DD Month YYYY

Food and Drug Administration
Center for Drug Evaluation and Research

Division of xxxxxxxxx

Central Document Room
5901-B Ammendale Road

Beltsville, MD  20705-1266

Attn:  Jane Doe, MD

RE:   
IND Number; Serial 0000

Initial Investigational New Drug Application

Dear Dr. Doe:

Please find enclosed the initial application for a Sponsor-Investigator IND. The sponsor for this IND will be John Duke, MD, Duke University.

The initial study protocol for use under this IND is entitled “A Phase I Trial of Deoxyribodismutase in Humans”. The Principal Investigator for this study will be Josephine Duke, MD.

I have no intent to commercialize the product(s) under investigation, and thus, we are submitting this IND as a Research IND, exempt from the eCTD requirements.

If there are any questions regarding this submission, please contact myself or Jacob Durham
, at (919) 668-xxxx or at jdurham@notes.duke.edu. Mr. Durham is authorized to communicate with the FDA on issues relating to this IND.
Sincerely,

John Duke, MD
Duke University 

Address, Box xxxx
Durham, NC 277xx
(919) 68x-xxxx phone

(919) 66x-xxxx fax

jduke@duke.edu
�List the date the submission will be sent to the FDA.  You should schedule the submission with ORAQ and enter the date on the form prior to the Sponsor signing the cover letter.


�If your submission is going to CBER, update this address to:





U.S. Food and Drug Administration�Center for Biologics Evaluation and Research�Document Control Center�10903 New Hampshire Avenue�WO71, G112�Silver Spring, MD 20993-0002


�Address the cover letter to the appropriate FDA Division Director. The FDA CDER and CBER Divisions can be found on FDA’s website at the following links:


CDER:  � HYPERLINK "http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm075128.htm" �http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm075128.htm�


CBER: � HYPERLINK "http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CBER/ucm123224.htm" �http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CBER/ucm123224.htm�


Please contact our office if you need additional assistance with finding the appropriate division.


�Note: The PI does NOT have to be the sponsor but they may be the same.


�This language should be included when submitting a phase 2 or phase 3 protocol (with either the initial IND submission or as a subsequent protocol amendment) if ‘Research’ is selected as the IND Type (Box 6B) on Form FDA 1571. Include rationale for why the Phase 2 or Phase 3 protocol is still solely for research. For more information, refer to the instructions for the Form FDA 1571 (� HYPERLINK "https://www.fda.gov/about-fda/reports-manuals-forms/forms" ��found here� by searching for 1571).





For phase 1 studies or commercial INDs, this text should be removed.


�It’s important to leave another contact person or two that the FDA can speak with regarding your IND.





