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is intended to be implanted for use in
the functional reconstruction of man-
dibular deficits. The device is made of
materials such as stainless steel, tan-
talum, titanium, cobalt-chromium
based alloy, polytetrafluoroethylene,
silicone elastomer, polyethylene, poly-
urethane, or polytetrafluoroethylene
with carbon fibers composite.

(b) Classification. Class II.

§ 874.3730 Laryngeal prosthesis (Taub
design).

(a) Identification. A laryngeal pros-
thesis (Taub design) is a device in-
tended to direct pulmonary air flow to
the pharynx in the absence of the lar-
ynx, thereby permitting esophageal
speech. The device is interposed be-
tween openings in the trachea and the
esophagus and may be removed and re-
placed each day by the patient. During
phonation, air from the lungs is di-
rected to flow through the device and
over the esophageal mucosa to provide
a sound source that is articulated as
speech.

(b) Classification. Class II.

§ 874.3760 Sacculotomy tack (Cody
tack)

(a) Identification. A sacculotomy tack
(Cody tack) is a device that consists of
a pointed stainless steel tack intended
to be implanted to relieve the symp-
toms of vertigo. The device repet-
itively ruptures the utricular mem-
brane as the membrane expands under
increased endolymphatic pressure.

(b) Classification. Class II.

§ 874.3820 Endolymphatic shunt.
(a) Identification. An endolymphatic

shunt is a device that consists of a tube
or sheet intended to be implanted to
relieve the symptons of vertigo. The
device permits the unrestricted flow of
excess endolymph from the distended
end of the endolymphatic system into
the mastoid cavity where resorption
occurs. This device is made of poly-
tetrafluoroethylene or silicone elas-
tomer.

(b) Classification. Class II.

§ 874.3850 Endolymphatic shunt tube
with valve.

(a) Identification. An endolymphatic
shunt tube with valve is a device that

consists of a pressure-limiting valve
associated with a tube intended to be
implanted in the inner ear to relieve
the symptoms of vertigo. The device di-
rects excess endolymph from the dis-
tended end of the endolymphatic sys-
tem into the mastoid cavity where re-
sorption occurs. The function of the
pressure-limiting inner ear valve is to
impede the flow of endolymph so that a
physiologically normal endolymphatic
pressure is maintained. The device is
made of silicone elastomer and poly-
amide and contains gold radiopaque
markers within the silicone elastomer
sheath.

(b) Classification. Class III.
(c) Date PMA or notice of completion of

a PDP is required. No effective date has
been established of the requirement for
premarket approval. See § 874.3.

§ 874.3880 Tympanostomy tube.

(a) Identification. A tympanostomy
tube is a device that is intended to be
implanted for ventilation or drainage
of the middle ear. The device is in-
serted through the tympanic mem-
brane to permit a free exchange of air
between the outer ear and middle ear.
A type of tympanostomy tube known
as the malleous clip tube attaches to
the malleous to provide middle ear
ventilation. The device is made of ma-
terials such as polytetrafluoro-
ethylene, polyethylene, silicon elas-
tomer, or porous polyethylene.

(b) Classification. Class II.

§ 874.3900 Nasal dilator.

(a) Identification. A nasal dilator is a
device intended to provide temporary
relief from transient causes of breath-
ing difficulties resulting from struc-
tural abnormalities and/or transient
causes of nasal congestion associated
with reduced nasal airflow. The device
decreases airway resistance and in-
creases nasal airflow. The external
nasal dilator is constructed from one
or more layers of material upon which
a spring material is attached, with a
skin adhesive applied to adhere to the
skin of the nose; it acts with a pulling
action to open the nares. The internal
nasal dilator is constructed from metal
or plastic and is placed inside the nos-
trils; it acts by pushing the nostrils
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open or by gently pressing on the
columella.

(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 § 874.9.

[64 FR 10949, Mar. 8, 1999]

§ 874.3930 Tympanostomy tube with
semipermeable membrane.

(a) Identification. A tympanostomy
tube with a semipermeable membrane
is a device intended to be implanted for
ventilation or drainage of the middle
ear and for preventing fluids from en-
tering the middle ear cavity. The de-
vice is inserted through the tympanic
membrane to permit a free exchange of
air between the outer ear and middle
ear. The tube portion of the device is
made of silicone elastomer or porous
polyethylene, and the membrane por-
tion is made of polytetrafluoro-
ethylene.

(b) Classification. Class II. The special
control for this device is FDA’s
‘‘Tympanostomy Tubes, Submission
Guidance for a 510(k).’’

[51 FR 40389, Nov. 6, 1986, as amended at 65
FR 17145, Mar. 31, 2000]

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 I (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) Identification. 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 (§ 874.4250) 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 I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[51 FR 40389, Nov. 6, 1986, as amended at 61
FR 1122, Jan. 16, 1996]

§ 874.4175 Nasopharyngeal catheter.

(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 I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[51 FR 40389, Nov. 6, 1986, as amended at 61
FR 1122, Jan. 16, 1996]

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

(a) Identification. 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 II.

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

(a) Identification. 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.
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