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§878.4014

skin is a device indicated for topical
application only to hold closed easily
approximated skin edges of wounds
from surgical incisions, including
punctures from minimally invasive
surgery, and simple, thoroughly
cleansed, trauma-induced lacerations.
It may be used in conjunction with, but
not in place of, deep dermal stitches.
Additionally, the adjunct wound clo-
sure device component maintains tem-
porary skin edge alignment along the
length of wound during application of
the liquid adhesive.

(b) Classification. Class II (special
controls). The special control for this
device is FDA’s ‘“‘Guidance for Industry
and FDA Staff; Class II Special Con-
trols Guidance Document: Tissue Adhe-
sive with Adjunct Wound Closure De-
vice Intended for the Topical Approxi-
mation of Skin.” See §878.1(e) for the
availability of this guidance document.

[75 FR 68794, Nov. 10, 2010]

§878.4014 Nonresorbable gauze/sponge
for external use.

(a) Identification. A mnonresorbable
gauze/sponge for external use is a ster-
ile or nonsterile device intended for
medical purposes, such as to be placed
directly on a patient’s wound to absorb
exudate. It consists of a strip, piece, or
pad made from open woven or
nonwoven mesh cotton cellulose or a
simple chemical derivative of cellulose.
This classification does not include a
nonresorbable gauze/sponge for exter-
nal use that contains added drugs such
as antimicrobial agents, added bio-
logics such as growth factors, or is
composed of materials derived from
animal sources.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
part 807, subpart E of this chapter sub-
ject to the limitations in §878.9.

[64 FR 53929, Oct. 5, 1999]

§878.4015 Wound dressing with poly
(diallyl dimethyl ammonium chlo-
ride) (pDADMAC) additive.

(a) Identification. A wound dressing
with pDADMAC additive is intended
for use as a primary dressing for exud-
ing wounds, 1lst and 2d degree burns,
and surgical wounds, to secure and pre-
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vent movement of a primary dressing,
and as a wound packing.

(b) Classification. Class II (special
controls). The special control is: the
FDA guidance document entitled
“Class II Special Controls Guidance
Document: Wound Dressing With Poly
(Diallyl Dimethyl Ammonium Chlo-
ride) (PDADMAC) Additive.” See
§878.1(e) for availability of this guid-
ance document.

[74 FR 53167, Oct. 16, 2009]

§878.4018 Hydrophilic wound dress-
ing.

(a) Identification. A  hydrophilic
wound dressing is a sterile or non-ster-
ile device intended to cover a wound
and to absorb exudate. It consists of
nonresorbable materials with hydro-
philic properties that are capable of ab-
sorbing exudate (e.g., cotton, cotton
derivatives, alginates, dextran, and
rayon). This classification does not in-
clude a hydrophilic wound dressing
that contains added drugs such as anti-
microbial agents, added biologics such
as growth factors, or is composed of
materials derived from animal sources.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
part 807, subpart E of this chapter sub-
ject to the limitations in §878.9.

[64 FR 53929, Oct. 5, 1999]

§878.4020 Occlusive wound dressing.

(a) Identification. An occlusive wound
dressing is a nonresorbable, sterile or
non-sterile device intended to cover a
wound, to provide or support a moist
wound environment, and to allow the
exchange of gases such as oxygen and
water vapor through the device. It con-
sists of a piece of synthetic polymeric
material, such as polyurethane, with or
without an adhesive backing. This clas-
sification does not include an occlusive
wound dressing that contains added
drugs such as antimicrobial agents,
added biologics such as growth factors,
or is composed of materials derived
from animal sources.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
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