Medical University of South Carolina 

Marketed Drugs Only - Drug Information Sheet B

	I.
	List all marketed drugs to be used in this study:
	
	

	
	
	     
	     

	
	
	     
	     

	
	
	     
	     

	
	A.
	Is each drug approved by the FDA for this indication??
	 FORMCHECKBOX 
YES
	 FORMCHECKBOX 
NO

	
	
	If NO, name drug:     
	
	

	
	B.
	Is the route of administration approved by the FDA?
	 FORMCHECKBOX 
YES
	 FORMCHECKBOX 
NO


	
	
	If NO, name drug:     
	
	

	
	C.
	Is the use for this study patient population approved by the FDA?
	 FORMCHECKBOX 
YES
	 FORMCHECKBOX 
NO

	
	
	If NO, name drug:     
	
	

	
	
	Approved populations:     
	
	

	
	D.
	Is the dosage level approved by the FDA?
	 FORMCHECKBOX 
YES
	 FORMCHECKBOX 
NO

	
	
	If NO, name drug:     
	
	

	
	
	FDA approved dosage:     
	
	

	
	
	
	
	

	II.
	If you answered NO to any of the above questions:
	
	

	
	A.
	Does this unapproved FDA change significantly increase the risks, or decrease the acceptability of the risks?
	 FORMCHECKBOX 
  YES
	 FORMCHECKBOX 
NO

	
	B.
	Submit complete citations and copies of literature supporting your position that an IND is not required
	 FORMCHECKBOX 
  ATTACHED

	
	
	
	
	

	III.
	
	Will the results of the study be reported to the FDA as a well-controlled trial to support a new indication or labeling for the product or drug?
	 FORMCHECKBOX 
YES
	 FORMCHECKBOX 
NO

	IV.
	
	If the drug is a lawfully marketed prescription product, will results of the study be used to support a significant change in product advertising?
	 FORMCHECKBOX 
YES
	 FORMCHECKBOX 
NO

	V.
	
	Supplier of marketed drugs listed in section I?


	
	

	
	A.
	 FORMCHECKBOX 
 MUSC Pharmacy and/or
	 FORMCHECKBOX 
VAMC Pharmacy

	 FORMCHECKBOX 
Other:      

	
	B.
	Where will drugs be dispensed?
	     

	VI.
	
	Revised PI Statement of Assurance is:

 FORMCHECKBOX 
  on file at the IRB or
 FORMCHECKBOX 
  attached.  
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