§874.3950

§874.3950 Transcutaneous air conduc-
tion hearing aid system.

(a) Identification. A transcutaneous
air conduction hearing aid system is a
wearable sound-amplifying device in-
tended to compensate for impaired
hearing without occluding the ear
canal. The device consists of an air
conduction hearing aid attached to a
surgically fitted tube system, which is
placed through soft tissue between the
post auricular region and the outer ear
canal.

(b) Classification. Class Il (special
controls). The special control for this
device is FDA'’s guidance document en-
titled “Class Il Special Controls Guid-
ance Document: Transcutaneous Air
Conduction Hearing Aid System
(TACHAS); Guidance for Industry and
FDA.”” See §874.1 for the availability of
this guidance document.

[67 FR 67790, Nov. 7, 2002]

Subpart E—Surgical Devices

§874.4100 Epistaxis balloon.

(a) Identification. An epistaxis balloon
is a device consisting of an inflatable
balloon intended to control internal
nasal bleeding by exerting pressure
against the sphenopalatine artery.

(b) Classification Class | (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §874.9.

[51 FR 40389, Nov. 6, 1986, as amended at 65
FR 2316, Jan. 14, 2000]

§874.4140 Ear, nose, and throat bur.

(a) ldentification. An ear, nose, and
throat bur is a device consisting of an
interchangeable drill bit that is in-
tended for use in an ear, nose, and
throat electric or pneumatic surgical
drill (8874.4250) for incising or removing
bone in the ear, nose, or throat area.
The bur consists of a carbide cutting
tip on a metal shank or a coating of di-
amond on a metal shank. The device is
used in mastoid surgery, frontal sinus
surgery, and surgery of the facial
nerves.

(b) Classification. Class | (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 §874.9.

[51 FR 40389, Nov. 6, 1986, as amended at 61
FR 1122, Jan. 16, 1996; 66 FR 38800, July 25,
2001]

§874.4175

(a) Identification. A nasopharyngeal
catheter is a device consisting of a bou-
gie or filiform catheter that is in-
tended for use in probing or dilating
the eustachian tube. This generic type
of device includes eustachian cath-
eters.

(b) Classification. Class | (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 §874.9.

[51 FR 40389, Nov. 6, 1986, as amended at 61

FR 1122, Jan. 16, 1996; 66 FR 38801, July 25,
2001]

Nasopharyngeal catheter.

§874.4250 Ear, nose, and throat elec-
tric or pneumatic surgical drill.

(a) ldentification. An ear, nose, and
throat electric or pneumatic surgical
drill is a rotating drilling device, in-
cluding the handpiece, that is intended
to drive various accessories, such as an
ear, nose, and throat bur (§874.4140), for
the controlled incision or removal of
bone in the ear, nose, and throat area.

(b) Classification. Class Il.

§874.4350 Ear, nose, and throat
fiberoptic light source and carrier.

(a) ldentification. An ear, nose, and
throat fiberoptic light source and car-
rier is an AC-powered device that gen-
erates and transmits light through
glass of plastic fibers and that is in-
tended to provide illumination at the
tip of an ear, nose, or throat endoscope.
Endoscopic devices which utilize
fiberoptic light sources and carriers in-
clude the bronchoscope, esophagoscope,
laryngoscope, mediastinoscope, laryn-
geal-bronchial telescope, and
nasopharyngoscope.

(b) Classification. Class | (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 §874.9.

[51 FR 40389, Nov. 6, 1986, as amended at 61
FR 1122, Jan. 16, 1996; 66 FR 38801, July 25,
2001]
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