XY Month 20XX

Food and Drug Administration

Center for Drug Evaluation and Research

Central Document Room

5901-B Ammendale Rd.

Beltsville, Md. 20705-1266

Attn: Jane Doe, Regulatory Project Manager (for example)

RE:   
(Pre-IND or EOP) Meeting Package

(PIND or IND) 123, 456

Dear Ms. Doe:

Please find enclosed the Meeting Package for the XY Month 20XX (Pre-IND or EOP) meeting (PIND or IND) 123,456. 
This meeting has been requested to discuss the preclinical, product and clinical issues (for example) for Phase I and the overall drug development program for “Drug XY” in the treatment of “ZW Syndrome” The Principal Investigator for this study will be John Doe, MD, Ph.D.
If there are any questions regarding this submission, please contact me or (please add the second contact person, who might be able to answer some questions if the case that FDA can not reach you. That can be your coordinator, one of us from the Regulatory Group, etc..). Dr. Specified is authorized to communicate with the FDA on issues relating to this pre-IND package.
Sincerely,

John Doe, MD, PhD
Associate Professor,

Duke University 

Phone:
 1-919-xxx-yyyy
Fax:  1-919-xxx-yyyy 
Email:
john.doe@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.





