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1 Introduction

1.1 This document engages with the drafting of a Bill of Rights for vaccine trial participants from a South African Constitutional Law perspective. It takes as its starting point the basic values of human dignity, the achievement of equality and the advancement of human rights and freedoms on which the Constitution is based.
 These values are given expression in the detailed provisions of the South African Bill of Rights, which can be enforced in the South African Courts.

1.2 This Bill of Rights binds not only the state and all its organs but also, where appropriate, private individuals, organisations, companies and other relevant bodies.
 The provisions of the South African Bill of Rights therefore bind both state institutions (such as the Medical Research Council) and private companies (such as drug companies). It is therefore imperative that a Bill of Rights for vaccine trial participants takes cognisance of the scope and content of the various relevant rights and duties enshrined in the Bill of Rights.

1.3 The Constitution places both a negative duty on the state not to interfere with the enjoyment of specific rights and a positive duty on the state to ensure that individuals are in a position to enjoy their rights. This means that the state and its institutions (such as the MRC) has a Constitutional duty to put in place the necessary mechanism to ensure that the rights of individuals are not infringed by private companies and organisations.

1.4 When interpreting the provisions of the Bill of Rights, the courts have to take cognisance of International Law.
 In the context of medical research, the provisions of the International Covenant on Economic Social and Cultural Rights (ICESCR) will be of particular importance. In particular, article 12 of the ICESCR, which guarantees the highest attainable standard of health, and the interpretation of this article contained in General Comment 14 issued by the United Nations Committee on Economic Social and Cultural Rights, will be of importance.
 Other International treaties also contain relevant provisions for the present project. For example, the right to health is addressed in the International Convention for the Elimination of All Forms of Racial Discrimination (article 5(e)(iv); The Convention on the Elimination of All Forms of Discrimination Against Women (articles 11 and 12); the Convention on the Rights of the Child (article 24) as well as regional Human Rights documents

2 The relevant provisions of the South African Bill of Rights

2.1 The South African Bill of Rights contains several provisions that might be relevant in considering the appropriate content of a Bill of Rights for participants in HIV vaccine trials. These provisions are: the right to equality and non-discrimination (section 9); the right to human dignity (section 10); the right to freedom and security of the person (section 11); and the right of access to health care services (section 27).

2.2 The Constitutional Court has reiterated on several occasions that the various provisions of the Bill of Rights can only be understood within context. What is required is the consideration of two types of context. On the one hand rights must be understood in their textual setting. This is because the rights in the Bill of Rights are interrelated and mutually supporting.
 To understand the scope and content of these rights and their relevance for a Bill of Rights for HIV vaccine trial participants, one must understand how the various rights relate to one another. Secondly, when interpreting the various rights it would be important to take into account the broader social and historical context in which the state’s action is being judged.
 What is important is to focus on the Constitutional Court’s understanding of the inegalitarian context within which it is called upon to interpret the Bill of Rights.

2.3 When interpreting the provisions of the Bill of Rights as they might relate to the question of the rights of participants in a HIV vaccine trail, the broader context will also include the ethical framework for such research established by various internationally accepted ethics documents. In this regard, the following documents might be relevant and will be referred to: The Nuremberg Code of 1947,
 the Declaration of Helsinki as amended,
 Ethical Principles and Guidelines for the Protection of Human Subjects in Research (the Belmont Report),
 International Ethical Guidelines for Biomedical Research Involving Human Subjects (the CIOMS Guidelines), 1982, 1992,
 and the UNAIDS document Ethical considerations in HIV preventive vaccine research, UNAIDS guidance document 2000.
 The principles established in these documents will form the framework within which the Constitutional aspects will be explored. However, this document is based on the provisions of the South African Constitution and in the final instance, the scope and content of the provisions of the Bill of Rights, will form the backbone of this discussion.

2.4 Rights are not always mutually supporting. On some occasions there might be a tension between the various provisions in the South African Bill of Rights and, once again, the resolution of such tension should be sought within the context of the basic values enshrined in the Constitution – values of human dignity, equality and freedom.

3 Fundamental choices regarding the nature and format of a HIV vaccine trial participant’s Bill of Rights

3.1 When engaging with the exercise of drafting or commenting on a trial participant’s Bill of Rights, one is confronted from the outset with important choices regarding the nature and format of such a Bill of Rights. These questions are:

3.1.1 Should the provisions of the Bill of Rights in the first instance conform to the requirements as set out by the South African Bill of Rights or should they conform more broadly to the general accepted ethical standards developed by the United Nations and other bodies? As this intervention is based on the legal paradigm, I will take the provisions of the South African Bill of Rights as a starting point when discussing the inclusion and formulation of the provisions of the trial participant’s Bill of Rights. At the same time, much can be learnt from the literature on the ethics of HIV vaccine trials and this will form the most important secondary source for this document.

3.1.2 Should this document be conceived of as an aspirational charter, setting out the ethical framework within which the organisations operating the vaccine trials endeavour to conduct the trials? This would mean that the Bill of Rights would have moral but no legal force. Or should the document be conceived of as a legal document creating binding rights and obligations on the parties who run and take part in the vaccine trials? This would create onerous legally enforceable obligations on both those who conduct the trials and those who take part in it. It would also require some indication of the consequences to all concerned in the event of a breach of the provisions of the Bill of Rights. In the rest of this document I will indicate alternative suggestions for either these options.

3.1.3 Should the participant’s Bill of Rights also include a section on the responsibilities of participants? In traditional legal discourse, responsibilities on the bearers of rights are often assumed but are seldom spelt out in detail. This is because these responsibilities are extremely difficult to police and it is unclear what legal consequences flow from their breach. In the rest of this document I will provide a version of the Bill of Rights that includes a section on the responsibility of participant’s and one that excludes such a section.

4 The nature of the relevant provisions in the South African Bill of Rights
4.1 The centrality of human dignity in the Constitution
4.1.1 Section 10 of the Bill of Rights states that everyone has inherent dignity and the right to have their dignity respected and protected
. This right is one of the core Constitutional rights and is also intricately linked with other rights in the Bill of Rights. In fact, it forms the foundation on which many of the other rights are based.
 Thus justice O’Regan states that:

“ Recognising the right to dignity is an acknowledgement of the intrinsic worth of human beings: human beings are entitled to be treated as worthy of respect and concern. This right therefore is the foundation of many pf the other rights that are specifically entrenched in … [the Bill of Rights].”

Human dignity as a right and as a general Constitutional value, is therefore extremely important as the Bill of Rights regime is based on the concept of individual autonomy, which is closely related to human dignity.
4.1.2 Respect for individual human dignity also entails a recognition that all individuals are able to make individual choices.
 Where – directly or indirectly – people are denied the possibility to make individual choices about their lives and bodies, their human dignity might be infringed. People will be directly denied this possibility where they are coerced or otherwise enticed to make choices that they would not otherwise have made. But they can also be indirectly denied the right to make autonomous choices where they are denied the relevant information that are necessary to make a “real” or informed choice about a specific matter.

4.2 The right to equality

4.2.1 Section 9(1) of the South African Bill of Rights guarantees for everybody equality before the law and equal protection and benefit of the law, while section 9(3) prohibits unfair discrimination against anyone on any ground including, inter alia, race, sex, gender, sexual orientation, pregnancy, marital status, ethnic or social origin, colour, age, disability, religion, conscience, belief, culture, language and birth.
 The judges of the Constitutional Court have unanimously embraced the idea that at its core, the equality guarantee protects individuals’ “human dignity”.
 The centrality of “human dignity” for equality jurisprudence implies that the right to equality will be implicated whenever a legally relevant differentiation treats people as “second-class citizens” or “demeans them” or “treats them as less capable for no good reason,” or otherwise offends “fundamental human dignity” or where it violates an individual’s self-esteem and personal integrity. Viewed thus, the concept of human dignity as deployed by the court in equality jurisprudence seems to be closely linked to the idea that all human beings have an equal moral worth, regardless of differences between them. Where this equal moral worth is denied by legal provisions the court will find that there has been an impairment of “fundamental human dignity” or that the complainant has been adversely affected in a comparably serious manner. 

4.2.2 The fact that equality is linked with the concept of human dignity means that equality and non-discrimination cannot be equated with equal or same treatment of all people. The Constitutional Court has implicitly rejected the Lockean notion (on which the traditional equality approach is based) that humans are all born free and equal and that the harm of discrimination is situated in the failure of a government to treat all humans as equally free.
 Instead, the Court has adopted what I can describe as a “contextual approach” to equality in which the actual impact of an alleged violation of the right to equality on the individual within and outside different socially relevant groups is to be examined in relation to the prevailing social, economic and political circumstances in the country.
 This approach to the constitutional problem of equality is often called substantive - as opposed to formal. Substantive equality, on the other hand, requires courts to examine the actual economic and social and political conditions of groups and individuals in order to determine whether the Constitution’s commitment to equality is being upheld. Such an inquiry reveals a world of systemic and pervasive group-based inequality, which needs to be taken into account in the formulation of jurisprudential approaches to equality rights.

4.2.3 The right to equality therefore requires treatment that might not always be the same for everybody. Special measures must be taken to protect those most vulnerable groups – including women
 and children
 and people living with HIV
 – to ensure that any action or inaction does not have a disproportionately negative impact on them. Where such action or lack of action potentially has a disproportionate negative impact on a vulnerable group, it might well be that their human dignity has been affected and that the action or inaction constitutes discrimination in terms of s 9(3) of the Bill of Rights.

4.3 The right to freedom and security of the person 

4.3.1 Section 12(2)(c) of the Bill of Rights guarantees for everyone the right to bodily and psychological integrity, which includes the right not to be subjected to medical or scientific experiments without a persons informed consent.
 This section of the Bill of Rights is aimed at protecting individuals against exploitation in the field of medical and scientific research and must be viewed in the light of historical experiences where vulnerable people – usually poor and black and/or female – have been exploited in politically motivated government research projects or commercially driven research projects of dubious value to the participants. The provision thus aims to prevent the exploitation of vulnerable individuals who might otherwise be exposed to harmful and degrading experiments not directly related to their own welfare.

4.3.2 The Constitutional Court has not yet provided any succinct definition explaining the scope and content of this aspect of the right to freedom and security of the person. It is clear, however, that at the very least this right places a duty on researchers to obtain informed consent from individuals who take part in scientific experiments, including HIV vaccine trials. In terms of human rights law and in accordance with internationally accepted ethical standards, the concept of informed consent is multifaceted and complex and requires special attention from researchers. 

4.3.3 In the light, first, of various other guarantees in the Bill of Rights – including the right to human dignity and the right to equality and non-discrimination (discussed in 4.1 and 4.2 above) – and, second, the content of various documents dealing with the ethical considerations in HIV preventive vaccine research,
 any testing of an HIV vaccine on a group who will not potentially benefit in any way from the results of such experiments or trials, will be constitutionally problematic. Although the law is not clear on this matter, it could be argued that individuals who take part in research without any possible potential benefit to themselves or their communities might have their human dignity infringed – even where they provide some form of consent. This is because such a research project could be construed at exploiting vulnerable and marginalized people for economic or political gain. 

4.4 The right of access to health care services 

4.4.1 Section 27 of the Constitution guarantees for everyone the right of access to health care services. Section 27 places obligations on the state not only to refrain from taking any action that would interfere with the access of individuals to health care services (a negative obligation), but also to take all reasonable steps – legislative or otherwise – within the available resources of the state to progressively realise this access to heath care for all South Africans (positive obligation).
 The duties of the state in each one of these scenarios differ and might have a different bearing on the issue under discussion in this document. I will thus discuss them separately. 
4.4.2 Negative obligation
4.4.2.1 In Government of the Republic of South Africa v Grootboom
 and in Minister of Health and Others v Treatment Action Campaign and Others
 the Constitutional Court confirmed that Section 27 of the Bill of Rights places a negative obligations on the state and other relevant role players to desist from preventing the realisation or impairing the existing right of access to health care services.
 Any action by the state that would take away existing access to health care services or would make it more difficult for an individual to gain access to health care services at present or in the future would thus potentially result in an infringement of this right. 
4.4.2.2 The Committee on Economic Social and Cultural Rights has also confirmed that any action or policy by the state that would result in unequal access for individuals to health care services on the basis of race, religion, colour, sex, political or other opinion, social origin, birth, health status (including HIV/AIDS) or other social status would infringe on the requirement that health care must be provided in a non-discriminatory way.
 This requirement that access to health care should be provided in a non-discriminatory fashion is also implicit in the Constitutional Court judgment in Grootboom.
 This requirement must be viewed in the context of the Constitutional Court’s conceptualisation of equality in substantive terms as discussed above.
4.4.3 Positive obligation 
4.4.3.1 In the Grootboom judgment the Constitutional Court confirmed that the state has a duty not only to respect the social and economic rights (negative obligation), but also immediately to begin to take steps to progressively realise the right of access to health care, only subject to the available resources (positive obligation). 
  This means, at the very least, that the state must take steps – including the enactment of legislation – to ensure that individuals can acquire access to health care that is accessible, available, acceptable and of a sufficiently high standard
 without interference from private actors and institutions. This action must begin immediately and the state is required to move as expeditiously and effectively as possible to provide the best and broadest access to health care.

4.4.3.2 These steps, which must be taken immediately, must include action on the part of the state to devise and implement – progressively and within its available resources – a comprehensive plan to ensure the full realisation of the right of access to health care for all. This plan cannot merely be aimed at providing individuals with basic medicine, primary health care services and with access to hospital care.
 What is required is a holistic approach aimed at providing all South Africans with access to adequate, comprehensive health care that will enable an individual to live a healthier and more productive life. This means that the state has a duty to foster conditions to enable citizens to gain access to health care services on an equitable basis.
 What is required is for the state “to devise a comprehensive and workable plan to meet its obligations” in terms of s 27.
 
4.4.3.3 When it comes to HIV/AIDS and the right of access to health care services, it might well be that a government plan should include steps to assist as best it can – in partnerships with International organisations, pharmaceutical companies, private research institutions or other governments – with the development and testing of an HIV vaccine appropriate for the population of this country. This is, however, an uncertain area of Constitutional Law and it would be difficult to bring a successful case in Court forcing the state to spend more money and other resources in the quest for an appropriate HIV vaccine for the people of South Africa. 

4.4.3.4 What is clear, however, is that when the state devises any plan to combat the health problems of a nation, such a plan must be reasonable in its design and in its execution.
 To determine whether such measures are reasonable it will be necessary to consider health care problems in its social, economic and historical context and to consider the capacity of institutions responsible for implementing the programme. The programme must be “balanced and flexible” and a programme “that excludes a significant segment of society cannot be said to be reasonable”.
 More pertinently, those whose needs are the most urgent and whose ability to enjoy all rights are most in peril, must not be ignored by the measures aimed at achieving the realisation of the goal. Where measures, though statistically successful, fail to respond to those most desperate, they may not pass the test of reasonability.
 
4.4.3.5 It is therefore clear that the right of access to health is inter-related and mutually supporting with other rights such as the right to equality. State action or inaction that fails to take into account the structural inequalities in society; action that fails to take into account the impact of that action or inaction on the relevant groups who are most vulnerable and in greater need of state assistance, such actions will inevitably become difficult to be judged to be reasonable. As is the case in equality jurisprudence, the impact of the acts or omissions must be judged with reference to the very specific context in which the complainants find themselves. 

4.4.3.6 In Minister of Health and Others v Treatment Action Campaign and Others the Constitutional Court also discussed the relevance of the concept of a “minimum core” for the interpretation of the right of access to health.
 This concept was developed by the United Nations Committee on Economic, Social and Cultural Rights and constitutes an attempt to define more clearly a minimum floor of social and economic entitlements that each state must ensure for its inhabitants as a matter of priority. A state in which any significant number of individuals is deprived of essential foodstuffs, of essential primary health care, of basic shelter and housing, or of the most basic forms of education is, prima facie, failing to discharge its obligations under the Covenant.
 In Grootboom the Court indicated that evidence in a particular case may show that there is a minimum core of a particular service that should be taken into account in determining whether measures adopted by the state are reasonable.
 But this does not mean that the socio-economic rights of the Constitution should be construed as entitling everyone to demand that the minimum core be provided to them. Minimum core is therefore relevant to reasonableness under section 26(2), and not as a self-standing right conferred on everyone under section 26(1).
 This means that although an individual cannot invoke the concept of a “minimum core” to demand specific performance from the government, the concept remains relevant when evaluating the reasonableness of government action or inaction.
4.4.3.7 The principle of minimum core is important because in General Comment 14 the Committee on Economic Social and Cultural Rights expressed the view that the core obligations for states to realise the right to the highest attainable standard of health, included the duty to “ensure the right of access to health facilities, goods and services on a non-discriminatory basis, especially for vulnerable or marginalized groups”, and “to provide essential drugs, as from time to time defined under the World Health Organisation (WHO) Action Programme on Essential Drugs”.
 The WHO essential drugs list, updated every two years, contains a list of drugs that satisfy the health care needs of the majority of the population and is supposed to be those drugs available at all times in adequate amounts and in appropriate dosage form.
 At the 12th meeting of the expert committee on the selection and use of essential medicines, the committee decided to include antiretroviral medicines in the essential drugs list and endorsed the prescription of combination antiretroviral therapy.
 The Committee strongly recommends the use of combinations of three to four different antiretroviral drugs in treatment guidelines for HIV/AIDS in resource poor settings. This means that access to HAART therapy becomes part of the “minimum core” entitlements in international law. Where a court in South Africa is called upon to evaluate the reasonableness of the steps taken by the government in broadening access to antiretroviral drugs for all South Africans, the fact that the provision of antiretroviral drugs forms part of the minimum core obligations of a state may have an impact on that decision in as much as the state will have a heavier burden to prove that it did, indeed, take all reasonable steps to broaden access to this life saving drugs.
5 Discussion and analysis of the proposed draft Participant’s Bill of Rights and Responsibilities 
5.1 The starting point for this discussion is the April 2002 draft “Participant’s Bill of Rights and Responsibilities”. This draft contains 21 articles dealing with an array of participant’s “rights”, as well as a set of 13 “responsibilities” of trial participants. It seems as if the rights in the proposed Bill of Rights can be grouped under various subheadings. I propose to discuss these rights under such subheadings, setting out the Constitutional Rights and values implicated in these subsections of rights as well as the ethical principles on which they are based, before suggestion possible reformulations of the various provisions.

5.2 Informed consent

5.2.1 Sections 1 to 7 deals with the issue of informed consent and contains an array of different provisions dealing with the various aspects relating to securing true and effective consent. These sections state as follows:

As a participant in this HIV Vaccine Trial, you have the RIGHT to:

1. Have all known information, including aims, length, practical procedures, potential risks and expected benefits, psychosocial implications, and confidentiality parameters of trial participation presented, and discussed, with you.  You will be told about any new information learned during the course of the study. You have a right to request ongoing information and have it discussed with you throughout the trial.

2. Be updated about the progress of the trial and told when study results may be available and how to learn about them.  

3. Understand all this information and to have access to the procedures and staff to facilitate your understanding.

4. To free choice about taking part in the trial free of pressure or undue influence from another person.  If you decide to take part you have the right to leave the study any time.  If you choose to leave the study, you will not lose any of the rights referred to in this Bill.  You have the right to be informed of the risks, if any, associated with a decision to leave the trial.

5. To make a personal individual decision to take part, or not take part in the trial. While you may choose to involve your partner or family members in making your decision, the choice to take part or not is yours.  

6. To request that partners or family members be involved in receipt of information about the trial, if you so choose.

7. To understand all the information contained in any written informed consent document before you sign it.  If you cannot/ do not wish to sign a written document you may request an alternative format for securing proof of your consent.

5.2.2 Three sections of the South African Constitution is relevant when considering the nature and scope of these obligations. First, section 9 guarantees the right to equality. Second section 10 guarantees the right of everyone to have their dignity respected. Third, section 12 guarantees the right not to be subjected to medical experiments without informed consent. These three sections should be read together to understand the requirements for informed consent. Put differently, the requirement for informed consent set out in section 12 can only be understood with reference to the right to equality and the right to human dignity. From this perspective, it becomes possible to understand that the basis for this requirement of informed consent is the principle (underlying section 10) that all human beings have equal moral worth and that they should therefore be allowed to make autonomous choices about their bodies and about other issues that intimately affect the quality of their lives. But autonomous choices are not possible where people are not provided with the requisite information required to make real informed choices. This insight, in turn, reminds us that s 9 of the Constitution states that people should not necessarily be treated the same and that discrimination will result where a specific policy or practice will have a negative impact on certain sections of the community, especially if they come from a vulnerable group – i.e they are black, or poor, or female, or homosexual or HIV positive or illiterate. This means that “informed consent” will require more than merely asking HIV vaccine trail participant’s to sign a form in which they are informed in general terms about the nature of the trial. It also means that participants, as autonomous human beings, must be “kept in the loop” about the progress of the trial and must be aware that they can leave the trial at any time without any consequences. It also implies that the consent must be given voluntarily, without any direct or indirect pressure or inducements being provided to entice or force individuals in taking part in the trials.

5.2.3 At the moment there are no Constitutional Court cases dealing with informed consent in a detailed manner. However, South African common law as well as the various ethical documents provide detailed guidelines of what informed consent will entail. South African common law – especially the law of obligations – has developed several guidelines regarding the relationship between a doctor/hospital and her patients. This relationship is often seen as a contractual one which requires effective consent of the patient before the “contract” comes into operation. South African Courts have grappled for many years about what constitutes effective consent and in the process several important principles have emerged.

5.2.3.1 Legally capacity to consent – The common law requires that consent can only be given by someone who is legally and factually capable of consenting.
 Where a trial participant is absolutely or relatively incapable of consenting to the proposed research procedure because of his or her status or physical or mental condition, there can be no question of legal consent.

5.2.3.2 Informed consent – The requirement that consent must be informed consent in common law is based on the principle of “patient autonomy”, which places the ultimate decision to undergo any medical procedure in the hands of the patient/participant.
 In general terms the common law states that consent will only be informed if the patient/participant is provided in broad terms
 and in laypersons language
 of the nature,
 scope,
 consequences,
 risks, dangers, complications, 
 and the benefits, disadvantages and prognosis
 of any intervention. Van Oosten suggests that for medical research the concept that should be used is “full disclosure”.
 According to Van Oosten this “full disclosure” means that: 

“the patient should be informed that the proposed medical intervention involves research and must be furnished with comprehensive and detailed information about (a) the precise nature, scope, purpose and duration of the proposed research project (that is whether it is therapeutic, non-therapeutic, invasive, non-invasive, a pilot study, controlled, randomised, single blind, double blind, triple blind or quadruple blind, and whether or not placebos are involved); (b) the nature, scope and consequences of the proposed research intervention; (c) the anticipated benefits and disadvantages, if any, of the proposed research intervention for the patient and society; and where the proposed intervention is therapeutic, its benefits and disadvantages as compared to those of available standard therapy; and (d) the foreseeable prognosis and all foreseeable and additional risks, dangers and complications, regardless of whether the proposed research is therapeutic or non-therapeutic. In a different context, the research subject should also be informed that participation is voluntary and that he or she is (i) under no obligation to consent to the research procedure and that a refusal will not adversely affect future treatment; and (ii) free to withdraw his or her consent at any time. In addition, the research subject should be given sufficient time to contemplate and decide on participation in the research project.”

5.2.3.3  The requirements for informed consent set out above (in 5.2.3.2) seem to be the minimum that our law required before the advent of the Constitution. It might well be the requirements of human dignity and equality, read with section 12 of the Constitution places additional duties on the trial organisers to take cognisance of the impact or effect of the non-disclosure of information to especially vulnerable groups. In the constitutional context it is not so much the exact type of information that is crucial but the possible impact of withholding information or of conveying information in inappropriate and inefficient ways. Where the withholding of information or the inefficient conveying of information has the actual effect of disempowering an individual from making an actual informed and considered decision about participation and continuation in vaccine trials, this will be problematic. It is important that this dimension is reflected in any formulation of a Participant’s Bill of Rights.

5.2.4 In the light of the above, I shall now attempt to provide two alternative formulations of the section of the Bill of Rights dealing with consent. These formulations will attempt to include all the considerations included in sections 1 to 7 of the original draft Bill of Rights, as well as the considerations forming part of the common law and the Constitutional Law. Where deemed necessary, I will include explanatory notes to guide the reader.

5.2.5 Formulation A

Section 1 – Informed consent

1.1 All participants in HIV vaccine trials have a right not to be subjected to medical or scientific experiments without their informed consent.

1.2 Informed consent can only be given if participants are provided with a full disclosure of all relevant information relating to the trial. This information includes but is not limited to:

a. information about the nature, purpose, scope and duration of the trial;

b. information about the practical procedures, nature and scope of the medical intervention and whether placebos are involved;

c. information about the actual and foreseeable risks; actual and expected benefits to participants and to society, and potential psychosocial implications for the trial participants;

d. information about the voluntary nature of the participation and the right of the participant to refuse to take part in the trials.

1.3 All participants have a right to be presented with all relevant information in a way that they will be able to understand. [This includes access to trained staff capable of facilitating such understanding.] or [This includes access to trained staff capable of explaining the information in a manner and in a language that a participant can understand.]

1.4 After being provided with all the relevant information, every participant has the right to choose or to refuse to take part in the trail and to choose whether to involve family, friends or partners in such a decision. 

1.5 Every participant has the right to refuse to sign a written informed consent document unless the document contains no more or no less than all the relevant information set out in this section and unless this information has been conveyed to the participant in the manner set out in this section. or [Where participants are requested to sign a written informed consent document, they have a right to be provided with all the relevant information in the required manner as set out in this section. Participants who are unable or unwilling to sign such a document has a right to provide proof of consent in another appropriate way.]

1.6 Every participant has a right not to be pressured or unduly influenced to provide informed consent. [In particular, every participant has the right to consider all the relevant information for at least 24 hours before deciding to provide informed consent.] or [In particular, every participant has a right to decide on their participation in the trails after a reasonable period of contemplation.]

1.7  Every participant has a right to leave the trial at any time without losing any of the rights set out in this Bill of Rights. In order to enable participants to exercise this right in a responsible manner, every trail participant has a right to be provided with:

a. All relevant new information about the nature and scope of the trail and the nature and scope of the risks associated with the trail as this information becomes available;

b. all relevant information about the progress of the trail as well as information about when the results may become available and how these results could be accessed; and

c. all relevant information about the risks, if any, associated with leaving the trial.

Formulation B

5.3 Human dignity and non-discrimination

5.3.1 Sections 8, 11, 18 and 21 of the Participant’s Bill of Rights relates to the individual’s right to dignity and equality.

As a participant in this HIV Trail, you have the RIGHT to:

8. A discrimination-free clinical trial environment.  Your personal choices, values, beliefs, and cultural context will be respected.
11. Assistance resolving study-related social harms such as possible stigma or discrimination. (Clarify if this is direct assistance or referral to assistance).
18. Maintain your legal rights. As a trial participant, you are not waiving any of your rights.

21. To re-imbursement for any expenses incurred as a result of participation in the trial.
5.3.2 The provisions contained in this section constitute an attempt to safeguard the trail participants against the social and legal consequences of involvement in the trail. It attempts to codify the values associated with the Constitutional Court’s interpretation of equality and human dignity. As argued in 4.1 and 4.2 above, the right to equality and the right to human dignity as protected in the South African Constitution are based on the idea that all human beings have an inherent equal moral worth. Individuals have the autonomy to decide for themselves how they want to live their lives but because of structural inequalities in society this is not always possible. To treat people with dignity and respect while at the same time respecting their right not to be discriminated again will sometimes require more than merely treating everyone in the same manner. Where individuals take part in vaccine trails, they make themselves vulnerable because they expose themselves to the prejudices and structural inequalities in our society. Special measures may therefore be required to ensure the human dignity and equality of participants in vaccine trails.

5.3.3 The common law or statute law does not provide much assistance with regard these matters. Although the Promotion of Equality and Prevention of Unfair Discrimination Act 4 of 2000 contains provisions that prohibit unfair discrimination and provide remedies for victims of unfair discrimination, this act merely mirrors the principles already set out by the Constitutional Court. The Act has also not yet been brought into operation. 

5.3.4 Formulation A

Section 2 – Non-discrimination and human dignity

2.1 Every trail participant has the right to be treated with dignity and respect. 

2.2 Every trail participant has the right not to be subjected to unfair discrimination on any ground, including race, sex, gender, [pregnancy],
 marital status, ethnic or social origin, colour, sexual orientation, age, disability, religion, conscience, belief, culture, language, birth, HIV status and economic status.

2.3 In order to protect every trail participant against unfair discrimination, trail participants have the right to:

a. appropriate counselling and other assistance aimed at empowering participants to deal with trail related social harms such as stigmatisation and discrimination; or [be referred to the appropriate organisation or body that will provide appropriate counselling and assistance aimed at empowering participants to deal with trail related social harms such as stigmatisation and discrimination;]

b. re-imbursement for any expenses incurred as a result of participating in the trail.

2.4 All trail participants maintain their legal rights and do not waive any of their legal rights by consenting to take part in the trail.

5.4 The right of access to health care services

5.4.1 The right of access to health care services protected in s 27 of the South African Constitution contains both positive and negative obligations. This means that sections 9, 10, 12, 13, 14, 19 and 20 of the draft Participant’s Bill of Rights are relevant for this section of the document.

As a participant in this HIV Vaccine Trail, you have the Right to:

9. Referral to counselling and support services for study and HIV prevention related issues.

10. Counselling and resources to keep your risk of infection as low as possible.

12. Free and accurate testing for HIV infection during the study.  If at the end of the study you have a positive HIV test caused by the experimental vaccine and not HIV infection, you will be offered follow-up testing until the test becomes negative.

13. Referral to available counselling, support, medical and treatment services if you become infected with HIV during the study.

14. Treatment of any injury or illness caused by a study vaccine or trial related procedure at no cost to you.
15 Assistance in meeting study commitments. A list of such items available to you, will be provided by your site (Clarify which “items”) And, upon your request, study staff will use their best efforts, to the extent permitted by law and the institution, to ensure your continued participation in the study, should you become incarcerated.

19. Decide to participate or refuse to participate in any sub-studies that may come up after you enrol in the initial trial.

20. Be informed as to whether you received a placebo or a vaccine when the study ends, or when medically necessary.
5.4.2 The right of access to health care services places a duty on the state and other relevant role players to provide trail participants with access to health care services related to the trail. The fundamental question to be answered here is what standard of care would be Constitutionally appropriate in the circumstances. The Constitutional Court has not yet provided a definitive answer to this question, but has pointed to several factors that might guide is in making such a determination. 
5.4.2.1 First, the Constitutional Court has stated that the content of the right of access to health care services can only be determined with reference to the social and economic context prevalent in South Africa.
 What is important is to focus on the Constitutional Court’s understanding of the inegalitarian context which has been described as follows by the Constitutional Court: 

‘We are living in a society in which there are great disparities in wealth. Millions of people are living in deplorable conditions in great poverty. There is a high level of unemployment, inadequate social security, and many do not have access to clean water or to adequate health services. These conditions already existed when the Constitution was adopted and a commitment to address them, and to transform our society into one in which there will be human dignity, freedom and equality, lies at the heart of our new constitutional order. For as long as these conditions continue to exist that aspiration will have a hollow ring.’

5.4.2.2 Second, one must note that the provisions of section 27 must be read along with those in section 9 (equality) and section 10 (dignity) and this implies that any treatment must make special provision for those most vulnerable people in our society. Those whose needs are the most urgent and whose ability to enjoy all rights are most in peril, must not be ignored by the measures aimed at achieving the realisation of the goal. Where measures, though statistically successful, fail to respond to those most desperate, they may not pass the test of reasonability.

5.4.2.3 Third, to decide whether the standard of care provided is reasonable, one will have to look at what can be considered the core content of the right of access to health care services. The core content might not be the deciding factor – even a standard of care that falls short of the minimum core, might be acceptable, given the general standard of care the government is capable of providing. But where the most vulnerable sections of the population is involved in trails that should benefit society as a whole and where those individuals are subjected to higher risks, the standard of care might have to be higher than what is generally available in the public sector. But because the standard of care must be judged with reference to the South African context and the inegalitarian past, the standard provided might not have to be the best attainable standard anywhere in the world. The answer lies somewhere in the grey area between these two “extremes”.
5.4.3 Formulation A

Section 3 – The right of access to health care services

5.1 Every trail participant has the right to have continued free access throughout the trail to the highest attainable standard of preventative counselling about the risks of HIV infection available in the country. or [Every trail participant has the right to have access to counselling and resources aimed at keeping the rate of HIV infection as low as possible.]
 

3.2 Every trail participant has the right to have access to free and accurate testing for HIV infection throughout the trail. This right includes a right to have access to voluntary pre-testing and post-testing counselling.

3.3 Every trail participant has the right to have access to free follow-up testing after the completion of the trial in the event of a positive HIV-test caused by the experimental vaccine and not by HIV infection until the test shows a negative result.

3.4 Every trail participant has the right to free access to treatment for any injury or illness caused by study vaccine or trail related procedure.

3.5 [Every trail participant who becomes infected with HIV during the trail has the right to be referred to the counselling, support, medical and treatment services available in the public health sector.] or [Every trail participant who becomes infected with HIV during the trail has the right to free access to the highest standard of health care available in the public health sector.]

3.6 In order to safeguard the continued health of trail participants, every trail participant ahs the right to be informed whether they received a placebo or a vaccine when the study ends or when medically required.

3.7 [Assistance in meeting study commitments. A list of such items available to you, will be provided by your site (Clarify which “items”) And, upon your request, study staff will use their best efforts, to the extent permitted by law and the institution, to ensure your continued participation in the study, should you become incarcerated.]

5.4.4 Formulation B

5.5 The right to privacy

5.5.1 The right to privacy, guaranteed in s 14 of the South African Constitution, relates to sections 16 and 17 of the Participant’s Bill of Rights.

As a participant in this HIV Vaccine Trail, you have the Right to:

16 Confidentiality.  All communications and records about you and your participation in the study will be kept confidential.  Confidentiality means that data will not be gathered about you that is not related to the trial. It means that your name and records will not be released for purposes not related to this study without your permission. (Spell out how names and records may be released without permission for purposes related to the study. Include one line about anonymity in publication of data and release to media etc).  

17 Be offered a study identification (I.D.) card that shows that you are in the study.  This optional card will include a phone number, and/or address, of a person who can provide additional information about trial participation in general but not confidential information about your personal participation, without your consent. 

5.5.2 The right to privacy is closely linked with the right and value of human dignity. This is because the right to privacy protects a person against humiliation and indignity associated with a invasion of one’s personal space.
 The Constitutional Court has found that the scope and content of this right changes depending on the context in which it is asserted. Privacy is strongly protected in the truly personal realm, but as a person moves into communal relations and activities such as business interaction, the scope of personal space shrinks accordingly.
 In essence privacy relates to three distinct but interrelated concerns: First to protect certain aspects of one’s life in respect of which one is entitled to be left alone – one’s body, certain places and certain relationships; second, to protect the opportunities for an individual to develop his or her personality; and lastly to protect the ability of individuals to control the use of private information about themselves.

5.5.3 In Janse van Vuuren v Kruger 1993 (4) SA 842 (A) the Supreme Court of Appeal found that the common law right to privacy was invaded where a doctor informed a third party that his patient was HIV positive. This case, although decided before the advent of the Bill of Rights, confirms that information about one’s health and body forms part of that most intimate aspect of one’s private life that attracts the most stringent (Constitutional and common law) protection.

5.5.4 Formulation A

Section 5 – Right to privacy and confidentiality

5.1 Every participant in the trail has the right to privacy and confidentiality which includes:

a. the right of every individual participant to have all information about his or her participation in the trail kept confidential; and 

b. the right not to have any data gathered about an individual which is not directly related to the trail.

5.2 Despite the right to confidentiality guaranteed in 5.1, an individual participant’s name and record may be released for purposes of the study[?????]

5.3  Every trail participant has the right to be offered a study identification (I.D.) card, confirming participation in the study. This optional card will include a phone number, and/or address, of a person who can provide additional information about trial participation in general but not confidential information about a participant’s personal participation, without your consent.
5.5.5 Formulation B

6 Trail participant’s responsibilities

6.1 Traditionally human rights based documents do not contain sets of responsibilities that rights-holders must obey. Although all rights imply concomitant responsibilities on the part of the rights-holders, this is noy usually spelt out in a legal document.  

6.1 

As a participant in this HIV Vaccine Trial, you have the RESPONSIBILITY to:

1. Review all materials supplied to you, including the informed consent document, and information sheets. Ask for explanations of any information which you do not understand before you consent to participate, and during the trial. (The onus of responsibility lies with research staff to demonstrate that they have facilitated or assessed understanding)

2.
Make an informed decision regarding your participation in this trial after weighing up the information provided to you including the potential risks and expected benefits, and personal implications of participating in the trial.

3.
Inform study staff as soon as possible if you, your immediate support system, or community, experience negative consequences associated with trial participation, such as stigma or discrimination.

4.
Not attempt to give blood during the trial.

5.
Not attempt to determine whether you received the vaccine or the placebo by getting an HIV test done outside of the study site before the end of the study. 

6.
Allow the study-associated lab to determine if you are infected with HIV if you have concerns that you may have become infected during the trial.

7.
Keep appointments.  Inform study staff as soon as possible to re-schedule an appointment that must be missed.  

8.
Treat staff with respect.

9.
Keep confidential others' participation in the study should you get access to this information.

10. Provide the study staff with complete and accurate study-related information.  Inform study staff of any changes in your contact information.

11. Comply with study requirements to the best of your ability.

12. Inform study staff as soon as possible if you are unable to continue or decide to discontinue your study participation.

To feedback to research staff information that could be used to improve trial procedures and the protection of your rights. (To promote direct feedback to research staff rather than let misunderstandings emerge and be directed at other sources e.g.
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(3) The state may not unfairly discriminate directly or indirectly against anyone on one or more grounds, including race, gender, sex, pregnancy, marital status, ethnic or social origin, colour, sexual orientation, age, disability, religion, conscience, belief, culture, language and birth.
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