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§892.1420 Radionuclide test pattern
phantom.

(a) Identification. A radionuclide test
pattern phantom is a device that con-
sists of an arrangement of radiopaque
or radioactive material sealed in a
solid pattern intended to serve as a
test for a performance characteristic of
a nuclear medicine imaging device.

(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 §892.9.

[63 FR 1567, Jan. 20, 1988, as amended at 54
FR 13832, Apr. 5, 1989; 66 FR 38819, July 25,
2001]

§892.1540 Nonfetal ultrasonic monitor.

(a) Identification. A nonfetal ultra-
sonic monitor is a device that projects
a continuous high-frequency sound
wave into body tissue other than a
fetus to determine frequency changes
(doppler shift) in the reflected wave
and is intended for use in the investiga-
tion of nonfetal blood flow and other
nonfetal body tissues in motion. This
generic type of device may include sig-
nal analysis and display equipment, pa-
tient and equipment supports, compo-
nent parts, and accessories.

(b) Classification. Class II.

§892.1550 Ultrasonic pulsed doppler
imaging system.

(a) Identification. An ultrasonic
pulsed doppler imaging system is a de-
vice that combines the features of con-
tinuous wave doppler-effect technology
with pulsed-echo effect technology and
is intended to determine stationary
body tissue characteristics, such as
depth or location of tissue interfaces or
dynamic tissue characteristics such as
velocity of blood or tissue motion. This
generic type of device may include sig-
nal analysis and display equipment, pa-
tient and equipment supports, compo-
nent parts, and accessories.

(b) Classification. Class II.

§892.1560 Ultrasonic pulsed echo im-
aging system.

(a) Identification. An ultrasonic
pulsed echo imaging system is a device
intended to project a pulsed sound
beam into body tissue to determine the
depth or location of the tissue inter-

§892.1610

faces and to measure the duration of an
acoustic pulse from the transmitter to
the tissue interface and back to the re-
ceiver. This generic type of device may
include signal analysis and display
equipment, patient and equipment sup-
ports, component parts, and acces-
sories.

(b) Classification. Class II (special
controls). A biopsy needle guide kit in-
tended for use with an ultrasonic
pulsed echo imaging system only is ex-
empt from the premarket notification
procedures in subpart E of part 807 of
this chapter subject to the limitations
in §892.9.

[48 FR 53047, Nov. 23, 1983, as amended at 84
FR 71818, Dec. 30, 2019]

§892.1570 Diagnostic ultrasonic trans-
ducer.

(a) Identification. A diagnostic ultra-
sonic transducer is a device made of a
piezoelectric material that converts
electrical signals into acoustic signals
and acoustic signals into electrical sig-
nals and intended for use in diagnostic
ultrasonic medical devices. Accessories
of this generic type of device may in-
clude transmission media for acous-
tically coupling the transducer to the
body surface, such as acoustic gel,
paste, or a flexible fluid container.

(b) Classification. Class II.

§892.1600 Angiographic x-ray system.

(a) Identification. An angiographic x-
ray system is a device intended for
radiologic visualization of the heart,
blood vessels, or lymphatic system dur-
ing or after injection of a contrast me-
dium. This generic type of device may
include signal analysis and display
equipment, patient and equipment sup-
ports, component parts, and acces-
sories.

(b) Classification. Class II.

§892.1610 Diagnostic x-ray beam-lim-
iting device.

(a) Identification. A diagnostic x-ray
beam-limiting device is a device such
as a collimator, a cone, or an aperture
intended to restrict the dimensions of a
diagnostic x-ray field by limiting the
size of the primary x-ray beam.

(b) Classification. Class II (special
controls). The device is exempt from
the premarket notification procedures
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