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	Please answer the following questions based on your understanding of the study documents. Your viewpoint from the perspective of a potential subject is crucial. Therefore, we recommend that you start by trying to answer some of the following questions (A, B, D-G, I, J, N, and R – bolded and underlined below) after reviewing the consent form only. Then, your answers to these questions can be compared to your understanding after reviewing the rest of the study documents to identify potential weaknesses in the consent process.
A. Describe why this study is being done.

B. Who are the subjects?

C. Is the selection of subjects equitable? Circle: Yes      No

     If not, why not?

D.  How long will each subject participate (be enrolled) in the study?

E. State in lay language which study risks are the most likely and which are the most serious.
Most likely:

Most serious:
F. List any procedures that you don’t understand or weren’t clearly described.

G. Is the difference(s) between the standard of care procedures/treatments and the experimental 

    procedures/treatments clear? Circle: Yes      No

H. Are the risks to the subject appropriately minimized? Circle: Yes      No

     If not, why not?

I. Does the study seem like a good thing to do for the subject?  Circle: Yes      No

    If not, why not? 

J. Do you feel the risks are reasonable in relation to anticipated benefits?  Circle: Yes      No
     If not, why not?

K. Do you feel that the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects? Circle: Yes      No

     If not, why not?

L. Do you feel that there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data? Circle: Yes      No

     If not, why not?

M. If some or all the subjects are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, decisionally challenged, economically or educationally disadvantaged persons, do you feel that additional safeguards have been included in the study to protect the rights and welfare of these subjects? Circle: Yes      No

     If not, why not?

N. Does the reading level of the consent seem appropriate for the target population? Circle: Yes      No

O. Will appropriate informed consent be sought from each prospective subject Circle: Yes      No

     If not, why not?

P. Is the consent process appropriate?  Circle: Yes      No

     If not, why not?

Q. Is this consent written in simple language? Circle: Yes      No
R. If applicable, is the Assent Form appropriate? Circle: Yes      No
 S.  Is the assent process appropriate? Circle: Yes      No

     If not, why not?

T. Additional comments:      

Reviewer’s signature:
Date:
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