IRB Renewal Form


Submit this form if your original IRB protocol expiration date needs to be extended.


* Required



General Information



1. Project's IRB Number: *




2. Project Title: *


3. Project Investigator(s) Name(s) (if more than one, please list all separated by semicolons): *




4. Project Investigator(s) Email(s) (if more than one, please list all separated by semicolons): *





5. Project Advisor Name (for students; N/A if not a student) *





6. Original Protocol Expiration Date: *



Status of Study



7. What is the current status of your project? *


☐ 1. Not started. Planning on enrollment within the next year.


☐ 2. New subject enrollment still in progress.


☐ 3. Enrollment closed but subjects are still involved in data collection procedures.


☐ 4. Subject involvement completed; analyzing data with identifiable information


☐ 5. Subject involvement completed; analyzing data with no identifiable information (e.g., identifiers
removed from data)

☐ 6. Other:





If you selected option 5 above, STOP. Submit an IRB Termination Form instead.

You answered that you are currently only performing data analysis with deidentified data. This means that you do not require renewal at this time, and may instead terminate your study. Data analysis only requires renewal approval if the data includes identifiable information. If the only remaining research activity involves analysis of deidentified data, your study is considered closed.


Please abandon this form and submit the IRB Termination Form instead.

Consent Forms



8. You answered that you still have active participants (options 1-3 above). Attach a consolidated pdf copy of the current consent/assent form(s) or verbal assent script(s) for these subjects. *


Upload file(s)


File number limit: 10   Single file size limit: 10MB   Allowed file types: Word,Excel,PPT,PDF,Image,Video,Audio
General Study Information



9. Provide a brief summary of the study progress to date and state whether the findings are consistent with what you expected. If enrollment has not begun, explain reason for delay and likelihood that subjects will be enrolled within the next year. *






10. Do you have any proposed changes to your protocol application that need to be submitted for IRB review and approval? If yes, you must also submit an IRB Modification Form to explain the proposed changes. Changes may not be implemented until you receive IRB approval to your Modification request. *


☐ I have modifications which require approval

☐ No modifications at this time

11. To your knowledge, has there been any new information since the last protocol approval date--either through the study itself or through outside sources (e.g., literature, journal articles, conferences, etc...)--that may indicate an increased risk to subjects in this study, including social, physiological, or physical harm? *


☐ Yes

☐ No

12. If yes, summarize: *



Participants



13. Indicate the total number of participants that have been enrolled to date. If you have multiple subject pools, indicate how many total participants have been recruited for each SEPARATE group. *








14. Indicate the anticipated number of additional/new participants to be recruited in order to complete the study. If you have multiple subject pools, indicated how many anticipated participants are needed for each SEPARATE group. N/A if none. *




15. Provide a summary of any participant attrition since the last IRB review, and reasons for attrition if known. *


Adverse/Unanticipated Events



16. Provide a summary of both any unanticipated problems and available information regarding any adverse events. N/A if none to date. *








17. If an unanticipated problem or adverse event occurred, was an IRB Incident Report Form submitted? *


☐ N/A

☐ Yes

☐ No


18. Have you received any complaints about the research? *


☐ Yes

☐ No

19. Please describe the complaint and how it was handled: *


Data Storage



20. Where are your project files being stored? Indicate specific locations. *





21. Have you verified the status of all project files, and confirmed they continue to be stored in a safe and secure location? Data must be kept for at least three years after project is completed. *


☐ Yes

☐ No


22. Explain: *


Other Information



23. Provide any comments or additional information here.







24. Your Name *






25. Your UMary Email *
 (
8/25/2021
)
