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AMENDMENT APPLICATION FORM
	CLINICAL TRIAL INFORMATION

	Full Title of the Clinical Trial
	 

	Name or Abbreviated Title of the Trial
	

	Clinical Trial Approval Number
	

	Protocol Number(s) Affected by the Amendment
	

	applicant information

	Sponsor
	

	Address
	

	Contact Information
	Telephone Number
	

	1. 
	Mobile Number
	

	2. 
	E-mail Address
	

	CRO, if applicable 
	

	Address 
	

	Contact Information
	Telephone Number
	

	3. 
	Mobile Number
	

	4. 
	E-mail Address
	

	documentary submission checklist 
Submit original copy of listed documents as attachment to this form. 

	· Cover Letter (FDA-CRS Form 2.0)
· List of Amendment/s, Rationale and Supporting Data
· Proof of Payment 
· List of Documents Appended 
Attach copies of all modified documents with this form.

	TYpe of Amendment 

	· Change/Addition of Principal Investigator
· Change in Sponsor
· Change /Addition of Trial Site 
· Change in Protocol
· Change of Manufacturer
· Change of Chemistry, Manufacturing Controls (CMC) Information 
(if CMC had been submitted in the initial CT application)
· Other Amendment related to pharmacology and toxicology
Please Specify:


	APPLICANT STATEMENT 

	I/We hereby confirm that the above information given is correct and have disclosed all relevant information which may influence the approval of this application. 

I/We shall abide and adhere by the all relevant regulations. 

	Name of Applicant 
	

	Signature
	

	Title/ Position
	

	Organization
	

	Contact Information
	Telephone Number
	

	
	Mobile Number
	

	
	E-mail Address
	

	Date of Submission
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