Project Closure Report 

	Instructions:  The Principal Investigator (PI) prepares and submits the Study Closure Report once it is determined that all human research subject activities have ceased or the study otherwise qualifies for closure.  This report may be submitted prior to the expiration date of the IRB approval.    The report should be submitted via IRBNet, and IAW DDEAMC Human Research Protection Program (HRPP) Chap. 6, Policy #9: “Study Closure, when all research subjects have completed the required procedures and follow-up phases of the study and analyses are completed or analysis remains but there is no longer interaction with the subjects and the investigator is no longer collecting, receiving, using, studying, or analyzing “identifiable private information”. 
Please indicate “not applicable” if a question does not apply to the protocol.  Questions on this report pertain only to subjects enrolled under the DDEAMC IRB approved protocol (and not other sites outside the DDEAMC Assurance).
IMPORTANT:   The DDEAMC HRPP Chap. 18, Research Registries and Repositories, requires a separate protocol called a “Specimen/Database Protocol” to bank specimens or identifiable data that will be kept after this study is closed.  Data (specimens or identifiable date) must be destroyed now if this type of protocol is not in place.  
IAW HRPP Chap 6, Policy # 9: “If a closure report or request for continuing review request has not been submitted within 30 days after expiration, the IRB will not review any NEW protocols from the PI until this reporting obligation is met.”




[bookmark: Text21]Report Date: Click here 					Project #:      

[bookmark: Text20]Project Title:      

[bookmark: Text23]Name of PI/Local PI:      

MTF: 
|_|  Dwight D. Eisenhower Army Medical Center includes:
	|_|  Rodriquez Army Health Clinic, Ft. Buchanan, PR;
	|_|  USA Health Clinic, SOUTHCOM, Miami, FL;
|_|Blanchfield Army Community Hospital, Ft. Campbell, KY;
|_|Fox Army Health Clinic, Redstone Arsenal, AL;
|_|Lyster Army Health Clinic, Ft. Rucker, AL;
|_|Martin Army Community Hospital, Ft. Benning, GA;
|_|Moncrief Army Community Hospital, Ft. Jackson, SC
|_|  Other

1. Please check one or more reasons that may apply for study closure and explain, if necessary:
|_| Data analysis is complete. 
|_| Only analysis remains which does not involve identifiable private information.
|_| Project was never started due to lack of funding, time, or personnel to do the study.  
|_| Study closed due to adverse event(s).
|_| Procedure or Drug/Device now approved.   Date of approval:      
|_| PI is leaving MTF.  Study files are organizational records and may not be removed by the investigator.  Investigators wanting to transfer data, health information or specimens should contact the DDEAMC Human Protections Administrator (HPA) in the Department of Clinical Investigation (DCI) for guidance (eamc.irb@amedd.army.mil).
|_| Other, Please Specify:      

Additional Comments on reason(s) for closure:      

2. [bookmark: Text1]Provide a summary of the research findings:      
     
3. Did the results support or disprove your original hypotheses? 
|_|  N/A - No subjects enrolled
|_|  N/A - Database protocol
|_|  N/A - Study not yet complete - transferring to new institution
|_|  Results supported the hypothesis
|_|  Results did not support the hypothesis 
|_|  Results are not conclusive
|_|  Sponsor continues with analysis; results are not available at this time. (This response is only applicable if the study has a sponsor outside of DoD.)

4.  Study Subjects/Specimens/Records (Complete each statement)
[bookmark: Text5]a. Total number of subjects/specimens/records approved for the study at this site: 	     
b. Total number of subjects/specimens/records collected during the study at this site:      
[bookmark: Text7]c. Total number of signed informed consent forms at this site:     
d. Total number of signed HIPAA Authorization Forms at this site to date:      
e. Has any subject withdrawn themselves or been withdrawn from the study by the research team at this site for any reason? |_| Y   |_| N  
[bookmark: Text10]	If Yes, describe the reason for withdrawal:      
f. Has any subject complained about any aspect of the study at this site?       |_| Y  |_| N 
[bookmark: Text11]		If Yes, describe the complaint(s):      

5.  Were all reportable events submitted to the DDEAMC IRB during the conduct of the research?       |_| Y  |_| N   |_| N/A
[bookmark: Text12]	 If no, provide a list of all reportable events and the plans implemented to prevent their recurrence.       

[bookmark: Text17]6.  List publications, presentations and abstracts resulting from this study.  Please 	provide complete citations.  State if there have not been any.      

[bookmark: Text27]7. Describe the location and disposition plan for data and research files:      

NOTE:  For research record storage requirements IAW with the DDEAMC HRPP manual, Chap. 7, Documentation of Human Research Protection Activities.  Signed HIPAA authorization forms must be kept for a minimum of 6 years.  If applicable, verify with all funding sponsors the number of years the records are to be kept beyond local requirements. 
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