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GENERALLY RECOGNIZED AS SAFE  (GRAS)  NOTICE
 DEPARTMENT OF HEALTH AND HUMAN SERVICES Food and Drug Administration
FDA USE ONLY
Transmit completed form and attachments electronically via the Electronic Submission Gateway (see Instructions); OR Transmit completed form and attachments in paper format or on physical media to: Office of Food Additive Safety (HFS-200), Center for 
Food Safety and Applied Nutrition, Food and Drug Administration, 5100 Paint Branch Pkwy., College Park, MD 20740-3835.
                                         PART I – INTRODUCTORY INFORMATION ABOUT THE SUBMISSION
1. Type of Submission
 (Check one)
2. 
Most recent presubmission meeting (if any) with FDA on the subject substance (yyyy/mm/dd):
For New Submissions Only: 
3a.
If yes, enter the date of  communication  (yyyy/mm/dd):
(Check one)
For Amendments or Supplements: Is your  amendment or supplement submitted in response to a communication from FDA? 
3b.
PART II – INFORMATION ABOUT THE NOTIFIER
1a. Notifier
(if applicable)
or Attorney 
1b. Agent 
                                                       PART III – GENERAL ADMINISTRATIVE INFORMATION
If applicable give number and type of physical media 
Total number of pages 
Number of volumes 
3. For paper submissions only: 
(Check appropriate box(es))
2. Submission Format: 
(Proceed to Item 5)
(Proceed to Item 6)
 (Check one)
4. Does this submission incorporate any information in FDA’s files by reference?
 e) Other or Additional  (describe or enter information as above)
 d) Food Master File No. FMF
 c) Food Additive Petition No. FAP
 b) GRAS Affirmation Petition No. GRP
 a) GRAS Notice No. GRN
5. The submission incorporates by reference information from a previous submission to FDA as indicated below  (Check all that apply)
 Experience based on common use in food (21 CFR 170.30(c))
 Scientific Procedures (21 CFR 170.30(b))
6. Statutory basis for determination of GRAS status 
(Proceed to Part IV)
(Proceed to Item 8)
or as confidential commercial or financial information?
7. Does the submission (including information that you are incorporating by reference) contain information that you view as trade secret 
 No
 Yes, a redacted copy of part(s) of the submission
 Yes, a redacted copy of the complete submission
9. Have you attached a redacted copy of some or all of the submission? (Check one)
                                                                              PART IV – INTENDED USE
stance would be an ingredient in infant formula, identify infants as a special population).
(e.g., when a sub-
foods, the purpose for which the substance will be used, and any special population that will consume the substance 
1. Describe the intended use of the notified substance including the foods in which the substance will be used, the levels of use in such 
(Check one) 
2. Does the intended use of the notified substance include any use in meat, meat food product, poultry product, or egg product?
 (Check one)
8. Have you designated information in your submission that you view as trade secret or as confidential commercial or financial information
(Check all that apply)
 Yes, see attached Designation of Confidential Information
 Yes, information is designated at the place where it occurs in the submission
 No
                                                                                       PART V – IDENTITY
1. Information about the Identity of the Substance
Name of Substance
Registry 
Used
(CAS, EC) 
Registry No.
Biological Source (if applicable)
Substance Category
 (FOR FDA USE ONLY)
2 
1
1
Include chemical name or common name. Put synonyms (whether chemical name, other scientific name, or common name) for each respective 
item ( - ) in Item 3 of Part V (synonyms)
2 
Registry used e.g., CAS (Chemical Abstracts Service) and EC (Refers to Enzyme Commission of the International Union of Biochemistry (IUB), now carried out by the Nomenclature Committee of the International Union of Biochemistry and Molecular Biology (IUBMB))
2. Description
Provide additional information to identify the notified substance(s), which may include chemical formula(s), empirical formula(s), structural
formula(s), quantitative composition, characteristic properties (such as molecular weight(s)), and general composition of the substance. For
substances from biological sources, you should include scientific information sufficient to identify the source (e.g., genus, species, variety,
strain, part of a plant source (such as roots or leaves), and organ or tissue of an animal source), and include any known toxicants that
could be in the source.
Provide as available or relevant:
3. Synonyms
                                                                                       PART V – IDENTITY (Continued)
Add Continuation Page
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.
(check list to help ensure your submission is complete – check all that apply)
PART VI – OTHER ELEMENTS IN YOUR GRAS NOTICE 
Did you include this other information in the list of attachments?
Did you include any other information that you want FDA to consider in evaluating your GRAS notice?
Other Information
 Bibliography
 Comprehensive discussion of the basis for the determination of GRAS status
Information about any self-limiting levels of use (which may include a statement that the intended use of the notified substance is 
not-self-limiting)
 Information about dietary exposure
 Specifications for food-grade material
 Method of Manufacture
 Any additional information about identity not covered in Part V of this form
Use in food before 1958 (which may include a statement that there is no information about use of the notified substance in food 
prior to 1958)
                                                                                  PART VII – SIGNATURE
Federal Food, Drug, and Cosmetic Act because the intended use(s) is (are) generally recognized as safe.
described on this form, as discussed in the attached notice, is (are) exempt from the premarket approval requirements of section 409 of the 
(name of notified substance) 
has concluded that the intended use(s) of
(name of notifier)
1. The undersigned is informing FDA that  
   (GRAS Affirmation Petition No.)
 The complete record that supports the determination of GRAS status is available to FDA in the submitted notice and in GRP No. 
OR
  agrees to send these data and information to FDA if FDA asks to do so.
                        (name of notifier)
       (address of notifier or other location)
 customary business hours at the following location if FDA asks to do so. 
  agrees to allow FDA to review and copy these data and information during
                        (name of notifier)
  agrees to make the data and information that are the basis for the 
    determination of GRAS status available to FDA if FDA asks to see them. 
                        (name of notifier)
2.    
PART VIII – LIST OF ATTACHMENTS 
OMB Statement: 
Public reporting burden for this collection of information is estimated to average 150 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.
List your attached files or documents containing your submission, forms, amendments or supplements, 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. Number your attachments consecutively. When submitting paper documents, enter the inclusive page 
numbers of each portion of the document below.
Attachment Number
Attachment numbers will be generated as you insert file names
Attachment Name
Folder Location (select from menu)
(Page Number(s) for paper Copy Only)
Add Continuation Page
This is an add Continuation Page BUTTON: If you have additional list of attachments, please press enter. This will add a new page for the List of Attachments. If not, press tab to continue. 
PART VIII – LIST OF ATTACHMENTS  (continued)
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Please type the name of the substance; include the chemical name or common name.  Put synonyms (whether chemical name, other scientific name, or common name) for the respective item (1) in the synonyms section below.
Please type the name of the substance; include the chemical name or common name.  Put synonyms (whether chemical name, other scientific name, or common name) for the respective item (2) in the synonyms section below.
Please type the name of the substance; include the chemical name or common name.  Put synonyms (whether chemical name, other scientific name, or common name) for the respective item (3) in the synonyms section below.
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