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	PROTOCOL INFORMATION

	Protocol Title
	

	Protocol Number
	

	Study Drug
	

	Sponsor
	

	Contract Research Organization
	

	Clinical Trial Approval Number
	

	Date of Clinical Trial Approval
	

	CLINICAL TRIAL SITES
Accomplish on a separate sheet when necessary  

	Clinical Trial Site
	Name of PI
	Contact Details of PI
(Telephone No. & E-mail) 
	External Technical Recommending Body

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	COMMENCEMENT AND TERMINATION DATES

	Has the study started? 
	· Yes
· No

	If yes, what was the actual start date?
	

	If no, what are the reasons for the study not commencing?
	


	When is the expected start date?
	

	When is the expected completion date?
	




	RECRUITMENT OF PARTICIPANTS
Accomplish on a separate sheet when necessary  

	Clinical Trial Site
	No.  of participants recruited
	No. of participants currently enrolled in the trial
	Proposed in original application:
	Actual number to date:

	1. 
	
	
	
	

	2. 
	
	
	
	

	3. 
	
	
	
	

	4. 
	
	
	
	

	5. 
	
	
	
	

	6. 
	
	
	
	

	7. 
	
	
	
	

	8. 
	
	
	
	

	9. 
	
	
	
	

	10. 
	
	
	
	

	WITHDRAWAL OF PARTICIPANTS
Accomplish on a separate sheet when necessary  

	Clinical Trial Site 
	Number of withdrawals due to
	Total No. of Withdrawals 

	
	Lack of Efficacy
	Adverse Events
	Self-withdrawal
	Non-compliance
	

	1. 
	
	
	
	
	

	2. 
	
	
	
	
	

	3. 
	
	
	
	
	

	4. 
	
	
	
	
	

	5. 
	
	
	
	
	

	6. 
	
	
	
	
	

	7. 
	
	
	
	
	

	8. 
	
	
	
	
	

	9. 
	
	
	
	
	

	10. 
	
	
	
	
	

	Have there been any serious difficulties in recruiting participants? (Yes/No)
If Yes, provide details.
	

	Do you plan to increase the number of participants into the trial?
Any increase in planned recruitment should be notified to the FDA as an amendment for approval. 
	

	SAFETY REPORTS

	Have there been any Suspected Unexpected Serious Adverse Reactions (SUSARs) in this trial? (Yes/No)

If yes, include the line listing of SUSARs
	

	Have these SUSARs been notified to the FDA within 7/15 days under ICH E2A?

If no, please arrange urgently and give reasons for late notification.
	

	AMENDMENTS

	Have any for approval amendments been made to the trial protocol during the year?

If yes, please give the date of approval for each amendment made.
	

	PROTOCOL DEVIATIONS

	Are there any protocol deviations in the trial reported to the FDA?

If yes, please provide a list with the corresponding reasons and action taken.
	


	APPLICANT STATEMENT

	I/We hereby confirm that:
· The above information given is true, correct and complete, and that all relevant information are provided
· I/We shall abide and adhere by the FDA Regulations

	Signature
	

	Name
	

	Designation
	

	Organization
	

	Date of Submission 
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