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                      IRB Amendment to approved Research 

Instructions: This form must be completed by the Principal Investigator for any proposed change to a previously approved research study. Submit the completed form, along with all revised documents (e.g., revised protocol, consent forms, questionnaires), to the IRB office via irb@maliruniversity.edu.pk for review and approval before implementing any changes. Please type all information.
Section 1: Principal Investigator (PI) & Study Information
1.1. Date of Amendment Request:	
1.2. Name of Principal Investigator:	
1.3. PI Department/Faculty:	
1.4. PI Contact Information:	
1.5. Original IRB Approval Number:	
1.6. Original Study Title:	
1.7. Date of Original Approval:

Section 2: Details of Proposed Amendment(s)


2.1. Summary of Changes: Provide a brief, plain-language summary of the main changes you are proposing.








2.2. Detailed Description of Changes: Please check all boxes that apply and provide a detailed description and justification for each change in the space below.
	Category of Change
	Check if Applicable
	Detailed Description & Justification

	Change in Study Procedures/Methodology
	☐
	

	Change in Participant Recruitment
	☐
	

	Change in Consent Process/Forms
	☐
	

	Change in Number of Participants/Sample Size
	☐
	

	Change in Study Personnel
	☐
	

	Change in Funding Source
	☐
	

	Change in Data Collection Period or Locations
	☐
	

	Change in Risks or Benefits
	☐
	

	Other (Please Specify)
	☐
	



Section 3: Impact Assessment
3.1. Does this amendment alter the risk level for participants? ☐ Yes ☐ No
If yes, explain how and describe any new measures to minimize these risks:



3.2. Does this amendment affect the confidentiality of participant data? ☐ Yes ☐ No
If yes, explain how and describe how confidentiality will be maintained:



3.3. Does this amendment require a change to the informed consent process? ☐ Yes ☐ No
If yes, you must attach revised consent documents with changes highlighted.





Section 4: Attachments Checklist
Please ensure you attach the following documents, with all changes clearly highlighted (using MS Word Track Changes or highlighted text).
· ☐ Revised research protocol
· ☐ Revised informed consent/assent forms (if applicable)
· ☐ Revised questionnaires/data collection tools (if applicable)
· ☐ Revised recruitment materials (posters, ads) (if applicable)
· ☐ Any new letters of permission or support (e.g., from a new data source)
· ☐ Updated CV for new key personnel (if applicable)
· ☐ Other (please specify): _________________




Section 5: PI Certification
I certify that:
· The information provided in this amendment request is accurate and complete.
· This amendment does not involve any change that could increase risk to participants without prior IRB approval.
· I will not implement any of these changes until I have received written approval from the IRB.
· 
Signature of Principal Investigator: _________________________
Printed Name:
Date:



















For IRB Office Use Only
	IRB Action:
	☐ Approved ☐ Approved with Stipulations 
☐ Modifications Required
 ☐ Deferred ☐ Disapproved

	Date of Review:
	

	IRB Approval Number (if amended):
	

	Expiration Date (if changed):
	

	Comments:
	

	
	

	Name of IRB Chair/Designee:
	

	Signature:
	_________________________
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