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Subpart A—Definitions and
Interpretations

§369.1 Purpose of issuance.

The warning and caution statements
suggested in subparts B and C of this
part, for inclusion in the label or label-
ing of drugs and devices subject to sec-
tion 502(d) and (f)(2) and other relevant
provisions of the Federal Food, Drug,
and Cosmetic Act are issued for the
purpose of assisting industry in prepar-
ing proper labeling for these articles
for over-the-counter sale and in meet-
ing the legal requirements of the act
that the label or labeling of drugs and
devices bear adequate warnings, in
such manner and form as are necessary
for the protection of users. Only sec-
tion 502(d) of the act requires use of the
specific language included in these sug-
gested warning and caution state-
ments. These suggested warning or
caution statements are illustrative of
those that may be necessary or desir-
able. It is the responsibility of the
manufacturer, packer, shipper, or dis-
tributor in interstate commerce to see
that such statements are adequate for
compliance with the provisions of the
law. Omission of any article from this
suggested list does not relieve drugs
and devices subject to provisions of the
act from bearing adequate warning or
caution statements where such state-
ments are necessary or desirable for
the protection of the user.

§369.2 Definitions.

(a) As used in this part, the term act
means the Federal Food, Drug, and
Cosmetic Act.

(b) The terms drugs and devices are
defined in section 201(g) and (k) of the
act.

(c) Official compendia are defined in
section 201(j) of the act.

§369.8

§369.3 Warnings required on drugs ex-
empted from prescription-dispens-
ing requirements of section
503(b)(1)(C).

Drugs exempted from prescription-
dispensing requirements under section
503(b)(1)(C) of the act are subject to the
labeling requirements prescribed in
§310.201(a) of this chapter. Although,
for convenience, warning and caution
statements for a number of the drugs
named in §310.201 of this chapter
(cross-referenced in the text of this
part) are included in subpart B of this
part, the inclusion of such drugs in
§§369.20, 369.21, 369.22 in no way affects
the requirements for compliance with
§310.201(a) of this chapter, or the provi-
sions of an effective application pursu-
ant to section 505(b) of the act.

§369.4 Warnings suggested for drugs
by formal or informal statements of
policy.

The warning and caution statements
included in subpart B of this part in no
way affect any warning statement sug-
gested for such drugs or devices by any
statement of policy or interpretation
in subchapter C of this chapter.

[39 FR 11745, Mar. 29, 1974, as amended at 40
FR 13496, Mar. 27, 1975]

§369.5 Warnings required on insulin
intended for over-the-counter sale.

Warning and caution statements for
insulin products sold over the counter
must comply with the specific labeling
provisions of the act and §429.11 of this
chapter.

§369.6 [Reserved]

§369.7 Warnings required by official
compendia.

Any drug included in the official
compendia defined by the act shall
bear such warning or caution state-
ment as may be required by such com-
pendia, and no statement in subpart B
or subpart C of this part is intended to
alter, modify, or permit the omission
of any such statement required by such
compendia.

§369.8 Warning statements in relation
to conditions for use.

The mention in any warning or cau-
tion statement included in subparts A,
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§369.9

B, and C of this part, of a disease condi-
tion does not imply a finding on the
part of the Food and Drug Administra-
tion that any drug or device is effica-
cious in such condition; nor is any drug
or device bearing labeling referring to
such disease condition precluded from
regulatory action under the applicable
provisions of the act if such claim is
considered to be misbranding.

§369.9 General warnings re accidental
ingestion by children.

Section 369.20 includes under certain
items, but not all medicines, the state-
ment: “Warning—Keep this and all
medicines out of children’s reach. In
case of accidental overdose, contact a
physician immediately’, or ‘“Warn-
ing—Keep out of the reach of chil-
dren’’. However, in view of the possibil-
ity of accidental ingestion of drugs, it
is not only suggested but is rec-
ommended that one of these state-
ments be used on the label of all drug
products.

§369.10 Conspicuousness of warning
statements.

Necessary warning statements should
appear in the labeling prominently and
conspicuously as compared to other
words, statements, designs, and de-
vices, and in bold type on clearly con-
trasting background, in order to com-
ply with the provisions of section 502(c)
and (f)(2) of the act. The warning state-
ments should be placed in the labeling
in juxtaposition with the directions for
use and, in any case, should appear on
the label when there is sufficient label
space in addition to mandatory label
information.

Subpart B—Warning and Caution
Statements for Drugs

§369.20 Drugs; recommended warning
and caution statements.

ACETANILID.

Warning—Do not exceed rec-
ommended dosage. Overdosage or con-
tinued use may result in serious blood
disturbances.

ACETOPHENETIDIN CONTAINING

PREPARATIONS. (See §201.309 of this
chapter.)

21 CFR Ch. | (4-1-98 Edition)

Warning—This medication may dam-
age the kidneys when used in large
amounts or for a long period of time.
Do not take more than the rec-
ommended dosage, nor take regularly
for longer than 10 days without con-
sulting your physician.

ANESTHETICS FOR EXTERNAL USE
(LOCAL ANESTHETICS). (See also
§310.201(a)(19) and (23) of this chapter.)

Caution—Do not use in the eyes. Not
for prolonged use. If the condition for
which this preparation is used persists
or if a rash or irritation develops, dis-
continue use and consult physician.

ANTIHISTAMINICS FOR EXTERNAL
USE (EXCEPT PREPARATIONS FOR
OPHTHALMIC USE).

Caution—Do not use in the eyes. If
the condition for which this prepara-
tion is used persists or if a rash or irri-
tation develops, discontinue use and
consult physician.

ANTIHISTAMINICS, ORAL. (See also
§310.201(a)(4) and (a)(24) of this chap-
ter.)

Caution—This preparation may cause
drowsiness. Do not drive or operate
machinery while taking this medica-
tion. Do not give to children under 6
years of age or exceed the rec-
ommended dosage unless directed by
physician.

The reference to drowsiness is not re-
quired on preparations for the pro-
motion of sleep or on preparations that
are shown not to produce drowsiness.

ANTIPERSPIRANTS.

Do not apply to broken skin. If a rash
develops, discontinue use.

ANTIPYRINE.

Warning—Do not exceed rec-
ommended dosage. If skin rash appears,
discontinue use and consult physician.

ANTISEPTICS FOR EXTERNAL USE.

Caution—In case of deep or puncture
wounds or serious burns, consult physi-
cian. If redness, irritation, swelling, or
pain persists or increases or if infection
occurs discontinue use and consult
physician.

The reference to wounds and burns is
not required on preparations intended
solely for diaper rash.

ARSENIC PREPARATIONS.

292



