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Food and Drug Administration, HHS

part 807, subpart E of this chapter sub-
ject to the limitations in §878.9.

[64 FR 53929, Oct. 5, 1999]

§878.4022 Hydrogel wound dressing
and burn dressing.

(a) Identification. A hydrogel wound
dressing is a sterile or non-sterile de-
vice intended to cover a wound, to ab-
sorb wound exudate, to control bleed-
ing or fluid loss, and to protect against
abrasion, friction, desiccation, and con-
tamination. It consists of a
nonresorbable matrix made of hydro-
philic polymers or other material in
combination with water (at least 50
percent) and capable of absorbing
exudate. This classification does not
include a hydrogel 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]

§878.4025 Silicone sheeting.

(a) Identification. Silicone sheeting is
intended for use in the management of
closed hyperproliferative (hypertrophic
and keloid) scars.

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

[69 FR 48148, Aug. 9, 2004]

§878.4040 Surgical apparel.

(a) Identification. Surgical apparel are
devices that are intended to be worn by
operating room personnel during sur-
gical procedures to protect both the
surgical patient and the operating
room personnel from transfer of micro-
organisms, body fluids, and particulate
material. Examples include surgical
caps, hoods, masks, gowns, operating
room shoes and shoe covers, and isola-
tion masks and gowns. Surgical suits
and dresses, commonly known as scrub
suits, are excluded.

(b) Classification. (1) Class II (special
controls) for surgical gowns and sur-

§878.4100

gical masks. A surgical N95 respirator
or N95 filtering facepiece respirator is
not exempt if it is intended to prevent
specific diseases or infections, or it is
labeled or otherwise represented as fil-
tering surgical smoke or plumes, fil-
tering specific amounts of viruses or
bacteria, reducing the amount of and/
or killing viruses, bacteria, or fungi, or
affecting allergenicity, or it contains
coating technologies unrelated to fil-
tration (e.g., to reduce and or Kkill
microorganisms). Surgical N95 res-
pirators and N95 filtering facepiece res-
pirators are exempt from the pre-
market notification procedures in sub-
part E of part 807 of this chapter sub-
ject to §878.9, and the following condi-
tions for exemption:

(i) The user contacting components
of the device must be demonstrated to
be biocompatible.

(ii) Analysis and nonclinical testing
must:

(A) Characterize flammability and be
demonstrated to be appropriate for the
intended environment of use; and

(B) Demonstrate the ability of the
device to resist penetration by fluids,
such as blood and body fluids, at a ve-
locity consistent with the intended use
of the device.

(iii) NIOSH approved under its regu-
lation.

(2) Class I (general controls) for sur-
gical apparel other than surgical gowns
and surgical masks. The class I device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter subject to §878.9.

[63 FR 23872, June 24, 1988, as amended at 65
FR 2317, Jan. 14, 2000; 83 FR 22848, May 17,
2018]

§878.4100 Organ bag.

(a) Identification. An organ bag is a
device that is a flexible plastic bag in-
tended to be used as a temporary recep-
tacle for an organ during surgical pro-
cedures to prevent moisture loss.

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

[63 FR 23872, June 24, 1988, as amended at 59
FR 63010, Dec. 7, 1994; 656 FR 2318, Jan. 14,
2000]

585

15:46 Jun 06, 2023 Jkt 259078 PO 00000 Frm 00595 Fmt8010 Sfmt8010 Q:\21\21V8.TXT PC31



		Superintendent of Documents
	2023-12-27T17:20:26-0500
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




