HIV vaccine trial participants Bill of Rights

Proposed version
Section 1 – Informed consent

1.1 Every participant in a HIV vaccine trial has a right not to be subjected to medical or scientific experiments without his or her independent and informed consent.

1.2 Informed consent can only be given if a participant is 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 Every participant has a right to be presented with all relevant information in a way that he or she will be able to understand. 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.

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.

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 and independent 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.

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; 

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.

Section 3 – The right of access to health care services
3.1 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.

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 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 has the right to be informed whether they received a placebo or a vaccine when the study ends or when medically required.

Section 4 – The right to Privacy

4.1 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.

4.2 Despite the right to confidentiality guaranteed in 5.1, an individual participant’s name and record may be released to institutions or bodies evaluating the efficacy of the study. Individuals may also explicitly wave their general right to confidentiality.

4.3 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.

Section 5 - Responsibilities of trial participants

5 Every trial participant has a duty to:

a. ensure that he or she has a real understanding of the nature and scope of the vaccine trial and to take all reasonable steps to ensure that he or she is able to provide informed consent.

b. Make an informed decision about participation in the trial after weighing up the information provided regarding the potential risks and expected benefits, and personal implications of participating in the trial.
c. inform study staff as soon as possible about any negative consequences to oneself, ones family or community, resulting from association with the trial.

d. not attempt to give blood during the trial.

e. not attempt to determine whether one has received the vaccine or the placebo by getting an HIV test done outside of the study site before the end of the study. 
f. allow the study-associated lab to determine if one is infected with HIV if one has concerns that one may have become infected during the trial.

g. keep appointments and to inform study staff as soon as possible to re-schedule an appointment that must be missed.  
h. treat staff with respect.

i. keep confidential others' participation in the study should one get access to this information.

j. provide the study staff with complete and accurate study-related information and inform study staff of any changes in one’s contact information.
k. comply with study requirements to the best of one’s ability.

l. inform study staff as soon as possible if one is unable to continue or decide to discontinue your study participation.

m. provide feedback to research staff that could be used to improve trial procedures and the protection of your rights
