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as with male and female threads or a
rounded point and mating socket, used
in the repair of a ruptured urethra. The
device may include a protective cap to
fit over the metal threads.

(b) Classification. Class |. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[48 FR 53023, Nov. 23, 1983, as amended at 61
FR 1122, Jan. 16, 1996]

§876.4620 Ureteral stent.

(a) ldentification. A ureteral stent is a
tube-like implanted device that is in-
serted into the ureter to provide
ureteral rigidity and allow the passage
of urine. The device may have finger-
like protrusions or hooked ends to keep
the tube in place. It is used in the
treatment of ureteral injuries and
ureteral obstruction.

(b) Classification. Class Il (perform-
ance standards).

§876.4650 Water jet renal
dislodger system.

(a) ldentification. A water jet renal
stone dislodger system is a device used
to dislodge stones from renal calyces
(recesses of the pelvis of the kidney) by
means of a pressurized stream of water
through a conduit. The device is used

stone

in the surgical removal of Kkidney
stones.
(b) Classification. Class Il (perform-

ance standards).

§876.4680 Ureteral stone dislodger.

(a) Ildentification. A ureteral stone
dislodger is a device that consists of a
bougie or a catheter with an expand-
able wire basket near the tip, a special
flexible tip, or other special construc-
tion. It is inserted through a cysto-
scope and used to entrap and remove
stones from the ureter. This generic
type of device includes the metal bas-

ket and the flexible ureteral stone
dislodger.
(b) Classification. Class Il (perform-

ance standards).

§876.4730 Manual gastroenterology-
urology surgical instrument and ac-
cessories.

(a) ldentification. A manual gastro-

enterology-urology surgical instru-
ment and accessories is a device de-

§876.4890

signed to be used for gastro-
enterological and urological surgical
procedures. The device may be nonpow-
ered, hand-held, or hand-manipulated.
Manual gastroenterology-urology sur-
gical instruments include the biopsy
forceps cover, biopsy tray without bi-
opsy instruments, line clamp, nonpow-
ered rectal probe, nonelectrical clamp,
colostomy spur-crushers, locking de-
vice for intestinal clamp, needle hold-
er, gastro-urology hook, gastro-urology
probe and director, nonself-retaining
retractor, laparotomy rings, nonelec-
trical snare, rectal specula, bladder
neck spreader, self-retaining retractor,
and scoop.

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

[48 FR 53023, Nov. 23, 1983, as amended at 54
FR 25049, June 12, 1989]

§876.4770 Urethrotome.

(a) ldentification. 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 Il (perform-
ance standards).

§876.4890 Urological table and acces-
sories.

(a) ldentification. 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 Il (per-
formance standards) for the elec-
trically powered urological table and
accessories.

(2) Class | for the manually powered
table and accessories, and for stirrups
for electrically powered table. The de-
vice subject to this paragraph (b)(2) is
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§876.5010

exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[48 FR 53023, Nov. 23, 1983, as amended at 61
FR 1122, Jan. 16, 1996]

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 Il (perform-
ance standards).

§876.5030 Continent
eter.

ileostomy cath-

(a) ldentification. A continent ileos-
tomy catheter is a flexible tubular de-
vice used as a form during surgery for
continent ileostomy and it provides
drainage after surgery. Additionally,
the device may be inserted periodically
by the patient for routine care to
empty the ileal pouch. This generic
type of device includes the rectal cath-
eter for continent ileostomy.

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

[48 FR 53023, Nov. 23, 1983, as amended at 54
FR 25050, June 12, 1989]

§876.5090 Suprapubic urological cath-
eter and accessories.

(a) Ildentification. A  suprapubic
urological catheter and accessories is a
flexible tubular device that is inserted
through the abdominal wall into the
urinary bladder with the aid of a trocar
and cannula. The device is used to pass
fluids to and from the urinary tract.
This generic type of device includes the
suprapubic catheter and tube, Malecot
catheter, catheter punch instrument,
suprapubic drainage tube, and the
suprapubic cannula and trocar.
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(b) Classification.
formance standards).

(2) Class | for the catheter punch in-
strument, nondisposable cannula and
trocar, and gastro-urological trocar.
The devices subject to this paragraph
(b)(2) are exempt from the premarket
notification procedures in subpart E of
part 807 of this chapter.

(1) Class Il (per-

[48 FR 53023, Nov. 23, 1983, as amended at 61
FR 1122, Jan. 16, 1996]

§876.5130 Urological catheter and ac-
cessories.

(a) Identification. A urological cath-
eter and accessories is a flexible tubu-
lar device that is inserted through the
urethra and used to pass fluids to or
from the urinary tract. This generic
type of device includes radiopaque
urological catheters, ureteral cath-
eters, urethral catheters, coudé cath-
eters, balloon retention type catheters,
straight catheters, upper urinary tract

catheters, double lumen female
urethrographic catheters, disposable
ureteral catheters, male
urethrographic catheters, and

urological catheter accessories includ-
ing ureteral catheter stylets, ureteral
catheter adapters, ureteral catheter
holders, ureteral catheter stylets,
ureteral catheterization trays, and the
gastro-urological irrigation tray (for
urological use).

(b) Classification. (1) Class Il (per-
formance standards).

(2) Class | for the ureteral stylet
(guidewire), stylet for gastro-

urological catheter, ureteral catheter
adapter, ureteral catheter connector,
and ureteral catheter holder. The de-
vices subject to this paragraph (b)(2)
are exempt from the premarket notifi-
cation procedures in subpart E of part
807 of this chapter.

[48 FR 53023, Nov. 23, 1983, as amended at 61
FR 1122, Jan. 16, 1996]

§876.5160 Urological clamp for males.

(a) ldentification. A urological clamp
for males is a device used to close the
urethra of a male to control urinary in-
continence or to hold anesthetic or ra-
diography contrast media in the ure-
thra temporarily. It is an external
clamp.
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