CHANGE OF SPONSOR 
Investigator-Sponsor’s Name

Academic Department of Investigator-Sponsor

University of California, San Francisco
Address

Date:
Food and Drug Administration

(Specify applicable mailing address)

Please refer to your letter from the FDA acknowledging the receipt of your IND/IDE application to identify the specific FDA contact person, and mailing address, to whom the Change of Sponsorship Request should be sent.  
Re: IND/IDE Change of Sponsorship – IND/IDE # Specify IND/IDE number
Dear: (Specify FDA contact person)
This letter is to inform you that I would like to relinquish the sponsor responsibilities for the above referenced Investigational New Drug/Investigational Device Exemption application.  I will be transferring sponsorship of this IND/IDE to __________ effective immediately or [Date]. I have provided Dr. ________with a complete copy of the sponsor-investigator's files and I commit to inform all active investigators of the change in sponsorship.  
Enclosed please find Dr._________ letter of acceptance, investigator agreement, the completed Form FDA 1571 (IND)/ Form FDA 3415 (IDE), and CV, now identifying _________ as the Sponsor.
Thank you for incorporating this Change of Sponsorship Request into the respective IND/IDE file.

Sincerely, 
___________________________
______________________________

Signature of Sponsor


Printed Name of Sponsor

___________________________
_________________
Phone # of Sponsor



Fax # of Sponsor

Investigator-Sponsor’s Name

Academic Department of Investigator-Sponsor

University of California, San Francisco
Address
Date:
Food and Drug Administration

(Specify applicable mailing address)

Please refer to your letter from the FDA acknowledging the receipt of your IND/IDE application to identify the specific FDA contact person, and mailing address, to whom the Change of Sponsorship Request should be sent.  
Re: IND/IDE Acceptance of Sponsorship – IND/IDE # Specify IND/IDE number

Dear: (Specify FDA contact person)
This letter is to inform you that I accept the sponsor responsibilities for the above referenced IND/IDE effective immediately or on [Date].  Enclosed please find the completed Form FDA 1571 (IND)/ Form FDA 3415 (IDE), identifying myself as the Sponsor.
Thank you for incorporating this Change of Sponsorship Request into the respective IND/IDE file.
This letter also serves to address the following information to complete the change in sponsorship.

1. This is to confirm my acceptance and commitment as the sponsor for the above referenced IND/IDE to all agreements, promises, and conditions made by __________, the former sponsor and contained in the IND/IDE.
2. All investigators and participating IRBs have been, or will be, informed of the transfer by the effective date.
3. I will not permit investigators to participate in the investigation until they have signed the investigator agreement.
4. The change of sponsor of this IND/IDE is the only change required.  There were no changes with respect to manufacturing facilities and controls.  [If changes were made, they must be submitted in an information amendment to the FDA within 60 days. Those changes should be indicated in this section.]
5. This is to confirm that a complete copy of the former sponsor’s IND/IDE has been provided to me.
Sincerely, 
___________________________
______________________________

Signature of Sponsor


Printed Name of Sponsor

___________________________
__________________
Phone # of Sponsor



Fax # of Sponsor
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