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An informed consent letter/form is a legal document to safeguard the University of Pretoria and its researchers from possible legal action upon dissemination of research results.

Researchers are required to subscribe to a code of ethics that respects the subjects' rights, facilitates communication in the research field and leaves opportunities for further research.

When embarking on research projects involving human subjects, the researcher should carefully scrutinise all ethical issues. The principles of ethical propriety, upon which most of these guidelines are based, encapsulate simple considerations of e.g. fairness, honesty and openness of intent.  Certainly, no person should be asked to cooperate in any research that may result in a sense of self-denigration, embarrassment, or a violation of ethical or moral standards or principles (Leedy, 1997:116).  According to Leedy (op cit.) every researcher should fulfil the commitments made to those who assist in the research endeavour. No research should ever be conducted under circumstances in which disclosure of the aims and purposes of the research cannot be set forth - preferably in writing. Nor should any subject be lured into cooperating in any research endeavour without knowing fully what participation in the project will involve and what demands may be made on that subject.

Suggested content: Informed consent letter/form

An informed consent document needs to contain the following information according to Maxwell and Satake (1997:216) and Stein and Cutler (1997:211).

1. A heading, which must include the name and address of the department and institution (University of Pretoria - letterhead), the researcher(s) name(s) and contact details. (It must be on a UP letterhead)
2. Title of the study.
3. Purpose of the study.
4. Procedures: explanation of the procedures to be followed and their purposes; nature of activities such as clinical tests and filling in of questionnaires; time required; schedule of participation; duration of study, etc.
5. Risks and discomforts, e.g. medical risks; fatigue.
6. Benefits: any personal or societal gains. This also includes financial gain or lack thereof.
7. Participants' rights: participation is voluntary; they may withdraw from participation in the study at any time and without negative consequences.
8. Confidentiality: the assurance that all information is treated as confidential; that anonymity is assured; that the data would be destroyed should the subject withdraw. All persons having access to the research data must also be identified.
9. The subject's (or in the case of a minor, the parent’s/guardian's) right of access to the researcher must be established, and the means clearly delineated, in order for clarity on any issue be sought, should doubts arise. 

General guidelines

The informed consent letter/form:
-     must be on UP letterhead 

· needs to be written in a style or register which is clear, simple and unambiguous to lay persons;
· should include no exculpatory language through which the subject is made to waive, or appear to waive, any of his/her legal rights, or to release the institution or researcher from liability for negligence;
· requires the signature of the subject (or the parent/guardian in the case of a minor) and that of the researcher, as well as the place and date of signing and it must be filed by the researcher and kept for 10 years;
· should be given to each subject;
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