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Month XX, 201X

Food and Drug Administration
CDER/ CBER
Division of [Therapeutic Area]
Beltsville, Maryland

RE:	Initial Investigator New Drug Application
 Serial Number 0000 (This is the number provided before a formal IND#) 
	
Dear Dr. [Division Director]:

Per 21 CFR 312.20, we are submitting this initial application for a Sponsor-Investigator IND using [Drug generic name (Trade Name®)] for investigating/ treating patient(s) who are diagnosed with [disease or condition].  

Accompanying this submission are the initial study protocol [Study Title] Protocol v. 1.0 entitled, “A Multi-center, Randomized, Placebo-Controlled, Double-Blind Study of the Effects of [Drug] on [condition] in [disease]” and several other documents listed below- 

Select the applicable from the list- 
Forms FDA 1571, 1572, 3674
Initial Investigational New Drug Application
[Study Title] Protocol v. 1.0
Informed Consent Document
Agreements: e.g., Letter for Drug Supply; Cross reference letter for IND
Investigator CV
Investigator Brochure (Optional for INDs with Investigational drug) 
Pertinent Publications 

OPTIONAL: Regarding this proposed IND, we previously contacted the FDA in order to seek guidance on the prerequisites and submission process.  One of the accompanying documents includes our communications with the Agency.

If you have any questions regarding this submission and future communications with my team, please contact me in addition to the following individuals –
Key Member of SI clinical team (e.g., coordinator, project manager) (Name, phone, email)
Key member of UTSW Regulatory Support Office (Ganapathy [Raj] Varadarajan, 214-648-4066, sisupport@utsouthwestern.edu)



Sincerely,

[Sponsor Name], MD
Title
Institution
Email and Phone number 
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