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used in the diagnosis and treatment of
muscle diseases and endocrine dis-
orders including hyperthyroidism.

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

[52 FR 16122, May 1, 1987, as amended at 53
FR 21449, June 8, 1988]

§862.1215 Creatine phosphokinase/cre-
atine kinase or isoenzymes test sys-
tem.

(a) Identification. A creatine
phosphokinase/creatine Kinase or
isoenzymes test system is a device in-
tended to measure the activity of the
enzyme creatine phosphokinase or its
isoenzymes (a group of enzymes with
similar biological activity) in plasma
and serum. Measurements of creatine
phosphokinase and its isoenzymes are
used in the diagnosis and treatment of
myocardial infarction and muscle dis-
eases such as progressive, Duchenne-
type muscular dystrophy.

(b) Classification. Class Il.

§862.1225 Creatinine test system.

(a) ldentification. A creatinine test
system is a device intended to measure
creatinine levels in plasma and urine.
Creatinine measurements are used in
the diagnosis and treatment of renal
diseases, in monitoring renal dialysis,
and as a calculation basis for measur-
ing other urine analytes.

(b) Classification. Class I1.

§862.1230 Cyclic AMP test system.

(a) ldentification. A cyclic AMP test
system is a device intended to measure
the level of adenosine 3, 5-
monophosphate (cyclic AMP) in plas-
ma, urine, and other body fluids. Cyclic
AMP measurements are used in the di-
agnosis and treatment of endocrine dis-
orders, including hyperparathyroidism
(overactivity of the parathyroid gland).
Cyclic AMP measurements may also be
used in the diagnosis and treatment of
Graves’ disease (a disorder of the thy-
roid) and in the differentiation of
causes of hypercalcemia (elevated lev-
els of serum calcium.)

(b) Classification. Class Il.

§862.1255

§862.1240 Cystine test system.

(a) ldentification. A cystine test sys-
tem is a device intended to measure
the amino acid cystine in urine. Cys-
tine measurements are used in the di-
agnosis of cystinuria (occurrence of
cystine in urine). Patients with
cystinuria frequently develop kidney
calculi (stones).

(b) Classification. Class I.

§862.1245 Dehydroepiandrosterone
(free and sulfate) test system.

(a) Identification. A
dehydroepiandrosterone (free and sul-
fate) test system is a device intended
to measure dehydroepiandrosterone
(DHEA) and its sulfate in urine, serum,
plasma, and amniotic fluid.
Dehydroepiandrosterone measurements
are used in the diagnosis and treat-
ment of DHEA-secreting adrenal car-
cinomas.

(b) Classification. Class I.

§862.1250 Desoxycorticosterone test
system.
(a) Identification. A

desoxycorticosterone test system is a
device intended to measure
desoxycorticosterone (DOC) in plasma
and urine. DOC measurements are used
in the diagnosis and treatment of pa-
tients with hypermineralocorticoidism
(excess retention of sodium and loss of
potassium) and other disorders of the
adrenal gland.
(b) Classification. Class I.

§862.1255 2,3-Diphosphoglyceric acid
test system.
(a) Identification. A 2,3-

diphosphoglyceric acid test system is a
device intended to measure 2,3-
diphosphoglyceric acid (2,3-DPG) in
erythrocytes (red blood cells). Meas-
urements of 2,3-diphosphoglyceric acid
are used in the diagnosis and treat-
ment of blood disorders that affect the
delivery of oxygen by erythrocytes to
tissues and in monitoring the quality
of stored blood.

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

[52 FR 16122, May 1, 1987, as amended at 53
FR 21449, June 8, 1988]
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