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prevent excessive loss of water from
the patient’s blood. This highly per-
meable, semipermeable membrane may
also permit greater loss of higher mo-
lecular weight substances from the
blood, compared with the conventional
dialyzer of the hemodialysis system
and accessories (§ 876.5820). The
extracorporeal blood system is the
same generic type of extracorporeal
blood system that is used in the hemo-
dialysis system and accessories
(§ 876.5820). The controlled dialysate de-
livery system also is similar to the
conventional disalysate delivery sys-
tem of the hemodialysis system and ac-
cessories (§ 876.5820), with the addition
of an ultrafiltration controller to regu-
late the rate of the removal of water
from the patient’s blood and ensure
that the pressure on the dialysate side
of the membrane is always lower than
on the blood side. This generic type of
device includes the sealed dialysate de-
livery system.

(b) Classification. Class III (premarket
approval).

(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 § 876.3.

[48 FR 53023, Nov. 23, 1983, as amended at 52
FR 17738, May 11, 1987]

§ 876.5870 Sorbent hemoperfusion sys-
tem.

(a) Identification. A sorbent
hemoperfusion system is a device that
consists of an extracorporeal blood sys-
tem similar to that identified in the
hemodialysis system and accessories
(§ 876.5820) and a container filled with
adsorbent material that removes a
wide range of substances, both toxic
and normal, from blood flowing
through it. The adsorbent materials
are usually activated-carbon or resins
which may be coated or immobilized to
prevent fine particles entering the pa-
tient’s blood. The generic type of de-
vice may include lines and filters spe-
cifically designed to connect the device
to the extracorporeal blood system.
The device is used in the treatment of
poisoning, drug overdose, hepatic
coma, or metabolic disturbances.

(b) Classification. Class III (premarket
approval).

(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 § 876.3.

[48 FR 53023, Nov. 23, 1983, as amended at 52
FR 17738, May 11, 1987]

§ 876.5880 Isolated kidney perfusion
and transport system and acces-
sories.

(a) Identification. An isolated kidney
perfusion and transport system and
accesssories is a device that is used to
support a donated or a cadaver kidney
and to maintain the organ in a near-
normal physiologic state until it is
transplanted into a recipient patient.
This generic type of device may in-
clude tubing, catheters, connectors, an
ice storage or freezing container with
or without bag or preservatives,
pulsatile or nonpulsatile hypothermic
isolated organ perfusion apparatus
with or without oxygenator, and dis-
posable perfusion set.

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

§ 876.5895 Ostomy irrigator.
(a) Identification. An ostomy irrigator

is a device that consists of a container
for fluid, tubing with a cone-shaped tip
or a soft and flexible catheter with a
retention shield and that is used to
wash out the colon through a colos-
tomy, a surgically created opening of
the colon on the surface of the body.

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

§ 876.5900 Ostomy pouch and acces-
sories.

(a) Identification. An ostomy pouch
and accessories is a device that con-
sists of a bag that is attached to the
patient’s skin by an adhesive material
and that is intended for use as a recep-
tacle for collection of fecal material or
urine following an ileostomy, colos-
tomy, or ureterostomy (a surgically
created opening of the small intestine,
large intestine, or the ureter on the
surface of the body). This generic type
of device and its accessories includes
the ostomy pouch, ostomy adhesive,
the disposable colostomy appliance,
ostomy collector, colostomy pouch,
urinary ileostomy bag, urine collecting
ureterostomy bag, ostomy drainage
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bag with adhesive, stomal bag, ostomy
protector, and the ostomy size selector,
but excludes ostomy pouches which in-
corporate arsenic-containing com-
pounds.

(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]

§ 876.5920 Protective garment for in-
continence.

(a) Identification. A protective gar-
ment for incontinence is a device that
consists of absorbent padding and a
fluid barrier and that is intended to
protect an incontinent patient’s gar-
ment from the patient’s excreta. This
generic type of device does not include
diapers for infants.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. The device is also ex-
empt from the current good manufac-
turing practice regulations in part 820
of this chapter, with the exception of
§ 820.180, regarding general require-
ments concerning records, and § 820.198,
regarding complaint files.

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

§ 876.5955 Peritoneo-venous shunt.
(a) Identification. A peritoneo-venous

shunt is an implanted device that con-
sists of a catheter and a pressure acti-
vated one-way valve. The catheter is
implanted with one end in the peri-
toneal cavity and the other in a large
vein. This device enables ascitic fluid
in the peritoneal cavity to flow into
the venous system for the treatment of
intractable ascites.

(b) Classification. Class III (premarket
approval).

(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 § 876.3.

[48 FR 53023, Nov. 23, 1983, as amended at 52
FR 17738, May 11, 1987]

§ 876.5970 Hernia support.
(a) Identification. A hernia support is

a device, usually made of elastic, can-

vas, leather, or metal, that is intended
to be placed over a hernial opening (a
weakness in the abdominal wall) to
prevent protrusion of the abdominal
contents. This generic type of device
includes the umbilical truss.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. The device is exempt
from the current good manufacturing
practice regulations in part 820 of this
chapter, with the exception of § 820.180,
regarding general requirements con-
cerning records, and § 820.198, regarding
complaint files.

[48 FR 53023, Nov. 23, 1983, as amended at 59
FR 63010, Dec. 7, 1994]

§ 876.5980 Gastrointestinal tube and
accessories.

(a) Identification. A gastrointestinal
tube and accessories is a device that
consists of flexible or semi-rigid tubing
used for instilling fluids into, with-
drawing fluids from, splinting, or sup-
pressing bleeding of the alimentary
tract. This device may incorporate an
integral inflatable balloon for reten-
tion or hemostasis. This generic type
of device includes the hemostatic bag,
irrigation and aspiration catheter (gas-
tric, colonic, etc.), rectal catheter,
sterile infant gavage set, gastro-
intestinal string and tubes to locate in-
ternal bleeding, double lumen tube for
intestinal decompression or intubation,
feeding tube, gastroenterostomy tube,
Levine tube, nasogastric tube, single
lumen tube with mercury weight bal-
loon for intestinal intubation or de-
compression, and gastro-urological ir-
rigation tray (for gastrological use).

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

(2) Class I (general controls) for the
dissolvable nasogastric feed tube guide
for the nasogastric tube.

[49 FR 573, Jan. 5, 1984]
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