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PART I - INTRODUCTORY INFORMATION ABOUT THE SUBMISSION
PART II - INFORMATION ABOUT THE PETITIONER
OR PERSON RESPONSIBLE FOR MASTER FILE
1.  Type of Submission (Complete a. or b. below)
2.
3a.
For New Submissions Only:
Enter the date of most recent presubmission consultation    
(if any) with FDA on the subject substance (yyyy/mm/dd):
b.  If Additional Information/Incoming Correspondence, check one of the following.
Enter the appropriate number applicable to this update or amendment.
a.  If New Submission, check one of the following.
3b.
For Amendments only: Is your amendment submitted in response to a communication from FDA? (Check one)
If yes, enter the date of 
communication (yyyy/mm/dd):
1b. Agent or Attorney (if applicable)
1a. Petitioner or Person Responsible for Master File
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2.  Submission Format (Check appropriate box(es))
4.  Does this submission incorporate any information in FDA's files by reference? (Check one)
6.  Have you designated information in your submission that you view as trade secret or as confidential commercial or financial 
information? (Check one)
7.  Have you attached a redacted copy of some or all of the submission? (Check one)
5.  The submission incorporates by reference information from a previous submission to FDA as indicated below. (Check all that apply)
PART III - GENERAL ADMINISTRATIVE INFORMATION
3.  For paper submissions only
PART IV.A - FOOD ADDITIVE PETITION ONLY
1.  Additive Type (Check one)
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PART IV.B - COLOR ADDITIVE PETITION ONLY
1.  Regulated products that would contain additive (Check applicable)
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PART V - IDENTITY
(Including all constituents)
Note: When entering information in the table below, abbreviate Primary as P, and Constituents as C. (Include residual monomers, residual solvents, impurities (including carcinogenic impurities), catalysts, etc.)
Chemical Type
CAS* Registry Number
Chemical Name
Link To Chemical Structure
Trade Name (If any)
* CAS = Chemical Abstracts Service
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This is an Add Continuation Page BUTTON. If you need to add more identity information for this submission, please press enter. This will add a new page for identity information. If not, press tab to continue to the next section.
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List your attached files or documents containing your petition or master file, forms, updates, or amendments and other pertinent information. Clearly identify the attachment with appropriate descriptive file names (or titles for paper documents), preferably as suggested in the guidance associated with this form. When submitting paper documents, enter the inclusive page numbers of each portion of the document below.
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for Paper Copy Only
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(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.
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                                          Name of Attachment
Page Number(s) for Paper Copy Only
Element Number/Folder Location
(see Part VI above)
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.
This Form Includes Barcode option as part of print button, Added superscript and subscript on chemical name,Title of submission ....

Removed Water mark and checked all the export,import and ds validation. 



added 508 compliant


Petition Form 3503 Version 5.9 includes Barcode and removed water mark and added 508 compliant
5.5
10.30.2010
10.30.2010
xfa[0].form[0].Form3503[0].SubForm1[0].FAP_Box[0]
xfa[0].form[0].Form3503[0].SubForm1[0].CAP_Box[0]
xfa[0].form[0].Form3503[0].SubForm1[0].FMF_Box[0]
xfa[0].form[0].Form3503[0].SubForm1[0].CMF_Box[0]
xfa[0].form[0].Form3503[0].SubForm1[0].Update_Box[0]
xfa[0].form[0].Form3503[0].SubForm1[0].Amendment_Box[0]
xfa[0].form[0].Form3503[0].SubForm1[0].EVerify_Box[0]
xfa[0].form[0].Form3503[0].SubForm2[0].ESub_Box[0]
xfa[0].form[0].Form3503[0].SubForm2[0].Paper_Box[0]
xfa[0].form[0].Form3503[0].SubForm2[0].PaperSign_Box[0]
xfa[0].form[0].Form3503[0].MainFormSF1[0].Subform_Sign[0].Name_Tile_Text[0]
xfa[0].form[0].Form3503[0].MainFormSF1[0].Subform_Sign[0].Date[0]

xfa[0].form[0].Form3503[0].MainFormSF1[0].Subform_Table[0].Table3[0].Row1[0].files[0].FileID[0]
xfa[0].form[0].Form3503[0].MainFormSF1[0].Subform_Table[0].Table3[0].Row1[1].files[0].FileID[0]
xfa[0].form[0].Form3503[0].MainFormSF1[0].Subform_Table[0].Table3[0].Row1[2].files[0].FileID[0]
xfa[0].form[0].Form3503[0].MainFormSF1[0].Subform_Table[0].Table3[0].Row1[3].files[0].FileID[0]
xfa[0].form[0].Form3503[0].MainFormSF1[0].Subform_Table[0].Table3[0].Row1[4].files[0].FileID[0]
xfa[0].form[0].Form3503[0].MainFormSF1[0].Subform_Table[0].Table3[0].Row1[5].files[0].FileID[0]
xfa[0].form[0].Form3503[0].MainFormSF1[0].Subform_Table[0].Table3[0].Row1[6].files[0].FileID[0]
xfa[0].form[0].Form3503[0].MainFormSF1[0].Subform_Table[0].Table3[0].Row1[7].files[0].FileID[0]
xfa[0].form[0].Form3503[0].MainFormSF1[0].Subform_Table[0].Table3[0].Row1[8].files[0].FileID[0]
	CurrentPage: 
	PageCount: 
	CurrentBcPage: 
	Click this button to save the pdf file or save as a new file.: 
	Click this button to save the export data.: 
	Click this button to load form data.: 
	Click this button to advance to the next page.: 
	Click this button to advance to a specific page.: 
	E-Mail Form: 
	Warning! This will remove all data from all fields within this pdf file.: 
	If this is a submission for a New Food Additive Petition (21 CFR 171.1), please check this box by pressing the space bar. : 
	If this is a submission for a New Color Additive Petition (21 CFR 71.1), please check this box by pressing the space bar.: 
	If this is a submission for a New Food Master File , please check this box by pressing the space bar.: 
	If this is a submission for a New Color Master file , please check this box by pressing the space bar.: 
	Administrative: Administrative Additional Information/Incoming Correspondence: If your submission contains Update files, please check box by pressing the space bar: 
	If this is Additional Information or an Incoming Correspondence Amendment to a prior submission, please check this box by pressing the space bar.: 
	If this is Additional Information or an Incoming Correspondence for FAP, please type the FAP number. : 
	If this is Additional Information or an Incoming Correspondence for FMF, please type the FMF number.: 
	If this is Additional Information or an Incoming Correspondence for CAP, please type the CAP number.: 
	If this is Additional Information or an Incoming Correspondence for CMF, please type the CMF number.: 
	Please confirm that you have verified all electronic files included in this submission have been checked and found to be virus free. Please check this box by pressing the space bar for your confirmation. : 
	For a new submission only, please enter the date of most recent presubmission consultation by typing the date in this area as YYYY/MM/DD or otherwise please leave blank. : 
	For an Amendment only: Is your amendment
submitted in response to a communication
from FDA? If yes, please check this box by pressing the space bar.: 
	For an Amendment only: Is your amendment
submitted in response to a communication
from FDA? If no, please check this box by pressing the space bar.: 
	For an amendment submitted in response to a communication
from FDA, please type the date in this area as YYYY/MM/DD. : 
	Please type the  name of the Petitioner or Person Responsible for the Master File : 
	Please type the position of the Petitioner or Person Responsible for the Master File.: 
	If applicable, please type the company name of the Petitioner or Person Responsible for the Master File.: 
	Please type the mailing address (number and street) of the Petitioner or Person Responsible for the Master File : 
	Please type the city of the Petitioner or Person Responsible for the Master File. : 
	Please type the State or Province of  the Petitioner or Person Responsible for the Master File: 
	Please type the Zip code or Postal Code of the Petitioner or Person Responsible for the Master File.: 
	Please type the country of the Petitioner or Person Responsible for the Master File. : 
	Please type the Telephone Number of the Petitioner or Person Responsible for the Master File.: 
	Please type the fax Number of the Petitioner or Person Responsible for the Master File : 
	Please type the E-Mail address of the Petitioner or Person Responsible for the Master File : 
	If applicable, please type the name of the Agent or Attorney for the Petitioner or Person Responsible for the Master File : 
	If applicable, please type the position of the Agent or Attorney for the Petitioner or Person Responsible for the Master File: 
	If applicable, please type the company of the Agent or Attorney for the Petitioner or Person Responsible for the Master File: 
	If applicable, please type the Mailing Address (number and street)
 of the Agent or Attorney for the Petitioner or Person Responsible for the Master File: 
	If applicable, please type the city of the Agent or Attorney for the Petitioner or Person Responsible for the Master File: 
	If applicable, please type the State or Province of the Agent or Attorney for the Petitioner or Person Responsible for the Master File: 
	If applicable, please type the zip code or postal code
 of the Agent or Attorney for the Petitioner or Person Responsible for the Master File: 
	If applicable, please type the country of the Agent or Attorney for the Petitioner or Person Responsible for the Master File: 
	If applicable, please type the Telephone Number of the Agent or Attorney for the Petitioner or Person Responsible for the Master File .: 
	If applicable, please type the Fax Number of the Agent or Attorney for the Petitioner or Person Responsible for the Master File .: 
	If applicable, please type the E-Mail Address of the Agent or Attorney for the Petitioner or Person Responsible for the Master File: 
	SUBMISSION_TYPE: 
	SUB_METHOD: 
	DOC_TYPE: 
	PROCESS: 
	Version: 
	Button20: 
	F D A Use only. FDA employee: Please type submission number.: 
	F D A Use only. FDA employee: Please type Date of Receipt: 
	Ref_FDANumber: 
	Please select the country of the authorized official for the person submitting the notice.: 
	Please select the state or province of the authorized official for the person submitting the notice.: 
	Please select the state or province of the authorized official for the person submitting the notice.: 
	Please select the country of the authorized official for the person submitting the notice.: 
	Please select the state or province of the authorized official for the person submitting the notice.: 
	Please select the state or province of the authorized official for the person submitting the notice.: 
	Please type the Title of Submission.: 
	If your Submission is sent through the Electronic Submission Gateway, please check this box by pressing the space bar.: 
	If your Submission Format is paper, please check this box by pressing the space bar.: 
	If your Submission Format includes Electronic files on physical media with a paper signature page, please check this box by pressing the space bar.: 
	If your Submission is sent on physical media, please type the number and type of physical media: 
	If your submission is on paper, please type the Number of volumes.: 
	If your submission is on paper, please type the Total number of pages.: 
	If this submission incorporates any information in FDA's files by reference, please check this box by pressing the space bar.: 
	If this submission does not incorporate any information in FDA's files by reference, please check this box by pressing the space bar.: 
	If this submission incorporates any information in FDA's files by reference for a Food Additive Petition, please check this box by pressing the space bar.: 
	Please type the Food Additive Petition number (FAP) if this submission incorporates any information in FDA's Food Additive Petition by reference.: 
	If this submission incorporates any information in FDA's files by reference for a Food Master File, please check this box by pressing the space bar.: 
	Please type the Food Master File number (FMF) if this submission incorporates any information in FDA's Food Master File by reference.: 
	If this submission incorporates any information in FDA's files by reference for a Color Additive Petition, please check this box by pressing the space bar.: 
	Please type the Color Additive Petition Number (CAP) if this submission incorporates any information in FDA's Color Additive Petition by reference.: 
	If this submission incorporates any information in FDA's files by reference for a Color Master File, please check this box by pressing the space bar.: 
	Please type the Color Master File number (CMF)  if this submission incorporates any information in FDA's Color Master File by reference.: 
	If this submission incorporates any information in FDA's files by reference for a GRAS Notice, please check this box by pressing the space bar.
: 
	Please type the GRAS Notice number (GRN) if this submission incorporates any information in FDA's GRAS Notice by reference.: 
	If this submission incorporates any information in FDA's files by reference for a GRAS Affirmation Petition, please check this box by pressing the space bar.: 
	Please type the GRP number if this submission incorporates any information in FDA's GRAS Affirmation Petition by reference: 
	Please type the GRAS Affirmation Petition number (GRP) if this submission incorporates any information in FDA's GRAS Affirmation Petition by reference.: 
	If you have other or additional information incorporated by reference from a previous submission to FDA, please check this box by pressing the space bar.: 
	If you have other or additional information incorporated by reference from a previous submission to FDA, please type the submission type and number.: 
	If you have designated information in your submission that you view as trade secret or as confidential commercial or financial information and have attached designation of confidential information, please check this box by pressing the space bar.: 
	If you have designated information in your submission that you view as trade secret or as confidential commercial or financial information and the designated at the place, where it occurs in the submission, please check this box by pressing the space bar.: 
	If you have not designated information in your submission that you view as trade secret or as confidential commercial or financial, please check this box by pressing the space bar.: 
	If you have attached the redacted copy of the complete submission, please check this box by pressing the space bar. : 
	If you have attached the redacted copy of part(s) of the submission, please check this box by pressing the space bar. : 
	If you have not attached the redacted copy of part(s) of the submission, please check this box by pressing the space bar: 
	For food additive petitions only: If this submission is for a direct additive, please check this box by pressing the space bar : 
	For food additive petitions only: If this submission is for a secondary direct additive, please check this box by pressing the space bar: 
	For food additive petitions only: If this submission is for an indirect additive, please check this box by pressing the space bar: 
	For food additive petitions only: If this submission is for  a source of radiation, please check this box by pressing the space bar: 
	For food additive only: If the intended use of the additive include any use in meat, meat food product, or poultry product, please check this box by pressing the space bar: 
	For food additive only: If the intended use of the additive does not include any use in meat, meat food product, or poultry product, please check this box by pressing the space bar : 
	Please type the name of the food additive and its proposed use pursuant to section 409(b)(1) of the Federal Food, Drug, and Cosmetic Act : 
	For color additive petitions only: If this submission is for regulated products that would contain a color additive in Food including meat, meat food product or poultry product, please check this box by pressing the space bar : 
	For color additive petitions only: If this submission is for regulated products that would contain a color additive in Food excluding meat, meat food product or poultry product, please check this box by pressing the space bar: 
	For color additive petitions only: If this submission is for regulated products that would contain a color additive in Food contact material, please check this box by pressing the space bar: 
	For color additive petitions only: If this submission is for regulated products that would contain a color additive in cosmetics, please check this box by pressing the space bar: 
	For color additive petitions only: If this submission is for regulated products that would contain a color additive in drugs, please check this box by pressing the space bar: 
	For color additive petitions only: If this submission is for regulated products that would contain a color additive in medical devices, please check this box by pressing the space bar: 
	For color additive petitions only: If this submission is for new listing for color additive for use in food ($3,000), please check this box by pressing the space bar: 
	For color additive petitions only: If this submission is for New listing for color additive for use in cosmetics, drugs, or medical devices ($2,600) please check this box by pressing the space bar: 
	For color additive petitions only: If this submission is for Amendment for color additive for use in food ($1,800), please check this box by pressing the space bar: 
	For color additive petitions only: If this submission is for Amendment for color additive for use in cosmetics, drugs, or medical devices ($1,600), please check this box by pressing the space bar: 
	For color additive Petitions only: Please type the name of the color additive that you are requesting for listing by the commissioner pursuant to section 721(b)(1) of the Federal Food, Drug, and Cosmetic Act : 
	For color additive Petitions only: Please type the name of the regulated products in or on which the color additive is suitable and safe for use.: 
	For color additive Petitions only: Please type the conditions to which the regulated products are subject: 
	You are now starting the new page.: 
	Intended_1: 
	Intended_2: 
	Intended_3: 
	Intended_4: 
	Intended_5: 
	Intended_6: 
	For food or color master files only, please type the Reason for the submission.: 
	For food master file or color master Files  only, please type the applicable or other information not addressed or listed on this form.: 
	For Identity: Please type the chemical type.: 
	For Identity: Please type the Chemical Abstracts Service Registry Number.: 
	For Identity: Please type the chemical name.: 
	For Identity: Please type the file name that contains the chemical structure: 
	FileID: 
	TextField181: 
	For Identity: Select to validate the provided link to chemical structure provided. : 
	For Identity: Please type the trade name. : 
	This is an Add Continuation Page BUTTON. If you need to add more identity information for this submission, please press enter. This will add a new page for identity information. If not, press tab to continue to the next section.: 
	CHEMICAL_FN: 
	contPageCount: 
	stopShowWarning: 
	Other Elements in Your Submission: Administrative: 
	Administrative: If your submission contains Designation of Nondisclosable Information files, please check box by pressing the space bar: 
	Administrative: If your submission contains Redacted Document files, please check box by pressing the space bar: 
	Administrative: Administrative Additional Information/Incoming Correspondence : 
	Administrative: Administrative Additional Information/Incoming Correspondence: If your submission contains Amendment files, please check box by pressing the space bar : 
	Other Elements in Your Submission: Administrative Technical: 
	Administrative Technical: If your submission contains Proposed Regulation files, please check box by pressing the space bar: 
	Administrative Technical: If your submission contains Proposed Tolerance files, please check box by pressing the space bar: 
	Administrative Technical: If your submission contains Exempt from Certification (Color additive only) files, please check box by pressing the space bar : 
	Other Elements in Your Submission: Chemistry: 
	Chemistry: If your submission contains identity files, please check box by pressing the space bar: 
	Chemistry: If your submission contains Use and Technical Effect files, please check box by pressing the space bar: 
	Chemistry: If your submission contains Labeling files, please check box by pressing the space bar: 
	Chemistry: If your submission contains Manufacturing Method files, please check box by pressing the space bar: 
	Chemistry: If your submission contains Residues files, please check box by pressing the space bar: 
	Chemistry: If your submission contains Specifications files, please check box by pressing the space bar: 
	Chemistry: If your submission contains Exposure Estimates files, please check box by pressing the space bar: 
	Chemistry: Studies : 
	Chemistry: Studies: If your submission contains Stability files, please check box by pressing the space bar: 
	Chemistry: Studies: If your submission contains Intended Effect files, please check box by pressing the space bar.: 
	Chemistry: Studies: If your submission contains Migration files, please check box by pressing the space bar: 
	Chemistry: Studies: If your submission contains Other Studies, please check box by pressing the space bar: 
	Chemistry: Methods: If your submission contains Methods files, please check box by pressing the space bar: 
	Chemistry: References: 
	Chemistry: References: If your submission contains Literature Publications files, please check box by pressing the space bar: 
	Chemistry: References: If your submission contains Other (including unpublished, etc.) files, please check box by pressing the space bar: 
	Other Elements in Your Submission: Safety: 
	Safety: If your submission contains Toxicology Narrative files, please check box by pressing the space bar: 
	Safety: Studies: 
	Safety: Studies: If your submission contains Genetic Toxicity test files, please check box by pressing the space bar: 
	Safety: Studies: If your submission contains Short Term Toxicity Studies Rodents files, please check box by pressing the space bar: 
	Safety: Studies: If your submission contains Short Term Toxicity Studies Non-Rodents files, please check box by pressing the space bar : 
	Safety: Studies: If your submission contains Subchronic Toxicity Studies Rodents files, please check box by pressing the space bar : 
	Safety: Studies: If your submission contains Short Term Toxicity Studies Non-Rodents files, please check box by pressing the space bar : 
	Safety: Studies: If your submission contains One-Year Toxicity Studies Non-Rodents files, please check box by pressing the space bar: 
	Safety: Studies: If your submission contains Chronic Toxicity Studies Rodents Studies, please check box by pressing the space bar: 
	Safety: Studies: If your submission contains Carcinogenicity Studies Rodents files, please check box by pressing the space bar: 
	Safety: Studies: If your submission contains Combined Chronic Toxicity/
Carcinogenicity Studies Rodents files, please check box by pressing the space bar: 
	Safety: Studies: If your submission contains In Utero Exposure Phase for Addition to Carcinogenicity Studies Rodents files, please check box by pressing the space bar: 
	Safety: Studies: If your submission contains Reproduction Studies, please check box by pressing the space bar: 
	Safety: Studies: If your submission contains Developmental Toxicity Studies, please check box by pressing the space bar: 
	Safety: Studies: If your submission contains Immunotoxicity Studies, please check box by pressing the space bar: 
	Safety: Studies: If your submission contains Metabolism and Pharmacokinetic Studies, please check box by pressing the space bar: 
	Safety: Studies: If your submission contains Neurotoxicity Studies, please check box by pressing the space bar: 
	Safety: Studies: If your submission contains Human Studies, please check box by pressing the space bar: 
	Safety: Studies: If your submission contains Dermal Studies, please check box by pressing the space bar: 
	Safety: Studies: If your submission contains Ocular Studies, please check box by pressing the space bar: 
	Safety: Studies: If your submission contains Other Studies, please check box by pressing the space bar : 
	Safety: References: 
	Safety: References: If your submission contains Literature Publications, please check box by pressing the space bar: 
	Safety: References: If your submission contains Other files (including unpublished, etc.), please check box by pressing the space bar: 
	Other Elements in Your Submission: Environmental : 
	Environmental: Environmental Assessment: If your submission contains an Environmental Assessment, please check box by pressing the space bar: 
	Environmental: Claim of Categorical Exclusion: If your submission contains a Claim of Categorical Exclusion, please check box by pressing the space bar: 
	Environmental: Confidential Environmental Information: If your submission contains Confidential Environmental Information, please check box by pressing the space bar: 
	Environmental: Studies: If your submission contains Studies, please check box by pressing the space bar: 
	Environmental: References: If your submission contains References, please check box by pressing the space bar: 
	Other Elements in Your Submission: If your submission contains Other (Information in original submission that does not fall under any of the above subfolders), please check box by pressing the space bar: 
	HELP_TEXT: 
	HELP_TEXT1: 
	HELP_TEXT2: 
	HELP_TEXT3: 
	HELP_TEXT4: 
	HELP_TEXT5: 
	HELP_TEXT6: 
	HELP_TEXT7: 
	HELP_TEXT8: 
	HELP_TEXT9: 
	You are now starting the new page.: 
	Please provide electronic signature of responsible official, Agent or Attorney. : 
	Please type the name and title of the responsible official, Agent or Attorney: 
	Please type the date of signature as MM/DD/YYYY.: 
	List of Attachments: Name of Attachment: 
	List of Attachments: Element Number/Folder Location: Please type the name of the folder location of the files that you are attaching.: 
	Please type the exact name of the file that you are attaching: 
	To clear the name of the file you typed, please press and hold shift and tab keys together, then press enter: 
	hiddenDir: 
	If applicable, for paper submissions only, please type the number of pages in your document  : 
	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.: 
	To clear the name of the file you typed, please press and hold shift and tab keys together, then press enter: 
	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.: 
	PaperFormsBarcode1: 



