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Advisor Phone

Study Title









Advisor Name (if appropriate)




Advisor Signature

Number of subjects studied in project 


Since date of last approval _________________


Total number to date______________________


Number needed to complete study _________________

Summary of results:
Study has been completed 
(  Yes    (  No


If yes, please attach reprint(s), if available, and summarize results of study on a separate page.


If no, in the form of a letter:

1.  Summarize results to date

2.  Give any relevant information from other studies;

3.  Discuss any changes in anticipated risks or benefits;

4.  Discuss any side effects or problems in the previous year (note: any adverse effects must have been reported to the Chair, IRB, within ten (10) working days of their occurrence; a summary of all adverse effects and how they were reported and dealt with over the past year must occur here);

5.  Discuss plans for the coming year, including any changes in the approved protocol, procedures, study instruments, and consent form;

6.  Enclose an updated IRB Cover Page

7.  Include a copy of the originally submitted and approved ten-page protocol that includes all information requested by the IRB.  If any changes have been made and have been approved by the IRB over the past year, the protocol must be revised to include all of these changes.  In addition, all proposed changes must be italicized so they can be readily identified by committee members;

8.  Submit only the IRB-approved consent documents (e.g., consent forms, information sheets, initial contact letters and/or recruitment letters; if modifications in any of these forms are being requested with this renewal, both old and new forms must be submitted with the revised changes on the new forms italicized so that they are readily identifiable.  All old forms should be destroyed to prevent their accidental use.

9.  Any new instruments should be submitted and any old instruments that have been modified or are being proposed for modification in the coming year should also be submitted.

Adverse effects, complications, or incidents in the past year:  (  Yes    (  No  If yes, summarize.

