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APPLICATION DOCUMENTS · FORM APP-3
Annual Progress Report and Extension Request
Required for studies beyond one year. Also serves as the request for extension of ethical approval (SOP sections 1.4 and 3.9).
	Document code
	Category
	Version
	Issue date
	Next review

	APP-3
	Application documents
	1.0
	November 2026
	November 2028



	Deadline
Submit this report at least 30 days before the end of each approval year shown on your approval letter.
If approval expires before the IRB acts on your report, all study activities must stop, except those needed for the safety of enrolled participants, until approval is renewed. Approval is never granted retrospectively.
Changes to the protocol cannot be approved through this form; submit them on APP-2.


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

	Study title
	

	Principal Investigator
	

	Designation, department and institution
	

	Mobile
	
	Email
	

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

	Report number
	AR-______
	Reporting period
	____/____/______ to ____/____/______


B. Purpose of this submission
	This submission is
	 Annual progress report only (study ends within the current approval period)
 Annual progress report and request for extension of approval

	If extension: new end date requested
	____ / ____ / ________

	If extension: reasons the study needs more time
	

	Will the extension involve new procedures, sites or participants?
	 No     Yes — an APP-2 amendment is attached


C. Current status
	Actual start date
	____ / ____ / ________

	Status (tick all that apply)
		 Not yet started

	 Enrolment of participants continuing

	 Enrolment closed; follow-up or data collection ongoing

	 Laboratory testing ongoing

	 Only data analysis or manuscript writing remaining

	 Study suspended

	 Other (specify): ____________________





D. Recruitment and retention
	Category
	This period
	Cumulative since start

	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	Withdrawn by investigator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
	
	



If recruitment is behind target, give reasons and the plan to address them
	


E. Consent
	No.
	Question
	Response

	E1
	Version and date of the consent and assent documents currently in use: ____________________
	 Yes     No

	E2
	Were all participants enrolled using the IRB-approved consent documents?
	 Yes     No

	E3
	Were any participants re-consented during this period (for example after an amendment or on reaching 18 years)?
	 Yes     No     N/A

	E4
	Were any problems with the consent process or any complaints from participants received? If yes, describe below.
	 Yes     No


F. Safety and compliance during the reporting period
	No.
	Question
	Response

	F1
	Number of adverse events (non-serious): ______
	 Yes     No

	F2
	Number of serious adverse events: ______  — were all reported to the IRB within the required times (SOP section 3.10)?
	 Yes     No     N/A

	F3
	Were there protocol deviations or violations (enrolment, sample collection, intervention, follow-up)? If yes, list them below.
	 Yes     No

	F4
	Did any unanticipated problem involving risk to participants or others occur?
	 Yes     No

	F5
	Did any participant withdraw because of an adverse event?
	 Yes     No     N/A

	F6
	Was the control group provided with care as specified in the protocol?
	 Yes     No     N/A

	F7
	Has the confidentiality of participants’ information been maintained, with no breach or loss of data?
	 Yes     No

	F8
	Has a DSMB, sponsor or regulator made a recommendation or taken an action concerning the study? (attach)
	 Yes     No     N/A



	Date
	Type (SAE / deviation / problem / complaint)
	Brief description
	Action taken
	IRB reference

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


G. Amendments approved during the reporting period
	Amendment no.
	Description
	Approval date

	AM-
	
	

	AM-
	
	

	AM-
	
	


H. Progress and findings
	Progress against the objectives and timeline
	

	Interim findings (if any)
	

	New information from this study or published elsewhere that may affect the risks or benefits to participants
	

	Publications, theses and presentations arising from the study
	


I. Changes since approval or the last report
	No.
	Question
	Response

	I1
	Change in funding or sponsor
	 Yes     No

	I2
	Change in the research team (approved through APP-2)
	 Yes     No

	I3
	New conflict of interest of any investigator (SOP-3)
	 Yes     No

	I4
	Change in the status of regulatory approvals, permissions or registration
	 Yes     No     N/A



Details of any “Yes” answer in sections E, F and I
	


J. Plan for the next period
	


K. Declaration
I confirm that this report is accurate and complete, that the study has been conducted in accordance with the approved protocol and the CMRD IRB Standard Operating Procedures, and that all events requiring prompt reporting have been reported to the IRB.
	Signature of the Principal Investigator
	
	Date
	

	Signature of supervisor (students)
	
	Date
	


For IRB use only
	Date received and reference
	CMRD/IRB/______/______/AR-____

	Review route
	 Expedited     Full board

	Reviewer(s)
	

	Decision
	 Continuation approved     Approved with conditions
 Extension approved until ____ / ____ / ________     Not approved

	Next report due
	____ / ____ / ________

	Comments or conditions
	

	Signature (Chairperson / Member Secretary) and date
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