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Structure/function claims for dietary supplements

The Dietary Supplement Health and Education Act of 1994 (DSHEA) amended the Federal Food,
Drug, and Cosmetic Act (FD&C Act) to allow for dietary supplements to bear certain claims on
their labels or in their labeling if they meet certain requirements. These claims are known as
“structure/function claims”.

Structure/function claims for dietary supplements:

e Describe the role of a nutrient or dietary ingredient intended to affect the structure or
function in humans,

e Characterize the documented mechanism by which a nutrient or dietary ingredient acts
to maintain such structure or function, or

e Describe the effect of a dietary supplement on general well-being.

Structure/function claims for dietary supplements cannot involve the diagnosis, curing,
mitigation, treatment, or prevention of any disease, unless the claims are about nutrient
deficiency disease (e.g., vitamin C and scurvy).

The FDA’s definition of “disease”:

Damage to an organ, part, structure, or system of the body such that it does not function
properly, or a state of health leading to such dysfunctioning.

Recognizing a disease claim:

A statement claims to diagnose, mitigate, treat, cure, or prevent disease if it claims, explicitly or
implicitly, that the product and/or its ingredients:

1) Has an effect on a specific disease or class of diseases;

2) Has an effect on the characteristic signs or symptoms of a specific disease or class of
diseases, using scientific or lay terminology;

3) Has an effect on an abnormal condition associated with a natural state or process, if the
abnormal condition is uncommon or can cause significant or permanent harm;

4) Has an effect on a disease or diseases through one or more of the following factors:

a. The name of the product;

b. A statement about the formulation of the product, including a claim that a
product contains an ingredient that has been regulated by the FDA as a drug and
is well known to consumers for its use or claimed use in preventing or treating a
disease;

c. Citation of a publication or reference, if the citation refers to a disease use, and
if, in the context of the labeling as a whole, the citation implies treatment or
prevention of a disease (e.g., through placement on the immediate product label
or packaging, inappropriate prominence, or lack of relationship to the product’s
express claims);
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d. Use of the term “disease” or “diseased”, except in general statements about
disease prevention that do not refer explicitly or implicitly to a specific disease or
class of diseases or to a specific product or ingredients; or

e. Use of picture, vignettes, symbols, or other means;

5) Belongs to a class of products that is intended to diagnose, mitigate, treat, cure, or
prevent a disease;

6) Is a substitute for a product that is a therapy for disease;

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

8) Has arolein the body’s response to a disease or to a vector of disease;

9) Treats, prevents, or mitigates adverse events associated with a therapy for a disease, if
the adverse events constitute diseases; or

10) Otherwise suggests an effect on a disease or diseases.

Explicit and implied disease claims:

It does not make a difference if disease claims are explicit (e.g., treats arthritis) or implied (e.g.,
treats joint pain), they are not allowed in either case. You must think of the net impression that
the claim will make on the average consumer, and remember that dietary supplements are
generally meant to help maintain already normal and healthy conditions.

Often times, when speaking to consumers, either directly or through marketing messages,
there can be a thin line of what is compliant and not. Sometimes, it is felt that because
something is true, it can be said, even if a disease claim is made. This is never the case.
However, wordsmithing can sometimes be done in a way to convey a particular product
benefit, while also staying within compliant language bounds. Below are some examples of
typical claims that you may want to make, or customers may want you to make. When these
situations arise, recognize the disease claims and try to adjust the language such that
structure/function claims, and not disease claims are made.
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Disease claims vs. structure/function claims examples:

Disease claim examples...

Structure/function claim examples*...

Treats high blood pressure
(hypertension).

Lowers blood pressure.
Improves blood pressure.
Promotes better blood pressure.

Supports healthy blood pressure.

Helps maintain blood pressure already
within the normal range.

Helps maintain healthy blood pressure.

Treats diabetes.

Lowers blood sugar or HbA1c levels.
Prevents kidney damage from high blood
sugar levels.

Supports healthy blood sugar
metabolism.

Helps maintain blood sugar already
within the normal range.

Helps maintain healthy blood sugar.

Treats osteoarthritis.

Prevents injuries.

Reduces joint pain.

Repairs damaged joint tissues.
Reduces pain.

Reduced joint inflammation.

Promotes joint comfort.

Supports flexibility.

Helps maintain healthy joints.
Promotes the normal repair of joints.
Reduces pain associates with strenuous
exercise.

Prevents or reverses Alzheimer’s disease.
Reduces depression.
Treats anxiety disorders.

Supports cognition through aging.
Promotes a brighter mood.
Reduces feeling of stress.

Banishes IBS.

Treats constipation.

Reduces ulcerative colitis flare ups.
Treats heartburn and indigestion.

Supports health digestion.
Treats occasional constipation.
Promotes digestive comfort.
Treats occasional indigestion.

Treats psoriasis.

Prevents muscle wasting.

Treats erectile dysfunction.

Reduces an enlarged prostate gland.
Prevents cancer.

Supports healthy hair, skin, and nails.
Helps with muscle building.

Promotes recovery following exercise.
Promotes healthy libido and sexual
performance.

Replaces prescription medications or

other therapies intended to treat disease.

Prevents the serious side effects of
prescription medications.

Replaces medications or other therapies
intended to treat non-disease conditions.
Helps healthy people maintain healthy
conditions.

*These claims are expected to be compliant under most circumstances, but depending on the
surrounding context, may be disease claims.




