Northwestern Health Sciences University
Institutional Review Board

	IRB Use only

	IRB Project #
	



Appendix E: Use of Drugs and/or Biological Products in Research

This application form is based on the University of Minnesota IRB's Appendix E form and has been adapted with their permission.
	Principal Investigator:
	     

	Project Title:
	     


Researchers planning to include approved or unapproved drugs or biological products in research projects must complete this form. Researchers are reminded that the word “experimental” must appear in the consent form to modify the drug names. (see 21 CFR 312)

Documentation of FDA approval for the experimental use of these agents must be provided for review.

1. Identify the drug or biological product

	Trade name or Biological Product
	Generic name (if drug)
	Manufacturer

	       
	     
	     


2. Fill in the table below for the drug or biological product listed above. If there is not enough space for the answer, please fill in the title and page number of the Investigator’s Brochure, Package insert, or other reference where this information can be found and include this material with your application.
	Chemical Structure
	     

	Pharmacology
	     

	Form of Administration
	     

	Maximum Tolerated Dose in Humans
	     

	Toxicity Observed
	     

	Pharmacokinetics Data
	     

	Procedures for minimizing adverse events in humans
	     


3. Does this drug or biological product have an Investigational Drug Number (IND)?

	 FORMCHECKBOX 
 Yes
	IND #:      

	
	Who holds the IND?
	Investigator:      

	
	
	Manufacturer:      

	
	
	Other:      

	 FORMCHECKBOX 
 No
	Are you or your funding source intending to report the study results to the FDA to support a new indication or labeling change?
	 FORMCHECKBOX 
 yes   FORMCHECKBOX 
 no

	
	Are you or your funding source intending to report the study results to the FDA to support a change in the advertising?
	 FORMCHECKBOX 
 yes   FORMCHECKBOX 
 no

	
	Does the planned use of the study drug increase the risks or decrease the acceptability of the risks to the subjects being studied?
	 FORMCHECKBOX 
 yes   FORMCHECKBOX 
 no

	
	Does the study require any change in the approved formulation, dosage form, or route of administration of the drug?
	 FORMCHECKBOX 
 yes   FORMCHECKBOX 
 no

	
	If yes to the previous question, will this change the risks to subjects participating in the research?
	 FORMCHECKBOX 
 yes   FORMCHECKBOX 
 no

	
	Will the subjects be charged for the investigational drug?
	 FORMCHECKBOX 
 yes   FORMCHECKBOX 
 no

	
	Are there other FDA approved drugs used to treat the condition you plan to study?
	 FORMCHECKBOX 
 yes   FORMCHECKBOX 
 no
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