§880.2200

(1) For use in the diagnosis, moni-
toring, or screening of neoplastic dis-
eases with the exception of
immunohistochemical devices;

(2) For use in screening or diagnosis
of familial or acquired genetic dis-
orders, including inborn errors of me-
tabolism;

(3) For measuring an analyte that
serves as a surrogate marker for
screening, diagnosis, or monitoring
life-threatening diseases such as ac-
quired immune deficiency syndrome
(AIDS), chronic or active hepatitis, tu-
berculosis, or myocardial infarction or
to monitor therapy;

(4) For assessing the risk of cardio-
vascular diseases;

(5) For use in diabetes management;

(6) For identifying or inferring the
identity of a microorganism directly
from clinical material;

(7) For detection of antibodies to
microorganisms other than
immunoglobulin G (IgG) or IgG assays
when the results are not qualitative, or
are used to determine immunity, or the
assay is intended for use in matrices
other than serum or plasma;

(8) For noninvasive testing as defined
in §812.3(k) of this chapter; and

(9) For near patient testing (point of
care).

[65 FR 2318, Jan. 14, 2000]
Subpart B [Reserved]

Subpart C—General Hospital and
Personal Use Monitoring Devices

§880.2200 Liquid crystal forehead tem-
perature strip.

(a) Identification. A liquid crystal
forehead temperature strip is a device
applied to the forehead that is used to
indicate the presence or absence of
fever, or to monitor body temperature
changes. The device displays the color
changes of heat sensitive liquid crys-
tals corresponding to the variation in
the surface temperature of the skin.
The liquid crystals, which are cho-
lesteric esters, are sealed in plastic.

(b) Classification. Class II (special
controls). The device is exempt from
the premarket notification procedures
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in subpart E of part 807 of this chapter
subject to §880.9.

[46 FR 69682-69737, Oct. 21, 1980, as amended
at 63 FR 59228, Nov. 3, 1998]

§880.2400 Bed-patient monitor.

(a) Identification. A bed-patient mon-
itor is a battery-powered device placed
under a mattress and used to indicate
by an alarm or other signal when a pa-
tient attempts to leave the bed.

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

[46 FR 69682-69737, Oct. 21, 1980, as amended
at 59 FR 63010, Dec. 7, 1994]

§880.2420 Electronic monitor for grav-
ity flow infusion systems.

(a) Identification. An electronic mon-
itor for gravity flow infusion systems
is a device used to monitor the amount
of fluid being infused into a patient.
The device consists of an electronic
transducer and equipment for signal
amplification, conditioning, and dis-
play.

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

§880.2460 Electrically powered spinal
fluid pressure monitor.

(a) Identification. An electrically pow-
ered spinal fluid pressure monitor is an
electrically powered device used to
measure spinal fluid pressure by the
use of a transducer which converts spi-
nal fluid pressure into an electrical sig-
nal. The device includes signal amplifi-
cation, conditioning, and display equip-
ment.

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

§880.2500 Spinal fluid manometer.

(a) Identification. A spinal fluid ma-
nometer is a device used to measure
spinal fluid pressure. The device uses a
hollow needle, which is inserted into
the spinal column fluid space, to con-
nect the spinal fluid to a graduated col-
umn so that the pressure can be meas-
ured by reading the height of the fluid.

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