VCU Informed Consent Evaluation Instrument

For Research Involving Greater than Minimal Risk

Subject Identifier: 


  Date of Evaluation: 






Directions

This instrument is designed for an investigator/evaluator to use to evaluate for satisfactory of understanding of a research subject following the informed consent discussion.  The evaluator should ask the subject the following questions.  The intent is that the subject will indicate a solid understanding of what has been presented.  However, the role of the evaluator is to use his or her best judgment to interpret the responses as a “Yes” “No” or “Unsure”.  The evaluator may certainly use different wording in asking the questions in order to assist the subject’s understanding of the question.  The process of using this instrument will often generate more discussion regarding the proposed research that will help to ensure that subjects are fully informed about research participation.  NOTE:  Some questions may not apply and should be skipped.

1.  Do you understand that your research study participation is voluntary? 



____Yes

____No

____Unsure 

2.  Do you understand the difference between treatment and research? 


____Yes

____No

____Unsure 
____N/A (Skipped)

3.  Can you describe the alternative(s) to participation in this research? 


____Yes

____No

____Unsure 
____N/A (Skipped)

4.  Can you name at least two possible risks of study participation? 


____Yes

____No

____Unsure 

5.  Can you name at least two things that you will be expected to do as part of your participation in this research study? 


____Yes

____No

____Unsure 

6.  Do you understand that you have a right to stop participating in this research study at any time? 


____Yes

____No

____Unsure 

7.  Can you tell me what you would do if you experience physical, emotional, or other symptoms that were not expected as possibilities as a result of your study participation? 


____Yes

____No

____Unsure 

Evaluator’s Statement/Signature

Is the subject (or the subject’s legally authorized representative) able to communicate with the evaluator and give acceptable answers to the questions above?

____Yes:  The evaluator should sign this instrument

____No:  The subject may not have understood the information provided to them during the informed consent process.

It is my opinion that the subject is able to communicate and gave acceptable answers to the questions above.

Printed Name of Evaluator and Title or Roll, in Relationship to Research Project



_____________________________________________

___________________

Evaluator’s Signature






Date

I.C. Eval. V6 11-02-04


