TRANSMITTAL (COVER) LETTER ORIGINAL DMF
Notes are in bold font.  Information to be filled in is in italics
Date:  Enter the date of the Original Submission
 

Holder: Enter the Name of Holder
 

Manufacturer Name (if different from holder name): Enter the Name of Manufacturer *
 

Subject (Title): Enter MATERIAL*** 
DMF Type:  Enter the requested DMF Type (II, III, IV, V)
Submission Type: Original submission

Dear DMF Staff:

Information regarding submission. 

 

 

Sincerely,

 

Signature

Signature of Responsible Official
Enter

Name of Responsible Official

Responsible Official’s Title

Responsible Official’s Company i.e. Holder or Agent ****
Responsible Official’s Telephone number

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

*If a manufacturer (Company A) of a MATERIAL wishes to have the DMF submitted by another company (Company B) and Company B wishes to act as the holder, the title of the DMF which will appear on the list of DMFs will be:

For Type II DMFs:  “MATERIAL manufactured in LOCATION OF COMPANY A for COMPANY B.”
For Type III and IV DMFs:  “MATERIAL manufactured for COMPANY B.”
**
For Type II DMFs, if there is more than one manufacturing site, list all sites.

For Type V DMFs for sterile or biotech manufacturing sites, list all the processing 
sites.  For other e.g. clinical or nonclinical studies, list the location of the holder.
If a holder wishes to use a code name for the material this should be specified in the cover letter.

***  For Type III or IV DMFs that are being submitted for a number of different items of the same type e.g. different HPDE bottles can be submitted with a general subject, e.g. “Plastic HDPE Bottles for Pharmaceutical Use”

****  If the DMF is being submitted by an agent on behalf of the holder there must be an Agent Appointment Letter signed by the holder included in the Submission and the agent must be listed in the Administrative section of the DMF.
