Single Patient Expanded Access Withdrawal Request and Summary of Treatment Complete
Treating Physician’s/Sponsor Name

Academic Department 

University of Pittsburgh

Hieber Building, Suite 401

3500 Fifth Avenue

Pittsburgh, PA 15213
Date:
Food and Drug Administration

(Specify applicable mailing address)

Please refer to your letter from the FDA acknowledging the receipt of your IND application to identify the specific FDA contact person, and mailing address, to whom the Withdrawal Request and Final Report should be sent.  
Re: Single Patient Expanded Access Summary of Treatment Complete and IND Withdrawal Request - IND # Specify IND number
Dear: (Specify FDA contact person)
Enclosed please find the Summary of Treatment Complete for the Single Patient Expanded Access IND XX, XXX, [drug name(s)]. On [date], a written request was sent to the reviewing IRB summarizing treatment and to request closure. 
Thank you for incorporating this Withdrawal Request and Summary of Treatment Complete into the respective IND file.

Sincerely, 
___________________________
______________________________

Signature of Sponsor


Printed Name of Sponsor

___________________________
______________________________

Phone # of Sponsor



Fax # of Sponsor

Include the completed Form FDA 3926 here.  Check Field 3.b. “Follow-up submission” and read applicable instructions.  In Field 9, check “Summary of Expanded Access Use (treatment completed).”
IND Number: Specify IND number




Date: Specify date of submission

Brief Clinical History 
Include patient’s initials, age, gender, diagnosis, reason for expanded access request for the investigational product.

Summary of Treatment

Include a written summary of the results of the expanded access use, including adverse effects.
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