SETON HALL UNIVERSITY

INSTITUTIONAL REVIEW BOARD

Continuing Review Form

Principal Investigator:  _____________________________________________________

Title of Project: __________________________________________________________

________________________________________________________________________

Date of Initial IRB Approval:  _______________________________________________

1.

Does your research have a potential or actual financial interest of any kind (e.g. payment for services, equity interests, intellectual property rights, etc.)?

___ 
Yes.  (Please complete the enclosed Financial Conflict of Interest form and submit with this form.)


___ 
No


2.
What is the status of your research project?  [See note at end of this form.]

___
Active (still enrolling subjects) 

___
Closed to subject enrollment, but subjects still receiving or involved with research intervention

___
All research interventions completed, but research open for follow-up of subjects

___
All research interventions completed, but research open for data analysis

___
All research-related activities completed; request termination of research with IRB.
3.
Have the research project, informed consent document, or recruiting materials been modified in any way since the last IRB review?

___
Yes.  If so, please attach additional information to explain the changes.

___
No.

4.
Have all modifications been pre-approved by the IRB?

__
Yes.

__
No.   If not, attach additional information to explain why not.  

5.
Attach a list of all study-related adverse events and summarize any study-related adverse events that resulted in changes to the protocol or informed consent documents. Describe any other unanticipated problems involving risks to subjects or others, any withdrawal of subjects from the research, or complaints about the research.

6.
Provide a summary of any recent relevant literature, findings obtained thus far (including study-wide reports if applicable), or other relevant information (especially information about risks associated with the research) that have come to light since the research was last reviewed by the IRB and which might affect the risk level of the research. 

7.
Attach a summary describing the progress to date of the research.

NOTE:  
If you are requesting an extension of approval, you must include with this form:
A. 
a copy of your Informed Consent document(s) so it can be restamped as approved.  The stamped approval on an Informed Consent document is valid only for one calendar year.

B. 
a copy of new approval from the IRB at the site where the research is being conducted.
C.
Studies categorized as full-review need all information submitted electronically and in hard copy by the submission due date for a given month indicated at the Seton Hall IRB website.
I certify that the above information accurately represents the status of the research and the subjects enrolled.

Signature of Principal Investigator            



    Date 

July 14, 2005


