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measure plasma oncotic pressure,
which is that portion of the total plas-
ma osmotic pressure contributed by
protein and other molecules too large
to pass through a specified
semipermeable membrane. Because
variations in plasma oncotic pressure
are indications of certain disorders,
measurements of the variations are
useful in the diagnosis and treatment
of these disorders.

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

[52 FR 16122, May 1, 1987, as amended at 60
FR 38900, July 28, 1995]

§ 862.2730 Osmometer for clinical use.
(a) Identification. An osmometer for

clinical use is a device intended to
measure the osmotic pressure of body
fluids. Osmotic pressure is the pressure
required to prevent the passage of a so-
lution with a lesser solute concentra-
tion into a solution with greater solute
concentration when the two solutions
are separated by a semipermeable
membrane. The concentration of a so-
lution affects its osmotic pressure,
freezing point, and other
physiochemical properties.
Osmometers determine osmotic pres-
sure by methods such as the measure-
ment of the freezing point. Measure-
ments obtained by this device are used
in the diagnosis and treatment of body
fluid disorders.

(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 § 862.9.

[52 FR 16122, May 1, 1987, as amended at 65
FR 2309, Jan. 14, 2000]

§ 862.2750 Pipetting and diluting sys-
tem for clinical use.

(a) Identification. A pipetting and di-
luting system for clinical use is a de-
vice intended to provide an accurately
measured volume of liquid at a speci-
fied temperature for use in certain test
procedures. This generic type of device
system includes serial, manual, auto-
mated, and semi-automated dilutors,
pipettors, dispensers, and pipetting sta-
tions.

(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 § 862.9.

[52 FR 16122, May 1, 1987, as amended at 65
FR 2309, Jan. 14, 2000]

§ 862.2800 Refractometer for clinical
use.

(a) Identification. A refractometer for
clinical use is a device intended to de-
termine the amount of solute in a solu-
tion by measuring the index of refrac-
tion (the ratio of the velocity of light
in a vacuum to the velocity of light in
the solution). The index of refraction is
used to measure the concentration of
certain analytes (solutes), such a plas-
ma total proteins and urinary total
solids. Measurements obtained by this
device are used in the diagnosis and
treatment of certain conditions.

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

[52 FR 16122, May 1, 1987, as amended at 60
FR 38900, July 28, 1995]

§ 862.2850 Atomic absorption spectro-
photometer for clinical use.

(a) Identification. An atomic absorp-
tion spectrophotometer for clinical use
is a device intended to identify and
measure elements and metals (e.g.,
lead and mercury) in human specimens.
The metal elements are identified ac-
cording to the wavelength and inten-
sity of the light that is absorbed when
the specimen is converted to the atom-
ic vapor phase. Measurements obtained
by this device are used in the diagnosis
and treatment of certain conditions.

(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 § 862.9.

[52 FR 16122, May 1, 1987, as amended at 65
FR 2309, Jan. 14, 2000]

§ 862.2860 Mass spectrometer for clin-
ical use.

(a) Identification. A mass spectrom-
eter for clinical use is a device in-
tended to identify inorganic or organic
compounds (e.g., lead, mercury, and
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drugs) in human specimens by ionizing
the compound under investigation and
separating the resulting ions by means
of an electrical and magnetic field ac-
cording to their mass.

(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 § 862.9.

[52 FR 16122, May 1, 1987, as amended at 65
FR 2309, Jan. 14, 2000]

§ 862.2900 Automated urinalysis sys-
tem.

(a) Identification. An automated uri-
nalysis system is a device intended to
measure certain of the physical prop-
erties and chemical constituents of
urine by procedures that duplicate
manual urinalysis systems. This device
is used in conjunction with certain ma-
terials to measure a variety of urinary
analytes.

(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 § 862.9.

[52 FR 16122, May 1, 1987, as amended at 65
FR 2309, Jan. 14, 2000]

§ 862.2920 Plasma viscometer for clin-
ical use.

(a) Identification. A plasma viscom-
eter for clinical use is a device in-
tended to measure the viscosity of
plasma by determining the time period
required for the plasma to flow a meas-
ured distance through a calibrated
glass tube. Measurements obtained by
this device are used to monitor changes
in the amount of solids present in plas-
ma in various disorders.

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

[52 FR 16122, May 1, 1987, as amended at 60
FR 38900, July 28, 1995]

Subpart D—Clinical Toxicology
Test Systems

§ 862.3030 Acetaminophen test system.
(a) Identification. An acetaminophen

test system is a device intended to
measure acetaminophen, an analgestic

and fever reducing drug, in serum.
Measurements obtained by this device
are used in the diagnosis and treat-
ment of acetaminophen overdose.

(b) Classification. Class II.

§ 862.3035 Amikacin test system.
(a) Identification. An amikacin test

system is a device intended to measure
amikacin, an aminoglycoside anti-
biotic drug, in serum and plasma.
Measurements obtained by this device
are used in the diagnosis and treat-
ment of amikacin overdose and in mon-
itoring levels of amikacin to ensure ap-
propriate therapy.

(b) Classification. Class II.

§ 862.3040 Alcohol test system.
(a) Identification. An alcohol test sys-

tem is a device intented to measure al-
cohol (e.g., ethanol, methanol,
isopropanol, etc.) in human body fluids
(e.g., serum, whole blood, and urine).
Measurements obtained by this device
are used in the diagnosis and treat-
ment of alcohol intoxication and poi-
soning.

(b) Classification. Class II.

§ 862.3050 Breath-alcohol test system.
(a) Identification. A breath-alcohol

test system is a device intened to
measure alcohol in the human breath.
Measurements obtained by this device
are used in the diagnosis of alcohol in-
toxication.

(b) Classification. Class I.

§ 862.3100 Amphetamine test system.
(a) Identification. An amphetamine

test system is a device intended to
measure amphetamine, a central nerv-
ous system stimulating drug, in plasma
and urine. Measurements obtained by
this device are used in the diagnosis
and treatment of amphetamine use or
overdose and in monitoring levels of
amphetamine to ensure appropriate
therapy.

(b) Classification. Class II.

§ 862.3110 Antimony test system.
(a) Identification. An antimony test

system is a device intended to measure
antimony, a heavy metal, in urine,
blood, vomitus, and stomach contents.
Measurements obtained by this device
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