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Purpose: To request formal UREC approval for any substantive or minor change to an ethically approved research protocol before the change is implemented.
SECTION 1: PROJECT IDENTIFICATION
	Field
	Details

	UREC Reference Number (MANDATORY)
	RKEO-UREC- [Insert Original UREC Approval Number]

	Original Approval Date
	[Date of initial approval]

	Current Project Title
	[Full title of the approved project]

	Principal Investigator (PI) Name
	

	PI Department/Faculty
	

	PI Email
	

	Supervisor Name (MANDATORY for Student Research)
	


SECTION 2: CLASSIFICATION OF AMENDMENT
· Instruction: Please check the box that best describes your proposed amendment. The UREC Chair/Research Office will make the final determination of the review pathway.
2.1 Proposed Classification
	Checkbox
	Classification Type
	Examples (Subject to Final UREC Determination)

	[ ] Minor Amendment
	Changes that do not substantially affect the ethical risks or the safety of participants. (Eligible for Fast-Track Review)
	Administrative changes; small changes to recruitment targets; minor clarifications to Participant Information Sheet (PIS) wording; change of research staff (not PI/Supervisor).

	[ ] Major Amendment
	Changes that increase the level of risk, change the study design, or affect the confidentiality, population, or consent process. (Requires Full UREC Review)
	Inclusion of a new vulnerable population; new methodology (e.g., adding bio-sampling); significant increase in participant burden/risk; changing the PI or Sponsor.


2.2 Reason for Amendment
Provide a brief, clear explanation for why this amendment is necessary. (e.g., A new recruitment channel was needed; Feedback from pilot study; New regulatory requirement.)
___________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
SECTION 3: DETAILS OF THE AMENDMENT
· Instruction: Clearly describe the proposed changes below. You MUST detail the impact on participants and refer to the specific section number in the original protocol being modified.
	Section of Protocol Affected
	Detailed Description of Change
	Impact on Participants / Ethics (e.g., "Minimal increase in time burden," "No change to risk profile.")

	e.g., Section 4.2 - Methodology
	Changing interview length from 45 min to 60 min.
	Potential minimal increase in time burden for participants.

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


SECTION 4: REQUIRED DOCUMENTATION CHECKLIST
· Instruction: All amended documents must be submitted in two versions: a Tracked Changes Version and a Clean Version.
	Document
	Submitted (Y/N)
	Notes

	Amendment Request Form
	Y
	

	Original Protocol (Tracked Changes Version)
	
	Changes clearly highlighted.

	Original Protocol (Clean Version)
	
	Final version incorporating all changes.

	Participant Information Sheet (PIS) (Tracked Changes Version)
	
	

	PIS (Clean Version)
	
	

	Consent Form (Tracked Changes Version)
	
	

	Consent Form (Clean Version)
	
	

	Other (Specify)
	
	


SECTION 5: DECLARATION AND SIGN-OFF
By signing below, I confirm that the proposed changes detailed in this form are accurate and complete, and I accept that no changes may be implemented until formal UREC approval is received.
	Role
	Signature
	Date

	Principal Investigator (PI)
	
	

	Supervisor (MANDATORY for Student)
	
	

	Head of Department/Faculty (If Major Change)
	
	






SECTION 6: UREC OFFICE USE ONLY (FOR OFFICIAL USE)
	Decision Item
	Details

	Triage Decision
	[ ] Fast-Track Review (Chair/Deputy)

	UREC Meeting Date (If Full Review)
	

	Reviewer Assigned
	

	Decision Outcome
	[ ] Approved

	Conditions / Reasons for Revisions
	

	Chair/Deputy Chair Signature
	

	Date of Final Approval
	

	Date PI Notified
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