HUMAN USE OF RADIOISOTOPES AND RADIATION COMMITTEE
HUMAN USE PROTOCOL RENEWAL REPORT


1.	When did the research protocol begin(i.e.: date the first subject was entered)?  Do you plan to continue this study, is it inactive, or has the research been completed?
[bookmark: Text1]     

2.	Are there any additions or deletions to the list of investigators?
[bookmark: Text2]     

3.	List the number of subjects enrolled to date and estimate the number of additional subjects to be studied in the next 12 months.  Do not list subject’s names or any other identifiers in this renewal report.  If no subjects have been enrolled, please explain why.  If no subjects have been enrolled, why would you like to keep this study open?
[bookmark: Text3]     

4.	Was informed consent obtained from each subject?  If not, describe the circumstances in which informed consent was not obtained.
[bookmark: Text4]     

5.	Summarize the side effects and untoward reactions that occurred during this period, if any, and whether these adverse events resulted in any change in the protocol of the informed consent.  If changes in the protocol have occurred, please provide a copy of the updated protocol, specific page(s) only.
[bookmark: Text5]     

6.	Indicate if any subjects withdrew from this research project and the reasons for each subject’s withdrawal.
[bookmark: Text6]     

7.	For therapeutic studies, summarize the primary outcomes for subjects studied at this institution during this period.  This may be presented in the form of an abstract or manuscript presenting data from the study.
[bookmark: Text7]     

8.	Please discuss or describe any information, such as adverse events or changes in radiation dose, that might change the risk - benefit ratio.  If there has been none, please state that as well.
[bookmark: Text8]     

9.	If subjects of child-bearing potential were included in the protocol, were negative pregnancy tests documented?  If not, please explain.
[bookmark: Text9]     


