DMF Holder Transfer
Use this template when a DMF is transferred from one company to another. The letter should be on the original DMF holder’s letterhead and should be signed by the original holder.
See the next page for the template. Information to be filled in, including notes about that information, is in brackets.
Date: [Enter the date of this submission]
DMF#: [Enter the DMF number]
Holder: [Enter the original DMF holder’s name]
Subject (Title): [Enter the subject (title) of the DMF as it appears on the DMF List, available on the DMF web site at https://www.fda.gov/drugs/forms-submission-requirements/drug-master-files-dmfs]
Submission Type: Administrative Amendment/Change of Holder

New Holder Name and Address: [Enter the name and address of the new DMF holder]
Dear DMF staff:

[Include information regarding the transfer to the new DMF holder, a statement that the new holder has received a complete copy of the existing DMF, the effective date of the transfer, and a statement that all authorized parties have been notified.]
Sincerely,

[Signature of responsible official at the original DMF holder]
[Name of responsible official at the original DMF holder and that person’s:
Title

Company name (i.e., DMF holder)
Telephone number

Fax number

Email address]
