Month
 XX, 20XX
U.S. Food and Drug Administration

Center for Drug Evaluation and Research

Central Document Room

5901-B Ammendale Road

Beltsville, MD 20705-1266

Attn:
Jane
 Doe

Regulatory Project Manager, Division of XXX
RE: 
Other ─ Acceptance of IND Sponsorship

IND XXX,XXX, Serial 00XX

Dear Ms. Doe,
Dr. John Duke, the current holder of IND XXX,XXX has assigned and transferred all holder/sponsorship rights and responsibilities of this IND to me. Please see the attached Form FDA 1571 and letter of IND transfer signed by Dr. Duke. I accept the role as the new holder/sponsor of this IND, and I commit to all agreements, promises, and conditions made by the former sponsor and contained in the IND. 
As sponsor, I agree to fulfill all responsibilities as stated in Form FDA 1571. In addition, I will be serving as an investigator on the clinical study entitled, “Study Title.” As investigator, I agree to comply with FDA regulations relating to the conduct of the clinical investigation as stated in FDA Form 1572. 
Updated Forms FDA 1571 and 1572 are included with this submission. In addition to these completed forms, I am including a list of all active investigators
. I commit to informing all investigators of the change in IND sponsorship and will obtain from them updated Forms FDA 1572.
I confirm that the current holder of this IND, Dr. John Duke, has provided me with a complete copy of all files pertaining to this IND. I further commit to amend the IND within 60 days to cover any changes in the IND resulting from the new ownership and to provide for subsequent changes by amendments in accordance with the IND regulations. At this time, I am
/ am not making any changes to the IND. 
Thank you and your colleagues at the FDA for your assistance. Please do not hesitate to contact me if you have any questions. If I cannot be reached, please contact Person X who can be reached at phone# or email. She/he is authorized to communicate with the FDA on issues relating to this IND.

Sincerely, 

Jacob Durham, MD 

Professor, Department of Something

Duke University 
Phone: 919-684-XXXX

Fax: 919-684-XXXX

Email: jdurham@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. 


�For INDs reviewed by CBER, update the address to:





Center for Biologics Evaluation and Research 


Document Control Center


10903 New Hampshire Avenue


WO71-G112


Silver Spring, MD 20993-0002


�The submission should be sent to the attention of the regulatory project manager.  This person is identified in your IND Acknowledgement letter.


�Each IND submission gets a sequential Serial Number.  


�If you are only acting as the sponsor of the IND, please remove sentences relating to investigator responsibilities


�Alternatively, if there are no changes to the investigators, include a statement that the investigators are the same as currently listed in the IND.


�If changes are being made, include a list of changes and submit the updated documents. If you are an investigator, the protocol and informed consent documents should be updated with the new PI information.





