CONSENT TO PARTICIPATE IN A RESEARCH STUDY 
INFORMATION SHEET

	TITLE OF RESEARCH STUDY:

Category of participants


Introduction/Purpose of study

· Indicate where you are coming from, collaborators and background to the study.
· Disclose all aspects of the project that might reasonably be expected to influence willingness to participate.

Study Procedure

· Describe procedures/methods to be used. 
· Give an estimate of the time that will be required to participate in the study. 
· Indicate any inclusion and exclusion criteria.
· State the responsibilities expected of the participant.
Benefits/Risks of the study

· Discuss the expected risks or inconveniences to the subject.

· Discuss the expected benefits, making it clear if there is no intended benefit.

Confidentiality

· Describe how the anonymity of the participant will be protected.

· Let the participant know those who will be granted direct access to his/her original study information and that by signing or thumb printing a written informed consent form, the participant or the participant’s legal representative is authorizing such access.

· State other studies that the participant’s study information will be used for and that permission will be sought from him or her before using it for those studies.

Compensation

· Indicate any payments or non-payments that may occur as result of participation in the study. 

· State what will happen in the event of injury as a result of participating in the study.
· State if there are any alternative treatments available to the participant.

· State the anticipated expenses, if any, to the subject for participating in the study.

Withdrawal from study

· State that participation is voluntary and participants may withdraw at any time without penalty. 
· More specifically, state that the participant will not be adversely affected if he/she declines to participate or later stops participating.
· Provide assurance that the participant or the participant's legal representative will be informed in a timely manner if information becomes available that may be relevant to the participant's willingness to continue participation or withdraw.
· Explanation of the foreseeable circumstances and/or reasons under which the participant’s participation in the study may be terminated.

Questions

· State that participants have the right to ask questions and to receive satisfactory answers to such questions. 

· Indicate that participants with questions or concerns regarding the study and their rights in the event of study-related injury may contact the study team (list researchers as contact persons). Also, provide contact information of the Chairs of relevant IRBs. 
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CONSENT FORM

Signature of volunteer willing to participate

Include the following statement:

 "I have read or have had someone read all of the above, asked questions, received answers concerning areas I did not understand, and am willing to give consent for me, my child/ward to participate in this study. I will not have waived any of my rights by signing this consent form. Upon signing this consent form, I will receive a copy for my personal records."
	Name:_______________________

Signature/thumbprint of participant/his/her Legal representative




Witness to Consent Procedures (Anybody who is not affiliated with the study)

Name:

Signature

Investigator or attending Health Care Professional’s Affidavit

Include the following statement:

“I certify that I have explained to the above individual(s) the nature and purpose of the study, potential benefits and possible risks associated with the participation in this research project. I have answered any questions that have been raised and have witnessed the above signature on the date indicated below”

	Name:
____________________________

Signature:                                 Date:
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