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when it is a prescription battery pow-
ered device that is indicated for relax-
ation training and muscle reeducation
and prescription use, subject to §882.9.

[44 FR 51730, Sept. 4, 1979, as amended at 63
FR 59229, Nov. 3, 1998]

§882.5060 Conditioning tool for eating
disorders.

(a) Identification. A conditioning tool
for eating disorders is a prescription
device that non-invasively measures
the mass of food eaten during a meal
and provides feedback in the form of
eating rate, patient satiety, and eating
pattern information to the patient.

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

(1) Nonclinical performance testing
must demonstrate:

(i) Device measurement accuracy and
repeatability; and

(ii) Device feedback accuracy.

(2) Software verification, validation,
and hazard analysis must be performed.

(3) The patient-contacting compo-
nents of the device must be dem-
onstrated to be biocompatible.

(4) Performance testing must dem-
onstrate the electromagnetic compat-
ibility (EMC) and electrical safety of
the device.

(6) Labeling and patient labeling
must be provided which includes the
following:

(i) Information identifying and ex-
plaining how to use the device and its
components; and

(ii) Information on how the device
operates and the typical course of
treatment.

[86 FR 68403, Dec. 2, 2021]

§882.5070 Bite block.

(a) Identification. A bite block is a de-
vice inserted into a patient’s mouth to
protect the tongue and teeth while the
patient is having convulsions.

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

§882.5150 Intravascular
catheter.

occluding

(a) Identification. An intravascular
occluding catheter is a catheter with
an inflatable or detachable balloon tip
that is used to block a blood vessel to

§882.5225

treat malformations, e.g., aneurysms
(balloonlike sacs formed on blood ves-
sels) of intracranial blood vessels.

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

(c) Date PMA or notice of completion of
a PDP is required. A PMA or a notice of
completion of a PDP is required to be
filed with the Food and Drug Adminis-
tration on or before December 26, 1996
for any intravascular occluding cath-
eter that was in commercial distribu-
tion before May 28, 1976, or that has, on
or before December 26, 1996 been found
to be substantially equivalent to an
intravascular occluding catheter that
was in commercial distribution before
May 28, 1976. Any other intravascular
occluding catheter shall have an ap-
proved PMA or a declared completed
PDP in effect before being placed in
commercial distribution.

[44 FR 51730, Sept. 4, 1979, as amended at 52
FR 17740, May 11, 1987; 61 FR 50708, Sept. 27,
1996]

§882.5175 Carotid artery clamp.

(a) Identification. A carotid artery
clamp is a device that is surgically
placed around a patient’s carotid ar-
tery (the principal artery in the neck
that supplies blood to the brain) and
has a removable adjusting mechanism
that protrudes through the skin of the
patient’s neck. The clamp is used to oc-
clude the patient’s carotid artery to
treat intracranial aneurysms
(balloonlike sacs formed on blood ves-
sels) or other intracranial vascular
malformations that are difficult to at-
tach directly by reducing the blood
pressure and blood flow to the aneu-
rysm or malformation.

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

§882.5200 Aneurysm clip.

(a) Identification. An aneurysm clip is
a device used to occlude an
intracranial aneurysm (a balloonlike
sac formed on a blood vessel) to pre-
vent it from bleeding or bursting.

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

§882.5225 Implanted malleable clip.

(a) Identification. An implanted mal-
leable clip is a bent wire or staple that
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