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IMPORT LICENSE APPLICATION FORM
	APPLICANT INFORMATION 

	Name of Establishment  
Sponsor/CRO with valid LTO 
	
	· Sponsor
· CRO

	LTO Number  
	

	Address 
	

	Contact Information 
	Telephone No.
	

	
	Mobile No.
	

	
	E-mail Address 
	

	Type of Submission  
	· Initial Import License Application 
Must be submitted together with the Clinical Trial Application
· Extension of Validity 
· Addition of Quantity
· Amendment 

	Contents 
	· Cover Letter (FDA-CRS Form 2.0) 
· Investigational Product Information (FDA-CRS Form 4.0) 
· Rationale for Request and/or Supporting Data 
· Proof of Payment 
· List of Attachments 

	CLINICAL TRIAL INFORMATION

	Full Title of the Clinical Trial 
	

	Abbreviated Title of the Clinical Trial
	

	Clinical Trial Approval Number 
for applications other than initial IL
	




	PRODUCTS FOR IMPORTATION
Sequential Number and Study Site assignment must be consistent with FDA-CRS Form 4.0. 
Accomplish in a separate sheet when necessary 

	I. Investigational Product/s, Placebo, and Other Medication

	Product Name/
Sequential No.
	Total Quantity to be Imported*
	Amount to be Used per Study Site*

	
	
	Site 1
	Site 2
	Site 3

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	II. Ancillary Supplies 

	Product Name**
	Total Quantity to be Imported*
	Amount to be Used per Study Site*

	
	
	Site 1
	Site 2
	Site 3

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	III. Importer Information

	Name of Importer***
	

	Address 
	

	Contact Information 
	Telephone No.
	

	
	Mobile No.
	

	
	E-mail Address
	

	* For Initial IL Application, provide an estimate and attach rationale for indicated amount.
** For Laboratory Kits, kit type may be indicated provided that a Packing List is for each kit type is included as attachment.
*** If the study will use more than one importer, accomplish this table per Importer assigned. 





	APPLICANT STATEMENT 

	I/We hereby confirm that:
· The above information given is true, correct and complete, and that all relevant information are provided.
· The Pharmaceutical and/or Quality Data of the Investigational Product included in this application is consistent with that submitted to the FDA in support of the related Clinical Trial application.

	Signature 
	

	Name of Applicant 
	

	Title/Designation
	

	Organization
	

	Address
	

	Contact Details 
	Telephone No.
	

	
	Mobile No. 
	

	37. 
	E-mail Address
	

	Date of Submission
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