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Month XX, 201X

Food and Drug Administration
CBER/CDER
Division of Therapeutic Area
Central Document Room
Beltsville, MD  20705-1266

RE:	IND Number (XXXXXX) Amendment Sequence (XXXX) 
	DRUG Trade Name® (generic name)
IND Information Amendment:  (Note: This amendment covers minor or nonsignificant changes and additional information in any of the approved documents of the initial IND; can be nonclinical, toxicology, or CMC areas)
	
Dear Dr. [Division Director]:

Per 21 CFR 312.3 we are submitting this information amendment for the above-referenced IND XXXXX for use of DRUG in the treatment of disease.  This submission carrying the new information pertains to……. (area/ areas) in the ….. (document name) of the approved  IND application.    

Include the actual new information indicating to which area(s) of the approved IND it is added.  If any existing information is modified, include the original sentence(s) and the revised information below, identifying the change(s).

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
Phone number
Email address
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