North Texas Regional Institutional Review Board
Investigator-Initiated Projects   - FINAL REPORT (Close-out Form)
[NOTE: For Industry-sponsored Clinical Trials, use that specific form]
As a condition of project approval, the North Texas Regional Institutional Review Board (IRB) requires a Final Report (close-out) of all research projects involving the use of human subjects. Use this form to provide information about your research project. Your responses will be the basis for review of your request to formally terminate IRB oversight of this research activity. Answer all questions. Do not leave items blank (if not applicable, mark N/A). INCOMPLETE or INACCURATE Reports (missing data, faulty data entries, illegible writing, etc.) will be returned without review and will delay close-out resulting in further actions regarding non-compliance. 

NOTE: In order to close-out a study, ALL of the following must be met (check each box to verify):

 FORMCHECKBOX 

All data collection that involves interventions and interactions with subjects has been completed for 
all subjects enrolled.
 FORMCHECKBOX 

All collection of private identifiable information or Protected Health Information (PHI) has been 
completed for all subjects enrolled. No further collection of data/information from or about the 
individuals will be obtained.
 FORMCHECKBOX 

The data obtained for research purposes cannot be linked to identifiable individuals (no master list 
of subject identifiers matched to Unique Identifiers, etc.). 

 FORMCHECKBOX 

All collaborating sites have also completed active accruing of subjects, and all interventions and/or 
procedures or follow-up have ceased; no research data can be linked to any identifiable person.
IRB Project #      
Project Title:      
Principal Investigator (PI):       

Phone Number:       

Contact Person/Study Coordinator and Phone # (if different from P.I.)      
Institution:      
Department/Institute:     
Funding Agency Award Number:      


 FORMCHECKBOX 

Project COMPLETED (list date completed)                         


      

 FORMCHECKBOX 

Project terminated before completion (list date and reason project terminated)
     

 FORMCHECKBOX 

Project has not been and will not be conducted (list reason project not pursued)      

	Maximum Number of Subjects Approved by the IRB
	     

	Total number of subjects reported previously
	     

	Number of new subjects (since most-recent review)
	

	Total number of subjects reported to date
	     


Of the total number of subjects, how many were:
	
	Number of Subjects

	Male


	     

	Female


	     



Copies of the executed consent forms will be stored at:

Building:                     Room:      

Did any on-site serious adverse events (SAEs) occur since you last reported on this study?
Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
   

If yes, indicate number of the following:
On-site SAEs       


Was it necessary to modify the consent form as a result of on-site or off-site SAE reports?
Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
   

If yes, indicate date of IRB approval of the revised consent form:      

Were any complaints from subjects received about this study since the most-recent review of the study? 

Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  If yes, explain:      


As a condition of study closure, the Principal Investigator certifies that all interactions with human subjects and their identifiable data have been completed in full compliance with all federal regulations and IRB policies governing human subject research. Further, the Principal Investigator asserts that the information in this Report is accurate. 
____________________________________________


_________________________

Principal Investigator’s Signature




Date
____________________________________________


_________________________

Contact Person/Study Coordinator Signature (if applicable)

Date
Guidance on IRB FINAL REPORT: Investigator-Initiated Study (Close-out)
NOTE: This page is “Guidance” and should not be submitted with the actual form.

The completion or termination of a study is a change in research activity and must be reported to the IRB. At the time a study is complete or discontinued, the investigator must submit a Final Project Report with the following:

1. Total number of subjects

2. Problems/complications and subject withdrawal, as applicable
3. Data Safety Monitoring Board (DSMB) if applicable
When to Submit a Final Report (Close-out Form)
A Final Report should only be submitted when all the following criteria are met:

· Research is permanently closed to the enrollment of new participants.

· All participants have completed research interventions (e.g., tests, physical or psychological exams, surveys, assessments, interventions or procedures, etc.) including collection of data for follow-up.

· Individually identifiable data are no longer being collected on subjects (e.g., letters, phone calls, interviews, re-contacting, etc.)

· There is no need to re-contact enrolled subjects to obtain additional research information on the project

· Data analysis is completed or is continuing on only de-identified data (research data cannot be “linked” to an identifiable individual).

· Study close-out (termination) visits have been completed, if applicable

If these criteria are not met, the investigator must apply for continuing review to allow for continued research activities. 
Obligations of the Principal Investigator:

Investigators must retain all records associated with IRB review and approval for three (3) years after the study is closed out.  Note that this period is extended out to six (6) years if the study involves protected health information (PHI).   This includes all signed consent forms (if applicable) and any research records associated with the study.  All records shall be accessible for inspection and copying by authorized representatives of relevant federal agencies (OHRP, FDA) and your institution (e.g., UNTHSC offices, JPS offices, UNT system officials, etc.).  Note that failure to retain these records is, in itself, a major non-compliance issue and a violation of federal regulations. 

Also, your institution may have its own record-keeping requirements.  Investigators are encouraged to contact their institution’s record management office (e.g., UNTHSC Office of Records Management, etc.) for guidance and instruction on maintaining research records.  Other university or institutional offices may require additional reporting and/or record-keeping associated with the study.
SUBMISSION INSTRUCTIONS
· If your project has been previously transitioned to or uploaded in IRBNet, please submit this form and all related documents in IRBNet by entering the project you wish to update through “My Projects”. Then, select “Create a New Package” in the left-hand navigation bar.
· Please note the following for items submitted in IRBNet:

· THE PRINCIPAL INVESTIGATOR MUST HAVE FULL ACCESS TO THE IRBNET PROTOCOL PACKAGE IN ORDER FOR IT TO BE REVIEWED BY THE IRB.

· Please be sure to use a very descriptive file name for each document submitted as a pdf or word.doc file.  Example: “MMSE scale” is much better than “Scale 1”…. “Recruiting flyer” is better than “Ad 1”, and so forth.

· Refer to the “Read Me First” document located in IRBNet under “Forms and Templates” for more guidance.
· If your project has not been uploaded into IRBNet, please submit this form and all related documents in an email to the North Texas Regional IRB*:
NorthTexRegIRB@unthsc.edu
Phone: 817-735-0409

*For projects at JPS, please be sure to copy Office of Clinical Research personnel. For projects at UNT-Dallas, please be sure to copy Alicia Brossette (Executive Director, Office of Sponsored Projects).
STATUS OF THE PROJECT:








Subject Enrollment:








CONSENT DOCUMENT STATEMENT:








SERIOUS ADVERSE EVENTS:








COMPLAINTS:














For some protocols, a DSMB is required.  All DSMB reports MUST be submitted to the IRB within 10 working days of receipt. If your study required a DSMB, please indicate the date of the most-recent DSMB Meeting/Report: � FORMTEXT ��     � 		





**Submit a copy of the DSMB Report 











DATA SAFETY MONITORING BOARD (DSMB):





PRINCIPAL INVESTIGATOR ASSURANCES:
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