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Date received: ______________



	Request for Research Study Termination/Final Report


Submit the original paper submission application and all supporting documents to the IRB office (1035 Cambridge Street, 2nd floor, Cambridge). Original signatures are required on the paper submission. Please also email all documents to CHAIRBOffice@challiance.org. This form is to be typed. Handwritten forms will not be reviewed and will be returned to the PI. Complete each field; do not leave fields blank. Indicate N/A, as needed.

A:  General Information

CHA-IRB-     
Study Title:      
CHA Principal Investigator:      

Email address:      

Telephone number:      
1. Please complete the following:
	YES
	NO
	With respect to all sites under the oversight of the CHA IRB: 

	
	
	The study is permanently closed to enrollment.

	
	
	All participants have completed all study procedures.

	
	
	All data collection is complete.

	
	
	Analysis of directly or indirectly identifiable data is complete.

	
	
	All identifiers (including codes, links, or the key to identifiers) have been destroyed.


If ANY box above is checked “NO,” the study may not be terminated; please contact the chairboffice@challiance.org (617-806-8702) to address next steps.
2.  Study Registration

Was this study registered on www.clinicaltrials.gov? No
 Yes   

If YES: Provide the ClinicalTrials.gov Identifier: NCT      and check here to confirm that all required 


updates and information have been posted on www.clinicaltrials.gov  

Contact the CHA Office of Sponsored Research (617-806-8709) if additional information is needed.
B:  Study Results/Findings

1. Briefly summarize the results or findings from this research:      
2. Did the study result in any publications and/or presentations?  Yes   No   Manuscript in development


IF YES, please provide a reprint of each publication.

C: Funding-Related Required Information
Was the study federally funded?   No Yes   
a. If YES, Federal regulation (45 CFR 46.117(c)(2)) requires one IRB-approved informed consent form (ICF) used to enroll subjects must be posted on a publicly available Federal website. Provide the web address where the ICF was posted:       and the version date/number of the ICF that was posted:      
b. If YES, complete the following:
	
	Hispanic or Latino
	American Indian/

Alaskan Native
	Asian
	Native Hawaiian /Pacific Islander 
	Black/

African American
	White
	Total

	Male
	     
	     
	     
	     
	     
	     
	     

	Female
	     
	     
	     
	     
	     
	     
	     


Reminder: If this study received funding, please contact the CHA Office of Sponsored Research (617-806-8709) to ensure the account is properly closed.
D: Enrollment Summary
1. Complete the tables below. 
a. Number of participants: (If the study involved more than one cohort, provide the information for each cohort.)

	# approved by IRB to be enrolled

	Total # enrolled* since initial IRB approval
	Males
	Females

	     
	     
	     
	     

	     
	     
	     
	     


* CHA considers every person who has signed an ICF as enrolled, regardless of whether the participant completes the study. 
b. Enrollment summary:

	
	Since initial IRB approval
	Since the last IRB review 

	Total # of subjects who voluntarily withdrew from the study (e.g., subject signed ICF and changed mind or decided to drop out).


	     
	     

	Please briefly describe the reasons why any subjects voluntarily withdrew from the study:      

	Total # of subjects withdrawn by PI due to toxicity, serious adverse events (SAE), or adverse events (AE).
	     
	     

	Briefly describe the circumstances if subjects were withdrawn from the study due to toxicity, SAEs or AEs:    
        

	Total # of subjects withdrawn by PI due to other reasons (e.g., did not follow protocol instructions, pregnancy, death due to disease progression)
	     
	     

	Briefly describe the reasons why any subjects were withdrew from the study by the PI other than due to toxicity, SAEs, or AEs:      


c. Additional enrollment information:

1. Number of subjects lost to follow-up:      
2. Were there any subject complaints during this study?   No   Yes  

IF YES, provide a summary of the complaints:      
3. Did any AEs or unanticipated problems involving risks to subjects or others occur in this study?  No   Yes  

IF YES, provide a summary of the events/problems:      
4. Since the last IRB review, is there any new information or interim findings regarding this research, especially

information about risks associated with the research?  Yes   No

IF YES, provide a summary of the information:      
5. Will any significant new findings or other information be shared with participants?  

 Not Applicable – no new significant new findings or other information obtained from the research.   

 No; please explain why the information will not be provided to the past participants:      

 Yes; please explain how the information will be provided to the participants who have completed study \

participation:      
E:  To be completed only if the study was regulated by the US Food and Drug Administration (FDA)
 N/A, not FDA-regulated
Per FDA regulation, FDA-regulated research (e.g., study involved a drug, device, biologic, or vaccine) must submit final reports to the sponsor and the IRB. Please provide the following information:
1. IND/IDE #:      
2. Drug/Device name:      
3. Indications for use:      
4. Summary description of any deviations from investigational plan:       

5. FOR DEVICES ONLY:

a. Number of devices received:      
b. Number of devices used:      
c. Final disposition of unused devices:      
F:  Principal Investigator Assurance

By signing below, I, the study Principal Investigator, confirm and acknowledge that:
· I have reviewed the information in this document; it is complete and accurate.

· Per state law and institutional requirements, I will maintain study documents for a minimum of 7 years following the date of this report, or, as applicable, longer if required by the study sponsor or FDA.

________________________________

____________

Principal Investigator Signature

Date

For IRB Office Use Only

Reviewer Comments:     
I have reviewed this termination request and summary report and confirm the following:

· I do not have a potential conflict of interest with this study.

· I have reviewed the IRB study file and have verified there are no outstanding issues with this study.

· I acknowledge that this study is to be terminated.

Reviewer signature: _______________________
Reviewer printed name: _______________________

Date: __________
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