Form PI 1.0 2004


Pre-Audit Questionnaire

Project Identifier (MIRB):


Date Completed:

Person Completing Form:

This questionnaire should be completed prior to the audit visit by a person who administers informed consent for the project. The questions are designed to provide information concerning how the consent process is administered and do not necessarily have correct or incorrect answers. 

Please check all boxes that apply.

1. How are subjects identified?

· Clinic / Outpatient

· Medical Record Review

· Database

· Referrals

· Subject Initiated

· Other

2. Who makes the initial contact?

· PI

· Study Staff
· Referring Source
· Other
3. How is the initial contact made?

· Flyers / Advertising
· Web page
· Letters
· Phone
· Other
4. Who evaluates subject inclusion / exclusion criteria?

· PI
· Study Coordinator
· Other staff
5. Where is the consent process performed?

· Office
· Clinic / Ward
· Emergency Room
· Other
6. Who administers consent?

· PI



approx. % of subjects ____________
· Study Coordinator

approx. % of subjects ____________
· WOC volunteer

approx. % of subjects ____________
· Other staff


approx. % of subjects ____________
7. Who answers general questions that are asked by the subject?

· PI                                                approx. % of subjects ____________
· Study Coordinator                    approx. % of subjects ____________
· WOC volunteer                         approx. % of subjects ____________
· Other staff     

             approx. % of subjects ____________
8. Who answers questions about drugs?

· No Drug used
· MD
· Pharmacist
· RN

· Study coordinator
· Other
9. How long is there between when the subject is given the consent form and the consent is signed?

· < 1 day


approx. % of subjects ____________
· > 1day



approx. % of subjects ____________
10. How is the subjects understanding of the procedures evaluated?

· Through subject questions
· By asking the subject to explain his or her understanding of what is involved
· Other
· Not assessed
11. How long is there between when the consent is signed and the first procedure is started?

· <1 day



approx. % of subjects ____________
· >1day



approx. % of subjects ____________
12. How often is an exit interview performed?

· Procedure is completed in one day
· On all subjects that complete the study
· On all subjects
· Other



approx. % of subjects ____________
13. CPRS progress notes are entered

· For VA subjects

· For non-VA subjects

· Paper notes are kept.

· Progress notes are not filed for some subjects

14.   Documentation that the consent form has been given to the subject 

· Is recorded in the progress note
· Is recorded in some other way
· Is not documented
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