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INSTRUCTIONS:  Using the DSMP Annual Event Summary Table, located on the IRB website, determine if your study requires this form to be submitted with your Continuing Review.  If so, please answer all of the following questions and number your responses.
__________________________________________________
1. Have you followed the approved monitoring plan for your study?  If not, how has the plan been modified?
2. Briefly summarize the unreportable events (AEs that are not UPs) that have occurred since your last Continuing Review.  This summary report, utilizing information obtained from the designated Monitoring Entity, must address the following three items:
1. A statement indicating what information (e.g. study-wide adverse events, interim findings, and any recent literature that may be relevant to the research) was reviewed by the Monitoring Entity;
2. The date of the review; and

3. The Monitoring Entity’s assessment of the information reviewed.
Note: For Multi-site studies utilizing an outside Monitoring Entity such as the research sponsor, a coordinating center or statistical center, or a DSMB/DMC, a current report from the Monitoring Entity should be submitted and it must include all three items listed above.  
3. Briefly summarize the reportable UP events that have occurred since your last Continuing Review. For Multi-site studies, answers should summarize events experienced across all sites for this protocol only.
4.   Were either the protocol or consent form changed in response to AEs or UPs since your last Continuing Review? 
Note:  All changes to the DSMP must be submitted to the IRB for review.
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