
Important things to know about this study.
The consent form must begin with a concise and focused presentation of the key information that is most likely to assist a prospective participant, legally authorized representative, or parent or guardian in understanding the reasons why one might or might not want to participate in the research. The following is an example of key information that can be included, but should be edited based on the study. 
For additional guidance, visit: [link]
You are invited to participate in a research study. The purpose of this research is [STATE PRIMARY PURPOSE AS BRIEFLY AS POSSIBLE].
People who agree to join the study will be asked to attend [NUMBER OF VISITS] over [DURATION]. The study involves [STATE THE PROCEDURES INVOLVED IN THE STUDY AS BRIEFLY AS POSSIBLE].
We do not know if [NAME THE STUDY PRODUCT] would help [PREVENT OR TREAT] [NAME OF DISEASE], and it could even make your condition/disease worse. [NAME OF STUDY PRODUCT] could cause side effects such as [ADD A FEW SIGNIFICANT EXAMPLES], as described below in this form. 
[bookmark: _GoBack]You do not have to join this study. You can choose to receive standard methods to [PREVENT or TREAT] [NAME OF DISEASE] instead of participating in this study. We will give you details about the purposes, procedures, risks and possible benefits related to this study. We will explain other choices that you have. We will also give you any other information that you need in order to make an informed decision about joining this study. 
Following is a more complete description of this study. Please read this description carefully. You can ask any questions you want to help you decide whether to join the study. If you join this study, we will give you a signed copy of this form to keep for future reference. 
