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§ 201.72 Potassium labeling.
(a) The labeling of over-the-counter
(OTC) drug products intended for oral
ingestion shall contain the potassium
content per dosage unit (e.g., tablet,
teaspoonful) if the potassium content

of a single maximum recommended
dose of the product (which may be one
or more dosage units) is 5 milligrams
or more. OTC drug products intended
for oral ingestion include gum and lozenge dosage forms, but do not include
dentifrices, mouthwashes, or mouth
rinses.
(b) The potassium content shall be
expressed in milligrams or grams per
dosage unit and shall include the total
amount of potassium regardless of the
source, i.e., from both active and inactive ingredients. If the dosage unit contains less than 1 gram of potassium,
milligrams should be used. The potassium content shall be rounded-off to
the nearest 5 milligrams (or nearest
tenth of a gram if over 1 gram). The potassium content per dosage unit shall
follow the heading ‘‘Other information’’ as stated in § 201.66(c)(7).
(c) The labeling of OTC drug products
intended for oral ingestion shall contain the following statement under the
heading ‘‘Warning’’ (or ‘‘Warnings’’ if
it appears with additional warning
statements) if the amount of potassium
present in the labeled maximum daily
dose of the product is more than 975
milligrams: ‘‘Ask a doctor before use if
you have [in bold type] [bullet] 1 kidney
disease [bullet] a potassium-restricted
diet’’. The warnings in §§ 201.64(c),
201.70(c), 201.71(c), and 201.72(c) may be
combined, if applicable, provided the
ingredients are listed in alphabetical
order, e.g., a magnesium or potassiumrestricted diet.
(d) Any product subject to this paragraph that is not labeled as required by
this paragraph and that is initially introduced or initially delivered for introduction into interstate commerce
after the following dates is misbranded
under sections 201(n) and 502(a) and (f)
of the Federal Food, Drug, and Cosmetic Act.
(1) As of the date of approval of the
application for any single entity and
combination products subject to drug
marketing applications approved on or
after April 23, 2004.
(2) September 24, 2005, for all OTC
drug products subject to any OTC drug
monograph, not yet the subject of any

1 See § 201.66(b)(4) of this chapter for definition of bullet symbol.

1 See § 201.66(b)(4) of this chapter for definition of bullet symbol.

amount of magnesium regardless of the
source, i.e., from both active and inactive ingredients. If the dosage unit contains less than 1 gram of magnesium,
milligrams should be used. The magnesium content shall be rounded-off to
the nearest 5 milligrams (or nearest
tenth of a gram if over 1 gram). The
magnesium content per dosage unit
shall follow the heading ‘‘Other information’’ as stated in § 201.66(c)(7).
(c) The labeling of OTC drug products
intended for oral ingestion shall contain the following statement under the
heading ‘‘Warning’’ (or ‘‘Warnings’’ if
it appears with additional warning
statements) if the amount of magnesium present in the labeled maximum
daily dose of the product is more than
600 milligrams: ‘‘Ask a doctor before
use if you have [in bold type] [bullet] 1
kidney disease [bullet] a magnesiumrestricted diet’’. The warnings in
§§ 201.64(c), 201.70(c), 201.71(c), and
201.72(c) may be combined, if applicable, provided the ingredients are listed
in alphabetical order, e.g., a magnesium or potassium-restricted diet.
(d) Any product subject to this paragraph that is not labeled as required by
this paragraph and that is initially introduced or initially delivered for introduction into interstate commerce
after the following dates is misbranded
under sections 201(n) and 502(a) and (f)
of the Federal Food, Drug, and Cosmetic Act.
(1) As of the date of approval of the
application for any single entity and
combination products subject to drug
marketing applications approved on or
after April 23, 2004.
(2) September 24. 2005, for all OTC
drug products subject to any OTC drug
monograph, not yet the subject of any
OTC drug monograph, or subject to
drug marketing applications approved
before April 23, 2004.
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§ 201.80

OTC drug monograph, or subject to
drug marketing applications approved
before April 23, 2004.

lites, rate or half-time of elimination,
concentration in body fluids associated
with therapeutic and/or toxic effects,
degree of binding to plasma proteins,
degree of uptake by a particular organ
or in the fetus, and passage across the
blood brain barrier. Inclusion of pharmacokinetic information is restricted
to that which relates to clinical use of
the drug. If the pharmacological mode
of action of the drug is unknown or if
important metabolic or pharmacokinetic data in humans are unavailable, the labeling shall contain a statement about the lack of information.
(2) Data that demonstrate activity or
effectiveness in in vitro or animal tests
and that have not been shown by adequate and well-controlled clinical studies to be pertinent to clinical use may
be included under this section of the labeling only under the following circumstances:
(i) In vitro data for anti-infective
drugs may be included if the data are
immediately preceded by the statement ‘‘The following in vitro data are
available but their clinical significance
is unknown.’’
(ii) For other classes of drugs, in
vitro and animal data that have not
been shown by adequate and well-controlled clinical studies, as defined in
§ 314.126(b) of this chapter, to be pertinent to clinical use may be used only if
a waiver is granted under § 201.58 or
§ 314.126(c) of this chapter.
(c) Indications and Usage. (1) Under
this section heading, the labeling shall
state that:
(i) The drug is indicated in the treatment, prevention, or diagnosis of a recognized disease or condition, e.g., penicillin is indicated for the treatment of
pneumonia
due
to
susceptible
pneumococci; and/or
(ii) The drug is indicated for the
treatment, prevention, or diagnosis of
an important manifestation of a disease or condition, e.g., chlorothiazide
is indicated for the treatment of edema
in patients with congestive heart failure; and/or
(iii) The drug is indicated for the relief of symptoms associated with a disease
or
syndrome,
e.g.,
chlorpheniramine is indicated for the
symptomatic relief of nasal congestion
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§ 201.80 Specific requirements on content and format of labeling for
human prescription drug and biological products; older drugs not
described in § 201.56(b)(1).
Each section heading listed in
§ 201.56(d),
if
not
omitted
under
§ 201.56(d)(3), shall contain the following information in the following
order:
(a) Description. (1) Under this section
heading, the labeling shall contain:
(i) The proprietary name and the established name, if any, as defined in
section 502(e)(2) of the act, of the drug;
(ii) The type of dosage form and the
route of administration to which the
labeling applies;
(iii) The same qualitative and/or
quantitative ingredient information as
required under § 201.100(b) for labels;
(iv) If the product is sterile, a statement of that fact;
(v) The pharmacological or therapeutic class of the drug;
(vi) The chemical name and structural formula of the drug;
(vii) If the product is radioactive, a
statement of the important nuclear
physical characteristics, such as the
principal radiation emission data, external radiation, and physical decay
characteristics.
(2) If appropriate, other important
chemical or physical information, such
as physical constants, or pH, shall be
stated.
(b) Clinical Pharmacology. (1) Under
this section heading, the labeling shall
contain a concise factual summary of
the clinical pharmacology and actions
of the drug in humans. The summary
may include information based on in
vitro and/or animal data if the information is essential to a description of
the biochemical and/or physiological
mode of action of the drug or is otherwise pertinent to human therapeutics.
Pharmacokinetic information that is
important to safe and effective use of
the drug is required, if known, e.g., degree and rate of absorption, pathways
of biotransformation, percentage of
dose as unchanged drug and metabo-
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