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What is a Dietary Supplement?
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Food Drug & Cosmetic Act – 201(ff) 
The term “dietary supplement” –

• (1) means a product (other than tobacco) intended to supplement the  
diet that bears or contains one or more of the following dietary  
ingredients:

• (A) a vitamin
• (B) a mineral
• (C) an herb or other botanical
• (D) an amino acid
• (E) a dietary substance for use by man to supplement the diet by increasing the  

total dietary intake; or
• (F) a concentrate, metabolite, constituent, extract, or combination of any  

ingredient described in clause (A), (B), (C), (D), or (E)

Definition of Dietary Supplements
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Definition of Dietary Supplements

Food Drug & Cosmetic Act – 201(ff) 

The term “dietary supplement” –
• (2) means a product that:

• (A)(i) is intended for ingestion in a form described in section  
350(c)(1)(B)(i) of this title; or

• (ii) complies with section 350(c)(1)(B)(ii) of this title;
• (B) is not represented for use as a conventional food or as a sole  

item of a meal or the diet; and
• (C) is labeled as a dietary supplement
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Definition of Dietary Supplements

Food Drug & Cosmetic Act – 201(ff) 

The term “dietary supplement” –
• (2) means a product that:

• (B) does not include-
• (i) an article that is approved as a new drug under section 355 of this title, certified as an  

antibiotic under section 357 of this title, or licensed as a biologic under section 262 of title  
42, or

• (ii) an article authorized for investigation as a new drug, antibiotic, or biological for which  
substantial clinical investigations have been instituted and for which the existence of such  
investigations has been made public, which was not before such approval, certification,  
licensing, or authorization marketed as a dietary supplement or as a food unless the  
Secretary, in the Secretary's discretion, has issued a regulation, after notice and comment,  
finding that the article would be lawful under this chapter.
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Simplified Definition of Dietary Supplements

A dietary supplement is a product:

• Taken by mouth in a form that can be ingested (i.e. powder, capsule,  
tablet, liquid, gummy, softgel, etc.)

• Containing a “dietary ingredient”

• Not represented for use as a conventional food or meal replacement

• Does not include approved or investigational drugs

• And is labeled as a dietary supplement
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Is It A Supplement?
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Is It A Supplement?
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Is It A Supplement?
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Is It A Supplement?
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Is It A Supplement?
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Is It A Supplement?
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Is It A Supplement?

“…is intended for ingestion in a form  
described in section 350(c)(1)(B)(i) of  
this title…”
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Is It A Supplement?
• Alcohol Base
• Glycerin Base
• Water Base
• Honey Base
• Glucose Base

“…(C) is labeled as a dietary  
supplement…”
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Is It A Supplement?

15



1/23/2025

Is It A Supplement?

Inhalable Caffeine Powder

16



1/23/2025

Is It A Supplement?

CBD SOFTGELS
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Is It A Supplement?

“…(C) is labeled as a dietary supplement…”
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Is It A Supplement?

“…is not represented for use as a  
conventional food…”
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Is It A Supplement?

“DIETARY SUPPLEMENT (Not for food use)”
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Is It A Supplement?

• The product was marketed alongside other snack foods
• The name of a URL, MyLazyCakes.com, refers to a conventional  

food (cake)
• The product was described on the website as having the same  

ingredients “your mother uses to make brownies”
• The appearance and packaging of the product as a brownie
• The product was represented for use as conventional food, for  

example, by the use of the word “cakes" in the product name and  
use of the word “brownie" in the statement of identity on the  
package label
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Is It A Supplement?

WHY?

Melatonin, while allowable as a dietary ingredient for  
use in dietary supplements, does not meet GRAS  
standards and cannot be used in products sold as  

conventional foods.
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How is a Dietary Ingredient Different  
From Food Ingredients?
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What is a Dietary Ingredient?

• (A) a vitamin
• (B) a mineral
• (C) an herb or other botanical
• (D) an amino acid
• (E) a dietary substance for use by man to  

supplement the diet by increasing the total  
dietary intake; or

• (F) a concentrate, metabolite, constituent,  
extract, or combination of any ingredient  
described in clause (A), (B), (C), (D), or (E)
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DSHEA Grandfathered Ingredients
• DSHEA grandfathered ingredients are dietary supplements

that were marketed in the United States before October 15,
1994.

• These ingredients do not require a pre-market New Dietary
Ingredient Notification (NDIN) with the FDA.

• Grandfathered Ingredients do not need to meet  
GRAS standards.

• Industry only has two options when using dietary  
ingredients:

1) Use a grandfathered ingredient or;
2) Submit a New Dietary Ingredient Notification
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New Dietary Ingredients
Food Drug & Cosmetic Act – 413(d)

• Manufacturers and distributors who wish to market dietary supplements that contain  
"new dietary ingredients" must notify the Food and Drug Administration (FDA)  
about these ingredients at least 75 days before being introduced or delivered for  
introduction into interstate commerce.

• The term "new dietary ingredient" means a dietary ingredient that was not marketed  
in the United States in a dietary supplement before October 15, 1994.

• There is no authoritative list of dietary ingredients that were marketed in  
dietary supplements before October 15, 1994.
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Dietary Supplement Ingredient Directory
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Structure Function Labeling
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Dietary Supplement Health and Education Act of 1994

• A structure/function may describe the role of a nutrient or  
dietary ingredient intended to affect normal structure 
or function in humans.

For example: “calcium builds strong bones+

“X helps maintain prostate health”

• DSHEA established some special regulatory requirements and procedures  
for structure/function claims.

Final Rule: Nutrient
Claims/Health Claims
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Dietary Supplement Health and Education Act of 1994

• Structure/Function claims are not pre-approved by FDA.

• If a structure/function claim is included on a label, a “disclaimer” must also be
present:

• 21 CFR 101.93(c-d): “Text for disclaimer. (1) Where there is one statement. The
disclaimer shall be placed in accordance with paragraph (d) of this section and
shall state:

This statement has not been evaluated by the Food and Drug  
Administration. This product is not intended to diagnose, treat, cure,  
or prevent any disease.”
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Qualified Health Claims  
Labeling
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Qualified Health Claims
• Qualified health claims are supported by  

scientific evidence, but do not meet the  
more rigorous “significant scientific  
agreement” standard required for an  
authorized health claim.

• Food manufacturers can petition the  
agency to consider exercising  
enforcement discretion for the use of a  
qualified health claim.

• The FDA does not “approve” qualified  
health claim petitions.
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Qualified Health Claims
For a QHC petition with credible scientific evidence,  
the FDA issues a Letter of Enforcement Discretion  
including specific claim.

For example:
“Psyllium husk may reduce the risk of type 2 diabetes,  
although the FDA has concluded that there is very little  
scientific evidence for this claim”

“Inconsistent and inconclusive scientific evidence  
suggests that diets with adequate magnesium may  
reduce the risk of high blood pressure (hypertension), a  
condition associated with many factors.”

33



1/23/2025

Detecting Drug/Disease  
Claim Labeling
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Defining “Disease Claims”

• 21 CFR 101.93(g)(1):

• A “disease” is damage to an organ,  
part, structure, or system of the body  
such that it does not function properly  
(e.g., cardiovascular disease) OR

• A state of health leading to such  
dysfunctioning (e.g., hypertension)
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Defining “Disease Claims”

• 21 CFR 101.93(g)(2)(i-x):
What are the criteria for determining if a statement is a disease claim?

• (i) Has an effect on a specific disease or class of diseases
• This included IMPLICIT and EXPLICIT claims

• (ii) Has an effect on a characteristic sign or symptom of a disease
• “Lowers your sugar balance to promote a more enjoyable lifestyle”
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Defining “Disease Claims”

• 21 CFR 101.93(g)(2)(i-x):
What are the criteria for determining if a statement is a disease claim?

• (iii) Has an effect on an abnormal state associated with a natural  
state or process

• “Helps relieve minor chest pains” - “For cold and flu symptom relief”

• (iv) Has an effect on a disease by:
• name of product
• formulation
• citation of a publication
• use of the term “disease”
• use of pictures, vignettes, etc.
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Defining “Disease Claims”

• 21 CFR 101.93(g)(2)(i-x):
What are the criteria for determining if a statement is a disease claim?

• (v) Belongs to a class of products intended to treat, cure, prevent, mitigate  
disease

• Claiming membership in a drug product class:
“Antibiotic Aid” – “Worm Be Gone” (Anthelminthic) – “Pain Away” (Analgesic)

• (vi) Is a substitute for a disease therapy or agent (agent must be for a  
disease)

• May include implied claims: “fewer side effects than…”, “safer than…”
• “Herbal Viagra” – “Nature’s Aspirin” – “Diabetes Chill-Out”

38



1/23/2025

Defining “Disease Claims”

• 21 CFR 101.93(g)(2)(i-x):
What are the criteria for determining if a statement is a disease claim?

• (vii) Augments a particular therapy or drug action that is intended to  
diagnose, mitigate, treat, cure, or prevent a disease or class of diseases

• “Helps maintain blood sugar when taking insulin”
• “Replaces lost microminerals while on chemotherapy”

• (viii) Has a role in the body’s response to a disease or disease vector
• “Controls the body’s antiviral response”
• “Increases your immune system response during allergy season”
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Defining “Disease Claims”

• 21 CFR 101.93(g)(2)(i-x):
What are the criteria for determining if a statement is a disease claim?

• (ix) Treats, prevents, or mitigates adverse events associated with a therapy  
for a disease, if the adverse events constitute diseases

• “Helps people taking antibiotics maintain normal intestinal flora”

• (x) Otherwise suggests an effect on a disease or diseases
• Allows for implied disease claims that do not fit in the other nine criteria
• The nine criteria are not an exhaustive list of all claims believed to be disease  

claims
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QUESTIONS?

Siobhan Gallagher Taylor  
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