HIVAN/MRC KZN AIDS Forum – February 2003

The HIVAN/MRC KZN AIDS Forum held on 25 February 2003 focused on the topic of “Informed Consent”, with a presentation by Ann Strode, Senior Lecturer in the Faculty of Law, University of Natal. 

Ann led the Forum through the complex subject of informed consent with an emphasis on its legal and ethical aspects. In the case of HIV Vaccine human trials, informed consent is a crucial and often controversial element of the ethical approval process. 

Informed consent constitutes a major part of patients’ rights. The latter include the various rights an individual holds in respect of their health, medical status and medical treatment.  Three relationships govern patients’ rights, namely: 

· between the patient and the healthcare worker who administers the treatment; 

· between the patient and the State, as the legislation and procedures regulating the dispensation of treatment govern how and when the patient receives treatment; 

· between the patient and the health institution where treatment is sought.

All three relationships are at play in the process of informed consent.  Furthermore, over time the legal and ethical requirements of informed consent have evolved to further protect the rights of research subjects.

A patient may only give informed consent to treatment if they have the legal capacity to do so.  South African legislation stipulates that consent can only be given without the approval of a legal guardian if one is fourteen years or older. The patient can only be treated with such consent and accordingly has the right to refuse treatment. 

Three legal aspects apply to informed consent: 

· Provision of information: with regard to HIV vaccine human trials, the participant must be fully informed of all and any risks, consequences and procedures involved in such participation;

· Participant’s understanding of the information should be evaluated in order to ensure in-depth comprehension of the above. Questionnaires have been found to be unreliable for this purpose as these merely assess short-term memory recall abilities and not actual understanding of the information given. 

· Finalisation of an official consent agreement whereby the participant signs a document consenting to the treatment. 

The legal, as opposed to the ethical, aspects of informed consent are quite different. Ethically, informed consent is considered to be the participant’s right to choose freely whether to participate, based on an understanding of all relevant information and it ensures that the participant will only take part if the research matches their interests, values and preferences.

In comparison to the legal framework of informed consent, the ethical framework consists of five components:  information, understanding, freedom to participate or withdraw at any time, legal capacity and official signature of consent. Each of these components has a number of specific ethical requirements:

Firstly, the information component consists of various types of information:

· The aims of the treatment or trial must be fully elucidated;

· The methods used must be fully explained to the participant;

· The practical aspects involved must be considered. In the case of HIV vaccine trials, these include the number of visits required by the participant to the trial site, how many times blood will be taken and other procedures;

· The potential risks of participating in the treatment or trial must be explained to the participant;

· The expected benefits that the participant may receive as a result of taking part in the treatment or trial. These may include counselling or financial benefits;

· The participant must be informed that they are legally allowed to withdraw from the treatment or trial at any time;

· The personal implications for the participant must be considered. These include how the participant’s contribution to the trial might affect their family.

The second ethical component of informed consent revolves around ensuring that the participant understands the information provided. This is a complex process, as it is often difficult to ascertain the patient’s understanding of the treatment or the trial’s processes and effects.

Thirdly, participants must be given the freedom to choose whether or not to take part in the treatment or trial.  Researchers or healthcare workers must be committed to offsetting any vulnerabilities that limit the participant’s freedom to choose. The incentives for participating must not be made so attractive as to place pressure on prospective participants that they might provide informed consent against their better judgment.  External structures, such as a Community Advisory Board (CAB), must be in place to create an outlet through which the participant and the affected community can voice their concerns or pose their questions regarding the treatment or trial.

The fourth ethical component of informed consent ensures that the participant has the legal capacity to take part in the treatment or trial. 

The fifth element, agreement, consists in the official signing of an informed consent document.

It is also important that researchers are aware of and take into account cultural and customary requirements.  In many African settings, the decision to participate in a trial may be a community rather than an individual one.  Healthcare workers and researchers may therefore need to obtain the permission of the community and traditional leaders to enter the community and conduct research trials involving community members.  The participant’s choice to involve other members of the community in their experience of treatment needs to be respected.

Familiarity with and adherence to these legal and ethical aspects of informed consent, particularly in conducting HIV vaccine trials, are critical for all those involved.

<i>Ann Strode’s presentation can be downloaded on the right-hand side of this page</i>
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