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hemoglobin variants with low fre-
quency in the population is observed, a 
warning statement must be placed in a 
black box and must appear in all label-
ing material for these devices describ-
ing the interference and any affected 
populations. 

[79 FR 50551, Aug. 25, 2014] 

§ 862.1375 Histidine test system. 

(a) Identification. A histidine test sys-
tem is a device intended to measure 
free histidine (an amino acid) in plas-
ma and urine. Histidine measurements 
are used in the diagnosis and treat-
ment of hereditary histidinemia char-
acterized by excess histidine in the 
blood and urine often resulting in men-
tal retardation and disordered speech 
development. 

(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 2306, Jan. 14, 2000] 

§ 862.1377 Urinary homocystine (non-
quantitative) test system. 

(a) Identification. A urinary 
homocystine (nonquantitative) test 
system is a device intended to identify 
homocystine (an analogue of the amino 
acid cystine) in urine. The identifica-
tion of urinary homocystine is used in 
the diagnosis and treatment of 
homocystinuria (homosystine in 
urine), a heritable metabolic disorder 
which may cause mental retardation. 

(b) Classification. Class II. 

§ 862.1380 Hydroxybutyric dehydro-
genase test system. 

(a) Identification. A hydroxybutyric 
dehydrogenase test system is a device 
intended to measure the activity of the 
enzyme alpha-hydroxybutric dehydro-
genase (HBD) in plasma or serum. HBD 
measurements are used in the diag-
nosis and treatment of myocardial in-
farction, renal damage (such as rejec-
tion of transplants), certain 
hematological diseases (such as acute 
leukemias and megaloblastic anemias) 
and, to a lesser degree, liver disease. 

(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 the limitations in § 862.9. 

[52 FR 16122, May 1, 1987, as amended at 53 
FR 21449, June 8, 1988; 66 FR 38787, July 25, 
2001] 

§ 862.1385 17-Hydroxycorticosteroids 
(17-ketogenic steroids) test system. 

(a) Identification. A 17-hydroxy-
corticosteroids (17-ketogenic steroids) 
test system is a device intended to 
measure corticosteroids that possess a 
dihydroxyacetone 

moiety on the steroid nucleus in urine. 
Corticosteroids with this chemical con-
figuration include cortisol, cortisone 
11-desoxycortisol, 
desoxycorticosterone, and their 
tetrahydroderivatives. This group of 
hormones is synthesized by the adrenal 
gland. Measurements of 17-hydroxy-
corticosteroids (17-ketogenic steroids) 
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. 

[52 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 5-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. 

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