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Questions and Answers on Dietary Supplements

Information for What is a dietary supplement? Content current as of:
Consumers on Using 02/21/2024
Dietary Supplements Congress defined the term "dietary supplement” in the Dietary Supplement Health and

Education Act (DSHEA) of 1994. A dietary supplement is a product intended for ingestion Regulated Product(s)

. . . . . . Dietary Supplements
Supplement Your that, among other requirements, contains a "dietary ingredient” intended to supplement

the diet. The term "dietary ingredient" includes vitamins and minerals; herbs and other

Knowledge

Questions and Answers botanicals; amino acids; "dietary substances" that are part of the food supply, such as
on Dietary Supplements enzymes and live microbials (commonly referred to as "probiotics"); and concentrates,
metabolites, constituents, extracts, or combinations of any dietary ingredient from the

preceding categories.

There are two types of ingredients that may be used in dietary supplements: “dietary i
ingredients,” discussed above, and “other ingredients.” These “other ingredients” include g
substances such as fillers, binders, excipients, preservatives, sweeteners, and flavorings.

Dietary supplements are products that are ingested — specifically, they must be swallowed
— 5o, for example, topical or inhaled products are not supplements. Dietary supplements
may be found in many forms, such as pills, tablets, capsules, gummies, softgels, liquids,
and powders. They can also be in the same form as a conventional foo

teas or bars, but only if the product is not represented as a conventional food or a
item of a meal or the diet." To be a dietary supplement, a product must also be labeled
a dietary supplement; that is, the product label must include the term "dietary supplement"
or equivalent (e.g., "iron supplement" or "herbal supplement”).

Generally, the dietary supplement definition excludes ingredients that are approved as
new drugs, licensed as biologics, or authorized for clinical investigation under an
investigational new drug application (IND) that has gone into effect, unless the ingredient
was previously marketed as a dietary supplement or as a food. In the case of ingredients
authorized for clinical investigation under an IND, the exclusion from the dietary
supplement definition applies only if "substantial clinical investigations" have been

inptibbar and th i foush inactiaatinne hae haon mada nihli

— s0, for example, topical or inhaled products are not supplements. Dietary supplements
may be found in many forms, such as pills, tablets, capsules, gummies, softgels, liquids,
and powders. They can also be in the same form as a conventional food category, such as
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III. Subpart A — General Provisions

B. How the DS CGMP Rule Applies to Specific Types of Operations

2. Am I subject to the DS CGMP rule if I manufacture a dietary ingredient (or a “pre-mix” of dietary
ingredients) used by another manufacturer to make a dietary supplement?

Whether you are subject to the DS CGMP rule depends on the totality of your business operation (72 FR
34752 at 34791). For example:

« You are not subject to the DS CGMP rule if your only customers are other manufacturers who
further process the dietary ingredient to make a dietary supplement (72 FR 34752 at 34791).
However, we encourage firms who only supply dietary ingredients to other firms for further
processing as part of the manufacture of a dietary supplement to adhere to the applicable
provisions established in the DS CGMP rule that apply to their operations (72 FR 34752 at
34805).

« You would be subject to the DS CGMP ruleif you sell a dietary ingredient to a firm who simply
packages the dietary ingredient for sale as a dietary supplement, or labels your packaged dietary
ingredient for sale as a dietary supplement, because in this circumstance you are manufacturing
a dietary supplement that another firm is simply packaging or labeling without further
processing into a dietary supplement (72 FR 34752 at 34791). In other words, you would have
acted as a manufacturer whose finished product is simply repackaged or relabeled.

« You would be subject to the DS CGMP rule if you supply a dietary ingredient directly to
consumers (72 FR 34752 at 34791); you would be considered a dietary supplement
manufacturer in such a situation.

H# : Small Entity Compliance Guide: Current Good Manufacturing Practice in Manufacturing, Packaging, Labeling, or Holding Operations for
Dietary Supplements (December 2010)
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