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RAP Application: Study Closure
Version: 9/18/2026
Need Assistance? 
This form may be incompatible with some assistive technologies, but we are happy to help you complete it. Please contact Research Compliance Services for support:
· Email: ResearchCompliance@uoregon.edu 
· Phone: 541-346-2510. 
Document Purpose
This is a supplemental application form to be included with your electronic application submitted through the Research Administration Portal (RAP) system when requesting Study Closure of previously approved exempt, expedited or full board human subject research.
A study can be closed if you have finished obtaining data through intervention or interaction with subjects or obtaining/using identifiable private information about the subjects. Use this form to request closure. The closure review will determine if this research is eligible for closure and notification of the determination will be provided to the investigator.
Instructions
· Complete the form below and upload to question #8 in the Continuing Review/Study Closure Information section of the CR submission activity in the IRB Module of the RAP.
· Upload all applicable research materials as prompted throughout the electronic application pages in the RAP.
· For more information, see Continuing Review/Study Closure Rap Instructions.
Closure Review Terminology
· Approval period refers to the time since the initial approval (if this is the first continuing review for this protocol) or since the last continuing review approval.
· Human subjects research activities are complete when the research team has finished obtaining data through intervention/interaction with subjects and/or obtaining/using identifiable private information, including analysis of identifiable participant data.
· See the Definitions for Human Subjects Research for assistance with terminology.
General information for investigator’s reference (optional)
Principal Investigator (PI) Name: Click or tap here to enter text.
Faculty Advisor Name: Click or tap here to enter text.
Study Title: Click or tap here to enter text.
Part I: Research Status
Select one of the statuses (A – D) below. If none are applicable, this research may not be eligible for closure. 
☐ A. Research not started (i.e., no subjects enrolled, and study never commenced). If status A applies, explain why this study never commenced below, then skip to Part V: Drug(s).
Click or tap here to enter text.
☐ B. Enrollment closed; research activities limited to analysis of de-identified data/ samples only. To apply, all of the following conditions must be met:
· No data/samples are being obtained through intervention or interaction with subjects,
· Data/samples are not identifiable (i.e., data/samples have been de-identified and code keys linked with identifiers have been destroyed); and
· Only de-identified data/samples are being analyzed
Note: de-identified in this context means that all identifiers (including any key linking codes to identifiable data) have been destroyed, all audio/video recordings have been deleted and it is no longer possible for the researchers or others to re-identify participants based on the remaining materials.
☐ C. Study complete (including analysis of data/samples). For this status to apply, all of the following conditions must be met:
· No data/samples are being obtained through intervention or interaction with subjects,
· Data/samples are not identifiable (i.e., data/samples have been de-identified and code keys linking to identifiers have been destroyed); and
· Data/samples are not being analyzed; or, for multi-site study, UO site is no longer engaged.
☐ D. Study and data analysis complete. Retaining identifiers for possible future use or for safety purposes. If wishing to retain identifiable information/samples, this must have been in the approved Research Plan and Informed Consent. If this was not previously approved, contact RCS for guidance. If still maintaining identifiable data/samples, it may not be possible to close the study. The IRB will make this determination. 
For this status to apply, all of the following conditions must be met:
· No data/samples are being obtained through intervention or interaction with subjects, and
· Maintaining individually identifiable private information/samples but no longer using, studying, or analyzing the data/samples.
Please provide an explanation of the identifiers being maintained and why this is necessary:
Click or tap here to enter text.
☐ E. Study ongoing. UO IRB will no longer be providing oversight for this study. If this status applies, select the condition below that best describes the study:
☐ Researchers are no longer affiliated with UO, and research will be overseen by another institution or IRB;
☐ This is a collaborative project and the UO IRB has deferred oversight for this study to another IRB; 
☐ The UO role in the research has changed and UO is no longer “engaged” in the human subjects research; or
☐ Other; if none of the other options above apply, it may not be possible to close the study. Provide details to explain why the UO IRB no longer needs to provide oversight for this study and contact RCS for guidance:
Click or tap here to enter text.
Part II: Progress Report and Participant Enrollment
Provide a brief summary of the study’s goals and progress over the course of the most recent approval period. Describe preliminary study observations/findings and/or attach relevant information published or unpublished:
Click or tap here to enter text.
Enter the maximum number of participants currently approved to enroll below. For exempt studies that do not have a maximum number of participants currently approved to enroll, enter “N/A”.
Click or tap here to enter text.
Does the research involve multiple participant groups (e.g., teachers, parents, students, etc.)? Note: dyads should be counted separately. 
☐ Yes. If yes, complete items a-b below:
Enter the maximum number of participants currently approved for enrollment in each participant group (for example, 10 Teachers, 40 Parents).
Click or tap here to enter text.
Enter the number of participants enrolled since the start of the research for each participant group (for example, 5 Teachers, 37 Parents).
Click or tap here to enter text.
☐ No. If no, enter the number of participants enrolled since the start of the research:
	Click or tap here to enter text.
Does the number of participants currently enrolled, either overall or per participant group, exceed the number of participants approved by the IRB? For exempt studies that do not have a maximum number of participants currently approved to enroll, check the N/A box.
☐ Yes. If yes, submit a Reportable New Information (RNI) to document the over-enrollment, and briefly explain below:
Click or tap here to enter text.
☐ No.
☐ N/A.
Part III: Participant Withdrawals
Enter the number of participant withdrawals during the last approval period: 
Click or tap here to enter text.
Explain the reason for each participant withdrawal (e.g., dissatisfaction, relocation, etc.):
Click or tap here to enter text.
Have a greater number of participants than expected withdrawn from the study?
☐ Yes. If yes, explain:
 Click or tap here to enter text.
☐ No.
Part IV: Participant Complaints, Events and Other Details
Have there been any complaints about the research and/or the conduct of the research during the last approval period?
☐ Yes. If yes, explain the complaints and note if this has been submitted as Reportable New Information:
Click or tap here to enter text.
☐ No.
Events such as unanticipated problems, adverse events, and/or occurrences of non-compliance:
During the last approval period, have there been any events reported to RCS and/or the IRB?
☐ Yes. If yes, explain the events and note if this has been submitted as Reportable New Information:
Click or tap here to enter text.
☐ No.
During the last approval period, have there been any events not reported to RCS and/or the IRB?
☐ Yes. If yes, explain and address any impact or increased risk to participants:
Click or tap here to enter text.
☐ No.
Are any items in question #7 of the RAP Continuing Review/Study Closure section of the online submission unchecked? These are items that are true since the last IRB approval for all sites involved in the study.
☐ Yes. If yes, list each item below and provide an explanation for each unchecked item:
Click or tap here to enter text.
☐ No.
[bookmark: _Part_V:_Investigational]Part V: Drug(s)
Did this research involve administering any drug(s) to one or more persons other than the use of an approved drug in the course of medical practice?
☐ Yes. If yes, select the status that is true for your study:
☐ Option 1: All unused supplies of the drug have been returned to the sponsor/IND holder. If the sponsor is the investigator, explain how unused supplies are managed below:
Click or tap here to enter text.
☐ Option 2: Unused supplies do not expose humans to risks from the drug and alternative disposition has been arranged for unused supplies. Explain how unused supplies are managed below:
Click or tap here to enter text.
☐ No. If no, skip to Part VI: Investigational Device(s).
Is this research under an IND?
☐ Yes. If yes, confirm the annual report will be or has been submitted to the FDA within 60 days of the anniversary of FDA IND effective date per FDA requirements. Select one of the following options:
☐ Option 1: Annual report has been submitted to the FDA. You must also submit the annual report in IRB closure submission.
☐ Option 2: Annual report is not yet due but will be submitted by the effective date deadline. If this option applies, also Enter the FDA IND effective date below: 
Click or tap here to enter text.
☐ No.
[bookmark: _Part_VI:_Investigational]Part VI: Investigational Device(s)
Did this research study the safety or effectiveness of any device(s)?
☐ Yes. If yes, select one of the following:
☐ All devices have been used for the research or returned to the appropriate entity (e.g., sponsor, manufacturer, etc.).
☐ Devices have not been returned, but do not expose humans to risk. Provide justification for why devices remain with the local investigator below:
Click or tap here to enter text.
☐ No. If no, skip to Part VII: Clinical Trials.
Is the investigation under an abbreviated IDE (non-significant risk device) or an IDE (significant risk device)?
☐ Yes. If yes, also indicate the date of termination or completion of the investigation: 
Click or tap here to enter text.
☐ No. If no, skip to Part VII: Clinical Trials.
If this is an investigation of a significant risk device, has a final report been submitted to the FDA? Per FDA requirements (21 CFR 812.150(b)(7)), an investigation of a significant risk device will require a final report to be submitted to the FDA and all reviewing IRBs by the sponsor or sponsor-investigator within 6 months of completion/termination of investigation. If the study is only an investigation of a non-significant risk device, no final report needs to be submitted to the FDA and this closure application can serve as the final report to the reviewing IRB within 6 months of completion/termination of investigation. 
☐ Yes. If yes, please also enter the date the report was submitted to the FDA:
Click or tap here to enter text.
☐ No. If a final report has not been submitted to the FDA, explain why and confirm it will be submitted:
Click or tap here to enter text.
☐ N/A this study does not involve an investigation of a significant risk device. 
[bookmark: _Part_V:_Clinical][bookmark: _Part_VII:_Clinical]Part VII: Clinical Trials
When applicable, the principal investigator is responsible for ensuring the additional requirements related to conduct of clinical trials are met. See the RCS Clinical Trials page for more information and guidance.
· For NIH sponsored research that meets the definition of clinical trial, FDA regulated Applicable Device Clinical Trials and FDA regulated Applicable Drug Clinical trials, research must be registered with and any results submitted to clinicaltrials.gov. This may also be required by other sponsors or federal agencies.
· For federally funded non-exempt clinical trials reviewed under the 2018 Revised Common Rule, the informed consent form must be posted to a federal website after the study is closed to recruitment and no later than 60 days after the last study visit by any subject.
Does the research meet the definition of clinical trial under NIH or other sponsor requirements and/or FDA, or 2018 HHS regulations?
☐ Yes.
☐ No. If no, skip to Part VIII: Lapsed Approval.
If required by a sponsor (e.g., NIH) or other regulation(s), has the research been registered with clinicaltrials.gov and have available results been submitted as required?
☐ Yes. If yes, also enter the NCT number below:
 Click or tap here to enter text.
Note about NCT Numbers: ClinicalTrials.gov assigns a unique identification code to each clinical study registered on ClinicalTrials.gov. The format is "NCT" followed by an 8-digit number (for example, NCT00000419).
☐ No. If no, explain:
 Click or tap here to enter text.
☐ N/A.
Is your research under oversight of the 2018 HHS Common Rule Regulations?
Research approved on or after January 21, 2019, is under the oversight of the 2018 HHS Common Rule Regulations (2018 Common Rule). Additionally, some research approved prior to January 21, 2019, has been redetermined and is now subject to the 2018 Common Rule. The 2018 Common Rule has additional requirements for posting the consent forms for clinical trials that are federally funded and non-exempt. If you are unsure of which regulations your research is subject to, check the study approval letter or contact RCS.
☐ Yes.
☐ No. If no, skip to Part VIII: Lapsed Approval.
Once the study was closed to recruitment, was the informed consent form posted to a federal website no later than 60 days after the last study visit by any subject? Note that research determined to be “exempt” and research that is not federally funded is not required to post the consent form.
☐ Yes. If yes, provide the website address for the informed consent posting:
Click or tap here to enter text.
☐ No. If no, explain below why the consent was not posted within 60 days:
Click or tap here to enter text.
☐ N/A.
[bookmark: _Part_IV:_Human][bookmark: _Part_III:_Human][bookmark: _Part_VI:_Human][bookmark: _Part_VI:_Lapsed]Part VIII: Lapsed Approval
Has the current approval period for your study lapsed/expired? 
☐ Yes. If yes, complete the remainder of this section. 
☐ No. If no, stop here. The application is complete.
Important: If your study’s approval period has lapsed/expired, no human subject research activities should have occurred unless the IRB found it was in the best interest for participants to continue participation.
It is the responsibility of the principal investigator to ensure continued approval is maintained. Explain the circumstances for the lapse and measures in place to prevent future study lapses:
Click or tap here to enter text.
Has any human subject research activity been conducted after the IRB expiration date?
☐ Yes. If yes, submit a Reportable New Information report in the RAP describing the number of subjects enrolled, the research interventions/activities conducted and/or the data analyzed.
☐ No.
Select one of the following:
☐ All human subject research activities including interactions with participants and/or identifiable participant information have ceased and will not resume.
☐ Continuing human subjects research activities during the lapse is in the best interest of research participants. If you select this option, also provide the explanation and justification below for the IRB to consider:
	Click or tap here to enter text.
If the study is sponsored or funded, has the sponsor/funding agency been notified of the lapse in approval?
☐ Yes.
☐ No. If no, explain:
 Click or tap here to enter text.
☐ N/A, no sponsor involved. 
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