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 DEPARTMENT OF HEALTH AND HUMAN SERVICES Food and Drug Administration
AMENDMENT TO AN EXISTING   FOOD CONTACT NOTIFICATION  PRE-NOTIFICATION CONSULTATION  FOOD MASTER FILE
NOTIFICATION CONTROL ASSISTANT  
OFFICE OF FOOD ADDITIVE SAFETY HFS-275  
5001 CAMPUS DRIVE, COLLEGE PARK, MD 20740-3835.
Form Approved: OMB No. 0910-0495; Expiration Date: 03/31/2022 (See page 2 for OMB Statement)
If mailed, send this form and attachments to:
FDA USE ONLY
FCN/PNC/FMF NUMBER
DATE OF RECEIPT
See instructions for FORM 3480-A
3. To Amend:
 Food Contact Notification (FCN)
 Pre-notification Consultation (PNC)
 Food Master File (FMF)
 4a. This form and documents included with this submission transmitted via:
 FDA Electronic Secure Gateway (ESG)
 Courier/mail (electronic physical media)
 Courier/mail (paper documents)
  b.
If transmitted via courier/mail, describe format  (e.g., type of media)  and number of copies included:
1. Date of this submission  (yyyy/mm/dd)
2. 
 All included electronic files checked to be virus free.   (Check box to verify)
FCN/PNC/FMF Number (six digits, with leading zeros):  
Position
5a. Person Submitting This  FCN/PNC/FMF
Company (if applicable)
Mailing Address (number and street)
City
Telephone Number
Zip Code/Postal Code
E-Mail Address
State or Province
Fax Number
Country
Name of Contact Person
Position
Name of Contact Person
5b. Agent  or Attorney   or Authorized   Official  (if applicable)
Company (if applicable)
Mailing Address (number and street)
City
Telephone Number
Zip Code/Postal Code
E-Mail Address
State or Province
Fax Number
Country
Provide a brief description of the information you have provided, and state the purpose(s) of this amendment.
6. 
 This is in response to FDA’s letter/request dated 
8 – LIST OF ATTACHMENTS
List all documents included with this form below. Clearly identify each document with an appropriately descriptive file name  (or title for pa- per documents) . You should name electronic documents according to the File Naming Conventions  App. 12 . For electronic submissions,  select the Folder Location from the pull down menu. For paper submissions, write in the volume number and inclusive page numbers.
OMB Statement:  Public reporting burden for this collection of information is estimated to average 0.5 hour per response for amendments, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing this burden to: FDA PRA Staff Office of Operations, Food and Drug Administration email to PRAStaff@fda.hhs.gov. (Please do NOT return the form to this address). An agency may not conduct or sponsor, and a person is not required to respond to a collection of information unless it displays a currently valid OMB control number.
 
Attach-ment
Number
Attachment numbers will be generated as you insert file names
Attachment File Name (name for paper documents)
Folder Location (select from menu)
(Vol. No., page Nos. for paper submissions)
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Add Continuation Page
This is an Add Continuation Page BUTTON. If you have additional list of attachments for this submission, please press enter. This will add a new page for the List of Attachments. If not, press tab to continue.
PART VI – LIST OF ATTACHMENTS (Continued)
Date (mm/dd/yyyy)
Printed Name and Title
Signature of Authorized Official or Agent
The notifying party certifies that the information provided herein is accurate and complete to the best of his/her knowledge.
chemical substance described herein. Any knowing and willful misinterpretation is subject to criminal penalty pursuant to 18 U.S.C. 1001.
The accuracy of the statements you make in this submission should reflect your best prediction of the anticipated facts regarding the 
                                                                                      7. CERTIFICATION
List all documents included with this form below. Clearly identify each document with an appropriately descriptive file name  (or title for pa- per documents) . You should name electronic documents according to the File Naming Conventions  App. 12 . For electronic submissions,  select the Folder Location from the pull down menu. For paper submissions, write in the volume number and inclusive page numbers.
OMB Statement:  Public reporting burden for this collection of information is estimated to average XX hours per response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and  reviewing the collection of information. Send comments regarding this burden estimate or any other aspect of this collection of information,  including suggestions for reducing this burden to: Department of Health and Human Services, Food and Drug Administration, Office of  Chief  Information Officer , 1350 Piccard Drive, Room 400, Rockville, MD 20850 (Please do NOT return the form to this address.) 
An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it  displays a currently valid OMB control number.
Add Continuation Page
This is an Add Continuation Page BUTTON. If you have additional list of attachments for this submission, please press enter. This will add a new page for the List of Attachments. If not, press tab to continue.
8. LIST OF ATTACHMENTS (Continued)
Attach-ment
Number
Attachment numbers will be generated as you insert file names
Attachment File Name (name for paper documents)
Folder Location (select from menu)
(Vol. No., page Nos. for paper submissions)
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Version : 5.3
Date : 03/07/2011
Desc : Added subscript and Superscript details , all ken URL has been fixed. Started compressed barcode... 
FDA-3480 Form_01-06-2011_v1.1.pdf
05/02/2011
05/02/2011
Items 1,2, and 3 are from the initial FDA-3667 review, but also relevant for FDA-3480--------------------------------------------------------------------------------------------------------------------1. Added a gray background box behind the "FDA use only" (two fields).  Leave these fields open/editable at all times, even after the form has been signed. A warning pops up if user tries to enter data, however, data can still be entered.2. Add a drop-down to "Country" and "State".  Also allow for typing. If USA or Canada -  validate Phone and Fax Number format3. PART VIII - List of Attachments - Once the user has "Inserted" the file name, the "Attachment Number" shall automatically pre-populate.4. Add Attachment Picker to fields pointing to a list of attachments
1. File Attachments	- "Add Page" button unavailable until page is full	- "Add Page" button removed once page is added	- Combined Original Page and Continuation page	   into single page	- Added hidden table on Page15 to store the	  attachment information for all pages	- Removed data binding from Page15 and cont. 	   pages and bound to hidden table instead2. Connect Meeting 06/14/2012 3:30 PMa) Increase number of attachments for attachment picker from 72 to 120b) Attachment Page15: If a document name has been entered or selected ,the folder location is mandatoryc) Until the check box for the "..Other FDA Documents" fields is checked, the data entry field must be protectedd) If data has been entered in one of the "... Other FDA Documents" field and the user de-selects the checkbox afterwards, the data in the field needs to be initialized
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