Informed Consent Process (from CITI)
It is important that Informed Consent be viewed as a process rather than an event. Though the signing of the informed consent document is the most visible feature of this process, the process of Informed Consent begins with recruitment and continues throughout the course of the study. During this process: 

· the potential subject is given all the information needed to decide about participating in a study; 

· the potential subject has opportunity to ask questions and to exchange information freely with investigator; 

· the potential subject has an opportunity to consider participation in the study; 

· the investigator ensures that the potential subject understands the information. 

This process must provide accurate, clear, and concise information about key elements such as: 

· What the study involves; that is, what is the purpose of the research, what will be done to/for the subject, and what procedures are experimental. 

· How long the participant will be in the study. 

· What are the risks to the subject 

· What are the potential benefits of participating in the study 

· The fact that participation is voluntary and that care will be provided even if the subject decides not to participate.  

Informed Consent Process (from Good Clinical Practice)

It is important that the subject is given information about the study in understandable language both verbally by this investigator and in writing through the written informed consent document. It is also important that the subject be given sufficient time and opportunity to ask about specific parts of the study and to decide whether or not to participate. The processes that you want your study coordinator to follow to ensure that the potential subject is able to make an informed decision to participate in the study without coercion or undue influence include asking the following questions to the potential subject:

Do you understand that this is research study? Are you able to read the written informed consent form?

Are there any words or statements in the informed consent form or in the investigator's explanation that you don't understand or would like me to explain more to you?


Do you understand what procedures will be done as part of being in this study?

Do you feel that all of your questions have been answered to your satisfaction?

Do you understand that your decision to participate is voluntary?

Do you need more time to make a decision about participating in the study?
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