RACGP NREEC: SAMPLE PARTICIPANT CONSENT FORM

Notes:

· This form must be preceded by an Information Sheet for participants explaining the consent process.

· The form should be created on an appropriate letterhead. 

· When submitting to the RACGP NREEC please ensure that the form is labelled with a version number or date in the footer or header of the document.  

The following points could be included in a consent form, as appropriate to the project:
	· That involvement in the project is voluntary and that participants are free to withdraw consent at any time, and to withdraw any unprocessed data previously supplied

	· Clear identification of the project title and the Principal and Other Investigators (including contact details)

	· Details of what involvement in the project will require (e.g. involvement in interviews, completion of questionnaire, audio/video-taping of events, use of any drugs, surgery, investigations, privacy intrusions), and estimated time commitment

	· All risks must be fully and fairly set out in a language that potential participants will understand. 

	· If the sample size is small, advice to participants that this may have implications for privacy/anonymity

	· A clear statement that involvement in the project will not affect ongoing assessment/grades/management or treatment of health (as relevant)

	· Advice as to arrangements to be made to protect confidentiality of data, including that confidentiality of information provided is subject to legal limitations*

	· Whether data is to be destroyed after a minimum period

	· Details of proposed dissemination of results including access to results by participants

	· Name and contact details of a person involved in the study who can answer questions regarding participant involvement

	· Name and contact details of the Executive Officer of the Ethics Committee(s) that has/have granted approval for the project.


· Participants need to be aware that confidentiality of information provided can only be protected within the limitations of the law – i.e., it is possible for data to be subject to subpoena, freedom of information claim or mandatory reporting by some professions.  Depending on the research proposal you may need to specifically state these limitations.
Date: 12 February 2009
