Agent Appointment Letter
Agent appointment letters for DMFs should not contain the word “authorize.” Instead, holders “appoint” agents.

For any change in the agent company’s name, address, or contact person, submit an administrative amendment to the DMF with a new agent appointment letter signed by the DMF holder. 
All agent appointment letters for DMFs should be on the DMF holder’s company letterhead and should be signed by the DMF 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 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: Agent Appointment
 

Dear DMF staff:

 

This letter serves to advise your office that we have appointed the following company/person as our agent for drug master file purposes:

Company name: [Enter the name of the company/person that is being appointed as the agent]
Address: [Enter the agent’s mailing address.]
Contact person’s name: [Enter the name of the agent’s contact person]
Title: [Enter the contact person’s title]
Telephone number: [Enter the contact person’s telephone number]
Fax number: [Enter the contact person’s fax number]
E-mail address: [Enter the contact person’s e-mail address]
 

[Enter the specific responsibilities of the agent regarding this DMF.]
 

Please disregard any previous appointments (where applicable).

 

Sincerely,

 

[Signature of responsible official]
[Name of responsible official]
[Responsible official’s title]
[Responsible official’s company (i.e., DMF holder)]
[Responsible official’s telephone number]
[Responsible official’s fax number]
[Responsible official’s email address]
