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FDA regulated Drugs
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04/10/09


This is for submission of any study using an FDA regulated drug.

	Drug name(s)
	     

	Manufacturer/Sponsor
	     

	Route of Administration
	     

	Dose
	     

	Study title
	     

	Client name or study #
	     

	Phase
	 FORMCHECKBOX 
 1     FORMCHECKBOX 
 2     FORMCHECKBOX 
 2b     FORMCHECKBOX 
 3     FORMCHECKBOX 
3b     FORMCHECKBOX 
 4 (FDA required)   FORMCHECKBOX 
 4 market


	A.  Regulatory Status:  

	
	If no IND is required, check box 1, 2, of 3 and sign below.

	1


	No IND is required because: (check one)
 FORMCHECKBOX 

1.  FDA has said – in writing and attached – that no IND is needed.

 FORMCHECKBOX 

2.  It is cleared for market in the U.S.   (Label attached)

· for this indication, this route of administration and this dose.

· The data will not be used or held for the FDA to review or inspect.  

· The way that it is being used in this study will not significantly increase risk or decrease acceptability of risk.

· No waiver of consent is requested.

 FORMCHECKBOX 

3. It is an in vitro diagnostic and 

· any diagnosis will be confirmed with another established product and  

· the item is not blood grouping serum, reagent red blood cells or Anti-human globulin.

	2.
	 FORMCHECKBOX 

An IND is required.   


It is number:          


and the date is      
	Verified by _______

Source (not # on IB) ____________________

______________________________________


	B   Investigator’s Brochure

	1
	Have you read the IB?  Has anyone else at your site?
	     

	2
	Has this entity been tested for other indications?  With what result?
	     

	3
	What are the “reasonably foreseeable” risks?
	     


	C.   Storage of Investigational Supplies  

	1
	Where will the drug supply be stored?
	     

	2
	Describe the conditions and security arrangements.
	     

	3
	Who will maintain drug accountability records?
	     


	D.  Signature of Principal Investigator

	Signature


	Printed Name

     
	Date

     



( IRC 2008


