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Comparison of Labeling

The labeling submitted in this petition for the proposed drug product, Clindamycin Phosphate
Foam, 1%, is consistent with the current labeling for the reference listed drug, Evoclin®
(clindamycin phosphate) Foam, 1%.

The labeling for the proposed generic drug product is the same as that of the reference listed drug
product except for the changes required due to differences in inactive ingredients, product
appearance, administration, NDC numbers, manufacturers, and minor editorial changes. These
differences have been highlighted in the labeling comparison provided on the following pages.
The specific differences in inactive ingredients, dosing, and container size will be addressed in
the Abbreviated New Drug Application for the proposed drug product.

A comparison of the Evoclin® (clindamycin phosphate) Foam, 1%, and Clindamycin Phosphate
Foam, 1% package inserts is provided in text format for improved readability.

The approved labeling for Evoclin® (clindamycin phosphate) Foam, 1% was available at

http://www.fda.gov/cder/approval/index.htm.

Please note that the following numbers correspond to the changes highlighted in the side-by-side
comparison of the Clindamycin Phosphate Foam, 1% and the reference listed drug’s package
insert and container label, provided for on the following pages:

1. Replacement of the innovator trade name with the established name.

2. Changes to the text due to the unique formulation, manufacturer and/or
distributor, and packaging configurations for each product.

3. Minor administrative and editorial changes.



REFERENCE LISTED DRUG

Rx Only

For Topical Use Only
Not for Ophthalmic, Oral, or Intravaginal Use
DESCRIPTION

contains clindamycin phosphate, USP, a topical
antibiotic for topical dermatologic use.

Clindamycin phosphate is a water-soluble ester of the semi-
synthetic antibiotic produced by a 7 (S)-chloro-substitution
of the 7 (R)-hydroxyl group of the parent antibiotic,
lincomycin.

The chemical name for clindamycin phosphate is methyl 7-
chloro-6,7,8-trideoxy-6-(1-methyl-trans-dpropyl-L-2-
pyrrolidinecarboxamido)-1-thio-L-threo-a-Dgalacto-
octopyranoside  2-(dihydrogen phosphate), with the
empirical formula CgH3,CIN,OsPS, a molecular weight of
504.97. The following is the chemicali structure:

[Structural Formula]

contains
clindamycin phosphate, USP, at a concentration equivalent
to 10 mg clindamycin per gram in a thermolabile
hydrocthanolic foam vehicle consisting of cetyl alcohol,
ethanol (58%), polysorbate 60, potassium hydroxide,
propylene glycol, purified water, and stearyl alcohol
pressurized  with  a  hydrocarbon  (propane/butane)
propellant.

PROPOSED DRUG PRODUCT

Rx Only

For Topical Use Only
Not for Ophthalmic, Oral, or Intravaginal Use

DESCRI

% contains clindamycin
antibiotic for topical

phosphate, USP, a top
dermatologic use.

Clindamycin phosphate is a water-soluble ester of the semi-
synthetic antibiotic produced by a 7 (S)-chloro-substitution
of the 7 (R)-hydroxyl group of the parent antibiotic,
lincomycin.

The chemical name for clindamycin phosphate is methyl 7-
chloro-6,7,8-trideoxy-6-(1-methyl-trans-4-propyl-L-2-
pyrrolidinecarboxamido)- 1-thio-L-threo-a-Dgalacto-
octopyranoside 2-(dihydrogen phosphate), with the
empirical formula CgH;CIN,OsPS, a molecular weight of
504.97. The following is the chemical structure:

{Structural Formula]
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REFERENCE LISTED DRUG

CLINICAL PHARMACOLOGY

CLINICAL STUDIES

INDICATIONS AND USAGE

CONTRAINDICATIONS

WARNINGS

PRECAUTIONS

ADVERSE REACTIONS

OVERDOSAGE

DOSAGE AND ADMINISTRATION
once daily to affected areas after the skin is
mild soap and allowed to fully dry. Use
enough to cover the entire affected area.

1. Do not dispense
face, because the foam will begin to
warm skin,

2. Remove the clear cap. Align the black mark with the

PROPOSED DRUG PRODUCT

CLINICAL PHARMACOLOGY
[Change Evoclin to Clindamycin Phosphate Foam 1%]

CLINICAL STUDIES
[Change Evoclin to Clindamycin Phosphate Foam 1%)]

INDICATIONS AND USAGE
[Change Evociin to Clindamycin Phospha_te- Foam 1%)]

CONTRAINDICATIONS
{Change Evoclin to Clindamycin Phosphate Foam 1%)

WARNINGS
[Change Evoclin to Clindamycin Phosphate Foam 1%5)

PRECAUTIONS
[Change Evoclin to Clindamycin Phosphate Foam 1%)

ADVERSE REACTIONS
[Change Evoclin to Clindamycin Phosphate Foam 1 %)

OVERDOSAGE
[{Change Evoclin to Clindamycin Phosphate Foam 1%)

DOSAGE AND ADMINISTRATION
Apply

once daily to

affected areas after the skin is washed with mild soap and
allowed to fully dry. Use enough to cover the entire
affected area.

»

contact with warm skin.

2. Remove the clear cap. Align the black mark with the
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REFERENCE LISTED DRUG

nozzle of the actuator.

3. Hold the can at an upright angle and then press firmly to
dispense. Dispense an amount directly onto the cap or onto
a cool surface. Dispense an amount of that will
cover the affected area(s). If the can seems warm or the
foam seems runny, run the can under cold water.

4. Pick up small amounts of with your fingertips
and gently massage into the affected areas until the foam
disappears.

Throw away any of the unused medicine that you dispensed
out of the can,

Avoid contact of i with eyes. If contact occurs, rinse
eves thoroughly with water.

[nstructional Graphic]

SUPPLIED
ontaining clindamycin phosphate equivalent to 10
damved . . .

STORAGE AND HANDLING
Store at controlled room temperature 68 — 77°F (20 -25°C),

Do not puncture or incinerate. Do
not expose to heat or store at temperature above 120°F
(49°C). Keep out of reach of children.

PROPOSED DRUG PRODUCT

nozzle of the actuator,

3. Hold the can at an upright angle and then press firmly to
dispense. Dispense an amount directly onto the cap or onto
Dispense an amount of
Bhiospl & that will cover the affected arca(s). If
the can seems warm or the foam seems runny, run the can
under cold water.

Pick up small amounts of €3
s with your fingertips and gently massage into the
affected areas until the foam disappears.

Throw away any of the unused medicine that you dispensed
out of the can.

Avoid contact of €ling:
eyes. If contact occurs, rinse eyes

oroughly with water,

[Instructional Graphic]

HOW SUPPLIED

containing clindamycin
phosphate equivalent to 10 mg clindamycin per pram, is
available in

STORAGE AND HANDLING
Store at controlled room temperature 68 — 77°F (20 -25°C).

Do not puncture or incinerate. Do not expose to heat or
store at temperature above 120°F (49°C). Keep out of reach
of children.
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REFERENCE LISTED DRUG

PROPOSED DRUG PRODUCT

Manufactured for:

CHANGES

2.
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