Evaluation to Sign an Informed Consent Document for Research
[DeRenzo EG, et al. J Health Care Law Polic 1998;1:66-87]
Subject Identifier: _________________________________
Date of Evaluation: _______________

Directions
Make a subjective judgment regarding item 1.  Ask the subject questions 2-5 and record responses.  The evaluator may use different wording in asking the questions in order to assist the subject’s understanding.

1.  Is the subject alert and able to communicate with the examiner? 
Yes ____
No ____
2.  Ask the subject to name at least two potential risks of participating in the study.
_____________________________________________________________________________________

_____________________________________________________________________________________

3.  Ask the subject to name at least two things that he/she will be expected to do during the study.

_____________________________________________________________________________________

_____________________________________________________________________________________

4.  Ask the subject to explain what he/she would do if he/she no longer wanted to participate in the study.

_____________________________________________________________________________________

_____________________________________________________________________________________

5.  Ask the subject to explain what he/she would do if he/she experienced distress or discomfort during

     the study.

_____________________________________________________________________________________

_____________________________________________________________________________________

Evaluator’s Signature
It is my opinion that the subject is alert, able to communicate, and gave acceptable answers to the questions above.
_____________________________________________

___________________

Evaluator’s Signature





Date

HSO 06/03


