[image: image1.jpg]Office of the Vice President
for Research and Innovation




Letter of Authorization to refer to your IND

This letter is used to allow another sponsor or yourself to refer to your IND.  This is used to avoid having to resubmit the information to the FDA and also to allow the FDA to review potentially proprietary information without having to disclose the information to another sponsor.  If your IND referred to another Sponsor’s IND, the new IND applicant will need a letter also authorizing the use of that information if it is to be referenced.
NOTE: This letter should contain the IND number and name of the drug/biologic being referenced.  This letter should be prepared and signed by the Sponsor of the referenced IND.  If not a VCU sponsor, the content should be placed on their letterhead. 
· Be sure and delete the unused address and italics information.  
· Be sure to fill in the blanks where noted in italics.   
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Date
Choose Appropriate Address
	For a Drug:
Food and Drug Administration
Center for Drug Evaluation and Research
Central Document Room
5901-B Ammendale Rd.
Beltsville, Md. 20705-1266


	 For a Therapeutic Biological Product:
Food and Drug Administration
Center for Drug Evaluation and Research
Therapeutic Biological Products Document Room
5901-B Ammendale Road
Beltsville, MD 20705-1266




Dear Madam/Sir:

I am authorizing Name of person you are allowing to reference your IND to reference the contents of my IND # xxxxxxx for his/her new IND application.  My IND is for Name of drug/biologic covered by your IND.  The following sections (page numbers) may be referenced.  Specifically including: 
NOTE: Choose sections that you agree to have referenced.  Delete any that you do not and add any you also want
· Investigator’s Brochure (pages xx)

· Chemistry, Manufacturing, and Control Data (pages xx)

· Pharmacology and Toxicology Data (pages xx)

· Previous Human Experience (pages xx)

· Other:  List other sections here
The information contained in my IND remains current. 

Respectfully,

IND Sponsors Name
Titles and Address
V3

