Fairleigh Dickinson University IRB Final Closure Notification
Title and IRB Project#:
Principal Investigator:
Faculty Mentor:
Please note: for a project to be CLOSED, no research interventions, subject enrollment or data analysis can be ongoing. If any of the previous actions are being completed and your project approval is ready to expire, please complete Continuing Review Information and request an approval of the continuation of your project to the FDU IRB.
1. Original Category of Review: Full or Expedited
2. If expedited, provide approved category, if known:
3. Date project closed:
4. Number of subjects enrolled:
5. State reason for closure:
6. Number of subjects approved to be enrolled in original IRB approval:
7. Summary of any Unanticipated Problems (includes: any unexpected events that occurred to subjects; loss of data keepers such as USB keys, laptops, computers, paper files, etc.; any complaints about the research, etc.):
8. Summary of Withdrawal of subjects from the research:
9. Summary of any complaints about the research:
10. Summary of any recent literature that may be relevant to the research:
11. Summary of any publications resulting from the research:
12. Summary of any amendments or modifications since the previous approval, please also include the IRB approval date after each modification listed: (NOTE: Any modification made must be reviewed and approved by the IRB before implementation.)
13. Other relevant information, especially information about any change in risks and benefits associated with the research including a brief narrative discussing your plan for the continuation period, any study results, and anything else not addressed above.
14. Any information/notifications provided to subjects after the closure of the study on their participation or results found:
15. Was anything adverse found in the findings where subjects will need to be notified? If yes, please provide a description and the process for notifying all subjects enrolled. Also, provide the information to be sent directly to the subjects.
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