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Participants’ Information Sheet

Title of Study: {The title on the form must match the title on the application except in cases where revealing the true purpose of the study would compromise the results. In those cases, the rationale for the variance must be clearly explained in the IRB application.}

Objective: {Provide a statement of the purpose of the study and an estimate of how many persons are participating in the study.}

Procedures: {Describe what the participants will be asked to do for the study. Include all procedures, including number, frequency and duration. Differentiate between procedures that are for research and those that are standard, i.e., teaching methods, assignments, etc. Describe any other data to be collected such as personal records, written material, teacher comments. Specify any post-study follow-up.}

Right to Refuse or Withdraw: {Provide a statement explaining that participation is voluntary and that refusal to participate or withdraw from the study at any time will involve no penalty. }

Risks and Discomforts: {For each procedure/activity that is part of the research, describe the immediate and long range discomforts/risks (physical, psychological, social, legal, and economic) and their consequences. Explain safeguards or precautions that will be taken to reduce the occurrence of adverse effects. Explain what treatment or assistance will be available if an adverse effect occurs. For example, in studies in which subjects are asked to discuss emotionally sensitive topics, the IRB requests that either an individual be present who can provide counseling assistance, or appropriate referral information be provided to subjects.} 

Benefits:  {Only include one of the following choices. This statement should describe reasonable benefits to the participants as a result of participation in the research. If you are evaluating a program or intervention, do not describe the benefits of participation that would have occurred anyway. If the individual participant will receive NO DIRECT BENEFIT, this must be explicitly stated. Payment for participation is NOT considered a benefit of the research.}

Alternatives: {Provide a statement describing appropriate alternative procedures or courses of action, if any, which might be substitutes for participating in the research. If the only alternative is simply to not participate in the study, you do not need to include this section.}  

Compensation: {Only include if financial reimbursements or recruitment incentives are to be given to participants. Specify dollar amount and form of payment, i.e. cash, gift certificate, item. Explain if and how the payment will be prorated if the participant withdraws. Also indicate when payment will be received, eg, at end of session, one week later, after each intervention, etc.}
Anonymous and Confidential Data Collection: {Indicate whether data collection will be (a) anonymous or (b) confidential. 
Confidentiality of records: {This section should describe the extent to which confidentiality of records will be maintained, i.e., coding of data, any limitations to confidentiality, disposition of data at the conclusion of the study. Address all forms of data to be collected – written, audio, video. Confidentiality procedures explained here must be consistent with those stated in the IRB application.}
Who to contact with questions: {Provide a contact for answers to pertinent questions about the research. If the investigator is a student, also include the advisor’s name and number. Use of home numbers is not advised. Also include the IRB approval and contact information for questions regarding the rights of research participants.}
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