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§ 358.601 Scope.

(a) An over-the-counter pediculicide
drug product in a form suitable for top-
ical application is generally recognized
as safe and effective and is not mis-
branded if it meets each condition in
this subpart and each general condition
established in § 330.1 of this chapter.

(b) References in this subpart to reg-
ulatory sections of the Code of Federal
Regulations are to chapter I of title 21
unless otherwise noted.

§ 358.603 Definition.

As used in this subpart:
Pediculicide drug product. A drug

product for the treatment of head,
pubic (crab), and body lice.

§ 358.610 Pediculicide active ingredi-
ents.

The active ingredients of the product
consist of the combination of pyre-
thrum extract (providing a concentra-
tion of pyrethrins of 0.17 to 0.33 per-
cent) with piperonyl butoxide (2 to 4
percent) in a nonaerosol dosage formu-
lation.

[63 FR 43303, Aug. 13, 1998]

§ 358.650 Labeling of pediculicide drug
products.

(a) Statement of identity. The labeling
of the product contains the established
name of the drug, if any, and identifies
the product as a ‘‘pediculicide (lice
treatment)’’ or ‘‘lice treatment.’’

(b) Indications. The labeling of the
product states, under the heading ‘‘In-
dications,’’ the following: ‘‘For the
treatment of head, pubic (crab), and
body lice.’’ Other truthful and nonmis-
leading statements, describing only the
indications for use that have been es-
tablished and listed in paragraph (b) of
this section, may also be used, as pro-
vided in § 330.1(c)(2) of this chapter,
subject to the provisions of section 502
of the Federal Food, Drug, and Cos-
metic Act (the act) relating to mis-
branding and the prohibition in section
301(d) of the act against the introduc-
tion or delivery for introduction into
interstate commerce of unapproved
new drugs in violation of section 505(a)
of the act.

(c) Warnings. The labeling of the
product contains the following warn-
ings under the heading ‘‘Warnings’’:

(1) ‘‘Use with caution on persons al-
lergic to ragweed.’’

(2) ‘‘For external use only. Do not use
near the eyes or permit contact with
mucous membranes, such as inside the
nose, mouth, or vagina, as irritation
may occur. Keep out of eyes when rins-
ing hair. Adults and children: Close
eyes tightly and do not open eyes until
product is rinsed out. Also, protect
children’s eyes with washcloth, towel
or other suitable material, or by a
similar method. If product gets into
the eyes, immediately flush with
water.’’

(3) ‘‘If skin irritation or infection is
present or develops, discontinue use
and consult a doctor. Consult a doctor
if infestation of eyebrows or eyelashes
occurs.’’

(4) The word ‘‘physician’’ may be sub-
stituted for the word ‘‘doctor’’ in any
of the warning statements in this para-
graph.

(d) Directions. The labeling of the
product contains the following infor-
mation under the heading ‘‘Direc-
tions’’:

(1) For all products. ‘‘Important: Read
warnings before using.’’ [statement in
boldface type]

(2) For nonshampoo products. ‘‘Apply
to affected area until all the hair is
thoroughly wet with product. Allow
product to remain on area for 10 min-
utes but no longer. Wash area thor-
oughly with warm water and soap or
shampoo. A fine-toothed comb or a spe-
cial lice/nit removing comb may be
used to help remove dead lice or their
eggs (nits) from hair. A second treat-
ment must be done in 7 to 10 days to
kill any newly hatched lice.’’

(3) For products formulated for use as a
shampoo. ‘‘Apply to affected area until
all the hair is thoroughly wet with
product. Allow product to remain on
area for 10 minutes but no longer. Add
sufficient warm water to form a lather
and shampoo as usual. Rinse thor-
oughly. A fine-toothed comb or a spe-
cial lice/nit removing comb may be
used to help remove dead lice or their
eggs (nits) from hair. A second treat-
ment must be done in 7 to 10 days to
kill any newly hatched lice.’’

VerDate 11<MAY>2000 11:17 May 11, 2001 Jkt 194066 PO 00000 Frm 00297 Fmt 8010 Sfmt 8010 Y:\SGML\194066T.XXX pfrm13 PsN: 194066T



298

21 CFR Ch. I (4–1–01 Edition)§ 358.701

(e) Other required statements.
(1) ‘‘Head Lice: Head lice live on the

scalp and lay small white eggs (nits) on
the hair shaft close to the scalp. The
nits are most easily found on the nape
of the neck or behind the ears. All per-
sonal headgear, scarfs, coats, and bed
linen should be disinfected by machine
washing in hot water and drying, using
the hot cycle of a dryer for at least 20
minutes. Personal articles of clothing
or bedding that cannot be washed may
be dry-cleaned, sealed in a plastic bag
for a period of about 2 weeks, or
sprayed with a product specifically de-
signed for this purpose. Personal combs
and brushes may be disinfected by
soaking in hot water (above 130 °F) for
5 to 10 minutes. Thorough vacuuming
of rooms inhabited by infected patients
is recommended.’’

(2) ‘‘Pubic (Crab) Lice: Pubic lice may
be transmitted by sexual contact;
therefore, sexual partners should be
treated simultaneously to avoid re-
infestation. The lice are very small and
look almost like brown or grey dots on
the skin. Pubic lice usually cause in-
tense itching and lay small white eggs
(nits) on the hair shaft generally close
to the skin surface. In hairy individ-
uals, pubic lice may be present on the
short hairs of the thighs and trunk,
underarms, and occasionally on the
beard and mustache. Underwear should
be disinfected by machine washing in
hot water; then drying, using the hot
cycle for at least 20 minutes.’’

(3) ‘‘Body Lice: Body lice and their
eggs are generally found in the seams
of clothing, particularly in the waist-
line and armpit area. They move to the
skin to feed, then return to the seams
of the clothing where they lay their
eggs. Clothing worn and not laundered
before treatment should be disinfected
by the same procedure as described for
head lice, except that sealing clothing
in a plastic bag is not recommended for
body lice because the nits (eggs) from
these lice can remain dormant for a pe-
riod of up to 30 days.’’

[58 FR 65455, Dec. 14, 1993, as amended at 64
FR 13296, Mar. 17, 1999]

Subpart H—Drug Products for the
Control of Dandruff,
Seborrheic Dermatitis, and
Psoriasis

SOURCE: 56 FR 63568, Dec. 4, 1991, unless
otherwise noted.

§ 358.701 Scope.

(a) An over-the-counter dandruff,
seborrheic dermatitis, or psoriasis drug
product in a form suitable for topical
application is generally recognized as
safe and effective and is not mis-
branded if it meets each of the condi-
tions in this subpart and each general
condition established in § 330.1 of this
chapter.

(b) References in this subpart to reg-
ulatory sections of the Code of Federal
Regulations are to chapter I of title 21
unless otherwise noted.

§ 358.703 Definitions.

As used in this subpart:
(a) Coal tar. The tar used for medic-

inal purposes that is obtained as a by-
product during the destructive distilla-
tion of bituminous coal at tempera-
tures in the range of 900 °C to 1,100 °C.
It may be further processed using ei-
ther extraction with alcohol and suit-
able dispersing agents and maceration
times or fractional distillation with or
without the use of suitable organic sol-
vents.

(b) Dandruff. A condition involving
an increased rate of shedding of dead
epidermal cells of the scalp.

(c) Psoriasis. A condition of the scalp
or body characterized by irritation,
itching, redness, and extreme excess
shedding of dead epidermal cells.

(d) Seborrheic dermatitis. A condition
of the scalp or body characterized by
irritation, itching, redness, and excess
shedding of dead epidermal cells.

(e) Selenium sulfide, micronized. Se-
lenium sulfide that has been finely
ground and that has a median particle
size of approximately 5 micrometers
(µm), with not more than 0.1 percent of
the particles greater than 15 µm and

VerDate 11<MAY>2000 11:17 May 11, 2001 Jkt 194066 PO 00000 Frm 00298 Fmt 8010 Sfmt 8010 Y:\SGML\194066T.XXX pfrm13 PsN: 194066T


