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§878.5050

§878.5050 Surgical smoke precipitator.

(a) Identification. A surgical smoke
precipitator is a prescription device in-
tended for clearance of the visual field
by precipitation of surgical smoke and
other aerosolized particulate matter
created during laparoscopic surgery.

(b) Classification. Class II (special
controls). The special controls for this
device are:

(1) Adverse tissue reaction must be
mitigated through the following:

(i) Chemical characterization and
toxicological risk assessment of the
treated surgical smoke.

(ii) Demonstration that the elements
of the device that may contact the pa-
tient are biocompatible.

(2) Electrical safety and electro-
magnetic compatibility testing must
demonstrate that the device performs
as intended.

(3) Software verification, validation,
and hazard analysis must be performed.

(4) Performance data must dem-
onstrate the sterility of the patient
contacting components of the device.

(5) Performance data must support
the shelf life of the sterile components
of the device by demonstrating contin-
ued functionality, sterility, and pack-
age integrity over the identified shelf
life.

(6) Animal simulated-use testing
must demonstrate that the device per-
forms as intended under anticipated
conditions of use. The following per-
formance characteristics must be test-
ed:

(i) Device must be demonstrated to
be effectively inserted, positioned, and
removed from the site of use.

(ii) Device must be demonstrated to
precipitate surgical smoke particulates
to clear the visual field for
laparoscopic surgeries.

(iii) Device must be demonstrated to
be non-damaging to the site of use and
animal subject.

(7) Labeling must identify the fol-
lowing:

(i) Detailed instructions for use.

(ii) Electrical safety and electro-
magnetic compatibility information.

(iii) A shelf life.

[83 FR 4143, Jan. 30, 2018]
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§878.5070 Air-handling apparatus for
a surgical operating room.

(a) Identification. Air-handling appa-
ratus for a surgical operating room is a
device intended to produce a directed,
nonturbulent flow of air that has been
filtered to remove particulate matter
and microorganisms to provide an area
free of contaminants to reduce the pos-
sibility of infection in the patient.

(b) Classification. Class II (special
controls). The device, when it is an air
handling bench apparatus, an air han-
dling room apparatus, or an air han-
dling enclosure apparatus, is exempt
from the premarket notification proce-
dures in subpart E of part 807 of this
chapter subject to the limitations in
§878.9.

[63 FR 23872, June 24, 1988, as amended at 84
FR 71814, Dec. 30, 2019]

§878.5080 Air-handling apparatus ac-
cessory.

(a) Identification. An air-handling ap-
paratus accessory is a supplementary
device that is intended to be used with
an air-handling apparatus for a sur-
gical operating room. This device pro-
vides an interface between the compo-
nents of the device or can be used to
switch electrical power. This generic
type of device includes fittings, adapt-
ers, couplers, remote switches, and
footswitches.

(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.

[84 FR 14870, Apr. 12, 2019]

§878.5350 Needle-type epilator.

(a) Identification. A needle-type epila-
tor is a device intended to destroy the
dermal papilla of a hair by applying
electric current at the tip of a fine nee-
dle that has been inserted close to the
hair shaft, under the skin, and into the
dermal papilla. The electric current
may be high-frequency AC current,
high-frequency AC combined with DC
current, or DC current only.

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

[63 FR 23872, June 24, 1988, as amended at 61
FR 1123, Jan. 16, 1996; 66 FR 38803, July 25,
2001]

§878.5360 Tweezer-type epilator.

(a) Identification. The tweezer-type
epilator is an electrical device intended
to remove hair. The energy provided at
the tip of the tweezer used to remove
hair may be radio frequency, galvanic
(direct current), or a combination of
radio frequency and galvanic energy.

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

[63 FR 57060, Oct. 26, 1998]

§878.5400 Low level laser system for
aesthetic use

(a) Identification. A Low Level Laser
System for Aesthetic Use is a device
using low level laser energy for the dis-
ruption of adipocyte cells within the
fat layer for the release of fat and
lipids from these cells for noninvasive
aesthetic use.

(b) Classification. Class II (special
controls). The special control for this
device is the FDA guidance document
entitled ‘‘Guidance for Industry and
Food and Drug Administration Staff;
Class II Special Controls Guidance
Document: Low Level Laser System for
Aesthetic Use.” See §878.1(e) for the
availability of this guidance document.

[76 FR 20842, Apr. 14, 2011]

§878.5650 Topical oxygen chamber for
extremities.

(a) Identification. A topical oxygen
chamber for extremities is a device
that is intended to surround a patient’s
limb and apply humidified oxygen topi-
cally at a pressure slightly greater
than atmospheric pressure to aid heal-
ing of chronic skin ulcers such as bed-
sores.

(b) Classification. Class II (special
controls). The special control for this
device is FDA’s ‘““Class II Special Con-
trols Guidance: Topical Oxygen Cham-
ber for Extremities.” See §878.1(e) for
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the availability of this guidance docu-
ment.

[76 FR 22807, Apr. 25, 2011]

§878.5900 Nonpneumatic tourniquet.

(a) Identification. A nonpneumatic
tourniquet is a device consisting of a
strap or tubing intended to be wrapped
around a patient’s limb and tightened
to reduce circulation.

(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.

[63 FR 23872, June 24, 1988, as amended at 54
FR 13828, Apr. 5, 1989; 59 FR 63010, Dec. 7,
1994; 66 FR 38803, July 25, 2001]

§878.5910 Pneumatic tourniquet.

(a) Identification. A pneumatic tour-
niquet is an air-powered device con-
sisting of a pressure-regulating unit,
connecting tubing, and an inflatable
cuff. The cuff is intended to be wrapped
around a patient’s limb and inflated to
reduce or totally occlude circulation
during surgery.

(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.

[63 FR 23872, June 24, 1988, as amended at 61
FR 1123, Jan. 16, 1996; 66 FR 38803, July 25,
2001]

PART 880—GENERAL HOSPITAL
AND PERSONAL USE DEVICES

Subpart A—General Provisions

Sec.

880.1 Scope.

880.3 Effective dates of requirement for pre-
market approval.

880.9 Limitations of exemptions from sec-
tion 510(k) of the Federal Food, Drug,
and Cosmetic Act (the act).

Subpart B [Reserved]

Subpart C—General Hospital and Personal
Use Monitoring Devices

880.2200 Liquid crystal forehead tempera-
ture strip.

880.2400 Bed-patient monitor.

880.2420 Electronic monitor for gravity flow
infusion systems.
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