
NON-EMERGENCY 
Single Patient Expanded Access

Investigational New Drug Application (IND) 
Important Notes: 
1. The first step in an expanded access request is to confirm with the manufacturer they are willing to provide the investigational drug/biologic and a letter of authorization for the FDA to cross reference the manufacturer’s IND.

2. If the treating physician already has an IND in place for a clinical trial using the same product, please contact IIS@pitt.edu for guidance on preparing the submission using Forms FDA 1571 and 1572.
3. A single patient expanded access may take up to 30-days for FDA to perform a safety review.  If the treatment must occur immediately, follow the procedures for an emergency expanded access request below.  
https://www.fda.gov/drugs/investigational-new-drug-ind-application/emergency-ind-timeline
Treating Physician Name

Academic Department of Treating Physician
University of Pittsburgh

Hieber Building, Suite 401
3500 Fifth Avenue

Pittsburgh, PA 15213

[CHOOSE THE APPROPRIATE FDA CENTER ADDRESS BELOW – DELETE OTHERS]
Address for Drug Products regulated by CDER:

Food and Drug Administration

Center for Drug Evaluation and Research
Central Document Room
5901-B Ammendale Road

Beltsville, MD 20705-1266 

Address for Biological Products regulated by CDER:

Food and Drug Administration 

Center for Drug Evaluation and Research
Therapeutic Biological Products Document Room
5901-B Ammendale Road

Beltsville, MD 20705-1266
Address for Biological Products regulated by CBER:

Food and Drug Administration 

Center for Biologics Evaluation and Research

Document Control Center
10903 New Hampshire Avenue
Building 71, Room G112

Silver Spring, MD 20993-0002
Date:  
Re: Single Patient Expanded Access Request for [INSERT PATIENT’S INITIALS] (name investigational drug/biological product here)
Dear Division Director:

Enclosed please find a non-emergent single patient expanded access request for treatment of the above referenced patient and investigational product.  
As the treating physician I have determined the following:

· The patient to be treated has a serious or immediately life-threatening disease or condition, and there is no comparable or satisfactory alternative therapy to diagnose, monitor, or treat the disease or condition; 

· The potential patient benefit justifies the potential risks of the treatment use and those potential risks are not unreasonable in the context of the disease or condition to be treated; and 

· Providing the investigational drug for the requested use will not interfere with the initiation, conduct, or completion of clinical investigations that could support marketing approval of the expanded access use or otherwise compromise the potential development of the expanded access use. 

· The probable risk to the patient from the investigational drug is not greater than the probable risk from the disease or condition; and 

· The patient cannot obtain the investigational drug under another IND or protocol.
Included in this request are the FDA Form 3926 including the treatment plan, treatment consent form, Letter of Authorization to Cross Reference the manufacturer’s IND, and treating physician’s CV.
Thank you for your consideration of this request.

Sincerely, 
___________________________
______________________________

Signature of Treating Physician

Printed Name of Treating Physician

Completed and signed Form FDA 3926 to be inserted here.
Please note in Box 8 of Form FDA the IIS address and fax number should be listed.

Address: 
3500 Fifth Avenue, Hieber Building Suite 401, Pittsburgh, PA 15213

Fax:

412-648-4010
Link to instructions to complete Form:
https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM504574.pdf
Treatment Plan to be inserted here (if the plan exceeds the character limitations in Section 5 of Form FDA 3926) 
To include the dose, route and schedule of administration, planned duration, and monitoring procedures. The treatment plan should include a plan for dose modifications/delays in the event of toxicity.
Treatment Consent form to be inserted here
If the manufacturer has not provided a treatment consent form template, an emergency use consent form template can be accessed at the Pitt IRB website under A-Z Guidance and can be used for a single patient non-emergent request.  All references to “emergency” would need to be removed and customized with information related to the investigational product.
EU Consent Template
Manufacturer’s Letter of Authorization to Cross Reference their IND to be inserted here
Treating Physician’s CV to be inserted here (no more than first 5 pages or a NIH Biosketch if available).
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