HIV AIDS Vaccine Ethics Group (HAVEG)

· To raise awareness and build the ethical capacity of various stakeholders

· To research ethical aspects of clinical trials, with specific attention to informed consent

· To co-ordinate the development of ethical guidelines in collaboration with national ethics structures

· To examine behavioural aspects of HIV Vaccine Trials

· To support ethical trials in Africa through the African AIDS Vaccine Program

What are Patients’ Rights?

Patients’ rights are the various rights a person has in respect of their health, medical status and medical treatment.

These rights govern the relationship between the patient and the health care worker/health care facility. Some of the patients’ rights are also rights held between the patient and the State.

Children and youth also have patients’ rights. In some cases they can exercise these rights on their own. In other cases their parent or guardian can exercise these rights on their behalf.

National Patients’ Rights Charter

(Department of Health – 2000)

Patients have the right to:

· A healthy and safe environment
· To take part in making decisions about treatment
· To basic health care
· To information about medical aid schemes
· To make a proper choice about health services
· To know the name of their health care provider
· To confidentiality and privacy about medical treatment
· To give informed consent to medical treatment
· To get a second opinion from another doctor
· To have ongoing medical care
· To complain about poor health services
Patients have a duty to:

· Take care of self
· Respect other patients and health care workers
· Use but not abuse health care services
· Provide correct information about health
· Follow treatment
· Pay for any costs of health care services
· Look after personal medical records
Common Law

Every person has a common law right to privacy, which includes the right to:

· Not be subjected to medical treatment without informed consent; and

· Confidentiality regarding their medical condition and treatment.


Informed Consent 

Informed Consent is made up of:

· Information

· Understanding

· Agreement


Informed Consent in the Case of Children and Youth

· A child of 14 years or older can give informed consent to medical treatment, including an HIV test.

· The parent or guardian of a child under 14 years of age must consent to the child’s medical treatment on their behalf.

· If there’s no parent or guardian, then a person with parental power (like a teacher) or custody (like a foster parent) can consent, as long as the medical treatment is not serious or risky to the child.

· If there’s no person with parental power or custody, then the Minister of Welfare can consent.

· If there is an emergency, life-threatening situation, then the medical superintendent of the hospital can consent.

What Makes Research Ethical? – Informed Consent

Informed Consent

· The right to choose freely whether or not to participate based on an understanding of all relevant information 

· Ensures that participants will only take part if the research matches  their interests, values and preferences

Components

· Information

· Understanding

· Freedom

· Capacity

· Formal Consent

In HIV Vaccine Trials, consent is also staged:

· Screening, enrollment
· HIV Testing
Information
· Participants must be informed of the following”

· Aims

· Methods (e.g. Placebo, blinding)

· Practical Aspects (visits, VCT, test etc)

· Potential risks (e.g. trial related stigma)

· Expected benefits (e.g. counselling)

· Right to withdraw from the research

· Confidentiality (and limits if any)

· Personal implications

Understanding
· Giving information is not enough

· Understanding must be ensured and tested

· This is complex:

· Research participants/patients sometimes act to avoid disapproval of health care personnel, may not want to challenge and may report that they understand

· It is difficult to make sure participants really understand what the research will mean for their lives

· Potential participants need an environment that helps them to make good decisions for themselves

· This means time to think, and opportunity to ask questions and discus all the issues

· It may help to discuss issues with a counselor who shares the values and worldview of participants

· Potential participants should be able to involve others in their decision if they want

· Counsellors should be trained to be sensitive to the relationship between them and participants, and to any unexpressed reservations

· Understanding should be tested regularly
Freedom

· Potential participants should be free to make a decision without threat or pressure to participate

· There should be a commitment by researchers to offset vulnerabilities that limit freedom to choose

· This means that incentives should not be “undue” (so attractive that there is pressure to participate against one’s better judgement)

· Persons should be reminded that if they do not choose to participate they will not lose any benefits that were otherwise due to them

· There should be structures in place to voice concerns of participants, and community (e.g. CABs)

Debate: Informed Consent and Culture

· In some cultural contexts, can first person informed consent be replaced by “substitute” or “proxy” consent by community leaders or husbands?

· No, first person informed consent is the best safeguard against exploitation so the principle should always apply

· However, respect should be shown in the procedures by which consent is obtained
· e.g. Respect need to get permission of community leaders to enter community
· e.g, Respect participants choice to involve others if they want to
Ijsselumuiden, C and Faden, R (1992). Research and informed consent in Africa: Another Look. N Engl Jnl Med, 326, 830-834, Also Lindegger & Richter (2000) SAJS, 96, 313-8.
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“In the eyes of the law, every person has certain absolute rights which the law protects. They are not dependent on statute or upon contract, but they are rights to be respected, and one of the rights is absolute security to the person. Nobody can interfere in any way with the person of another, except in certain circumstances…Any bodily interference with or restraint to any person which is not justified in law, or excused in law or consented to, is wrong…”





Stoffberg v Elliot 1923





CPD 148





“There can only be consent if the person appreciates and understands what the objective and purpose of the test is, what an HIV positive test result entails and what the probability of AIDS occurring thereafter is. Evidence was led in this case on the need for informed consent before the HIV test is performed. Members of the medical profession and others who have studied and worked with people who have tested HIV positive and with AIDS sufferers have developed a norm or recommended minimum requirement necessary for informed consent in respect of a person who may undergo such a blood test. Because of the devastation which a positive test result entails, the norm so developed contains as a requirement counselling both pre- and post-test, the latter in the event of a positive test result”.





C v Minister of Correctional Services





1996 (4) SA 292 (T)














