
DUQUESNE UNIVERSITY INSTITUTIONAL REVIEW BOARD (IRB)

ANNUAL REPORT

The federal government mandates that the IRB must renew ongoing studies on a yearly basis.  Please send the completed form to the IRB Office, Room 424 Health Science Building, prior to the one-year anniversary date since your last review, whether it was the initial review or a continuing review.  Failure to return this form may result in suspension of IRB approval.

Title of Study: ____________________________________________________________________________________________

_________________________________________________________________________________________________________

Name of Principal Investigator (PI):  __________________________________________________________________________

Name of Co-PI's: __________________________________________________________________________________________

Is the study ongoing or completed?  _________If completed, please  provide a short (one page) summary along with this form.  

If not completed, how many subjects have been involved thus far? _________   How many were originally proposed?________

If not completed, please answer the following questions (if you need more space, attach another page):

I.  SUBJECTS’ RIGHTS AND PRIVILEGES

1.  Are signed consent forms on file for all subjects?   If not, please explain why.

2.  Have there been any adverse effects on subjects?  If so, what?

3.  Have there been any subject complaints?  If so, what?

4.  Has any new information in your field arisen that might affect subjects willingness to participate?  If so, what?

5.  Have there been any breaches of confidentiality?  If so, describe.

6.  Is this research study compliant with HIPAA regulations?  

II.  TECHNICAL ISSUES

1.  Has there been action taken by another IRB since the last Duquesne approval or renewal of approval?  If so, describe.

2.  Is a Data and Safety Monitoring Board associated with this study?  If so, attach copies of all correspondence.

3.  Have there been any changes in the research team  (PI and Co-PI’s only)?  If so, show changes.

4.  Have there been any external audits, financial or scientific, of the study?  If so, designate the auditor and describe the results.

_____________________________________________________________

_________________________________   

Printed or Typewritten Name of PI






Date                                                                                 




_____________________________________________________________

_________________________________

Signature of PI








Date                                                                                                             




Date of Submission:  _______________________


Protocol Number:      _______________________


Review Category		(  Exempt


(  Expedited


			(  Full Board Review
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