[Institution Name/Logo]


Month XX, 201X

Food and Drug Administration

Center for Drug Evaluation and Research

Division of [Therapeutic Area]

5901-B Ammendale Rd.

Beltsville, MD  20705-1266

RE:
Initial Investigator New Drug Application
 Serial Number 0000

Dear Dr. [Division Director]:

Per 21 CFR 312.20, please find enclosed the initial application for a Sponsor-Investigator IND.  We propose to evaluate [Drug generic name (Trade Name®)] under this IND for [safety and efficacy for the treatment] of [disease or condition].  

This submission also contains the initial study protocol [Study Number] Protocol v. 1.0 entitled, “[Title].” <If Pre-IND meeting was held, then insert text referencing the PIND# and date of the meeting>
A letter of cross reference has been provided for IND <number> in support of the above referenced trial. 

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 you have any questions regarding this submission, please contact myself or Name of Sub-Investigator or other contact at phone number or email address.  Name of Sub-Investigator or other contact can act on my behalf on any issue relating to this IND.

Sincerely,

[Sponsor-investigator Name], MD

Title

Institution

Phone number

Email address

�CBER address: 





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


�Detele if not applicable


�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.






