Month xx, 200x
Food and Drug Administration
Center for Drug Evaluation and Research

Division of Drug Oncology Products
Central Document Room
5901-B Ammendale Road

Beltsville, MD  20705-1266
Attn:  Jane Doe, MD
RE:   
Initial Investigational New Drug Application
Serial 000

Dear Dr. Doe:

Please find enclosed three copies of this initial application for a Sponsor-Investigator IND. The sponsor for this IND will be John Tarheel, MD, at 

The University of North Carolina (UNC) Medical Center.   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 Ramshead, MD.
If there are any questions regarding this submission, please contact myself or my study coordinator,  Jacob Bluesky , at (919) 668-xxxx or at jbluesky@unc.edu. Mr. Bluesky can act on my behalf on any issue relating to this IND.
Sincerely,

John Tarheel, MD
University of NC Medical Center (UNC)
Address, Box xxxx
Chapel Hill, NC 277xx
(919) x-xxxx phone

(919) x-xxxx fax

e-mail@unc
