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Use this form to close research at a site. 
This is a smart form. Form elements will appear or disappear depending on answers to previous questions.
If your answer does not fit in the space provided, you may refer to and submit separate attachments.
Blank & incomplete answers will result in delayed reviews.
Protocol Information
Principal Investigator (PI) Information
Closure Status
*Are all the following true at your site?
● The research is permanently closed to enrollment at your site.
● All subjects have finished all procedures required by the protocol. (e.g., interventions, tests, monitoring, visits, phone calls, post-card contacts, and collection of data from medical or other records)
● The sponsor or sponsor representative has indicated that you can immediately close your site.
● If the research was conducted under a Federalwide Assurance, analysis of private identifiable information and identifiable biospecimens at the site is completed.
*Are all the following true at your site?
● Oversight of the research has been transferred to another IRB.
● The other IRB has approved the research. 
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You cannot close this research site until you can answer yes to one of the above questions. Contact the IRB for additional information.
Subject Accrual
Since study startup:
*How many subjects have enrolled in the research? ("Enrolled" means consent was obtained. If consent is not required, "enrolled" means included in the research.)
*How many subjects failed screening? (Enter 0 if the protocol does NOT involve screening.)
*How many subjects decided on their own to stop taking part in the research?
*How many subjects did you remove from the research before reaching a study endpoint? (Do not count subjects who failed screening.)
*How many subjects are lost to follow-up? (i.e., are no longer reachable.)
*How many subjects completed the research? ("Completed" means the subject is no longer participating in the research and has either completed all research procedures or reached a study endpoint.)
Subjects who remain on study:
WARNING: Calculated subjects remaining on study is negative. Correct above entries.  
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You cannot close this research site until there are no more subjects remaining on study at your site. Contact the IRB for additional information.
Interim Information
Since the last continuing review report:
*Have you received any complaints from subjects or others about the study that has NOT yet been reported to this IRB?
Reporting
*Is there any information that required reporting per IRB "POLICY: Prompt Reporting Requirements" that has NOT yet been reported to this IRB?
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Because there is unreported information that required prompt reporting to this IRB:
Include in this submission a "Promptly Reportable Information Submission Form" describing unreported information
*Have you implemented any change to the protocol, consent, or materials seen by subjects that this IRB has NOT yet approved?
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Because a change to the research was implemented without prior approval by this IRB:
Include in this submission a "Promptly Reportable Information Submission Form" describing the changes implemented without prior IRB approval and a "Change in Research Submission Form" with the changes
Additional Submission Materials Based on Previous Answers
Based on previous answers, include the following additional documentation with this submission:
Reason
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Special Instructions
Acknowledgement
By submitting this form, I confirm that:
● The information within this form is accurate and complete. 
● Sites will have the emergency equipment required by the protocol.
● I am the Principal Investigator (PI) or the PI’s designee authorized to submit on behalf of the PI.
● The PI has full awareness of the information within this form.
● The IRB has been notified of all changes to information provided on previous submission forms.
● All staff, including new staff, have completed human subjects protections training.
By submitting this form, I confirm that the investigators conducting this research will: 
● Not commence research until receipt of the IRB approval letter.
● Comply with all requirements and determinations of the IRB.
● Protect the rights, safety, and welfare of subjects involved in the research.
● Personally conduct or supervise the research.
● Conduct the research in accordance with the relevant current protocol approved by the IRB.
● Ensure that there are adequate resources to carry out the research safely.
● Ensure that research staff are qualified to perform procedures and duties assigned to them during the research, including completion of human subject protection training.
● Submit proposed modifications to the IRB prior to their implementation.
○ Not make modifications to the research without prior IRB review and approval unless necessary to eliminate apparent immediate hazards to subjects.
● Submit continuing review reports when requested by the IRB.
● Submit a closure form to close research (end the IRB’s oversight) when:
○ The protocol is permanently closed to enrollment
○ All subjects have completed all protocol related interventions and interactions
○ For research subject to federal oversight other than FDA:
● No additional identifiable private information about the subjects is being obtained
● Analysis of private identifiable information is completed
● If research approval expires, stop all research activities and immediately contact the IRB.
● Promptly report to the IRB the information items listed in the IRB's "Prompt Reporting Requirements” available on the IRB's Web site.
● Not accept or provide payments to professionals in exchange for referrals of potential subjects (“finder’s fees.”)
● Not accept payments designed to accelerate recruitment that are tied to the rate or timing of enrollment (“bonus payments”) without prior IRB approval.
● When required by the IRB ensure that consent, permission, and assent are obtained and documented in accordance with the relevant current protocol as approved by the IRB.
● Notify the IRB within 5 business days of any change to information provided on this form. 
By submitting this form, I confirm that the individual and/or organization agrees to promptly communicate or provide, and where necessary cause each investigator to promptly communicate or provide, the following information relevant to the protection of human subjects to the IRB in a timely manner: 
● Upon request of the IRB, a copy of the written plan between sponsor or CRO and site that addresses whether expenses for medical care incurred by human subject research subjects who experience research related injury will be reimbursed, and if so, who is responsible in order to determine consistency with the language in the consent document.
● Any site monitoring report that directly and materially affects subject safety or their willingness to continue participation. Such reports will be provided to the IRB within 5 days.
● Reports from any data monitoring committee, data and safety monitoring board, or data and safety monitoring committee in accordance with the time frame specified in the research protocol.
● Any findings from a closed research when those findings materially affect the safety and medical care of past subjects. Findings will be reported for 2 years after the closure of the research.
Person Completing This Form
Check Submission for Completeness
Click here to check the form for incomplete entries:
Notice
We continually improve our forms. This form will be replaced by an updated version at least 30 days before: This form cannot be edited after this date. Download the latest version from the IRB Web site before this date.
For IRB use only:
2020-04-01
Data Dictionary
For developer use only. This section will be hidden in release versions.
Copyright 2019 © WIRB Copernicus Group. All rights reserved.
Jeffrey A. Cooper, MD, MMM
Include in this submission a "Promptly Reportable Information Submission Form" describing unreported information
Because there is unreported information that required prompt reporting to this IRB:
xfa[0].form[0].form1[0].Body[0].Block[0].Reporting[0].SubmissionDocument[0]
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