denied medical scheme cover on the basis of a number of grounds, including race, gender and state of health.  That Act also guarantees that all members and beneficiaries of medical schemes are able to access a level of care that is not less than what is provided in the public sector.  This is regulated through the provision of prescribed minimum benefits (“PMBs”).  One of the ways of ensuring the sustainability of medical schemes and their continued ability to fund PMBs is by exerting downward pressure on the price of medicines in the private sector.

35 Many users of the public health system often have no choice but to purchase medicines from community pharmacies in the private sector.  In some cases, this is because the medicines they need are not available in the public sector.  Some essential medicines are unavailable in state hospitals and clinics, often because of their cost.  

36 But, even where medicines are available in the public sector, they are often available only at hospitals and not at local clinics.  Because of the distance, time and cost involved in accessing these medicines, people often rely on community pharmacies and/or dispensing doctors.  In other cases, low wage earners cannot afford, or are unable to take time off from work, to wait in long queues at state pharmacies located in public health facilities.    

37 Most people who are reliant on the public health system and who need ARV medicines are not yet able to access such treatment.  As a result, employer-funded workplace treatment programmes and not-for-profit community treatment programmes currently provide the only source of ARV access for them.  One such community treatment programme, the TAC Treatment Project, was set up in June 2003 to treat TAC members as well as other people in their communities who cannot afford to buy ARV medicines.   

38 The TAC Treatment Project has managed to raise funds to treat 100 people for a period of three years at current ARV medicine prices.  At present, the TAC Treatment Project is funding the cost of ARV medicines for more than 90 people.  But, more than 700 of our members are in urgent need of treatment.  Further price reductions in the private sector would enable the TAC Treatment Project to treat more people with the available funds.  This is because the TAC Treatment Project has no option but to purchase ARV medicines from community pharmacies.

39 It is with an understanding of the need to reduce the price of medicines in both public and private health sectors that the TAC has sought to increase access to medicines in two key ways.

39.1 First, it has actively made use of an existing (albeit imperfect) statutory framework to reduce the price of medicines used in the treatment of HIV-infection and AIDS-related illnesses and opportunistic infections.
39.1.1 The Christopher Moraka Defiance Campaign, launched by the TAC in 2000 against the pharmaceutical company Pfizer, has sought to make the antifungal drug fluconazole more widely available to treat opportunistic infections associated with HIV/AIDS.  The Diflucan Partnership Programme, in terms of which fluconazole is donated by Pfizer to the government and dispensed in the public health sector, was launched as a direct result of the campaign.
39.1.2 The TAC’s complaint in 2002 before the Competition Commission against the pharmaceutical companies GlaxoSmithKline and Boehringer Ingelheim resulted in settlement agreements in 2003 that obliged the two companies to license the local production and importation of more affordable generic ARV medicines.  
39.2 Second, the TAC has consistently advocated for the development and implementation of a comprehensive statutory and regulatory framework that gives full and meaningful effect to the state’s positive constitutional obligations in respect of the right of access to medicines.  It has always been TAC’s view that the Medicines Act (as amended) and the regulations issued in terms thereof (including the pricing regulations) are but a part – albeit an essential one – of the constitutionally required comprehensive framework.   

39.2.1 The TAC has promoted and sought to develop an understanding within government of the various regulatory mechanisms available to the state for the purpose of increasing access to medicines.  These include the use of the “flexibilities” and “public health safeguards” identified and interpreted in the World Trade Organization (“WTO”) Agreement on Trade-related Aspects of Intellectual Property Rights (“TRIPs”) by the Declaration on the TRIPs agreement and public health, adopted by the WTO at its Doha Ministerial Meeting on 14 November 2001.  Copies of the declaration and TRIPs are available at www.wto.org.  

39.2.2 In addition, the TAC has repeatedly alerted government to its failure to make use of existing legislative powers to increase access to medicines, in particular ARV drugs.  We have also raised concerns about the continued existence of provisions in the Patents Act, 57 of 1978 that provide patent protection significantly in excess of what is required by TRIPs.  We believe that these provisions unreasonably and unjustifiably limit the right of access to health care services.

History of TAC’s involvement in this matter 

40 The TAC’s involvement in legal developments directly relevant to this matter dates back to its admission on 6 March 2001 as amicus curiae in support of government’s defence of the Medicines Amendment Act, 90 of 1997 in the matter between the Pharmaceutical Manufacturers’ Association of South Africa (“the PMA”) and 39 others and the President of the Republic of South Africa and 9 others in case no. 4183/98 in the Transvaal High Court.
41 In that case, launched in February 1998, the PMA and its co-applicants sought an interdict preventing the President from promulgating the Medicines Amendment Act, 90 of 1997 in terms of section 33 thereof.  Although the matter only came before the High Court in early 2001, as a result of delays on both sides, the President had not promulgated the Act.    

42 Six weeks after the TAC was admitted as amicus curiae and following worldwide protests called by the TAC, COSATU, MSF and our international allies against the pharmaceutical industry, the PMA and its co-applicants withdrew their case on 19 April 2001.  

43 Since April 2001 the TAC has actively participated in the legislative developments relating to the Medicines Act and the regulations issued in terms thereof.  The following submissions were made by the TAC in this process:
43.1 Written submission to the department on the draft general regulations (August/September 2001).

43.2 Written submission to the department on the Medicines and Related Substances Amendment Bill, 2002 (21 June 2002).

43.3 Written and oral submissions to the Parliamentary Portfolio Committee on Health on the Medicines and Related Substances Amendment Bill [B 40—2002] (17 September 2002).

43.4 Written and oral submissions to the pricing committee on the draft pricing regulations (5 March 2004 and 26 March 2004 respectively).  A copy of the written submissions is annexed hereto, marked “ZA4”.

44 On 6 June 2004, about one month after the pricing regulations were promulgated, the TAC issued a press statement in which it welcomed “the full and final coming into effect of the Medicines Amendment Act”.  The press statement also highlighted that “[p]harmacists and their customers have genuine concerns regarding [the] dispensing fees”.  In particular, the TAC noted that the “report of the Pricing Committee, which may very well explain the basis for the setting of the dispensing fees, has not been made public” and disagreed with the first respondent’s response to the Pharmaceutical Society of South Africa that “it is their responsibility to demonstrate why the fees are unreasonable”.  The press release runs to nine pages.  A copy will be made available at the hearing of this matter if so required.

Conclusion

45 There is a real need for this matter to be dealt with expeditiously by all parties concerned.  The public interest not only requires certainty in relation to the issues before this Court, but also that everyone’s right of access to health care services is both defended and promoted.

_______________________________

ABDURRAZACK “ZACKIE” ACHMAT

SIGNED AND AFFIRMED BEFORE ME IN THE PRESCRIBED MANNER AT CAPE TOWN ON THIS ____ DAY OF NOVEMBER 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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