CTO PRE-EOT CHECKLIST
	Trial title / short title
	[Enter details]
	IRAS ID
	[Enter details]

	Chief Investigator
	[Enter name]
	Planned EOT date
	[DD Month YYYY]

	Definition of End of Trial
	[Enter protocol-defined EOT]


Before the protocol-defined EOT, please complete the following checklist. Select one response for each question and provide details where required.
	1. EOT DEFINITION


	Does the protocol-defined EOT allow all trial activities requiring approvals to be completed before EOT notification, including sample analysis and participant follow-up visits?
Note: EOT must be notified within 90 days following the protocol-defined event, or 15 days for trials that are early terminated. If activities cannot be completed, consider a modification to amend the EOT definition, this includes trials that are early terminations.
	YES
☐
	NO / N/A
☐
	Comments


	2. MODIFICATIONS


	Have all modifications received the necessary approvals?
Note: Once EOT has been declared, no further modification can be submitted. Any required change, including a change to the protocol-defined EOT, must be submitted and approved before EOT is declared.
	YES
☐
	NO / N/A
☐
	Comments


	3. DISSEMINATION OF TRIAL RESULTS TO PARTICIPANTS


	Are the REC-approved arrangements for notifying participants of the results consistent with the current plans?
Note: Check the arrangements approved in the initial IRAS application and any subsequent modifications. If the plans have changed, submit and obtain approval for a modification before declaring EOT.
	YES
☐
	NO / N/A
☐
	Comments

	Is there a documented plan for unblinding and where applicable providing unblinded treatment details to participants? 
Note: Relevant trial documentation may include the protocol, Data Management Plan, Statistical Analysis Plan, Participant Information Sheet and other trial-specific documents. Before declaring the end of trial, confirm whether changes to the unblinding plan affect any REC- or Competent Authority-approved document and, if so, submit and obtain approval for the appropriate modification.

	YES
☐
	NO / N/A
☐
	


	4. BIOLOGICAL SAMPLES



	Have all biological samples been retrieved from participating sites, where applicable, or have sites been instructed to destroy samples remaining at site?
Note: Record any outstanding retrieval or destruction activity below.
	YES
☐
	NO / N/A
☐
	Comments

	Will all biological-sample storage, movement and analyses required for the trial be completed before EOT is declared?
Note: Any activity continuing after EOT must have an appropriately approved and legally compliant basis.
	YES
☐
	NO / N/A
☐
	Comments


	Select the applicable final arrangement for biological samples:
☐ All samples will be stored under an HTA license for future ethically approved research, in accordance with participant consent.
☐ All samples will be destroyed before EOT is notified.
☐ No biological samples were collected or used in the trial.
☐ Other arrangement (provide details below).



CHIEF INVESTIGATOR SIGN-OFF
	CI confirmation
	CI Name: 

	Signature

	
	Date
	




	KHP-CTO
	☐ Ready to declare EOT   ☐ Not ready to declare EOT

	Reviewed by
	
	Name & Role 
	

	Signature

	
	Date
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