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Acronyms

www.fda.gov

DMF – Drug Master File

ESG – Electronic Submission Gateway

eCTD – Electronic Common Technical Document

LoA – Letter of Authorization

REMS – Risk Evaluation and Mitigation Strategy
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Definitions

www.fda.gov

Type II DMF: DMF related to Drug Substance, Drug 
Substance Intermediate, and Materials 
Used in Their Preparation, or Drug Product

Type III DMF: DMF related to Packaging Material

Type IV DMF: DMF related to Excipient, Colorant, Flavor, 
Essence, or Material Used in Their 
Preparation

Type V DMF: DMF related to FDA-Accepted Reference 
Information (includes REMS)
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Responsible Official

www.fda.gov

The Responsible Official is an 
employee at a company who has 
signatory authority to sign company 
documents.
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Purpose of DMF Form 3938

Provide a standardized fillable 
electronic form for Drug Master 
File (DMF) submissions

Allow for automated pull of 
DMF information into FDA 
databases

Capture relevant DMF 
submission information 
submitted using the electronic 
Common Technical Document 
(eCTD) format. 

www.fda.gov
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When Should Form 3938 
be Used?

• Form 3938 should accompany 
all DMF submissions submitted 
in eCTD format. 

• Note: Type III DMF is exempt 
from the eCTD requirement. It 
can be submitted in eCTD or 
non-eCTD format through ESG. 
It can also be submitted in      
non-eCTD through CDER 
NextGen Portal.
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Who Should Use 
Form 3938?

• The DMF Holder

• The U.S. Agent

• A 3rd Party Contractor 

www.fda.gov
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When will the form be available for 
use?

The form is currently in the 
approval process at FDA and 
Office of Management and 
Budget (OMB)

We hope to have the form 
available for general use with 
DMF submissions sometime in 
2021

Please stay tuned!

www.fda.gov
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WALK-THROUGH OF 
FORM 3938 WITH 

MOCK DATA

www.fda.gov
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DMF Information
Fields 1 to 4
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DMF Information 
Field 5
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DMF Information 
Field 6
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DMF Information 
Field 7 (Scenario 1 & 2)

Scenario 1

Scenario 2
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DMF Information 
Fields 8 (Scenario 1)
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DMF Information 
Fields 8 (Scenario 2)
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DMF Information 
Fields 8 (Scenario 3)
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DMF Information 
Fields 8 (Scenario 4)
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DMF Information 
Field 9
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DMF Information 
Field 10
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DMF Information 
Certification & Fields 11 to 15
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DMF Information 
Fields 16 & 17

Example of Pop-Up Window 
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DMF Information 
End of FDA DMF Form 3938
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FAQs – Form 3938

www.fda.gov

Question Can a contracted company sign DMF Form 
3938?

Answer No. A third party (contracted company) 
cannot sign DMF Form 3938. 
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FAQs – Form 3938

www.fda.gov

Question Can a DMF Agent sign DMF Form 3938?
Answer Yes, either the Responsible Official at the 

DMF Holder company or the Appointed DMF 
Agent can sign DMF Form 3938. 



26

FAQs – Form 3938

www.fda.gov

Question When another employee signs on behalf of 
the Responsible Official with a digital 
signature, does the Responsible Official’s 
name still need to be identified on the signed 
form?

Answer It is acceptable for another employee to sign 
on behalf a company’s Responsible Official 
as long as the signed form reflects the 
Responsible Official’s name in Field 11. 
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FAQs – Form 3938

www.fda.gov

Question Should a FAX number be entered on Form 
3938 for each relevant section? 

Answer A FAX number should be entered on Form 
3938 if available. If no FAX number is 
available then enter “not available” in the 
appropriate field of DMF Form 3938.
If either a FAX number or “not
available” is not inserted in the
relevant section you will 
receive an error message.
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FAQs – Form 3938

www.fda.gov

Question Must a pre-assigned DMF number be
obtained in advance of submitting an original 
DMF in eCTD format?

Answer Yes. For more information see Requesting a 
Pre-Assigned DMF Number at: 

https://www.fda.gov/drugs/electronic-regulatory-
submission-and-review/requesting-pre-assigned-
application-number

https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/requesting-pre-assigned-application-number
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FAQs – Form 3938

www.fda.gov

Question Must a DMF holder contact FDA before 
applying for a pre-assigned DMF number for
a Type V DMF? 

Answer For Sterile Processing Facilities the DMF holder 
need not submit a letter of intent but should specify in the 
pre-assigned DMF number request and in the original 
submission’s Cover Letter that the DMF is for a Sterile
Processing Facility.

For all other Type V submissions, the DMF holder must 
first submit a letter of intent to the Agency. The Agency 
will then contact the DMF Holder to discuss the proposed 
submission. 
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FAQs – Form 3938

www.fda.gov

Question What should be included in a letter of intent 
for a Type V DMF? 

Answer DMF holders should send their requests to 
dmfquestion@fda.hhs.gov with the following 
information:

• An explanation of the necessity for filing the information in a 
Type V DMF

• If REMS, indicate the request is for a REMS DMF 
• The proposed Subject (Title) of the DMF
• The rationale for not submitting the information in an application
• The clinical division that will be reviewing the information, if 

applicable

mailto:dmfquestion@fda.hhs.gov


31

FAQs – Form 3938

www.fda.gov

Question How are FEI numbers obtained for facilities that 
do not have an FEI number?

Answer FEI numbers can be obtained by sending a 
request to;   
FDAGDUFAFEIRequest@fda.hhs.gov

mailto:FDAGDUFAFEIRequest@fda.hhs.gov
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FAQs – Form 3938

www.fda.gov

Question Must I obtain a pre-assigned DMF number 
when I convert a paper DMF to eCTD 
Format? 

Answer No. There is no need to request a new DMF 
number when converting from paper to 
eCTD. You should continue to use the same 
DMF number
Note: If the existing DMF number is not 6 digits, 
prepend the number “0” to make it 6 digits               
(e.g. 001234)



33

FAQs – Form 3938

www.fda.gov

Question Can a DMF be held by multiple entities? 
Answer No. Only one person/entity can be the holder 

of a DMF. 
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FAQs – Form 3938

www.fda.gov

Question How does the Agency define the DMF 
Holder?

Answer The DMF Holder is a person who owns a 
DMF. According to section 201(e) of the 
Federal Food, Drug, and Cosmetic Act, 
the term ‘person’’ includes individual, 
partnership, corporation, 
and association.
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FAQs – Form 3938

www.fda.gov

Question Is a DMF Holder required to appoint a 
U.S. Agent?

Answer Although there is no regulation that 
requires DMF Holders to appoint an 
Agent, the Agency strongly 
recommends appointment of a U.S. 
Agent for companies outside of the 
U.S. 
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FAQs – Form 3938

www.fda.gov

Question Should DMF holder be the manufacturer of 
the Subject of the DMF?

Answer If the DMF holder is not the manufacturer, 
the DMF holder should include a signed 
statement in their original submission that the 
DMF holder assumes full responsibility for 
the manufacturing of the Subject of the DMF. 
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FAQs – Form 3938

www.fda.gov

Question If the person identified as the 
Establishment Contact for a facility 
changes, is it necessary to submit a 
Form 3938 with a revised 
Establishment Contact? 

Answer Yes. An amendment should be 
submitted to the DMF notifying the 
Agency of any changes to previously 
submitted information. 
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FAQs – Form 3938

www.fda.gov

Question What should I enter if I do not yet have 
an FEI number or a DUNS number? 

Answer The form does require an entry in 
these fields to avoid an error.  If an 
FEI/DUNS is not available just enter 
“9999999999” (10 digits) in an FEI 
field or “999999999” (9 digits) in a 
DUNS field.  This will allow the form to 
be finalized.
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FAQs – Form 3938

www.fda.gov

Question Should I still provide a cover letter with 
my submissions? 

Answer For many simple or administrative 
submissions such as an Annual 
Report or an LoA the form may take 
the place of the cover letter.  For more 
complicated or technical submissions 
the cover letter and/or summary of 
changes should still be provided as an 
aid to the review staff.
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FAQs – Form 3938

www.fda.gov

Question I am removing a facility in this 
amendment, should I include it in the 
form? 

Answer No.  The form should list only the 
current facilities associated with the 
DMF.  Note the facility being removed 
in the cover letter, Summary of 
Changes, and 3.2.S.2.1. 
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Resources

www.fda.gov

DMF Website:
https://www.fda.gov/drugs/forms-submission-
requirements/drug-master-files-dmfs

Pre-assigned DMF Number Request:
https://www.fda.gov/drugs/electronic-regulatory-submission-
and-review/requesting-pre-assigned-application-number

eCTD Website:
https://www.fda.gov/drugs/electronic-regulatory-submission-
and-review/electronic-common-technical-document-ectd

DMF Questions:
dmfquestion@fda.hhs.gov

https://www.fda.gov/drugs/forms-submission-requirements/drug-master-files-dmfs
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/requesting-pre-assigned-application-number
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/electronic-common-technical-document-ectd
mailto:dmfquestion@fda.hhs.gov


42

Completed Form (Page 1)
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Completed Form (Page 2)
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Completed Form (Page 3)
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