

Clinical Trial Drug and Devices Form

	Product Use: Drug and Device	
(List all Unapproved drugs being used; Approved drugs whose use is specified in the protocol; and/or Foods or dietary supplements being evaluated to diagnose, cure, treat, or mitigate a disease or condition)

	Select Product Type
	Provide Generic   Name
	Brand Name
	Check all what applies
	SFDA Approvals
· Provide IND number
· Provide communication  or approvals
	If used investigational, Check:
	Describe storing, handling and administering

	☐Drug
☐ Device
	Click or tap here to enter text.	Click or tap here to enter text.	☐Used as per standard of care Protocol
☐Used investigational.
	Click or tap here to enter text.

☐Not approved by SFDA
	☐For a new indication.
☐for a new population, 
☐in a new way (for
example: different
dosages, different route of administration)
	

Click or tap here to enter text.

	If the drug/ Device is approved by SFDA what is the added value for doing this research project?
Click or tap here to enter text.

Describe the plans to store, handle, and administer the drug/device
Click or tap here to enter text.


	
For each approved drug, include a copy of the package insert.
For each investigational drug (with an IND number), ensure that the application includes one of the following:
· Current investigator brochure
· Sponsor protocol with the( IND number)
· Communication from the sponsor with the IND number
· Communication from the SFDA with the IND number














	 Is this a Single-Site or Multi-Site study?

(If the study is multi-sites please complete all information below)
	
☐ Single-Site
☐           Multi-Site




	If Multiple-site: (The institution of the lead Researcher of a multi-site study or the institution which provides study-wide services such as for data coordination.)

	Coordinating Site Name
	Coordinating  Site Type
	Is that institution only involved as the coordinating center
Yes/No
	Point of Contact (POC)
	POC  Phone
	POC  Email

	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.
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