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aldosterone by the adrenal gland), hy-
pertension caused by primary 
aldosteronism, selective 
hypoaldosteronism, edematous states, 
and other conditions of electrolyte im-
balance. 

(b) Classification. Class II.

§ 862.1050 Alkaline phosphatase or 
isoenzymes test system. 

(a) Identification. An alkaline phos-
phatase or isoenzymes test system is a 
device intended to measure alkaline 
phosphatase or its isoenzymes (a group 
of enzymes with similar biological ac-
tivity) in serum or plasma. Measure-
ments of alkaline phosphatase or its 
isoenzymes are used in the diagnosis 
and treatment of liver, bone, parathy-
roid, and intestinal diseases. 

(b) Classification. Class II.

§ 862.1060 Delta-aminolevulinic acid 
test system. 

(a) Identification. A delta-
aminolevulinic acid test system is a 
device intended to measure the level of 
delta-aminolevulinic acid (a precursor 
of porphyrin) in urine. Delta-
aminolevulinic acid measurements are 
used in the diagnosis and treatment of 
lead poisoning and certain porphyrias 
(diseases affecting the liver, gastro-
intestinal, and nervous systems that 
are accompanied by increased urinary 
excretion of various heme compounds 
including delta-aminolevulinic acid). 

(b) Classification. Class I (general con-
trols). The device is exempt from pre-
market notification procedures in sub-
part E of part 807 of this chapter sub-
ject to § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 65 
FR 2305, Jan. 14, 2000]

§ 862.1065 Ammonia test system. 
(a) Identification. An ammonia test 

system is a device intended to measure 
ammonia levels in blood, serum, and 
plasma, Ammonia measurements are 
used in the diagnosis and treatment of 
severe liver disorders, such as cir-
rhosis, hepatitis, and Reye’s syndrome. 

(b) Classification. Class I.

§ 862.1070 Amylase test system. 
(a) Identification. An amylase test 

system is a device intended to measure 
the activity of the enzyme amylase in 

serum and urine. Amylase measure-
ments are used primarily for the diag-
nosis and treatment of pancreatitis (in-
flammation of the pancreas). 

(b) Classification. Class II.

§ 862.1075 Androstenedione test sys-
tem. 

(a) Identification. An androstenedione 
test system is a device intended to 
measure androstenedione (a substance 
secreted by the testes, ovary, and adre-
nal glands) in serum. Adrostenedione 
measurements are used in the diag-
nosis and treatment of females with ex-
cessive levels of androgen (male sex 
hormone) production. 

(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 2305, Jan. 14, 2000]

§ 862.1080 Androsterone test system. 
(a) Identification. An androsterone 

test system is a device intended to 
measure the hormone adrosterone in 
serum, plasma, and urine. Andros-
terone measurements are used in the 
diagnosis and treatment of gonadal and 
adrenal diseases. 

(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 2305, Jan. 14, 2000]

§ 862.1085 Angiotensin I and renin test 
system. 

(a) Identification. An angiotensin I 
and renin test system is a device in-
tended to measure the level of 
angiotensin I generated by renin in 
plasma. Angiotensin I measurements 
are used in the diagnosis and treat-
ment of certain types of hypertension. 

(b) Classification. Class II.

§ 862.1090 Angiotensin converting en-
zyme (A.C.E.) test system. 

(a) Identification. An angiotensin con-
verting enzyme (A.C.E.) test system is 
a device intended to measure the activ-
ity of angiotensin converting enzyme 

VerDate Jan<31>2003 09:00 Apr 25, 2003 Jkt 200070 PO 00000 Frm 00186 Fmt 8010 Sfmt 8010 Y:\SGML\200070T.XXX 200070T



187

Food and Drug Administration, HHS § 862.1118 

in serum and plasma. Measurements 
obtained by this device are used in the 
diagnosis and treatment of diseases 
such as sarcoidosis, a disease charac-
terized by the formation of nodules in 
the lungs, bones, and skin, and 
Gaucher’s disease, a hereditary dis-
order affecting the spleen. 

(b) Classification. Class II.

§ 862.1095 Ascorbic acid test system. 

(a) Identification. An ascorbic acid 
test system is a device intended to 
measure the level of ascorbic acid (vi-
tamin C) in plasma, serum, and urine. 
Ascorbic acid measurements are used 
in the diagnosis and treatment of 
ascorbic acid dietary deficiencies. 

(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 2305, Jan. 14, 2000]

§ 862.1100 Aspartate amino transferase 
(AST/SGOT) test system. 

(a) Identification. An aspartate amino 
transferase (AST/SGOT) test system is 
a device intended to measure the activ-
ity of the enzyme aspartate amino 
transferase (AST) (also known as a 
serum glutamic oxaloacetic transferase 
or SGOT) in serum and plasma. 
Aspartate amino transferase measure-
ments are used in the diagnosis and 
treatment of certain types of liver and 
heart disease. 

(b) Classification. Class II.

§ 862.1110 Bilirubin (total or direct) 
test system. 

(a) Identification. A bilirubin (total or 
direct) test system is a device intended 
to measure the levels of bilirubin (total 
or direct) in plasma or serum. Measure-
ments of the levels of bilirubin, an or-
ganic compound formed during the nor-
mal and abnormal distruction of red 
blood cells, if used in the diagnosis and 
treatment of liver, hemolytic 
hematological, and metabolic dis-
orders, including hepatitis and gall 
bladder block. 

(b) Classification. Class II.

§ 862.1113 Bilirubin (total and un-
bound) in the neonate test system. 

(a) Identification. A bilirubin (total 
and unbound) in the neonate test sys-
tem is a device intended to measure 
the levels of bilirubin (total and un-
bound) in the blood (serum) of newborn 
infants to aid in indicating the risk of 
bilirubin encephalopathy (kernicterus). 

(b) Classification. Class I. 

[54 FR 30206, July 19, 1989]

§ 862.1115 Urinary bilirubin and its 
conjugates (nonquantitative) test 
system. 

(a) Identification. A urinary bilirubin 
and its conjugates (nonquantitative) 
test system is a device intended to 
measure the levels of bilirubin con-
jugates in urine. Measurements of uri-
nary bilirubin and its conjugates (non-
quantitative) are used in the diagnosis 
and treatment of certain liver diseases. 

(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 2305, Jan. 14, 2000]

§ 862.1117 B-type natriuretic peptide 
test system. 

(a) Identification. The B-type 
natriuretic peptide (BNP) test system 
is an in vitro diagnostic device in-
tended to measure BNP in whole blood 
and plasma. Measurements of BNP are 
used as an aid in the diagnosis of pa-
tients with congestive heart failure. 

(b) Classification. Class II (special 
controls). The special control is ‘‘Class 
II Special Control Guidance Document 
for B–Type Natriuretic Peptide Pre-
market Notifications; Final Guidance 
for Industry and FDA Reviewers.’’

[66 FR 12734, Feb. 28, 2001]

§ 862.1118 Biotinidase test system. 
(a) Identification. The biotinidase test 

system is an in vitro diagnostic device 
intended to measure the activity of the 
enzyme biotinidase in blood. Measure-
ments of biotinidase are used in the 
treatment and diagnosis of biotinidase 
deficiency, an inborn error of metabo-
lism in infants, characterized by the 
inability to utilize dietary protein 
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