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retractor, laparotomy rings, nonelec-
trical snare, rectal specula, bladder
neck spreader, self-retaining retractor,
and scoop. A manual surgical instru-
ment that is intended specifically for
use as an aid in the insertion, place-
ment, fixation, or anchoring of surgical
mesh during urogynecologic procedures
are classified under §884.4910 of this
chapter.

(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 §876.9.

[48 FR 53023, Nov. 23, 1983, as amended at 54
FR 25049, June 12, 1989; 66 FR 38801, July 25,
2001; 82 FR 12171, Mar. 1, 2017]

§876.4770 Urethrotome.

(a) Identification. A urethrotome is a
device that is inserted into the urethra
and used to cut urethral strictures and
enlarge the urethra. It is a metal in-
strument equipped with a dorsal-fin
cutting blade which can be elevated
from its sheath. Some urethrotomes in-
corporate an optical channel for visual
control.

(b) Classification. Class II (special
controls). The device is exempt from
the premarket notification procedures
in subpart E of part 807 of this chapter
subject to the limitations in §876.9.

[48 FR 53023, Nov. 23, 1983, as amended at 84
FR 71813, Dec. 30, 2019]

§876.4890 Urological table and acces-
sories.

(a) Identification. A urological table
and accessories is a device that con-
sists of a table, stirrups, and belts used
to support a patient in a suitable posi-
tion for endoscopic procedures of the
lower urinary tract. The table can be
adjusted into position manually or
electrically.

(b) Classification. (1) Class II (special
controls) for the electrically powered
urological table and accessories. The
device is exempt from the premarket
notification procedures in subpart E of
part 807 of this chapter subject to
§876.9.

(2) Class I for the manually powered
table and accessories, and for stirrups
for electrically powered table. The de-
vice subject to this paragraph (b)(2) is
exempt from the premarket notifica-

§876.5011

tion procedures in subpart E of part 807
of this chapter subject to the limita-
tions in §876.9.

[48 FR 53023, Nov. 23, 1983, as amended at 61
FR 1122, Jan. 16, 1996; 63 FR 59228, Nov. 3,
1998; 66 FR 38801, July 25, 2001]

Subpart F—Therapeutic Devices

§876.5010 Biliary catheter and acces-
sories.

(a) Identification. A biliary catheter
and accessories is a tubular flexible de-
vice used for temporary or prolonged
drainage of the biliary tract, for
splinting of the bile duct during heal-
ing, or for preventing stricture of the
bile duct. This generic type of device
may include a bile collecting bag that
is attached to the biliary catheter by a
connector and fastened to the patient
with a strap.

(b) Classification. Class II (special
controls). The device, when it is a bile
collecting bag or a surgical biliary
catheter that does not include a bal-
loon component, is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §876.9.

[48 FR 53023, Nov. 23, 1983, as amended at 84
FR 71814, Dec. 30, 2019]

§876.5011 Metallic biliary stent system
for benign strictures.

(a) Identification. A metallic biliary
stent system for benign strictures is a
prescription device intended for the
treatment of benign biliary strictures.
The biliary stents are intended to be
left indwelling for a limited amount of
time and subsequently removed. The
device consists of a metallic stent and
a delivery system intended to place the
biliary stent in the bile duct. This de-
vice type is not intended for use in the
vasculature.

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

(1) Clinical performance testing must
demonstrate or provide the following:

(i) The ability to safely place and
subsequently remove the stent after
the maximum labeled indwell period.

(ii) All adverse event data including
bile duct obstruction and trauma to
the bile duct.
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