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Final Report and Study Closure
Submitted at completion so the Board can close the study (SOP sections 3.7 and 3.11).
	Document code
	Category
	Version
	Issue date
	Next review

	APP-4
	Application documents
	1.0
	November 2026
	November 2028



	When to submit
Submit this form within 90 days after the last study activity (completion of data collection and analysis).
If the study is terminated early or never starts, inform the IRB within 15 days and submit this form with the reasons.
After the IRB acknowledges closure, no further data may be collected under this approval. Any new use of the data or specimens requires a new application.


A. Study identification
	Protocol number
	CMRD/IRB/______/______

	Study title
	

	Principal Investigator
	

	Designation, department and institution
	

	Mobile
	
	Email
	

	Date of original approval
	____ / ____ / ________
	Approval valid until
	____ / ____ / ________

	Grant number (if any)
	
	Budget source
	

	Actual start date
	____ / ____ / ________
	Actual end date
	____ / ____ / ________

	Date of last contact with a participant
	____ / ____ / ________
	Faculty / department
	


B. Reason for closure
	The study is closing because
	 It was completed as approved
 It was terminated early — reason:
	 Safety concern
	 Poor recruitment
	 Funding ended

	 Sponsor decision
	 IRB, DGDA or DSMB action
	 Other: ______________


 It never started — reason: ______________________
 It was withdrawn by the PI — reason: ______________________

	If terminated early: arrangements for participants still enrolled
	


C. Final recruitment summary
	Category
	Number

	Target sample size (approved)
	

	Screened
	

	Enrolled (consented)
	

	Of whom: participants from vulnerable groups (specify)
	

	Completed the study
	

	Withdrew (participant’s decision)
	

	Withdrawn by investigator
	

	Lost to follow-up
	

	Died
	

	Still active in the study
	


D. Summary of results
A structured summary of not more than 300 words. Attach the thesis, report or manuscript if available.
	Objectives
	

	Methods in brief
	

	Main findings
	

	Conclusion and recommendations or policy implications
	


E. Ethical concerns and safety over the whole study
	Event
	Number
	All reported to the IRB?

	Adverse events (non-serious)
	
	 Yes     No     N/A

	Serious adverse events, including deaths
	
	 Yes     No     N/A

	Protocol deviations
	
	 Yes     No     N/A

	Protocol violations
	
	 Yes     No     N/A

	Unanticipated problems, including breaches of confidentiality or loss of data
	
	 Yes     No     N/A

	Complaints from participants or others
	
	 Yes     No     N/A



Comments on any event not reported, and on any ethical concern that arose
	


F. Data and specimens after closure
	Where the study data are stored, and in what form (identifiable, coded or anonymised)
	

	Custodian of the data and retention period
	

	Date and method of destruction of identifiers or data (if done)
	

	Biological specimens remaining (number, type, location)
	 None     Stored — details:

	Planned future use of stored specimens or data
	 None     Covered by consent; a new application will be made before use

	Specimens or data transferred outside Bangladesh
	 No     Yes — recipient and MTA reference:


G. Dissemination
	Output
	Details (citation, DOI, venue, date)

	Thesis or dissertation submitted
	

	Publication(s)
	

	Conference presentation(s)
	

	Report to sponsor, funder or government
	

	Results posted on trial registry (clinical trials)
	

	Results shared with participants or the community — how
	


H. Budget
	Approved budget (BDT)
	
	Amount spent (BDT)
	


I. Declaration
I confirm that this report is accurate, that all participants have completed or left the study, that no further data will be collected under this approval, and that the study records will be retained for the period required by the IRB, the sponsor and the DGDA. I will inform the IRB of publications arising from the study.
	Signature of the Principal Investigator
	
	Date
	

	Signature of supervisor (students)
	
	Date
	


For IRB use only
	Date received and reference
	CMRD/IRB/______/______/FR

	Reviewed by
	

	Outstanding issues
	 None     Yes — details:

	Closure
	 Accepted     Further information required

	Closure acknowledgement letter no. and date
	

	Archive reference (SOP-4)
	

	Signature of the designated IRB official, with seal and date
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