Single Patient Expanded Access IND Annual Report Template
Investigator-Sponsor’s Name

Academic Department of Investigator-Sponsor

University of Pittsburgh

Hieber Building, Suite 401
3500 Fifth Avenue

Pittsburgh, PA 15213

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 Annual Report should be sent.  
Date:  
Re: IND Annual Report – SPIND # Specify Single Patient IND number                     
To Whom It May Concern:

Enclosed please find the Annual Report for IND Number XXXXXX ; covering the time frame of MM/YY to MM/YY.

Thank you for incorporating this Annual Report into the respective IND file.

Sincerely, 
___________________________
______________________________

Signature of Investigator-Sponsor

Printed Name of Investigator-Sponsor

IND Annual Report 
IND Number: Specify IND number




Date: Specify date of submission

A.
Individual Patient Information
1. Expanded access title and study identifier:
Provide, in addition to the title of the expanded access and PittPRO number.
2. Purpose of expanded access:
3. Patient’s condition:
Provide a brief statement identifying (i.e., by disease or condition, age range, and gender) of the patient.
4. Current status of expanded access:
Indicate whether the expanded access is ongoing or completed.
5. Brief description of expanded access treatment to date: 
If treatment is ongoing, briefly describe the treatment plan and safety monitoring and how treatment is being tolerated.
B. Summary Investigational Drug Information 
Provide a summary of information (i.e., using the following format) about the investigational drug obtained during the previous year’s clinical and non-clinical investigations.
1. Summary of the most frequent and most serious adverse experiences by body system: 
Information may be provided using a narrative or tabular format
2. Summary of all IND Safety Reports submitted during the previous year:
3. Description of new information pertinent to understanding the actions of the investigational drug:
4. Summary of any significant manufacturing or microbiological changes made during the past year:
C. General Treatment Plan
D. Investigator Brochure Revisions
E. Treatment Plan Modifications 
F. Foreign Market Developments 
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