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We have firmly placed before our country a perspective of health that recognizes good health as both a pre-requisite for social and economic development as well as an outcome of these factors. Health must be seen as an investment rather than simply as expenditure … For our country to succeed and our citizens to be healthy – government and all associate institutions cannot and should not function in isolation.

1. INTRODUCTION 

There are approximately 4.74 million South Africans living with HIV/AIDS, or 11% of the population.
  A recent report by the Medical Research Council (MRC) indicates that AIDS is now the leading cause of mortality in South Africa.
  In 2001 alone, approximately 200 000 people died of an AIDS-related illness.  Most died without access to medicines that could have prolonged their lives.

Without appropriate treatment to prevent and/or delay the onset of AIDS, “the number of AIDS deaths can be expected to grow, within the next 10 years to more than double the number of deaths due to all other causes, resulting in 5-7 million cumulative AIDS deaths in South Africa by 2010”.
  The MRC estimates that about 40% of adult deaths aged 15-49 in 2000 were due to HIV/AIDS, and that about 20% of all adult deaths in that year were AIDS-related.  

The National Department of Health (the Department) refers to the epidemic as an “incomprehensible calamity”.
  Recognising that HIV/AIDS represents the “greatest threat to public health in our country”,
 the Constitutional Court has said that it “is essential that there be a concerted national effort to combat the HIV/AIDS pandemic”.
  It is in this context that these submissions are made. 

2. MANDATE OF THE TREATMENT ACTION CAMPAIGN (TAC) AND THE AIDS LAW PROJECT (ALP) 

The Treatment Action Campaign (TAC) is a voluntary association of individuals and organisations dedicated to ensuring access to affordable and quality treatment for all people with HIV/AIDS, to preventing and eliminating new HIV infections, and to improving the affordability and quality of health-care access for all.  In particular, TAC’s programme of action includes the promotion of treatment awareness and literacy, campaigning for the use of antiretroviral drugs to prevent the transmission of HIV from mother-to-child and post-exposure prophylaxis for survivors of sexual assault. TAC together with COSATU, NACTU, FEDUSA, NGO’s and faith based organisations campaigns for the development and implementation of a national HIV/AIDS treatment plan in the public and private health care sectors that effectively implements government policy on opportunistic infections and the provision of highly active antiretroviral therapy (HAART).
The AIDS Law Project (ALP) is a not-for-profit organisation based at the Centre for Applied Legal Studies (CALS) at the University of the Witwatersrand, which provides free legal advice and litigation services to people who have been discriminated against on the basis of their HIV/AIDS status and to organisations working to advance the rights of people with HIV/AIDS.  Our aim is to use the law to address unfair discrimination against people with HIV/AIDS and find redress for the violation of their human rights, as well as ensure access to treatment for all persons living with HIV/AIDS in the public and private health care sector.  The ALP is a UNAIDS collaborating centre and a partner organisation of the Canadian HIV/AIDS Legal Network. 

In early 2001, TAC (through its legal representatives, the ALP) made a crucial intervention in support of the Medicines and Related Substances Control Amendment Act, 90 of 1997 (the Medicines Amendment Act), then under attack by the Pharmaceutical Manufacturers’ Association of South Africa (PMA) and numerous multinational brand-name pharmaceutical companies.
  A little over six weeks after the Pretoria High Court had admitted TAC as amicus curiae in support of the legislation then under attack, the applicants abandoned their legal challenge.  It is widely recognised that TAC’s intervention—which included significant local and international mobilisation—was central to the abandonment of the case.  
TAC and the ALP have always supported the Medicines Amendment Act because it is seen as a laudable attempt by government to perform its constitutional obligations diligently and without delay.  In particular, the Medicines Amendment Act is recognised as a reasonable legislative measure taken by the state to improve access to health care services and to promote the achievement of equality.   

The Medicines Amendment Act facilitates greater public and private sector access to affordable medicines by reducing the prices of drugs through the use of generic substitution, price controls and parallel imports. No parts of the Amendment Act are in operation. Crucially, the PMA case highlighted the interdependent relationship between the public and private health sectors, and the implications thereof for addressing the HIV/AIDS epidemic.
  Simply put, regulating private sector health care delivery is an essential element in ensuring the effectiveness of a national health system.  Furthermore, Government itself recognises that where the “inter-relationship of the public and private health sectors is recognized and translated into appropriate policy … the overall national health system will function efficiently and equitably to meet the health needs of all South Africans”.
  

In January 2002, TAC’s National Executive Committee (NEC) adopted a resolution that the organisation will “campaign for 100% coverage of treatment for people with HIV/AIDS who utilise the private health sector by the end of 2002”.  This resolution forms part of TAC’s national campaign for the development, adoption and implementation by government of a National HIV/AIDS Treatment Plan.
 

3. THE CONTEXT OF THE MEDICAL SCHEMES ACT 

Section 27(2) of the Constitution imposes on the state a positive obligation to take reasonable measures to realise the right of access to health care services for all.  By enacting the Medical Schemes Act, 131 of 1998 (the Act), government has created a powerful framework for the effective regulation of the private medical scheme industry.  By increasing access to private health care for thousands of South Africans who were previously excluded from medical schemes, the Act makes a substantial contribution towards discharging this positive obligation.  TAC and the ALP recognise that the Department has played a crucial role in paving the way for persons living with HIV/AIDS to join a medical scheme and thereby avoid being subjected to unfair discrimination.

The ALP supported the enactment of the Medical Schemes Bill (now the Act) on the grounds that it was in accordance with section 27(1) and (2) of the Constitution.
  The ALP’s oral and written submissions on the Bill dealt with the issue of private and public benefits in detail.  In particular, the written submission stated as follows:

“[B]enefits provided by medical aid schemes should not necessarily depend on what the state is able to afford and provide. Whilst it should be used as an indicator it should by no means allow any medical aid scheme not to provide a reasonable, medically sound and actuarially supported benefit on the basis that the state has not yet implemented a particular benefit”.

TAC and the ALP remain committed to the principles of the Act: non-discrimination, increased access to health care services, prescribed minimum benefits (PMBs) and effective regulation of the private medical industry. However, we remain equally committed to campaigning for increased benefits for HIV in the private sector. 

The Act guarantees beneficiaries access to a minimum standard of care through the promulgation of regulations and a list of PMBs.  TAC and the ALP support the adoption and implementation of PMBs for all health conditions on the understanding that PMBs guarantee beneficiaries the right of access standard essential health care services for all health conditions.

4. OUR SUBMISSION 

TAC and the ALP welcome the proposed expansion of the PMBs for HIV.
  It is our view, however, that the proposals are inadequate in certain respects. In particular, the proposals do not include highly active antiretroviral therapy (HAART).  However, in a footnote to the proposed PMBs for “HIV-infection”, the Department acknowledges the absence of HAART in the proposed list of benefits, specifically requesting comment from interested parties on this issue.  Our intention is to provide such comment.

The “Explanatory Note” to the current PMBs recognises that frequent changes in medical practice and technologies warrant periodic changes to the PMBs.
  It unambiguously states that one of the objectives of introducing PMBs is “to encourage improved efficiency in the allocation of Private and Public health care resources”.  Calling for a review of the PMBs every two years, the Note makes it plain that such periodic reviews must “focus specifically on the development of protocols for the medical management of HIV/AIDS”,
 and that “recommendations for the revision” will be on the basis, inter alia, of “cost effectiveness of health technologies or interventions” and “consistency with developments in health policy”.  

This submission sets out developments in health policy that have taken place since the first set of PMBs for HIV was promulgated.  Further, it illustrates the cost-effectiveness of HAART for the treatment of HIV/AIDS. As such, it is premised on developments in the management and treatment of HIV/AIDS that have gained momentum—as well as local and international consensus—since the first set of PMBs for HIV was promulgated. 

As part of TAC’s national campaign to increase access to affordable treatment for all persons living with HIV/AIDS, we support the proposed amendments to the PMBs. However, we also recommend i) the inclusion of HAART; ii) the insertion of key definitions and iii) the development of treatment protocols (best practice) in the proposed PMBs.  A strong legal basis supports and fully justifies our submission.  We will return to the legal aspects of our submission later.

Our submission and recommendations draw heavily on research conducted by the Centre for Actuarial Research (CARE) at the University of Cape Town (the CARE report).
  This report—commissioned by TAC and completed earlier this year—constitutes the most comprehensive and current indicator of private health sector trends in relation to HIV benefits.  The key findings of the CARE report are summarised below.

The CARE report is based on a survey of 77 schemes representing 75% and 94% of open and restricted scheme beneficiaries respectively. These schemes represent 80% of all private beneficiaries (5 290 030) and covers 221 options.
  It is interesting to note that 7 of the 77 surveyed schemes offer only the current PMB for HIV infection, with the remaining 70 schemes offering a benefit in excess of the current PMB for HIV. 15% of 221 options representing 4% of beneficiaries cover only the current PMB package for HIV infection. 

The CARE report shows that 90% of medical scheme beneficiaries already have access to HAART (referred to in the report as triple therapy). 73% of these beneficiaries also have access to dual therapy while 21% of these beneficiaries also have access to monotherapy.  9% of beneficiaries have no access to any form of antiretroviral therapy.  The report also reveals that 71% of options offer HAART, with 58% of options offering dual therapy and 20% of options offering monotherapy.  27% of options, however, offer no antiretroviral therapy at all.

The figures indicate the extent to which the private sector is attempting to deal with the full impact of AIDS.
  However, the uneven spread of AIDS benefits in the private sector reinforces the need to standardize treatment benefits and protocols that should be made available to all beneficiaries. 

In respect of managed care, 41.6% of the surveyed schemes are offering Aid for AIDS
, with 36.3% offering some other disease management programme (DMP). 13% offer non-managed care and 9.1% offer no additional benefit.  In other words, 78% of the surveyed schemes are using a DMP, with 86% of the surveyed options using a DMP. This means that 89% of the 5 290 030 beneficiaries are covered by some kind of a DMP.  

Serious concerns emerge from the report. That is, the continued provision by some medical schemes of mono therapy and dual therapy. These therapies result in increased resistance and toxicity due to sub-standard therapy. A further concern is the unlawful use of savings accounts by a small number of schemes to fund the prevention and treatment of opportunistic infections (OIs). The CARE study reveals that 9% of the surveyed schemes (representing 4% of beneficiaries) cover the current PMB for HIV through member’s medical savings accounts. We recommend that the Registrar issue a Circular, warning all schemes that such a practice is illegal. 

5. EXISTING AND PROPOSED BENEFITS

5.1 Existing benefits 

At present, the PMB for HIV reads as follows:

“Diagnosis: # HIV associated disease – first admission or subsequent admissions  

Treatment: #Medical and surgical management of opportunistic infections /localized malignancies”. 

The benefit is limited to the treatment of OIs and localised malignancies. It does not cover voluntary counselling and testing (VCT), treatment of sexually transmitted infections (STIs), post exposure prophylaxis (PEP) for sexual assault survivors, prevention of mother-to-child transmission of HIV (PMTCT), palliative care or the prevention of OIs and the management of HIV infection through the use of HAART. It is important to note that the current benefit refers to “opportunistic infections”, and not “common opportunistic infections” as proposed in the draft amendments. 
5.2 Proposed benefits

The proposed new PMB for HIV reads as follows: 

“Diagnosis: # HIV infection 

Treatment: 
HIV voluntary counselling and testing

Co-trimoxazole as preventive therapy 




Screening and preventive therapy for TB 

Diagnosis and treatment of sexually transmitted infections 

Pain management in palliative care 

Treatment of common opportunistic infections 

Prevention of mother-to-child transmission of HIV 

Post-exposure prophylaxis following sexual assault”

The proposed benefit aims to broaden the current PMB for HIV/AIDS.  This is to be welcomed.  In particular, TAC and the ALP welcome the proposed provision of minimum benefits for pregnant women living with HIV/AIDS to prevent MTCT (government has a concomitant obligation in the public sector), as well as to survivors of sexual assault (government also has a policy to provide PEP in the public sector).
 However, these interventions, alongside the proposed VCT, palliative care, tuberculosis (TB) and STI screening and treatment benefits aim to prevent new HIV infections. We submit, in line with the Barcelona consensus, that prevention without treatment cannot sufficiently address the “greatest public health crisis” in SA.  

For reasons that we discuss below, the proposed amendment is insufficient because it does not include HAART in the minimum package of benefits for people living with HIV/AIDS, it fails to provide key definitions and protocols regarding disease and opportunistic infection management, and, where benefits are provided, they appear to be vaguely worded and too open-ended.

Before we commence our discussion about each of the proposed benefits we should point out that according to the Department of Health, during 2001, it developed guidelines for the following: 

· HIV testing; 

· Managing HIV in children; 

· Preventing MTCT; 

· Occupational exposure to HIV; 

· Infant feeding where the mother is HIV positive; 

· Ethics in HIV research; 

· Tuberculosis (TB) management and AIDS; and  

· Treatment of adult OIs. 

The development of these guidelines reveals what is intended to be available in the public sector. They show the standard of care that should be offered to public sector patients. They also highlight the need for the private sector to develop best practice guidelines in areas that the public sector has prioritised. 

Even though the Department of Health has not developed guidelines for the use of HAART in the public sector, it has issued guidelines for the use of HAART in the private sector. 

We do not view the failure of government to provide HAART to public sector patients as a constitutionally permissible response to the epidemic.  Similarly, the failure of the private sector to provide an appropriate standard of care to beneficiaries living with HIV/AIDS is also unacceptable, particularly in the light of the private sector already having full capacity to offer reasonable HIV/AIDS-related benefits, which include access to HAART. Below we comment in more detail about the proposed PMB for HIV. 

5.2.1.1 VCT and TB and STIs

We support the inclusion of PMBs that provide VCT and that treat TB, STIs and OIs.
  However, the proposed benefits are vague because they do not refer to the nature of the “testing” required as part of an overall management programme nor do they specify the frequency with which these tests are intended to be covered under the proposed PMBs. While there is a recognised public health rationale for encouraging people to determine their HIV status through VCT, the additional benefit of ongoing testing to monitor immune system strength for all beneficiaries living with HIV is not explicitly included in the proposed PMBs. We therefore recommend the explicit inclusion of on-going counselling and monitoring of HIV infection in the PMB for HIV. 

In respect of VCT and information, the CARE report reveals that 64% of the surveyed options are providing VCT. However, 29 options from 13 of the surveyed schemes provide no support services. We therefore recommend the explicit inclusion of support services such as on-going counselling for all beneficiaries. 

Monitoring a beneficiary’s HIV status through regular CD4 tests (at least two per annum) assists, inter alia, not only in determining when HAART should commence, but also in making decisions about the appropriate prophylaxis and/or treatment of OIs.
  This is especially relevant where TB co-infection presents itself.
  We therefore recommend the explicit inclusion of at least two CD4 tests per annum in the PMB for HIV. 

In addition, the proposed TB benefit appears only to screen and prevent TB
 but not to treat HIV. From a public health standpoint this cannot be regarded as optimal private health sector practice. Without an intervention that also addresses the underlying HIV infection, TB treatment will be effective but not optimal. This is because a serious and growing TB epidemic requires a consolidated approach to the prevention and treatment of TB and HIV.
  UNAIDS recommends such an approach even in resource poor settings. The South African private health sector cannot be classified as “resource poor”. A consolidated TB and HIV intervention in the private sector is therefore affordable and reasonable.
 

The Department of Health has stated that an important public health goal is to reduce the incidence of TB. Treating TB in combination with HAART is likely to lower the incidence of TB. This is borne out by a recent clinical study conducted in South Africa. The study concluded that administering HAART to patients with HIV results in a lower incidence of TB amongst those patients– by more than 80%.
  A consolidated approach to the treatment of TB and HIV in the private sector will serve an important public health goal, that is, the reduction of the incidence of TB in society and thus a reduced health care burden on the public sector. 

We support the inclusion of the treatment of STIs in the proposed PMB. Research into private sector treatment of STIs reveals that a “major obstacle to reducing the burden of STDs is the inadequate quality of the management of STDs in the private sector”. 
 We therefore support a minimum benefit that guarantees comprehensive treatment of STIs in the private sector.  However, a consolidated approach to treating STIs is also necessary. The effective management of STI and HIV remains the most cost effective mechanism in preventing new HIV infections. We therefore recommend that the treatment of the underlying HIV infection must accompany the treatment of STIs. 

The CARE study shows that 88% of beneficiaries have access to treatment for STIs. 

Although Hepatitis B is transmitted through sexual contact or contact with the bodily fluids of people who have Hepatitis B, there is no explicit provision in the proposed PMB for the prevention of Hepatitis B. We recommend that the PMBs include the vaccination of all persons living with HIV against 

Hepatitis B. 

5.2.1.2 Pneumocystis carinii pneumonia (PCP) 

We support the inclusion of PCP prophylaxis in the PMBs for HIV infection. Current medical practices show that Cotrimoxazole (Trimethoprim-Sulfamethoxazole), Dapsone or Pentamidine can be used in the treatment of PCP. We recommend a redrafting of the proposed benefit to read as follows: “prophylaxis for the prevention and/or treatment of PCP, including but not limited to cotrimoxazole, dapsone or pentamidine”. 
 The CARE report shows that 87% of beneficiaries have access to preventative therapies for PCP pneumonia. 

5.2.1.3 Post Exposure Prophylaxis (PEP) 

We support the inclusion of PEP in the proposed PMB for HIV. The management of PEP for sexual assault survivors is by and large available in the private sector. The CARE study reveals that 96% of beneficiaries have access to PEP for sexual assault while 94% of beneficiaries have access to PEP for occupational exposure. The National Protocol recently developed by the Department adequately addresses the provision of PEP to survivors of sexual assault in both the private and public sectors. The National protocol closely mirrors the South African HIV Clinicians Society’s recommendations save for the dosage of 3TC, that is, 150mg as opposed to the society’s recommendation of 160mg.  We therefore recommend the development of a standard or best practice private sector protocol for PEP through the PMBs for HIV. 

Further, even though VCT is included in the proposed PMB, the wording of the PEP benefit is slightly vague as to VCT. We are concerned about the lack of an explicit provision that guarantees ongoing counselling in the context of PEP.
 The National Protocol is a useful barometer of what the PMB for PEP for sexual assault survivors should include.  We are unaware of any recent medical developments that offer PEP benefits in excess of the National Protocol.

5.2.1.4 Prevention of Mother-to-Child Transmission of HIV (PMTCT) 

We support the inclusion of PMTCT benefits in the proposed PMBs for HIV. The public sector is dispensing nevirapine at pilot and other sites (where capacity exists and it is medically advisable) as part of the National PMTCT programme.
  Nevertheless, we submit that the proposed PMTCT benefit for the private sector should not be limited to the provision of nevirapine, particularly given the proven efficacy of several alternative regimens that have resulted in lower mother to child transmission rates.
  It is our submission that the private sector should provide access to more efficacious drugs or treatment regimens.
  Moreover, the majority of medical schemes surveyed by CARE already provide comprehensive PMTCT benefits that have resulted in the virtual elimination of paediatric HIV infection in the private sector. 

The CARE report shows that 96% of beneficiaries have access to some form of anti retroviral therapy to reduce MTCT.
  

Apart from saving lives the PMTCT benefits have proven to be cost-effective. 

We submit that the public sector provision of PMTCT programmes is curtailed by the lack of political will, and capacity. While the public sector may not be able to offer optimal PMTCT programmes, the private sector does not face the same constraints. It is therefore reasonable to expect that a comprehensive package will be available in the private sector.  Therefore, a reasonable PMTCT programme in the private sector should include access to caesarean section, formula feed, vitamins and antibiotics for infants born to mothers living with HIV.
 The CARE report shows that 84% of beneficiaries have access to caesarean section but only 47% have access to formula feed. 

In addition, the proposed benefit is vague about whether on-going testing and counselling is included
, including qualitative PCR tests for infants, viral load tests and regular CD4 tests as part of an overall management and treatment programme of both mother and infant.
  We recommend the inclusion of these tests under any proposed PMTCT benefit. This is because the effective prevention of MTCT requires a comprehensive treatment programme that is not limited to the pre-partum and intra-partum period. Given the number of beneficiaries that have access to MTCT in the private sector, a standard, reasonable, highly efficient and comprehensive treatment programme is appropriate and necessary. We re-iterate our commitment to a national campaign to improve access to treatment in the public sector as well as to reduce the costs of drugs, monitoring and testing. 

5.2.1.5
Opportunistic Infections (OIs) 

We support the inclusion of the treatment of OIs in the proposed benefit for HIV. However, we recommend the deletion of the word “common” from the proposed wording (the current benefit is not qualified with the use of the word ‘common’). We make this recommendation in order to prevent schemes from refusing to treat an infection that they may deem to be uncommon. Also, the proposed benefit must provide continuity in light of the current benefit that provides benefits for all ‘opportunistic infections’. 

We therefore submit that the benefit be redrafted as follows: “treatment of all opportunistic infections including but not limited to CMV retinitis, cryptococcal meningitis; oral, oesophageal and vaginal candidiasis; Karposis sarcoma, TB lymphoma and pneumonia”. 

5.2.1.6 Pain management in palliative care

We support the inclusion of palliative care in the proposed PMB for HIV. However, “end of life care”—which is not expressly included—is an essential and reasonable component of a comprehensive treatment plan, especially where beneficiaries may not opt for hospitalisation at a terminal stage of their infection.  End of life care, which is crucial to improving the quality of life of many people with AIDS, also reduces both public and private sector hospitalisation costs. 

5.2.1.7 Monitoring 

The proposed PMBs are silent about monitoring tests. We recommend the inclusion of monitoring tests in the proposed PMB for HIV. Monitoring a patient’s HIV disease progression is recognised as an important step in disease management, even in the absence of the provision of HAART.  In this regard, the SA HIV Clinicians Society recommends two viral load tests and two CD4 count tests per year as the minimum requirement for the management of patients on HAART. The tests are necessary to identify adverse drug events, avoid resistance and toxicity and for overall disease management. 

Even if HAART is not available or medically recommended, CD4 tests are still accepted as the most appropriate and relevant marker of progression of disease.
  The World Health Organisation (WHO) also encourages and recommends a CD4 cell count as surrogate markers in treatment programmes.
  We therefore recommend that at least two CD4 tests per annum should be included in the proposed PMBs.  The number of tests and types of tests that have to be carried out for disease monitoring and treatment monitoring must be spelt out in the PMBs. 

6. SHOULD HAART BE INCLUDED AS A PMB? 

In addition to the proposed provision of VCT, MTCT, PEP, palliative care and the treatment of TB, OIs and STIs, the most appropriate and reasonable response that should emanate from the private sector is the provision of life saving and life prolonging drugs, or HAART, as part of a minimum package of benefits for people living with HIV/AIDS.  According to current international scientific and medical consensus
, treatment should begin in the late stages of HIV-disease.
  

The impact of the epidemic and the changing global climate of increasing access to treatment require that the private sector provide reasonable and standard benefits for all beneficiaries living with HIV/AIDS. TAC and the ALP are not alone in calling for the provision of treatment to all persons living with HIV. Governments, the medical and scientific community, trade unions, religious groups and big business have all come to a common consensus—that treatment is necessary because it saves lives, and that there can be no prevention without treatment. Treatment is also a “necessary component of economic stabalisation and an ultimate return to economic development in high prevalence (HIV) parts of the world”.
 Further, in terms of section 27(2) of the Constitution, government has a duty to ensure that the private sector meets these obligations through the promulgation of a reasonable set of PMBs for medical scheme beneficiaries living with HIV/AIDS. 

Numerous luminaries and reputable international bodies and organisations in the past few years have repeated the urgency and need to treat existing infections.  In particular, in a plenary address to the 14th International AIDS Conference in Barcelona on 11 July 2002, Graça Machel warned of the dire consequences and repercussions of not treating existing HIV infections. Similarly, former President Nelson Mandela in his closing address to the Conference repeated the call to treat those already infected alongside prevention efforts.
 

In the past few years, big business has also accepted that treatment saves lives and costs, with the Nelson Mandela Foundation campaigning for big business to accept the conventional wisdom of treatment.  In addition, COSATU has repeatedly stated its position on the use of HAART and affirmed that “the appropriate use of HAART can change the course of the epidemic… if nothing is done to give people with HIV/AIDS access to treatment, the consequences for this country will be devastating”. 

We submit that the inclusion of HAART in the proposed benefits has to be accompanied with the development of treatment guidelines and protocols.  Our submission will also provide support for the argument that the inclusion of HAART in the PMB for HIV must include a list of possible drug combinations for first, second and third line regimens, based on local and international consensus, such as the World Health Organisation (WHO) Treatment Guidelines. The intricate details of a treatment protocol should be developed with the assistance of medical experts in the public and private sector, as well as with the assistance of the Southern African HIV Clinicians Society.  This could be achieved through the Registrars powers under the proposed section 8 (7) to the Act as well as in terms of the current Explanatory Note to Annexure A of the Regulations. 

By virtue of section 8 (h) of the Act the Registrar and the Council have the power to grant limited exemptions to schemes.
 Section 8 (h) provides that schemes may be exempted from complying with any provision of the Act for a limited period fo time and under certain conditions. We submit that where a scheme can demonstrate that it cannot immediately afford the provision of HAART the Council has the power to exempt a scheme from providing HAART for a limited period of time.
 This would not entail an exemption from complying with the entire PMB for HIV. 

6.1 What is the private sector currently offering?

The CARE report shows that the private sector has by and large complied with providing the current PMB for HIV. However, the private sector has recognised the efficacy of offering antiretroviral drugs. Schemes have done so by providing additional benefits that exceed what is required under the current PMB for HIV. Current private sector compliance with the PMB is therefore evident. However, most medical schemes have realised the limitations of the current PMB for HIV. If the proposed PMB for HIV is amended to include HAART, we do not anticipate any non-compliance by the private sector.  

We note that employees of the Department (like other public sector employees) can choose which medical scheme they wish to join.
  Effectively, this means that most have access to some form of antiretroviral treatment.  Parliamentarians, members of the provincial legislatures, judges and the President of South Africa—and their beneficiaries—who belong to the Parliamentary and Provincial Medical Aid Schemes, have access to unlimited HIV/AIDS benefits that include ARVT.

6.2 The HIV/AIDS STD Strategic Plan for South Africa 2000-2005

The HIV/AIDS STD Strategic Plan for South Africa 2000-2005 (the Strategic Plan), the core of government’s response to the epidemic, stresses the need to care and treat people with HIV/AIDS in order to “promote a better quality of life and limit the need for hospital care”. The cornerstones of the plan are prevention; treatment, care and support; human and legal rights; monitoring, research and surveillance [emphasis added].

The Strategic Plan has earmarked “appropriate practices in the private sector and medical insurance industry for the care and treatment of HIV positive clients” as a priority area.  Part of the strategy in achieving this objective includes “lobbying the private medical sector to review its benefits and coverage for [people with HIV/AIDS]”; and, more importantly, to “standardize a minimum package of treatment and care for people living with HIV/AIDS in the public and private sector” [emphasis added]. This indicates an intention by government to make treatment available in the private sector.

We submit that the inclusion of HAART in the proposed PMB and the development of best practices in the private sector will achieve some of the objectives identified by the Department of Health in the Strategic Plan.  

6.3 National Health Summit and the Cabinet Statement

At its National Health Summit in 2001, the Department accepted a proposal that pilot projects using HAART for adults and children in the public sector should be carried out.
 Subsequent to this, the Cabinet Statement of 17 April 2002 affirms, inter alia, the right of health care workers and survivors of sexual assault to access PEP.
 Further, the provision of VCT as well as the provision of nevirapine as part of a PMTCT programme. With respect to the provision of HAART, Cabinet stated as follows:

“Cabinet notes that [antiretroviral drugs] could help improve the conditions of [people with HIV/AIDS] if administered at certain stages in the progression of the condition, in accordance with international standards. However, because these drugs are too costly for universal access and because they can cause harm if incorrectly used and if the health systems are inadequate, government will continue to work for the lowering of the cost of these drugs, and intensify the campaign to ensure that patients observe treatment advice given to them by doctors”. 

The Cabinet Statement and the proposed pilot programme indicate that the intention of government is progressively to make comprehensive treatment for HIV/AIDS treatment available in the public sector. While there is no pilot public sector programme in place as yet, the intention to provide treatment in the public sector clearly exists. This is another reason why it makes sense for treatment also to be provided in the private sector.  

The Cabinet Statement and the Health Summit Resolution indicate that the public sector is being prepared to provide HAART. The private sector should do the same.  In addition, the private sector does not face the same obstacles that the public sector faces in relation to the provision of HAART. The private sector has the capacity, resources and capital to implement best practice HAART programmes. 

In any event, the CARE report shows that most schemes have factored the provision of HAART into their benefits. Including HAART into the PMBs will even out and standardise the provision of HAART in the private sector, preventing adverse selection.  The PMBs can play a valuable role in standardising treatment regimens in the private sector.  

6.4 “Dumping” on the public sector

One of the rationales and key philosophies underlying the passage and implementation of the Medical Schemes Act is preventing the “dumping” of private patients on the public sector. The largest single impact of HIV/AIDS on the public health sector lies in the hospital sector. Research commissioned by the Department estimates that in 2000 alone, approximately a quarter of public hospital admissions were HIV/AIDS related.
  While there is no available data to indicate the proportion of medical scheme members within this category of admissions,
 what is clear is that in order to avoid any further dumping of private sector HIV/AIDS patients on the public sector, the proposed PMBs has to reflect realistic treatment opportunities and benefits. 

6.5 An international consensus

6.5.1 WHO Model List of Essential Medicines

On 12 April 2002, the WHO added 12 antiretroviral drugs to the WHO Model List of Essential Medicines. 
  Importantly, the drugs are included in the Core List section.
  According to the WHO the Core List represents the minimum medicine needs to ensure a basic health care system. It therefore lists the most efficacious, safe and cost effective medicines for priority conditions. Priority conditions are selected because of their public health relevance and their potential for safe and cost effective treatment.
  It is important to note that the Core List indicates the minimum requirements for the public sector.  One would be hard-pressed to argue that the relatively well-resourced South African private sector should be expected to provide anything less than the international public sector minimum.     

6.5.2 WHO Treatment Guidelines

In addition to being listed in the Essential Drug List, the drugs are also included in the recommendations of the WHO Treatment Guidelines for ARV Treatment in Resource Poor Settings.
  The WHO states unambiguously that—

”[h]aving considered the data, the expert committee agreed that there was substantial evidence supporting the claims of efficacy for ARV combinations comprising at least three drugs even in resource poor settings. Typically, these combinations include two nucleoside reverse transcriptase inhibitors (NRTIs) in combination with either a non-nucleoside reverse transcriptase inhibitors (NNRTI), or a third NRTI, or a protease inhibitor” [emphasis added]. 

The WHO found that effective treatment requires the commencement of three drugs simultaneously.  In so doing, the guidelines reveal the weaknesses in the provision of HIV/AIDS-related benefits in the private sector, particularly in relation to the provision of substandard treatment, being anything less than HAART.  The Bredell expert consultation of scientists, medical practitioners, nurses, policy specialists and activists from the public and private sector also agreed on providing HAART in both the public and private sectors and a need for a “minimum of three drugs”—HAART—as standard treatment.  TAC and the ALP’s position, based on the international and local medical and scientific consensus, is that monotherapy and dual therapy cannot be considered as advisable or medically safe.

The WHO Guidelines also provide that alternative regimens are necessary to meet specific requirements at start up, to substitute for first-line regimens in the case of toxicity, or to replace falling regimens. The WHO guidelines do not represent the optimal standard of treatment that should be prescribed in the private sector, but rather the minimum standard of care in resource poor settings. In the private sector, these guidelines should—at the very minimum—provide the minimum standard of care that no scheme can deviate from; in other words, a prescribed minimum benefit.  

6.6 Costs and savings 

TAC and the ALP recognise that there are considerable costs involved in providing universal access to HAART. However, during the period 2000-2002, there have been significant price reductions in the costs of antiretroviral drugs.  First line drug regimens are now available at a cost of approximately R700-R1500 per month.  Simply put, treatment is cost effective.  This has been demonstrated by the Aid for AIDS programme, which provides clear evidence that the provision of HAART results in net cost savings.  In particular, Aid for AIDS has shown a sustained decrease in the number of hospital admissions amongst beneficiaries living with HIV.
  

There are also other long term cost savings such as extended life years, reduced illnesses and infections, increased productivity, economic growth
, reduced skills transfer and training in the workplace, reduced absenteeism in the workplace, reduced number of AIDS orphans, decreased hospitalisation,
 decreased morbidity and mortality and reduced end of life care burden on the community and the public sector.
 

Results from a Médecins Sans Frontières (MSF) project in Khayelitsha, where patients are receiving comprehensive treatment and care, confirm that the use of HAART results in substantially increased CD4 counts and generally undetectable viral loads.
  As a result, patients experience a significant decrease in the occurrence of OIs.  Simply put, HAART prevents OIs.

In addition, studies show that with the availability of HAART in developed countries, AIDS-related mortality and morbidity has been reduced.
  The WHO has also accepted the wealth of evidence from clinical trials and cohort studies suggesting that HAART combination treatment “reduces mortality substantially” based on surrogate markers such as CD4 counts and viral load estimates, stating that “[t]he survival gains were not off-set by severe adverse effects; consequently, effective treatment leads to large absolute reductions in mortality, and restoration of a worthwhile quality of life.”
 

6.7 Legal arguments

6.7.1 The rationale of PMBs

While the conceptual framework of the PMBs is to oblige the private sector to pay for medical treatment that is available in the public sector, there is nothing in the Act that precludes the PMBs from including benefits that exceed that which is available in the public sector or that should be available in the public sector. The exception to this rule relates to “medical and surgical management”.  This exception, however, does not apply to proposed PMBs for HIV/AIDS. The PMB for HIV can therefore legally offer more than that currently offered by the public sector. 

6.7.2 Exceptional circumstances

We submit that exceptional circumstances present themselves within the context of the HIV/AIDS epidemic, which justify imposing an additional obligation on the private sector to fund comprehensive and optimal treatment for HIV/AIDS. These circumstances include the fact that current coverage of HIV within the private sector is uneven and that the capacity exists in the private sector to provide HAART. This is borne out by reports that indicate that 90% of beneficiaries have access to HAART.
 Potential exclusions by medical schemes not included in the CARE survey may lead to cherry-picking or anti-selection. This could affect the financial viability of schemes that are acting lawfully. 

6.7.3 Constitutional obligations

Government has a Constitutional obligation to give effect to the right of access to health care services, as entrenched in section 27 of the Constitution.  In terms of section 27(2), government has a Constitutional obligation to take reasonable legislative and other measures progressively to realise the right of everyone to have the right to access health care services, including reproductive health care.  At minimum, government’s obligations entail the creation of an enabling framework by putting in place laws and regulations so that individuals will be able to realise their rights free from interference.  

Government has a duty progressively to realise the right of access to health care services not only in the public sector but in the private sector as well, having responsibility for the overall performance of the country’s health system.  This is why the Department of Health and the Council have a duty to ensure fair, reasonable and optimal HIV benefits in the private sector.  As mentioned earlier in this submission, the Medical Schemes Act goes some way towards discharging such an obligation.

It is our submission, however, that promulgating a set of PMBs focused exclusively on preventative interventions unjustifiably and unreasonably limits the right of access to health care services, falling short of the reasonable measures required by section 27 of the Constitution.   Quite simply, a set of benefits that excludes HAART (treatment of HIV) is neither medically nor legally reasonable, given the capacity of the private sector and the scale of the epidemic.

Progressive measures imply that over time government must take steps to achieve the goal of better health care and delivery. We cannot wait another two years for another review that focuses on HIV benefits. At present the international and local scientific and medical consensus is quite clear: HAART must be provided as a minimum standard of care.  We cannot wait another two years for government and the private sector to give effect to their constitutional obligations. 

It is important to note that the positive duty imposed on government to comply with the obligations imposed by section 27 does not mean in this instance that government has to go beyond its own resources to progressively realize the rights contained in section 27 except where additional external resources are available, for example, the Global Fund on AIDS, Tuberculosis and Malaria. There are no budgetary implications for government in this instance and neither can the private sector argue that they lack the resources or capacity to reasonably implement HAART.  

6.7.4 Other legal considerations

There is no law that precludes the private medical sector from negotiating preferential prices for medicines in the private sector,
 nor any barriers to negotiating voluntary licenses for certain drugs with the pharmaceutical industry.
 In any event, studies show that HAART is more cost-effective than many funded therapies for other diseases, such as radiation therapy for early breast cancer, treatment of raised cholesterol and kidney dialysis.

 In making these points, we are not recommending a cut back on these treatments.

The TAC/ALP position has always been that everyone (public and private) should have access to a standard of care and benefits that over time (progressively) include access to HAART.  Nevertheless, the public sector presents a very different set of circumstances and therefore cannot be used as a barometer for the provision of reasonable treatment in the private sector.  Furthermore, current reports indicate uneven access to HAART in the private sector, which can only be addressed by including HAART in the proposed PMB for HIV.

Further, obliging all schemes to provide HAART makes good public health sense. This is because standard treatment guidelines developed in consultation with local and international bodies allows for a response to the epidemic in a comprehensive and consistent manner, avoiding unnecessary drug adherence complications and preventing drug resistance strains from developing.  For these reasons, the Department has developed guidelines for the use of antiretroviral drugs in the private sector. According to the Department, these guidelines were developed to “ensure that good practice is observed and that the risk of drug resistance is minimized”.
  TAC and the ALP support standardising treatment for HIV/AIDS through the mechanism of PMBs. 

7. DUTY TO INVESTIGATE 

In addition to considering our recommendation that HAART should be included in the PMBs, the Council and the Department have statutory duties and mandates to investigate schemes that are currently offering treatment for HIV/AIDS and to ensure that the benefits provided are of an acceptable standard.  The international and local consensus is that monotherapy and dual therapy are substandard forms of treatment.  Offering such treatment could amount to medical negligence.

Where schemes offer HAART, it is not simply a matter of providing three drugs. Instead, it must be a regimen that at the very least complies with the WHO treatment guidelines.  Anything else is unfair, unjust and unsafe.  We caution that the watch-dog and regulatory role of the Council is crucial in this respect, especially the duty to protect the interests of beneficiaries at all times.  This role is of particular importance when the lives of beneficiaries are at stake. 

8. CONCLUSION

We submit that the proposed PMB for HIV has certain strengths and weaknesses. The strength lies in the acknowledgement that the private sector has a responsibility and duty to treat a range of conditions that are not included in the current PMB for HIV. The weakness of the proposed benefit is that best practices in relation to VCT, treatment of TB, prevention and treatment of PCP, treatment of OIs and PMTCT are not included.  There is thus a need to develop detailed protocols for the management of HIV/AIDS and to set standards in the private sector for the adoption of best practices.    

In addition, the emphasis on prevention to the exclusion of treatment in the public and private health sectors is an unreasonable response to the HIV/AIDS epidemic.  The proposed PMB does not include HAART.  Unless HAART is included and the current imbalance in the provision of AIDS benefits in the private sector is addressed, the national response to HIV/AIDS will be limited.  Without an adequate response to address the implications of the epidemic in the private sector, government will be unable to fulfil its constitutional obligation progressively to realise the right of access to health care services for all.
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� Improving access to quality health care also promotes economic growth. Increased access to heath care is a central component of any national development strategy. See Macroeconomics and Health: Investing in Health for Economic Development. Report of the Commission on Macroeconomics and Health at p1. Supra note 7. 


� This is important for the private sector. The Council for Medical Schemes reports a continued increase in private hospital expenditure (all health conditions) followed by medicines and medical specialists. Council for medical Schemes Annual Report 2001 � HYPERLINK "http://www.medicalschemes.com" ��www.medicalschemes.com�


The high cost of private medical coverage is also influenced by medical inflation, which continues to outpace the Consumer Price Index (CPI), Statistics South Africa. See also Goudge J et al supra note 57. 


Even in the risk-rating environment (prior to the Act) schemes were unable to control costs. The Department of Health has therefore committed itself to “promoting rational practices in the private sector to address the current ratio of spending to service in the private sector”. Department of Health Annual Report 2000/2001 at p11. 


� See the Bredell Consensus Statement (2001), which confirms the short and long term cost benefits of using HAART. Available from � HYPERLINK "http://www.tac.org.za" ��www.tac.org.za�


� Preliminary Results after a First Year Experience May 2001 – April 2002 MSF and Department of Public Health and Primary Health Care, University of Cape Town 2002. Available from � HYPERLINK "http://www.tac.org.za" ��www.tac.org.za� or the ALP. 


� See Palella et al (1998). Also Kenyon et al “Mainstreaming HIV/AIDS: Progress and Challenges” in the South African Health Review 2001 Health Systems Trust (HST) pp 161-186. 


Studies that address the effectiveness of HAART include Moore and Chaisson (1999) and Clark (2000). See also Farmer P Harvard Medical School “Introducing ARV’s in Resource-poor Settings” Expected and Unexpected Challenges and Consequences. Presented at the 14th International AIDS Conference Barcelona July 2002 Copy available from ALP. See also UNAIDS, Barcelona Report July 2002 supra note 31. The report explains why Latin America and the Caribbean have become leaders in providing HAART. Of 24 countries in the region, 11 have policies, regulations or laws that guarantee access to HAART at p145. 


� During July 2002 the TAC and COSATU jointly held a National HIV/AIDS Treatment Congress in Durban. The Treatment Congress issued a Consensus Statement that inter alia calls for the adoption and implementation of a National HIV/AIDS Treatment Plan. Available from � HYPERLINK "http://www.tac.org.za" ��www.tac.org.za�


� “The majority of health professionals, except nurses, work in the private sector.” Goudge J et al supra note 57. However, the Department of Health estimates that according to 1999 figures, 45.5% of nurses work in the public sector. See Inquiry into various Social Security Aspects of the SA Health System 14 May 2002 supra note 56. The number of private hospital beds per 1000 medical scheme population is 3.4. On average 60% of public sector funds are used on hospitals. See Department of Health Annual Report 2000/2001. � HYPERLINK "http://www.doh.org.za" ��www.doh.org.za�


� For example, the malaria drug artemether / lumefantrine. Here the manufacturing company entered into a differential pricing agreement for developing countries. It also entered into an agreed price differential within developing countries between the private sector and the public and not for profit health care systems. See Essential Drugs and Medicines Policy 12th Expert Committee on the Selection and Use of Essential Medicines Meeting held on 15-19 April 2002. Supra note 58 at p3.


� For example, in 2000, schemes expenditure on total benefits from the risk pool for medicines amounted to 25.5% (second largest expenditure) and expenditure on total benefits from personal medical savings accounts amounted to 39.8% (largest expenditure). See Council for Medical Schemes Annual Report 2000 � HYPERLINK "http://www.medicalschemes.com" ��www.medicalschemes.com� 


� Kenyon et al “Mainstreaming HIV/AIDS: Progress and challenges” supra note 67 at p 174 footnote ‘n’


, citing Freedberg 2001. 


� Department of Health Annual Report 2000/2001. � HYPERLINK "http://www.doh.org.za" ��www.doh.org.za�
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