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EXECUTIVE SUMMARY

Executive Summary

Civil society has welcomed the Cabinet’s decision to order the development of an implementation plan to provide anti-retroviral treatment in addition to other components of the national HIV/AIDS strategy.  This submission, endorsed by many civil society organisation, puts forward proposals for a successful HIV/AIDS antiretroviral treatment programme that will help improve all aspects of South Africa's health care system. 

The success and sustainability of an antiretroviral (ARV) rollout programme depends on a number of interlocking social, medical and political factors.  But the key to success with each of these areas is active and expanding community involvement and mobilisation, particularly the involvement of people living with HIV/AIDS and people already taking ARV treatment.  The TAC has over 100 branches throughout most provinces of SA. These branches are ready to assist.

This submission suggests a number of key principles of and components to a plan that we believe are essential for its short and long term success. 

· Social Mobilisation: The resources of communities, the labour movement, civil society, religious organisations, sports organisations and business must assist government with many aspects of the response to the HIV epidemic. Negotiations at NEDLAC offer a starting point for a social accord, in which many sectors accept specific responsibilities for aspects of HIV/AIDS prevention and treatment. We propose that a joint meeting of SANAC and the NEDLAC constituencies be convened to operationalise the proposals that emanated from the NEDLAC negotiations. 

· Phases of Implementation: We explain our view of government’s legal obligations and make a number of proposals on the rollout of antiretroviral therapy. We stress whilst there must be uniform criteria for access to treatment (ensuring quality of care, adherence etc) there are several models for rollout strategies that should be employed. These depend on local circumstances and strengths. The selection of sites for rollout must consider factors such as increasing capacity where treatment is available, self-selection by sites for antiretroviral treatment and choosing key rural sites at which to rollout to address inequity between urban and rural areas. We urge that decision making on the start and expansion of the programme be located at Provincial government level and that the focus be on primary health care facilities. To save lives, it is critical that rollout begins in October 2003. We propose a target of 208,000 people on treatment by March 2005.

· Paediatric Treatment Plan:  The task team report has paid insufficient attention to paediatric HIV.  Our proposals insert recommendations to assist the rollout of treatment to children and rectifying some legal anomalies that create unnecessary barriers to access to treatment.  

· Promoting Openness, Adherence To Treatment and Treatment Literacy: The TAC offers its model on PWA-driven treatment literacy and community mobilisation for incorporation into the plan. ‘Treatment literacy’ involves training people to understand how HIV 'works'; to promote understanding of HIV infection and self-management of health; to recognise OIs and know the most common medicines that treat them; and to understand all aspects of ARV treatment, including the names of medicines, their side-effects and benefits. To facilitate effective HIV/AIDS education we recommend that a National Media Forum be established, involving the various groups involved in HIV/AIDS treatment and prevention literacy. The aim of this body would be to ensure consistency between messages and achieving the added value and reach of co-ordinated health messaging. 

· Nutrition and poverty alleviation: We recognise that people require additional support in order to sustain their health.  Proposals are made to address these issues, most of them based on the recommendations of the Taylor Commission. 

· Monitoring Adherence, Efficacy and Side-effects: The widespread introduction of ARV treatment will require monitoring at both individual and programmatic levels. We believe that sensible and accurate patient education about side-effects and adherence is an essential part of pre-treatment counselling. The ability to establish confidential patient databases depends on campaigns for openness, the reduction of stigma and the training of health workers. 

· Sourcing Affordable Medicines, Diagnostics and Monitoring Tools: Reducing the costs of medicines is critical to access and sustainability. We propose expedited registration of generic ARVs, and legal mechanisms for making generic antiretrovirals, other essential medicines and diagnostic tools more widely available.  

· Budgeting and Finances: The success of the operational treatment plan will depend on sufficient funds being made available and creating simple, efficient mechanisms for spending of this money by provincial governments and health care facilities. It is also critical that additional funds are put aside for the treatment programme, so that existing health interventions are not further under-resourced. 

The successful implementation of an antiretroviral treatment programme will give life, dignity and hope to millions of people. It will maintain families, social structures and human capital. It is imperative that civil society and government co-operate to ensure the programme's success. We are ready.

1. Introduction:  KEY PRINCIPLES

We welcome the efforts of the health and treasury task team, this task team and the commitment of government to an ARV programme is an opportunity to change the course of prevention and treatment efforts in our country. The success and sustainability of an antiretroviral (ARV) rollout programme depends on a number of interlocking factors.  These factors include visible political commitment, understanding and commitment of all health providers to providing treatment, a dependable and affordable supply of medicines, affordable diagnostics and monitoring services,  the initiation of specialized HIV care services that are rapidly integrated into primary health services, the training of health care workers, strong communication of key messages. 

The key to success with each of these areas is active and expanding community involvement and mobilisation, particularly the involvement of people living with HIV/AIDS and people already taking ARV treatment.  The TAC has over 100 branches throughout most provinces of SA. These branches are ready to assist in areas where they already function and to be directed towards areas that are considered to be a priority for the plan. 

This submission makes no pretence of being a technical plan, neither does it under-estimate the challenges that lie before us. However, it suggests a number of key principles of and components to a plan that we believe are essential for its short and long term success. 

2. VISIBLE Political Commitment AND LEADERSHIP ON ARV TREATMENT

The unambiguous political commitment of our government to an enhanced programme, and in particular to access to ARVs is now essential. As we have seen with PMTCT, mixed and confusing messages about ARV treatment will deter some people from seeking treatment, impact on take-up, adherence and sustainability. The messages that we believe must be communicated are “Know your HIV status”, “If you have HIV seek advice on treatment”, “Anti-retroviral medicines used properly can save lives”

We call for the highest level of political support calling on people to voluntarily test for HIV, manage their health, seek ARV treatment when appropriate, and adhere to ARV treatment (or to help others to adhere to treatment). We recommend that the national and provincial legislatures should organise workshops targeting members of parliament and MPLs so as to ensure that all our public representatives are properly informed about ARVs and the challenges they involve. We believe that the election in 2004, which will see extensive canvassing by politicians, is an opportunity to advocate key health messages around HIV prevention and treatment. 

3. Social Mobilisation: Building on Existing Initiatives

It is important to note the overlap between some of the intervention areas referred to in the Joint Health and Treasury Task Team (health and treasury task team) report and proposals that were made during the negotiations which took place at NEDLAC in 2003/2004 around a Framework Agreement for a National Treatment and Prevention Plan.  Significant here is that, as part of the operational plan, government could call on the NEDLAC constituencies of labour, community and business to formulate detailed intervention strategies around the commitments that they already made at NEDLAC and to synergise these strategies with the Cabinet’s ARV implementation plan.

In particular, the NEDLAC constituencies of business, labour and community could be asked to urgently implement those parts of the agreement on which there is overlap with the health and treasury task team report and where there was consensus reached at NEDLAC.
 This includes issues, such as Improved education and training (Section 3 of the draft Agreement); Voluntary counselling and testing, (Section 5 of the draft Agreement); improved identification and treatment of opportunistic infections (section 6 of the Agreement). 

The Draft NEDLAC agreement differs from the Task Team report in one important respect: it envisages a national treatment plan – not a public health sector plan. The implementation plan being prepared by the TT cannot be limited to the public sector. Saving lives through successful treatment depends on public and private sector initiatives, as well as unparalleled community involvement with the health service. 

Another advantage of the NEDLAC draft plan is the recognition that campaigns on VCT, early detection and  treatment of Opportunistic Infections (Ois) etc, benefit prevention, and strengthen other areas of the health service. Treatment literacy training in communities (explained further below) can help assist to ensure an ongoing supply of key OI drugs (such as cotrimoxazole, fluconazole, acyclovir, B6, amitryptilline), by creating informed demand, and highlighting supply deficiencies and theft. 

We propose that, as part of the implementation plan, an urgent joint meeting of SANAC and the NEDLAC constituencies be convened to operationalise these proposals and to make additional proposals. However, if such a meeting is to be successful the restructuring of SANAC must be urgently completed, and the body relaunched with clear rules and protocols to guarantee openness, accountability and effectiveness.  A copy of the text of the proposed NEDLAC agreement, agreed to by business, community and labour is attached to this submission marked Annexure“A”.

4. Phases of Implementation

We support the health and treasury task team proposal that there should be several phases and strategies for implementation of ARV therapy. There cannot be a one model fits all. 

The Cabinet has stated that up to half a million people are “in stages 3 and 4, with significant care needs”. 
 These people are in urgent need of access to ARVs (very many will die if they do not receive it), and, in keeping with our Constitutional obligations, we believe that the first phase of implementation requires an urgent-access treatment campaign that aims to provide medicines and related services to those in most desperate and immediate need.  A memorandum on the Constitutional Requirements of a treatment plan (which was handed to Dr Mbewu on September 9th 2003) is attached as Annexure “B”.

We caution against the view that “once a decision to introduce ART were made, … that six to nine months’ preparatory activities are required before the first patients would start to receive medication on the ground.”
 Instead, we propose that with immediate effect all sites that can meet the minimum quality of care criteria be designated as ‘urgent-access treatment sites’ and that people who believe they need access to treatment be encouraged to voluntarily test for HIV and are assisted to visit these sites for counselling, diagnosis and treatment. Where possible these sites should have existing experience with the provision of ARVs, and resources and assistance should be provided to scale up the numbers of people placed on treatment. 

From the outset there must be a commitment by Provincial government and clinicians to decentralise human resources and expertise to where need is greatest, and to move capacity from the tertiary to the primary health sector. This may mean moving capacity from highly resourced areas, where there is support and understanding of a programme, to new areas still ridden by stigma and fear. This too emphasises the need for community involvement.

To move towards equity with rural and resource-deprived areas, dedicated new sites should also be rapidly created. The location of some of these sites should be based on areas with the highest HIV prevalence in SA (information about HIV prevalence by district can be extracted from information contained in the 2002 antenatal survey). In relation to the above:

· The TAC is willing to assist with the identification of these sites and community programmes around them. 

· An appeal to organisations such as the HIV Clinicians Society, SAMA, SAPA, DENOSA and HOSPERSA should be made to assist with staffing these sites, as well as to NGOs, FBOs, trade unions and business organisations to provide assistance with infrastructure, counselling and support. 

· The private health sector and international organizations should be approached to provide support (personnel, training, financial). 

· All facilities currently offering any level of ARV treatment should be asked to urgently assess their ‘potential delivery capacity’ and the requirements to scale up to their upper limit and be assisted by Provincial Implementation Units in moving to this level of delivery at the fastest possible rate. A short report from the Generic Anti-retroviral Procurement Project (GARPP) is attached as Annexure “C”. It shows that by July 2003, 24 projects had started providing HAART to 1,454 persons with an additional capacity to treat 2,720 persons with existing resources. These projects provide treatment to persons without medical aid and who are dependent on the public health sector. Between December 2002 and July 2003, the number of projects has increased from 17 to 24 and the number of persons on treatment from 596 to 1,454
. This reflects the potential to rapidly introduce new HAART provision projects and to treat more people within these projects. In addition to the existing projects, eleven other projects have confirmed funding and have the capacity to treat between 1,520 and 12,520 persons over the next year. 

· We recommend that Provincial Health departments call existing projects organised in GARPP, employers offering treatment
, and union health clinics, such as those provided by SACTWU, to a meeting to assess capacity and needs, and the role they can play in scaling up access, providing hands on treatment etc.

We envisage that these emergency treatment centres could provide invaluable information to patients and the broader community as well as make it possible to start hands-on training and developing the infrastructure for the expansion of an ARV programme.

Apart from the medical, legal and constitutional imperative that underlies this approach, it is supported by experience in Botswana, which amongst its ‘Key Learnings’ recommends:

“Make decisions with minimal data but have a strong risk management strategy worked out before-hand to deal with likely eventualities (common practice in the private sector).”

“Focus on easy wins first: e.g. the rollout to Debswana Mining hospital which was already offering ARV therapy on a smaller scale and required minimal additional capacity to scale up for the general public.”

Supplementary to efforts to treat those in immediate need (‘phase 1’), we endorse the principles suggested at a seminar held by the University of the Witwatersrand’s School of Public Health and Perinatal HIV Research Unit in August 2003, which build on the Bredell Consensus Statement on the Imperative to Expand Access to Anti-retroviral Medicines for Adults and Children with HIV/AIDS in South Africa. The Bredell Consensus Statement is attached as annexure “D”. In particular we propose:

· The adoption of an approach that supports self-selection by sites that meet agreed criteria. Emphasis should be placed on TB clinics, successful mother-to-child transmission prevention sites, non-governmental organisations providing health services, trade union health facilities (such as those offered by the clothing and textile workers health care fund) and faith organisations providing medical services, where government assistance at a national and provincial level could assist with scaling up numbers with access to treatment.

· The identification of treatment sites serving rural areas and the development of concrete implementation plans to ensure their success. We draw your attention here to Annexure “E”, a letter from the Rural Doctors Association (RUDASA), identifying principles and several possible sites for treatment. Amongst sites not selected by the Provinces, but where there is capacity are: Murchison hospital, St Appolonaris hospital and Church of Scotland hospital in KwaZulu Natal.

Further investigation will certainly reveal other possible sites. The TAC offers to directly assist with implementation at these facilities. This would include mobilising resources, community treatment literacy campaigns, providing community legal services and campaigns to try to remove the stigma associated with HIV.

· During phase 1, facilities that are designated as treatment sites should be allowed to offer ARV treatment to any person in that area who meets clinical and social criteria for treatment. Public advertisements about the location of ARV treatment sites, as well as internal communication within a facility are essential.

· We agree that the initiation of ARV treatment must be done by qualified medical doctors. However, it is important to be clear about the division of responsibility not just at the start of treatment, but on an on-going basis: doctors should initiate treatment, nurses should provide clinical monitoring, and communities offer assistance with adherence, treatment literacy etc. Again, a public health approach requires well-designed protocols, and the involvement of community and treatment activists.  Thus, at provincial level, there must be immediate plans to start training to increase the number of doctors and nurses that are able to prescribe and monitor these medicines, as well as intensive treatment literacy programmes targeting treatment-buddies and local activists. 

· The ARV roll-out should not have a narrow focus only on those facilities that are able to (or are preparing to) offer ARVs for treatment. Improving other aspects of HIV treatment and care, and strengthening the MTCT and PEP (rape survivor) programmes, will establish the platform for ARV treatment. A successful ARV treatment plan requires that hospitals and clinics actively encourage voluntary HIV counselling and testing, and CD4 measurements (for people who test HIV-positive or show clinical symptoms of AIDS), and more effectively treat opportunistic infections.

· During the start-up phase of an ARV programme, doctors in public sector facilities that are not designated ‘sites’ should be permitted to prescribe ARVs to patients who are in the private unfunded sector (out-of-pocket payments). Where this takes place, the health facility should be permitted to manage the patient clinically or to competently refer to the nearest site that can. This will enable more people to access treatment while the programme is being rolled out and it will also provide an opportunity for health care workers operating in facilities where the programme is not available to get practical experience with the management of ARV treatment.

· Finally we recommend that time-bound treatment targets should be set to assist monitoring of the programme, as well as to ensure that the maximum people receive equitable access. We propose a target of 208,000 by March 2005 (ie 18 months after the introduction of the programme).

5. Paediatric Treatment Plan

There is limited attention to paediatric HIV treatment in the Task Team report. Further, it is not clear if the cost estimates have included children, though it is implied that children will be treated by virtue of the mention of WHO eligibility criteria.
 In appendix 3, there are eligibility criteria set out for adults and children, but there is no recommendation on regimens for children.  There needs to be clear recommendations on what ARV regimens are being considered for children.  This has implications for price monitoring as well to ensure that price trade-offs between adult and paediatric formulations are not countenanced. 

This is an obvious omission in view of the large numbers of children infected with HIV as a result of vertical transmission, and the finding of the HSRC/Nelson Mandela Foundation survey of unexpectedly large numbers of children between the ages of 2 and 12 who are infected with HIV. Expanding access to ARV treatment for adults, but disregarding children’s needs, will weaken the programme, and creates a risk of drug-sharing, resistance etc. Children, from birth to 18 years old, have the right to HIV treatment and the ARV roll-out plan must cater for their particular requirements. In addition women’s treatment is an issue for children, and women’s specific requirements should be given serious attention.  Adolescent mothers are a particularly vulnerable group whose rights must be fulfilled as both women and as children.  

We suggest that:

· A rights-based approach be adopted to inform children about HIV testing and to support voluntary counselling and testing with referral and support, as part of existing governmental and non-governmental life-skills programmes. 

· The process of developing an HIV testing policy for children needs to be fast tracked in consultation with civil society organisations.  We have drafts of such policies as well as booklet of activities for adolescents that could be readily adapted to an outcomes-based education framework and integrated into life skills curriculum.

· At present there is a legal anomaly created by the fact that consent for HIV testing and treatment of infants children who are abandoned or have no legal guardians can only be obtained with the permission of the High Court or Minister of Social Development. This is unduly onerous, and is a barrier to children’s rights of access to basic health care services. A memorandum by the AIDS Law Project setting out the problem is attached as Annexure “E”.
Paediatric HIV treatment, in particular HAART, differs significantly from adult treatment and requires special attention by Provinces and the PIU in planning, training, implementation and monitoring.

In providing treatment for children, it must also be recognised that children covers a diverse grouping. There are developmental differences that are generally age related. The implications of these differences for treatment extend to the use of ARVs,
 including HIV testing, regimen options, support, children’s participation and legal considerations in consent. It is suggested that the following groupings be recognised and addressed in the ARV roll-out: 

· babies (under 3 year olds), 

· young children (3-6 year olds), 

· school going children (7-11 year olds), 

· early adolescents (12- 14), 

· older adolescents (15-18).  

These stages need to be taken into account in training, monitoring, development of guidelines and in support and referral.

There are also critical and specific issues for adolescents, in particular in relation to mental health and the need for a range of support and referral services.  Compliance in adolescents is considered particularly challenging, requiring the introduction of strategies to promote adherence, including more frequent clinic visits and intensive counselling. We have raised with organisations such as Lovelife the need to introduce messaging on treatment into existing media. It is also advised that other forms of support including peer-support mechanisms need to be urgently identified.

Finally, within the generally vulnerable group of children there are especially vulnerable children: those living on the streets, those living in poverty, those living without adult or caring family support. Guidelines must set out clear and practical actions to be taken and strengthen the inter-sectoral and interdepartmental mechanisms to ensure that their rights are met in respect of treatment.  These need to be widely and effectively communicated. 
To assist implementation of our recommendations (above) we strongly recommend that Home Based Care programmes be strengthened and enabled to identify those likely to be in need of treatment, particularly for babies and young children.  Children, especially those without supportive adults, need services delivered to them where they are.  This provides such an option. In addition successful HAART support for children will need to incorporate school based support, especially at Early Childhood Developmnent (ECD) Centres. This must be taken into account for continuity of care and treatment compliance for young children and school-age children.

Orphans:

We are encouraged that the Task Team report  recognises that treatment for adults will result in lower levels and rates of orphanhood.
 However in data collection and analysis on this and other indicators we call for child orphanhood, prevalence and incidence rates, as well as take up and compliance rates, to reflect children as all people under the age of 18 years old. The Treasury Report recognises the challenge to support all orphans. This is a step in the right direction, but the concept of orphanhood is limited and needs to be expanded to include ‘vulnerable children’ to truly come to grips with the challenge of fulfilling children’s rights. Decreasing family income, lack of parental care, taking care of those who are ill all increase children’s risk of HIV infection. Orphanhood is one of those risks.   

6. Promoting OPENNESS, adherence TO TREATMENT and treatment literacy

The TAC has pioneered HIV/AIDS treatment literacy in affected communities in South Africa. In areas where there is limited access to anti-retroviral treatment, such as Khayelitsha, this has assisted with the creation of openness and adherence to treatment. 

Treatment literacy involves training people with and affected by HIV to understand how HIV ‘works’ in our bodies; to promote understanding of the stages of HIV infection and self-management of health; to recognise OIs and know the most common medicines that treat them; and to understand all aspects of ARV treatment, including the names of medicines, their side-effects and benefits. Critically treatment literacy involves teaching people infected with HIV about prevention and preventing re-infection. These volunteers then go to work in their communities to spread their knowledge to schools, PWA support groups, home based care organisations and health workers. 

To support this work the TAC has also created a variety of media, including pamphlets about HIV and various aspects of treatment, posters in 9 languages and videos. We would be willing to work with Provincial governments to scale-up and expand treatment literacy. A treatment literacy training plan, targeting community based health workers, nurses and community activists should form part of the ARV roll-out plan.

In addition, to assist with this submission a meeting was held with NGOs involved in communicating key messages about HIV/AIDS in order to formulate proposals about some of the key communication issues around ARV treatment.  These groups were also requested to outline how their resources and media platforms could best be used to support these proposals. Annexure “F” describes broad recommendations endorsed by Love Life, Soul City, MindSet Health Channel and Beat It.  We recommend that a National Media Forum be established, involving these and other groups, with the aim of ensuring consistency between messages and achieving the added value and reach of co-ordinated health messaging.

We also draw your attention to the fact that until now public advertisements on HIV/AIDS in the print and electronic media have been purchased, sometimes at corporate rates. We recommend that a meeting take place with the SABC, e-TV and owners of the major newspaper groups in SA with a view to reaching agreement on a national media plan, taking advantage of existing expertise and capacity to produce relevant information, but delivering it either free or at greatly subsidised rates. Other businesses, such as Telkom, should also be approached to provide subsidised access for help-lines.

7. Nutrition and poverty alleviation

We recognise the impact of HIV/AIDS treatment and its concomitant nutritional requirements, particularly on households already burdened by high poverty levels, means that people require additional support in order to sustain their health. We support the task team's emphasis on nutrition. Nutritional information is a critical part of treatment literacy and public education efforts. However, we are concerned that messages on nutrition that have emanated from government are often perceived as vague and sometimes even unscientific. We suggest that a simple fact sheet on nutrition be developed for mass distribution. This fact sheet should be  endorsed by government and civil society organisations. It should be translated into multiple languages and be the basis for the development of posters for clinics and radio and television advertisements. 

The task team report proposes interesting ideas on integrating nutrition with treatment programmes. A clear plan is needed for this to be successful. More consideration needs to be given to ensuring that a perception is not created that people with HIV have better access to nutrition than people without. Ensuring adequate nutrition for all is vital, although people with HIV have special needs in this regard. Much more public discussion around this issue is needed and ultimately a nutrition plan is needed too, but it is critical that the rollout of treatment is not delayed because of the current inadequacy of a nutrition plan. Arguably the best way to address nutritional deficiencies is good public education on the issue coupled with an effective social grants distribution system.
We also suggest that the Task team therefore collaborate with the Department of Social Development in order to ensure that key health interventions are not undermined by the lack of access to social assistance.  Key issues that need urgent consideration include:

· Support for transportation to health facilities for people outside a given district;

· Simplification, publicity and expedited procedures for claiming disability grants for people with advanced HIV disease (it is also important that there should be no revocation of disability grants for people who improve as a result of access to treatment as this will impact on treatment adherence);

We support the recommendations emanating from the Taylor Report, namely that South Africa should create a comprehensive package of ‘social protection’.
 

The Committee also recommended that everyone must get at least a certain minimum income transfer to reduce or eradicate destitution and starvation in the form of three universal cash grants: the Basic Income Grant (BIG); Child Support Grant (CSG); State Old Age Pension (OAP).

We strongly support the introduction of a Basic Income Grant for everyone and further recommend that it should be phased in:

1. 2002 - 2004: Children first through extending the CSG

2. 2005 - 2015: Income Support Grant (solidarity grant/BIG) extended to all people in South Africa.

8. Monitoring adherence, efficacy and side-effects

The TAC agrees that monitoring treatment outcomes, side-effects and adherence is very important. 

The widespread introduction of ARV treatment will require monitoring at both individual and programmatic levels. 

We believe that sensible and accurate patient education about side-effects is an essential part of pre-treatment counselling. In addition patients should be encouraged to ensure that facilities report adverse drug reactions to the MCC. This forms a part of treatment literacy training.

With regard to monitoring adherence and efficacy we propose the introduction of information systems and standards, which would based on the law and medical ethics,
 to permit the storage of confidential medical data on an individual basis regarding outcomes, adherence and side effects. 

Information of this nature is crucial for the planning of future improvements in the intervention. But we believe that information requirements for research should not hamper the widespread rollout of treatment beyond those sites with research capacity. This is extremely important. The basic need is for a user-friendly facility based information system that allows health staff to analyse their own performances and correct errors. In time this must be supplemented by a national system that indicates who is on treatment, what regimen they are on, and whether the treatment is working - success rate as distinct from adherence and compliance. 

However, if such systems are to be effective (and not frighten patients through fear about breaches of confidentiality or over-burden health care workers) there needs to be visible community campaigns against stigma and HIV-related discrimination coupled with improved training of all health care workers on the legal and ethical duty to protect patient confidentiality and privacy. 

In Annexure “H” we have detailed the areas and levels where we believe urgent attention is required to ensure a viable information system to support a national roll-out plan. The expertise exists to provide solutions to these and we are willing to work with government to ensure that these standards are developed as soon as possible. In this respect a local discussion document has been prepared on this topic and will made available if it is felt that is necessary for the deliberations of the task team.
9. Sourcing affordable medicines, DIAGNOSTICS AND MONITORING TOOLS:

Registration of generic medicines:

In our view the Task Team report does not prioritise the use of more affordable generic medicines for use in the roll-out plan. This is an omission with significant implications for cost, access and sustainability.

We strongly recommend the expedited registration of generic ARVs which have been submitted to and meet the Medicine Control Council’s (MCC) criteria for safety, efficacy and quality.
   

Of these registered generic ARVs, only Stavir and AP-Stavudine are currently available on the market, as Bristol Myers Squibb (the exclusive licensee for Zerit® (stavudine)) does not enforce its rights on the patent in South Africa.  Whether others become available in South Africa depends on an indication from government of its willingness to open the market and upon on the issuance of voluntary or compulsory licences. A memorandum on legal powers available to the government was handed to Dr Mbewu on September 9th 2003 and is attached as annexure “I”.

We recommend that the following ARVs should be registered urgently:

· Wherever possible, generic paediatric formulations (solutions and lower tablet dosages), especially zidovudine, lamivudine, nevirapine, stavudine and didanosine.  

· 600mg Stocrin® (efavirenz)—not only does the 600mg version reduce the pill burden (and assist in increasing compliance), but it is also sold by MSD at a cheaper price than the 200mg tablet (US$28.5 for 30 day’s supply of 600mg tablets compared to US$41.13 for 30 day’s supply of 200mg tablets).

· Viread® (tenofovir)—a nucleotide reverse transcriptase inhibitor that significantly increases treatment regimen options.

· Generic didanosine (100mg and 400mg).

· Fixed dose combinations (or co-blisters), including zidovudine/lamivudine/nevirapine (300mg/150mg/200mg), stavudine/lamivudine/nevirapine (30mg/150mg/200mg and 40mg/150mg/200mg), stavudine/lamivudine (30mg/150mg and 40mg/150mg) and didanosine-lamivudine-efavirenz (400mg-300mg-600mg). 

Wherever possible, there should be at least three generic versions of each registered ARV, to ensure sufficient competition.

We also recommend that the drugs that form the first and second line regimens proposed by the Task Team are included on the Essential Drug List (EDL) immediately. 

Registration of generic medicines for the treatment of OIs, including fluconazole:

In addition, while a number of generic opportunistic infection treatments have already been registered (for example, seven generic versions of the broad spectrum antibiotic ciprofloxacin), many have yet to be registered. We therefore recommend expedited registration of generic version of medicines that are vital in the treatment of opportunistic infections.  

Despite the expiry of the Diflucan® patent, only two versions of generic fluconazole (both by the same company) have been registered to date.  Lack of real competition means that the private sector price of fluconazole remains unnecessarily high. This results in many patients using the public sector, who, if the price was lower, would rather use the private sector. This is an unnecessary burden on the public sector. 

We call on the Ministry of Health to review the Diflucan donation Programme in view of some critical problems that need to be addressed. These are related to the fact that to facilitate Pfizer's conditions for the donation, fluconazole for the public sector is no longer obtained through the standard procurement mechanisms. As a result, many facilities do not have this essential medicine. 

Diflucan, used for the donation, has been rescheduled so that it can no longer be prescribed by nurses. Often the medicine is in the clinic, but patients do not receive it because no doctors are available to prescribe it. This rescheduling did not take place for clinical reasons but to prevent the donated Diflucan being resold illegally to the private sector.

Even though fluconazole is now off-patent, the private sector price remains exorbitant (over R55 per 200mg capsule; a bioequivalent, World Health Organisation approved generic can be purchased for less than R2 per capsule). We suspect that many generic companies lack an incentive to register their fluconazole because they cannot compete against a public sector donation and it is in the public sector that they would hope to make their bulk sales. 

A solution to these problems would be to put out a tender for fluconazole for the public sector and to ask Pfizer to rather put their donation into training doctors and nurses to administer the drug correctly.

Use of voluntary and compulsory licences for diagnostics and monitoring:

The TAC is concerned about the high laboratory costs of diagnostics and monitoring for an ARV programme.
 Affordable monitoring is an issue for both the public and private sector. Where patients are purchasing their drugs through out-of-pocket payments they will need access to affordable and sustainable monitoring services countrywide. The reduction of high laboratory cost in the private sector will reduce the burden on the public sector. Similarly where government implements a national ARV programme it is vital that it has access to competitive prices for diagnosis and monitoring. 

While we believe that the NHLS should be the preferred provider it is imperative that the ARV programme also brings on board the entire pathology sector in SA. This is especially important if the NHLS is found to be lacking capacity in certain areas. Also, while the NHLS has developed a key low cost technology to measure CD4 counts work on developing an affordable viral load test is still continuing. In any event, the NHLS Panleucogating CD4 test costs in the region of about ZAR 84 per test. 

We therefore recommend:

· that the Task team convene a meeting with the NHLS and the National Pathology Group (NPG) to determine an appropriate response to lowering the costs of essential monitoring tools. 

· the Task Team consult with the DTI on negotiating price reductions with companies that have patented key diagnostic and monitoring technologies (such as Roche Pharmaceuticals). Alternatively, for government to consider issuing compulsory licenses on essential diagnostics and monitoring tools (processes and technologies). 

10. Budgeting and finances:

The success of the operational treatment plan will depend on sufficient funds being made available and creating simple, efficient mechanisms for spending of this money by provincial governments and health care facilities. It is with this in mind that our recommendations related to the financing of treatment are made. 

Contingency Fund Money to Start the Programme in October 2003:

The health and treasury task team correctly notes that funding for ARV treatment must not compete with resources for current health interventions. Therefore funding for the establishment and rollout of the treatment programme in this financial year (ending March 31 2004) should come from the contingency reserve as opposed to the current health budget. To facilitate this, the Department of Health must urgently motivate to National Treasury for additional funds to be allocated in the Adjustments Estimate for ARV rollout. These funds must be an additional allocation---possibly sourced from the contingency reserve---and must not be virements from the current health budget. This is a matter of urgency because allocations of additional funds in this financial year are currently being finalised, in time for their presentation to Parliament in the Adjustments Estimate in late October. In our view, the ARV rollout clearly qualifies as an unforeseen circumstance and a Cabinet priority, given that the Cabinet decision on rollout only occurred in August.

Provincial Spending through Conditional Grants and the Equitable Share:

Some of the funding for 2003 will be necessary to put in place the national structures for managing the treatment ARV programme and communication initiatives. However, we envisage that most of this year’s ARV programme funding would be channelled into conditional grants and that this will be used to initiate or expand programmes. This will ensure that provinces are given a clear signal from the National Department of Health to begin their treatment programmes. However, because conditional grants require separate budgets, expenditure and reporting systems that complicate access to finance at the local level, their primary use should be to kick-start the programme by:

· Establishing the management structures at provincial level necessary to co-ordinate treatment;

· Training and development of training materials for medical personnel and clinic managers;

· Public education programmes as envisaged in the section 4 of this document; and

· Procuring medicines and diagnostics. 

Between now and February 2004 funds should be channelled to provinces via the existing HIV/AIDS conditional grants (using additional money from the contingency fund). In the financial year 2004/05 budget, the amount channelled to conditional grants should be increased and additional funds should be added to the equitable share for the roll-out of treatment. 

Ensuring Health Facilities Access Funds for the ARV Treatment Programme:

Since we recommend the self-selection of health care facilities for rollout, clinics that are ready to implement ARV treatment must be able to access money to purchase medicines, diagnostics and other necessary resources. Sufficient funds must also be available to sites that are already implementing ARV treatment and need to scale up as well as sites chosen for strategic purposes, such as poorly resourced rural clinics. 

Frequently, health facility superintendents and health-care workers are unaware of all the procedures for accessing funds to purchase essential resources. Therefore we recommend that a simple circular be distributed to all public health care staff explaining how to access funds for financing voluntary counselling and testing, equipment, diagnostics and medicines.

Money Required to Finance the Programme Until March 2005:

We have estimated the budget for the treatment programme for the remainder of this financial year (October 2003 to March 2004) and the next financial year (April 2004 to March 2005). 

The cost of the programme can be divided into:

· non-patient costs, which includes management (both national and provincial) and training, and 

· patient costs, which includes medicines, monitoring, service delivery and nutrition. 

For all of these estimates, we have used the Task Team calculations, except for the cost of medicines and diagnostics, which have been reduced since the Task Team completed their calculations. 

We estimate that the average cost per patient on ARV treatment is ZAR7,184 per annum. This is a rough calculation but it includes factors to account for exceptional patients. Furthermore an additional cost has been added to account for some patients being on more expensive second-line treatment regimens. Furthermore, we estimate that on average, an additional 12,235 patients per month will commence ARV treatment from October 2003 to February 2005.  In February 2005, 208,000 patients are estimated to be on the programme. Considering that the Task Team estimates that 400,000 to 500,000 people are currently sick, we believe this is a reasonable objective.

The following table lists the total costs for the programme for the remainder of this financial year and the next financial year.

	 
	Oct 2003 to March 2004
	April 2004 to March  2005

	Non-Patient Costs
	ZAR44,126,000 
	ZAR83,752,000

	Patient Costs
	ZAR37,716,000
	ZAR977,024,000

	Total Budget
	ZAR81,842,000
	ZAR1,060,776,000


Therefore the Department of Health should request approximately ZAR63 million from the contingency fund for the 2003\2004 financial year towards the ARV treatment programme. It should allocate an additional ZAR1,06 billion to the ARV treatment programme in the 2004/2005 financial year. The most significant factors in these cost calculations are medicines and monitoring. It is conceivable that by conducting immediate hard negotiations with pharmaceutical companies, these costs would come down massively, rendering the amounts put forward here much smaller. 

Poorly Financed Aspects of the Health Care System:

Some aspects of the public health care system are under severe financial pressure and this hampers the effective management of the HIV epidemic. We recommend that additional financial resources must be made available to relieve these pressures. In particular we recommend that:

· A substantial increase in resources allocated to primary health care.

· Health care workers are adequately remunerated so as to attract doctors, nurses and counsellors to the public health care system and to under-serviced rural areas.

· Job freezes are removed in order to relieve the increased work burden experienced by health care workers, especially nurses, due to the movement of health care workers out of the public service as well as increased morbidity of health care workers due to the HIV epidemic.

· An accurate budget must be developed to ensure that medicines for the treatment of opportunistic infections are available in all public health facilities and that nurses are trained to dispense and monitor their use correctly.

Mechanisms for Reducing the State’s Financial Burden:

We note the following mechanisms for reducing the financial burden to the state of the ARV treatment programme. 

· Medicines account for more than half of the estimated costs of the programme. Clearly, reducing prices in both the state and the private sector will reduce the costs of the programme. Mechanisms for doing so have already been discussed in this document.

· Significant donor money is flowing into the country to assist with the implementation of a treatment programme  (e.g. grants awarded by the Global Fund to Fight AIDS, TB and Malaria). If this money is primarily used to strengthen public sector programmes, it has the potential to considerably reduce the cost of the ARV treatment programme. 

· Many larger employers through workplace treatment programmes are beginning to make treatment available to employees who do not belong to medical schemes. Encouraging, even pressurising, employers to offer ARV treatment to their employees who would ordinarily depend on the public sector will reduce the number of patients seeking treatment and prophylaxis for opportunistic infections and access to ARV treatment in the public sector and thereby reduce the overall and long term cost of the programme.

· Since ARV treatment will soon be offered in the public sector, it is expected that it will constitute a prescribed minimum benefit (PMB) in terms of applicable legislation and regulations governing Medical Schemes. This will prevent dumping of private patients onto the public sector.

11. PrOGRAMME IMPLEMENTATION

We support the establishment of a national as well as provincial Programme Implementation Unit(s) and of regional training centres. 

12.  CONCLUSION

It is recognised that adding a successful anti-retroviral treatment programme to South Africa’s health service presents us with an enormous challenge. There are risks, but the benefits involve saving and improving the quality of millions of lives. It is important that the country understand that it is not only people with HIV/AIDS who will be the beneficiaries of this programme. Reducing the burden of HIV related illness on our health system, allows an improved quality of treatment for other ailments. Investing in support services for the HIV programme (counselling, nurses, health and treatment literacy) is an investment for the whole population. Attracting additional funds to our public health facilities offers an opportunity to renew and revive services that are failing all people. We believe that there is no choice on these questions.

[ENDS]

� The draft NEDLAC agreement that is annexed is the draft of 1 April 2003 which included amendments proposed by Business South Africa, which were accepted with minor modifications by the community sector. 


� Full report p 21-22.


� Summary report


� See Wits Seminar report, p 26. “ARVs provided only through hospitals will inevitably deepen inequalities. It will also undermine adherence problems related to distances and access to transport. However, ARVs provided through clinics will suffer the same drug supply problems affecting other health care programmes.”


� “ART in the public sector and GARPP”, Poole, C et al, South African AIDS Conference, 2003,  T4 S2 A8


� It is important to know that in Provinces such as the Eastern Cape employer-union ARV treatment initiatives, such as those at Daimler Chrysler, could be expanded to reach communities and offer training to assist start up within the primary health care system.


� Dawn, Challenges and Learnings of ARV Implementation in Botswana, Botswana Ministry of Health, June 2003 at p. 12 and p. 17. 


� The Task Team Report, Appendix 2 ‘Estimated Costs of AIDS Treatment Options’ states on page 6 following a table presenting costs of adult regimens that “.paediatric costs are difficult to present in comparable format, as dosages vary significantly based on the weight and size of the child.”  There is no clear indication of whether the further costings take into account paediatric HAART.





� We support the Southern African HIV Clinicians Society recommendations for the use of Tanner’s Staging for Boys and for Girls to identify developmental stage. 


Tanner Stages 1 & 2 use paediatric guidelines


Tanner Stage 3 & 4 monitor closely and choose either adult or paediatric


Tanner Stage 5 use adult guidelines


� P 54.


� See Report of the Committee of Inquiry into a Comprehensive Social Security System for South Africa, ‘Transforming the Present – Protecting the Future’, March 2002 (Taylor Report).


� A short document on patient informed consent and confidentiality and the legal and ethical obligations of health care workers is attached marked Annexure G.


� We should also warn that the information must be carefully placed within the collection and dissemination control of the SA government and its research, medical and academic institutions to avoid the situation that the Botswana government is facing. That is, for the ARV programme in Gaborone, Harvard University is collecting patient data and information and not the Botswana government. Harvard is refusing to hand over the data and records to the Botswana government.


� To date, the Medicines Control Council has registered the following generic ARVs: Apo-zidovudine 100 mg caps; Aspen Pharmacare Stavudine 15 mg, 20 mg, 30 mg & 40 mg caps; Avirolam 150 mg (lamivudine) Ranbaxy, RECENT REGISTRATION; Avozid 100 & 300 mg tabs, Ranbaxy, RECENT REGISTRATION; Avocomb tabs (lamivudine 150/zidovudine 300), RECENT REGISTRATION; Cipla-lamivudine tabs; Cipla-zidovudine caps; Duovir tabs (lamivudine/zidovudine), Cipla; Garec-Zidovudine 100 mg caps; Nevran NVP 200 mg, Ranbaxy; Stavir 30, 40 mg, Cipla.


� Because of the huge disparities in private and public sector pathology costs where we believe that the NPG and its members are engaging in price fixing, the TAC recently lodged a complaint to the Competition Commission about the role and conduct of the NPG. The complaint is publicly available and is on the TAC website � HYPERLINK "http://www.tac.org.za" ��www.tac.org.za�.


� We caution against a very centralised approach to diagnostic centres, for example setting up one major laboratory facility per province. This will create many logistical problems in rural areas. Although the panleucogating CD4 count method is cheap it requires expensive machinery. Its use thus needs to be supplemented with alternative methods and pressure for price reductions within the industry.
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