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Agenda

• ODSP Update
• Guidance Update
• Education Initiatives  
• ODSP Priorities
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ODSP Former Structure
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ODSP Current Structure 
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Dietary Supplement Authority
• Federal Food, Drug, and Cosmetic Act (21 U.S.C.               

§ 301 et. seq.)
• Dietary Supplement Health and Education Act (DSHEA)

- Defined the term dietary supplement
- Established requirements for new dietary ingredient 

premarket review
- CGMPs
- Included dietary supplements under the adulteration 

provisions
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Definition – 201(ff)(1) 
Product (other than tobacco) that:
• Is intended to supplement the diet that
• Bears or contains one or more of  the following dietary 

ingredients:
- Vitamin,
- Mineral,
- Herb or other botanical,
- Amino acid,
- Dietary substance for use by man to supplement the diet by increasing the total 

dietary intake, or 
- Concentrate, metabolite, constituent, extract, or combination of  any of  the above 

ingredients
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A dietary supplement is a product that:

(A) Is intended for ingestion,
(e.g., does not include topical products, nasal gels)

(B) Is not represented for use as a conventional food or sole 
item of  a meal or the diet, and

(C) Is labeled as a dietary supplement.

Definition – 201(ff)(2) 
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• Does not include an article that:
– Is approved as a new drug, antibiotic, or biologic, or
– Has been authorized for investigation as a new drug, antibiotic, or 

biologic for which substantial clinical investigations have been 
instituted and for which the existence of  such investigations has 
been made public.

– Unless the article was “marketed” as a dietary supplement or as a 
food before such approval or authorization.

Definition – 201(ff)(3) 
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Distinguished from Conventional Foods
• Dietary supplements may not be:

– Represented for use as conventional food
– Represented as “sole item of  a meal or the diet”

• Nutrition labeling
– Conventional foods: Nutrition Facts
– Dietary supplements: Supplement Facts
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New Dietary Ingredient Notifications

• FDCA § 413(a)(2)
- Established the requirement that manufacturers or 

distributors must submit a notification to FDA 75 
days prior to introducing a new ingredient to market 

- Definition in FDCA § 413(d)
- NDI notifications must meet the requirements of  21 

CFR 190.6 to be considered complete
- Not an approval



www.fda.gov 11

NDI Defined

https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm257563.htm

• Marketed after 
October 15, 1994?

• Present in the food 
supply as an article 
used for food?

• Chemically altered?
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Food Program Guidance Under Development
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Draft Guidance
• Comment Period Closed on 

July 19, 2022
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Catch-up New Dietary Ingredient Submission 
(CND)
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More Guidance to Come
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Final Guidance
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• Supplement Your Knowledge
oConsumers – Education regarding claims, adverse 

events, and communicating with you doctor
oHealthcare Professionals – Collaboration with the 

American Medical Association 
oSupplement Your Knowledge: 

https://www.fda.gov/food/information-
consumers-using-dietary-
supplements/supplement-your-knowledge

• Educators – High School Curriculum 

Education Initiatives
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ODSP Priorities

• Our three strategic priorities align with reasonable consumer 
expectations:

• Consumer safety
o Expectation: this product will not cause illness, injury, or death

• Product integrity
o Expectation: this product contains what the label says, in the fair amounts, and nothing else

• Informed decision-making
o Expectation: there is some scientific basis to believe that this product will have the effect that it 

claims
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Thank You

Office of  Dietary Supplement Programs, CFSAN, FDA
Laura Rich, J.D., Senior Policy Advisor

Division of  Policy and Regulations Implementation
ODSP@FDA.HHS.GOV 


