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	SUPPLEMENTAL FOR DRUG RESEARCH

	
	



Sponsor:        

                             Protocol #:      
For studies using two or more drugs, provide this form for each drug:
	1.
	Is this a “first in human” use?
	 FORMCHECKBOX 
  No          FORMCHECKBOX 
  Yes (first or no human data is available)

	2.
	What is the phase of this study?
	 FORMCHECKBOX 
 Phase I      
 FORMCHECKBOX 
 Phase II        FORMCHECKBOX 
 Phase III        
 FORMCHECKBOX 
 Phase IV
 FORMCHECKBOX 
 Other:       

	3.
	Drug Name:
	     

	4.
	To what class does this drug belong?
	     
OR
 FORMCHECKBOX 

Radio-labeled (See additional submission requirements below)

	5.
	Is this study being conducted under an IND?
	 FORMCHECKBOX 
 Yes (proceed to question 6)

OR
 FORMCHECKBOX 
  No, this study is exempt from the requirement of an IND, as described in 21 CFR 312.2(b)
 FORMCHECKBOX 
  Attach exemption category rationale and proceed to question 9.

	6.
	Drug IND # 
	 FORMCHECKBOX 
  #       or 
 FORMCHECKBOX 
  Pending; Date the application was submitted to the FDA:        

	7.
	Who holds this IND? 

	 FORMCHECKBOX 
 Sponsor 
 FORMCHECKBOX 
 Investigator - If the Investigator holds the IND, please provide a written assurance (unless documented in the protocol) signed by the Investigator, that the Investigator will conduct the research as both the Sponsor and the Investigator, in compliance with the Sponsor and Investigator regulations in 21 CFR 312, in addition to 21 CFR 50, 56.

	8.
	Verification of the IND is supported by (the IB may not be used to verify the IND#):
	 FORMCHECKBOX 
  Sponsor’s protocol imprinted with the IND #
 FORMCHECKBOX 
  Written communication from the Sponsor or FDA indicating the IND # (attached)

	9.
	Investigator’s Brochure or equivalent included?
	 FORMCHECKBOX 
  No       

 FORMCHECKBOX 
  Yes - Version and Date:  

	10.
	Is the study drug formulation approved by the FDA? If yes, please attach the product information, PDR, etc.
	 FORMCHECKBOX 
  No       

 FORMCHECKBOX 
  Yes  
Version and Date (if appl.):  


	11.
	Will females be excluded from participating in this study?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No
If yes, please attach a medical/scientific rationale for this exclusion.


	
	I confirm that the submitted draft consent contains known important and common adverse events of drugs to be used in the proposed research study, including potential adverse events that may cause a disruption in study participation.

	PI Initials(Single-site investigator) OR
PM initials (Sponsor Rep for Multi-Investigator Study)
	


Sponsor:       
                                            Protocol #:      
LIST OF ATTACHMENTS:

	REQUIRED DOCUMENTS:

 FORMCHECKBOX 

For Investigational DRUG studies only: Investigator’s Brochure (or equivalent Safety Information).

 FORMCHECKBOX 

For DRUG studies using approved drugs: The current Package Insert (for each approved drug used in this study) 

 FORMCHECKBOX 


For ALL studies with an IND: Documentation from the Sponsor or the FDA that verifies the IND number (the protocol may serve as documentation if the protocol is imprinted with the IND #)
 FORMCHECKBOX 

Attached explanation for ALL questions where a rationale or description is indicated. 
For Radio-labeled research:

 FORMCHECKBOX 

Radiation Safety Committee (RSC) approval letter OR Dosimetry report showing that the anticipated human radiation dose will be below the FDA maximum exposure level. 

· Include estimated millirem exposure.
· If the letter does not include dosimetry, please ensure the information is provided in another document, such as the protocol.
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