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§862.1390

are used in the diagnosis and treat-
ment of various diseases of the adrenal
or pituitary glands and gonadal dis-
orders.

(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.

[62 FR 16122, May 1, 1987; 52 FR 29468, Aug. 7,
1987, as amended at 65 FR 2306, Jan. 14, 2000]

§862.1390 5-Hydroxyindole acetic acid/
serotonin test system.

(a) Identification. A b5-hydroxyindole
acetic acid/serotonin test system is a
device intended to measure 5-
hydroxyindole acetic acid/serotonin in
urine. Measurements of 5-
hydroxyindole acetic acid/serotonin are
used in the diagnosis and treatment of
carcinoid tumors of endocrine tissue.

(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.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2306, Jan. 14, 2000]

§862.1395 17-Hydroxyprogesterone
test system.

(a) Identification. A 17-
hydroxyprogesterone test system is a
device intended to measure 17-
hydroxyprogesterone (a steroid) in
plasma and serum. Measurements of 17-
hydroxyprogesterone are used in the
diagnosis and treatment of various dis-
orders of the adrenal glands or the ova-
ries.

(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.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2306, Jan. 14, 2000]

§862.1400 Hydroxyproline test system.

(a) Identification. A hydroxyproline
test system is a device intended to
measure the amino acid
hydroxyproline in urine.
Hydroxyproline measurements are used
in the diagnosis and treatment of var-
ious collagen (connective tissue) dis-
eases, bone disease such as Paget’s dis-
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ease, and endocrine disorders such as
hyperparathyroidism and hyper-
thyroidism.

(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.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2306, Jan. 14, 2000]

§862.1405 Immunoreactive insulin test
system.

(a) Identification. An immunoreactive
insulin test system is a device intended
to measure immunoreactive insulin in
serum and plasma. Immunoreactive in-
sulin measurements are used in the di-
agnosis and treatment of various car-
bohydrate metabolism disorders, in-
cluding diabetes mellitus, and hypo-
glycemia.

(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.

[62 FR 16122, May 1, 1987, as amended at 65
FR 2306, Jan. 14, 2000]

§862.1410 Iron (non-heme) test system.

(a) Identification. An iron (non-heme)
test system is a device intended to
measure iron (non-heme) in serum and
plasma. Iron (non-heme) measurements
are used in the diagnosis and treat-
ment of diseases such as iron defi-
ciency anemia, hemochromatosis (a
disease associated with widespread de-
posit in the tissues of two iron-con-
taining pigments, hemosiderin and
hemofuscin, and characterized by pig-
mentation of the skin), and chronic
renal disease.

(b) Classification. Class 1.

§862.1415 Iron-binding capacity test
system.

(a) Identification. An iron-binding ca-
pacity test system is a device intended
to measure iron-binding capacity in
serum. Iron-binding capacity measure-
ments are used in the diagnosis and
treatment of anemia.

(b) Classification. Class 1.
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