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APPLICATION DOCUMENTS · FORM APP-2
Amendment Request Form
For changes to protocol, team, site or consent after approval. No change may be implemented until the IRB approves it (SOP section 3.8).
	Document code
	Category
	Version
	Issue date
	Next review

	APP-2
	Application documents
	1.0
	November 2026
	November 2028



	Before you submit
1. Submit one form for each set of related changes, with a tracked-changes copy and a clean copy of every revised document. Give each revised document a new version number and date.
2. A minor amendment (no increase in risk and no effect on scientific validity, such as administrative corrections or adding a co-investigator) is reviewed by the expedited route. A major amendment (change in risk, population, intervention, design or consent process) is reviewed by the full Board.
3. A change made urgently to remove an immediate hazard to participants must be reported on this form within 7 days of being made.
4. To extend the approval period, use APP-3, not this form. Adding a vulnerable group is always a major amendment (SOP-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
	____ / ____ / ________

	Amendment number
	AM-______
	Date of request
	____ / ____ / ________


B. Current status of the study
	Have study activities started?
	 No     Yes — actual start date: ____ / ____ / ________

	Current 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): ____________________




	Participants enrolled to date
	


C. Previously approved amendments
 This is the first amendment request for this protocol      Previous amendments are listed below
	Amendment no.
	Description of the approved amendment
	IRB approval date

	AM-
	
	

	AM-
	
	

	AM-
	
	


D. Areas affected by the proposed changes
Tick all that apply.
	 Investigator(s) or research team
	 Study objective(s)

	 Study design or research procedure(s)
	 Number of participants

	 Age or sex group, or addition of a special group (e.g. pregnant women, children)
	 Eligibility (inclusion or exclusion) criteria

	 Intervention (drug, vaccine formulation, dose) or device
	 Collection of biological samples (type, number, volume)

	 Consent process
	 Consent, assent or information documents

	 Study instruments (questionnaire, CRF, interview or FGD guide)
	 Study site(s)

	 Compensation or reimbursement of participants
	 Data collection, management or analysis plan

	 Budget or funding
	 Study title

	 Other (specify): ____________________
	


E. Itemised description of the proposed changes
	No.
	Document, section and page
	Current text or arrangement
	Proposed text or arrangement
	Reason for the change

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	


Continue on a separate sheet if needed.
F. Impact of the proposed changes
	No.
	Question
	Response

	F1
	Is the request based on any new finding (for example a new adverse event or new published evidence)? If yes, describe its significance and whether it may affect participants’ willingness to continue.
	 Yes     No

	F2
	Will the change alter, or be likely to alter, the scientific validity of the study? If yes, explain.
	 Yes     No

	F3
	Does the change alter the physical, psychological or social risks, or the benefits, to participants? If yes, explain.
	 Yes     No

	F4
	Must enrolled participants be informed or re-consented with revised documents? If yes, describe how.
	 Yes     No     N/A

	F5
	Does the change affect any service or benefit that participants receive? If yes, explain.
	 Yes     No

	F6
	Was the change already made urgently to remove an immediate hazard to participants? If yes, give the date made: ____ / ____ / ________
	 Yes     No

	F7
	Does the change require a new or revised regulatory approval (DGDA), site permission or trial-registry update?
	 Yes     No     N/A



Explanation of any “Yes” answer above, and any other relevant information
	


G. Proposed classification
	In the PI’s view this amendment is
	 Minor (expedited review)     Major (full-board review)

	Reason
	


H. Documents attached
	Document
	Version and date
	Attached

	Revised protocol — tracked and clean copies
	
	 Yes     N/A

	Revised participant information sheet and consent form, Bangla and English (ICF-1, ICF-3)
	
	 Yes     N/A

	Revised assent form(s) (ICF-2)
	
	 Yes     N/A

	Translation certificate for revised Bangla documents (ICF-4)
	
	 Yes     N/A

	Revised questionnaire, CRF or other instrument
	
	 Yes     N/A

	CV and conflict of interest declaration of each new investigator
	
	 Yes     N/A

	Permission letter for new site(s)
	
	 Yes     N/A

	Revised budget
	
	 Yes     N/A

	Recruitment material or advertisement
	
	 Yes     N/A

	Other (specify):
	
	 Yes     N/A


I. Certification
I confirm that the information in this request is correct. I understand that I cannot implement any change to the approved research until the IRB, and every other committee or authority whose approval is required, has approved it, except where a change is necessary to remove an immediate hazard to participants, which I will report within 7 days.
	Signature of the Principal Investigator
	
	Date
	

	Signature of supervisor (students)
	
	Date
	


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

	Classification
	 Minor — expedited     Major — full board

	Reviewer(s)
	

	Decision
	 Approved   Approved with modifications   Further information required   Not approved

	Re-consent of enrolled participants required
	 Yes     No

	Comments or conditions
	

	Signature (Chairperson / Member Secretary) and date
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