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	1) This protocol will utilize:

	☐ Drugs
☐ Biologics


	2) Please list the drug or biologic that will be utilized for this study:

	Click or tap here to enter text.                                                                                                                   

	3) Do any of the drugs or biologics being utilized in this study have an active IND?

	☐ N/A

	☐ No

	☐ Yes - Please provide the name of each drug with an IND and the IND number for that device:


		Drug Name
	IND Number

	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. 




	4) Could the results of this study be used for:

	☐ FDA approval of a new drug or an IND application
☐ Significant changes in advertising or marketing claims for an existing drug
☐ A new dosage level for any of the drugs utilized in this study
☐ A new method of delivery for any of the drugs utilized in this study

	5) Describe the plans to store any drugs and/or biologics used in the conduct of this study:

	Click or tap here to enter text.                                                                                                                   

	6) Describe the plans to control and dispense any drugs and/or biologics used in the conduct of this study:

	Click or tap here to enter text.                                                                                                                   

	7) Describe the method of delivery that will be utilized for each drug or biologic (e.g., orally) used in this study:

	Click or tap here to enter text.                                                                                                                   

	8)  Provide the dosage of all drugs or biologics used in this study:

	Click or tap here to enter text.                                                                                                                   

	




	9) Will this study involve the use of a placebo?

	☐ N/A

	☐ No

	☐ Yes:

	Will participants receiving the placebo also receive the study drug?

	☐ No

	☐ Yes:

	Please provide the time in which investigators will provide the study drug to participants who received the placebo:
Click or tap here to enter text.                                                                 

	10)  Describe the plans to monitor the safety of participants for side effects and/or adverse events (this may be attached as a separate document):

	Click or tap here to enter text.                                                                                                                   

	11)  Describe the plans to monitor the efficacy of the drug:

	Click or tap here to enter text.                                                                                                                   

	12)  Describe the planned length of follow-up with participants:

	Click or tap here to enter text.                                                                                                                   

	13)  Describe the procedures that will occur at each follow-up visit or interaction:

	Click or tap here to enter text.                                                                                                                   

	14)  Are any of the drugs or biologics used in this study radioactive or radioactively labelled?

	☐ N/A

	☐ No

	☐ Yes:

	Name the drugs or biologics that are considered radioactive or radioactively labelled:
           Click or tap here to enter text.                                                                                     

	15)  Do any of the drugs or biologics used in this study contain a cytotoxic drug product? 

	☐ N/A

	☐ No

	☐ Yes:

	Name the drugs or biologics that contain a cytotoxic drug product:
Click or tap here to enter text.                                                                                      
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