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Department of Health and Human Services
Food and Drug Administration
 75 DAY PRE MARKET 
 NEW DIETARY INGREDIENT (NDI)
NOTIFICATION
 
 
FDA USE ONLY
Transmit completed form and attachments in paper format or on physical media to: Office of Nutrition Labeling and Dietary Supplements (HFS-810), 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 NOTIFICATION
PART II - CONTACT INFORMATION
pursuant to 21 U.S.C. 350b(a)(2) (section 413 of the Federal Food, Drug and Cosmetic Act)
1.  Type of Notification (Complete a. or b. below)
2.
3a.
For New Notifications only:
b.  If Additional Information/Incoming Correspondence, check one of the following.
Enter the appropriate number(s) applicable to this update or amendment.
Version : 2.1
3b.
For Amendments only: Is your amendment submitted in response to a communication from FDA? (Check one)
1b. Other Contact(s)
FORM FDA XXXX ( MM/YY)
Page 1 of 6
1a.  Responsible Person:
  
Enter the date of most recent prenotification consultation    
(if any) with FDA on the subject substance (yyyy/mm/dd):
If Yes, enter the date of 
communication (yyyy/mm/dd):
1b. Other Contact(s)
PART II - CONTACT INFORMATION (Continued)
pursuant to 21 U.S.C. 350b(a)(2) (section 413 of the Federal Food, Drug and Cosmetic Act)
1b. Other Contact(s)
1b. Other Contact(s)
1b. Other Contact(s)
FORM FDA XXXX ( MM/YY)
Page 1 (Continued)
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FORM FDA XXXX ( MM/YY)
 2.  Notification Format (Check appropriate box(es)
 6.  Have you designated information in your notification 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 notification? (Check one)
 5.  Previous notification(s). (Check all that apply)
PART III - GENERAL ADMINISTRATIVE INFORMATION
3.  For paper notifications only
PART IV.A - NEW DIETARY INGREDIENT NAME(S)
New Dietary Ingredient Type (Check all that apply) - 201(ff)(1)(A-F)
 1. Title of Notification/Name of New Dietary Ingredient(s)
 8.  Are all citations to published information accompanied by reprints 
or full photostatic copies of the publication? (Check one)
 9.  Are published materials all in Engish or a complete and accurate translation provided? (Check one)
10. Have you described the dietary supplement that contains the new dietary ingredient? (Check one)
Serving Form (Check all that apply):   
,
,
,
,
FDA use only
PART IV.A - NEW DIETARY INGREDIENT NAME(S) (Continued)
FORM FDA XXXX ( MM/YY)
Page 2 (continued)
New Dietary Ingredient Type (Check all that apply) - 201(ff)(1)(A-F)
New Dietary Ingredient Type (Check all that apply) - 201(ff)(1)(A-F)
New Dietary Ingredient Type (Check all that apply) - 201(ff)(1)(A-F)
New Dietary Ingredient Type (Check all that apply) - 201(ff)(1)(A-F)
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FORM FDA XXXX ( MM/YY)
PART V - COMPOSITION OF THE DIETARY SUPPLEMENT PRODUCT
(Including all constituents)
Note: Abbreviations for Chemical Classifications: NDI (New Dietary Ingredient),  DI (dietary ingredient that is not an NDI). List non-dietary ingredients as either GRAS (Generally Recognized as Safe for this intended use), FAP/CAP (approved food or color additives), C (other constituent including marker compounds), I (impurity/contaminant e.g. toxicants, residual solvents, pesticides, pathogens, heavy metals)
Chemical Classification/Function
Chemical Name
CAS* Registry Number
Trade Name (If any)
Link To Chemical Structure/Spectrum/Chromatogram.
* CAS = Chemical Abstracts Service
PART V - IDENTITY
(Including all constituents) (Conitnued)
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 Classification/Function
Chemical Name
CAS* Registry Number
Trade Name (If any)
Link To Chemical Structure/Spectrum/Chromatogram
FORM FDA XXXX ( MM/YY)
Page 4 (continued)
* CAS = Chemical Abstracts Service
PART VI - Other Supportive Information in the Notification Which Could be Useful to Determine Identity or Safety of an NDI
(Check the list below to help ensure your notification is complete. Check all that apply.)
1.
Safety (Continued)
3.
Toxicology Studies (Continued)
3.2
2.
2.1
3.
3.1
3.2
3.2.1
3.2.7
3.2.6
3.2.5
3.2.4
3.2.3
3.2.2
2.2
2.3.1
2.3.3
2.3.2
2.5
2.4.1
2.4.2
2.4
2.3
1.3.1
1.3.2
1.3
1.2
1.1
Page 5 of 6
FORM FDA XXXX ( MM/YY)
3.3.3
3.3.2
3.2.15
3.3
3.2.14
3.2.13
3.2.12
3.6
3.7.1
3.7.2
4.
2.3.4
2.3.5
5
3.5
3.5.1
3.5.2
2.5.2
2.5.1
2.4.3
2.4.5
2.4.4
2.4.6
3.2.16
3.3.1
3.2.8
3.2.9
3.2.10
3.2.11
3.4
3.5.3
3.5.4
3.5.5
3.7
1.4
                                                                                            PART VII - SIGNATURE
PART VIII - LIST OF ATTACHMENTS
List your attached files or documents containing your notification, forms, updates, or amendments and other pertinent information. Clearly identify the attachments with appropriate descriptive file names (or titles for paper documents). Number your attachments consecutively. When submitting paper documents, enter the inclusive page numbers of each portion of the document below.
Number of Attachment
Name of Attachment
Page Number(s) for 
Paper Copy Only
Paperwork Reduction Act 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 (HFA-710), Rockville, MD 20857. (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.
FORM FDA XXXX ( MM/YY)
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PART VIII - LIST OF ATTACHMENTS (Continued)
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. Number your attachments consecutively. When submitting paper documents, enter the inclusive page numbers of each portion of the document below.
Page 6 (Continued)
FORM FDA XXXX ( MM/YY)
Number of Attachment
Name of Attachment
Page Number(s) for 
Paper Copy Only
Administrative:
1. Administrative
Administrative:
Title: 1. Administrative
Subtitle: 1.1 Designation of Nondisclosable information
Administrative:
Title: 1. Administrative
Subtitle: 1.2 Redacted document
Administrative:
Title: 1. Safety -> 1.3 If additional information or correspondence, check all that apply.
Subtitle: 1.3.1 Amendment
Administrative:
Tile: 1. Administrative -> 1.3 Additional  information for incoming correspondence(Check all that apply) 
Subtitle: 1.3.2 Correspondence
Administrative:
Tile: 1. Administrative
Subtitle: 1.4 Safety Narrative
Chemistry/Identity :
2. Chemistry/Identity
Chemistry/Identity:
Tile: 2. Chemistry/Identity
Subtitle: 2.1 Detailed description of ingredients and product
Chemistry/Identity:
Tile: 2. Chemistry/Identity
Subtitle: 2.2 Labeling
Chemistry/Identity:
Tile: 2. Chemistry/Identity
Subtitle: 2.2 Manufacturing Method
Chemistry/Identity:
Tile: 2. Chemistry/Identity -> 2.3 Specifications
Subtitle: 2.3.1 Dietary Ingredients
Chemistry/Identity:
Tile: 2. Chemistry/Identity -> 2.3 Specifications
Subtitle: 2.3.2 Other Ingredients
Chemistry/Identity:
Tile: 2. Chemistry/Identity -> 2.3 Specifications
Subtitle: 2.3.3 Dietary Supplement
Chemistry/Identity:
Tile: 2. Chemistry/Identity -> 2.3 Specifications
Subtitle: 2.3.4 Analytical Methods
Chemistry/Identity :
Tile: 2. Chemistry/Identity -> 2.3 Specifications
Subtitle: 2.3.5 Certificates of Analysis
Tile: 2. Chemistry/Identity -> 2.4 Specifications
Subtitle: 2.4.4 Analytical Methods
Chemistry/Identity :
Chemistry/Identity :
Tile: 2. Chemistry/Identity -> 2.4 Studies
Subtitle: 2.4.1 Composition
Chemistry/Identity :
Tile: 2. Chemistry/Identity -> 2.4 Studies
Subtitle: 2.4.2 Fingerprint/Markers
Chemistry/Identity :
Tile: 2. Chemistry/Identity -> 2.4 Studies
Subtitle: 2.4.3 Describe how the constituents of complex
                            mixtures are standardized from batch to
                            batch and how adulterants are excluded
Chemistry/Identity :
Tile: 2. Chemistry/Identity -> 2.4 Studies
Subtitle: 2.4.4 Stability/Shelf-life
Chemistry/Identity :
Tile: 2. Chemistry/Identity -> 2.4 Studies
Subtitle: 2.4.5 Dissolution/Absorption
Chemistry/Identity :
Tile: 2. Chemistry/Identity -> 2.4 Studies
Subtitle: 2.4.6 Other Studies
Tile: 2. Chemistry/Identity 
Subtitle: 2.6 Certificate of Analysis
Chemistry/Identity :
Chemistry/Identity :
Title: 2. Chemistry/Identity -> 2.5 References
Subtitle: 2.5.1 Cited Literature (published)
Chemistry/Identity :
Title: 2. Chemistry/Identity -> 2.5 References
Subtitle: 2.5.2 Cited Literature (unpublished)
Safety:
3. Safety
Safety:
 
Title: 3. Safety
Subtitle: 3.1 Comprehensive Safety Narrative 
Safety:
Title: 3. Safety -> 3.2 Toxicology Studies
Subtitle: 3.2.1 Genetic Toxicity Studies
Safety:
Title: 3. Safety -> 3.2 Toxicology Studies
Subtitle: 3.2.2 Short Term Toxicity Studies: Rodents
Safety:
Title: 3. Safety -> 3.2 Toxicology Studies
Subtitle: 3.2.3 Short Term Toxicity Studies: Non - Rodents
Safety:
Title: 3. Safety -> 3.2 Toxicology Studies
Subtitle: 3.2.4 Subchronic Toxicity Studies: Rodents
Safety:
Title: 3. Safety -> 3.2 Toxicology Studies
Subtitle: 3.2.5 Subchronic Toxicity Studies: Non-Rodents
Safety:
Title: 3. Safety -> 3.2 Toxicology Studies
Subtitle: 3.2.6 One-Year Toxicity Studies
Safety:
Title: 3. Safety -> 3.2 Toxicology Studies
Subtitle: 3.2.7 Chronic Toxicity or Combined Chronic
                            Toxicity/Carcinogenicity Studies: Rodents
Safety:
Title: 3. Safety -> 3.2 Toxicology Studies
Subtitle: 3.2.8 Carcinogenicity  Studies: Rodents
Safety:
Title: 3. Safety -> 3.2 Toxicology Studies
Subtitle: 3.2.9 Reproductive Studies
Safety:
Title: 3. Safety -> 3.2 Toxicology Studies
Subtitle: 3.2.10 Developmental/Teratology Studies
Safety:
Title: 3. Safety -> 3.2 Toxicology Studies
Subtitle: 3.2.11 Immunotoxicity Studies
Safety:
Title: 3. Safety -> 3.2 Toxicology Studies
Subtitle: 3.2.12 Metabolism (ADME) and Pharmacokinetic Studies
Safety:
 
Title: 3. Safety -> 3.2 Toxicology Studies
Subtitle: 3.2.13 Neurotoxicity Studies
Safety:
Title: 3. Safety -> 3.2 Toxicology Studies
Subtitle: 3.2.14 Ingredient Interaction Studies
Safety:
Title: 3. Safety -> 3.2 Toxicology Studies
Subtitle: 3.2.15 Molecular Biology/Genetic Studies
Safety:
Title: 3. Safety -> 3.2 Toxicology Studies
Subtitle: 3.2.16 Antibiotic Resistance/Genetic Stability Studies
Safety:
Title: 3. Safety -> 3.3 Human Studies
Subtitle: 3.3.1 Clinical Trials primarily designed to study safety
Safety:
Title: 3. Safety -> 3.3 Human Studies
Subtitle: 3.3.2 Clinical efficacy Trails
Safety:
Title: 3. Safety -> 3.3 Human Studies
Subtitle: 3.3.3 Adverse Event Reports (including Periodic Safety 
                           Update Reports, if any)
Safety:
Title: 3. Safety
Subtitle: 3.4 Other Studies
Safety:
Title: 3. Safety -> 3.5 History of Use
Subtitle: 3.5.1 Identity and description of substances that contained the NDI
Safety:
Title: 3. Safety -> 3.5 History of Use
Subtitle: 3.5.2 How are these substances qualitatively and quantitatively 
                           similar to the NDI
Safety:
Title: 3. Safety -> 3.5 History of Use
Subtitle: 3.5.3 Estimate the historical consumer exposure to these substances
                           (serving level, duration, frequency)
Safety:
Title: 3. Safety -> 3.5 History of Use
Subtitle: 3.5.4 Monitoring of exposed populations: adverse event reporting/
                           periodic safety update reporting
Safety:
Title: 3. Safety -> 3.5 History of Use
Subtitle: 3.5.5 Monitoring of exposed populations: other
Safety:
Title: 3. Safety
Subtitle: 3.6 Other evidence of safety.
Safety:
Title: 3. Safety
Subtitle: 3.7 Other evidence of safety: Microbiological
Safety:
Tile: 3. Safety  
Subtitle: 3.8 Other evidence of safety: Manufacturing
Safety:
Title: 3. Safety -> 3.7 References
Subtitle: 3.7.1 Literature Publications
Safety:
Title: 3. Safety -> 3.7 References
Subtitle: 3.7.2 Other (including unpublished, etc)
Other
 4. Other (Information in original notification that does not
      fall under any of the above categories.)
Other
 5. Complete reference list for notification
Barcode for Index fields:
Date : 05/12/2011
Desc : Modified the field based on Dan,levy requirement. and lawer requirement. 
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