AGENT (COMPANY) APPOINTMENT LETTER

An Agent Appointment Letter" should not contain the word "authorize." The holder should "appoint" an agent.

Any change in the name of the individual who should be contacted regarding DMF issues should be submitted as a separate Administrative Amendment  (Administrative/Change in Contact at Agent).

All US AGENT (COMPANY) APPOINTMENT LETTERS must be on the holder’s company letterhead
Information to be filled in is in italics
Date:  Enter the date of this Submission

DMF#:  Enter the DMF number

Holder: Enter the Name of Holder 
 

Subject (Title): Enter the Subject (Title)  of the DMF as it appears on the DMF Web site. http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/DrugMasterFilesDMFs/default.htm 

Submission Information: General Information/Administrative/Agent Appointment
 

Dear DMF Staff:

 

This letter will serve to advise your office that we have appointed the following company as our U.S. Agent for Drug Master File purposes:

Company NAME:  Enter the name of the company that is being appointed as the Agent.
Contact person’s Name:  Enter the name of the contact person at the Agent
Title:  Enter the title of the Contact Person
Telephone number: Enter the telephone number of the Contact Person
Address: Enter the mailing address of the Contact Person
Fax number: Enter the fax number of the Contact Person
E-mail address: Enter the e-mail address of the Contact Person
 

Enter the specific responsibilities of the Agent.
 

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. Holder
Responsible Official’s Telephone number

Responsible Official’s Fax number
Responsible Official’s e-mail address

