Appendix C4
FDA-CRS Form 4.0
Investigational Products and Ancillary Supplies Information 
	INVESTIGATIONAL PRODUCT 
If more than one Investigational Product (IP) will be used in the trial, assign a sequential number (e.g. IP1, IP2, IP3, and so on.) for each IP and tabulate required information on a separate sheet. Provide one tabulation per IP. 

	IP Sequential Number
where applicable 
	

	Use of IP
	· IP being tested
· IP used as a comparator

	Name of IP
	

	Product Code 
where applicable 
	

	Dosage Strength
	

	Dosage Form
	

	Route of Administration
	

	Proposed Shelf-life
	

	Packaging
	

	Storage Condition
	

	Type of IP
	· Chemical origin
· Biological/Biotechnological origin 
· Vaccine
· Others, please specify: ___________________

	Manufacturer
	Name
	

	
	Address
	

	
	Contact Details
	

	Repacker
	Name
	

	
	Address
	

	
	Contact Details
	  

	Is this IP to be used in the trial a registered product in Philippines?
	· Yes
· No

	Drug registration number:
if registered
	

	Is the IP modified compared to the registered form?
if registered
	· Yes. Please specify: __________________________          
· No



	PLACEBO
If more than one placebo will be used in the trial, assign a sequential number (e.g. P1, P2, P3, and so on.) for each placebo and tabulate required information on a separate sheet. Provide one tabulation per placebo.

	Placebo Sequential Number
where applicable
	

	IP Sequential Number
of IP associated with the Placebo  
	

	Name of Placebo
	

	Dosage Form
	

	Composition
	

	Packaging
	

	Manufacturer
	Name
	

	
	Address
	

	
	Contact Details
	

	Repacker
	Name
	

	
	Address
	

	
	Contact Details
	

	OTHER MEDICATION
If more than one other medication is to be used in the trial, assign a sequential number (e.g. OM1, OM2, OM3, and so on.) for each medication and tabulate required information on a separate sheet. Provide one tabulation per medication.

	Product Name  
	

	Active Ingredient
	

	Dosage Form
	

	Dosage Strength
	

	Packaging
	

	Registration Number
where applicable
	





	[bookmark: _Hlk30001281]PRODUCTS USED PER STUDY SITE 
Site Sequential Number must be consistent with FDA-CRS Form 3.0. Tabulation may be provided on a separate sheet when necessary. 

	Site Sequential Number
	IP/P/OM
[bookmark: _GoBack]Sequential Number
	Total Amount to be Used*

	
	
	

	
	
	

	
	
	

	
	
	

	*Provide an estimate and attach justification when necessary

	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
	

	Contact Details 
	Telephone No.
	

	
	Address
	

	
	E-mail Address
	

	Date of Submission
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