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§ 862.1680

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 2308, Jan. 14, 2000]

§ 862.1660 Quality control material (assayed and unassayed).
(a) Identification. A quality control
material (assayed and unassayed) for
clinical chemistry is a device intended
for medical purposes for use in a test
system to estimate test precision and
to detect systematic analytical deviations that may arise from reagent or
analytical instrument variation. A
quality control material (assayed and
unassayed) may be used for proficiency
testing in interlaboratory surveys.
This generic type of device includes
controls (assayed and unassayed) for
blood gases, electrolytes, enzymes,
multianalytes (all kinds), single (specified) analytes, or urinalysis controls.
(b) Classification. Class I (general controls). Except when used in donor
screening tests, unassayed material 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 2308, Jan. 14, 2000]

§ 862.1665

Sodium test system.

(a) Identification. A sodium test system is a device intended to measure sodium in serum, plasma, and urine.
Measurements obtained by this device
are used in the diagnosis and treatment of aldosteronism (excessive secretion of the hormone aldosterone), diabetes insipidus (chronic excretion of
large amounts of dilute urine, accompanied by extreme thirst), adrenal hypertension, Addison’s disease (caused
by destruction of the adrenal glands),
dehydration, inappropriate antidiuretic
hormone secretion, or other diseases
involving electrolyte imbalance.
(b) Classification. Class II.
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§ 862.1670 Sorbitol dehydrogenase test
system.
(a) Identification. A sorbitol dehydrogenase test system is a device intended
to measure the activity of the enzyme
sorbitol dehydrogenase in serum. Measurements obtained by this device are

used in the diagnosis and treatment of
liver disorders such as cirrhosis or
acute hepatitis.
(b) Classification. Class I (general controls). 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 38788, July 25,
2001]

§ 862.1675 Blood
device.

specimen

collection

(a) Identification. A blood specimen
collection device is a device intended
for medical purposes to collect and to
handle blood specimens and to separate
serum from nonserum (cellular) components prior to further testing. This generic type device may include blood
collection tubes, vials, systems, serum
separators, blood collection trays, or
vacuum sample tubes.
(b) Classification. Class II.
§ 862.1678

Tacrolimus test system.

(a) Identification. A tacrolimus test
system is a device intended to quantitatively determine tacrolimus concentrations as an aid in the management of transplant patients receiving
therapy with this drug. This generic
type of device includes immunoassays
and
chromatographic
assays
for
tacrolimus.
(b) Classification. Class II (special
controls). The special control is ‘‘Class
II Special Controls Guidance Document: Cyclosporine and Tacrolimus Assays; Guidance for Industry and FDA.’’
See § 862.1(d) for the availability of this
guidance document.
[67 FR 58329, Sept. 16, 2002]

§ 862.1680 Testosterone test system.
(a) Identification. A testosterone test
system is a device intended to measure
testosterone (a male sex hormone) in
serum, plasma, and urine. Measurement of testosterone are used in the diagnosis and treatment of disorders involving the male sex hormones
(androgens), including primary and secondary hypogonadism, delayed or precocious puberty, impotence in males
and, in females hirsutism (excessive
hair) and virilization (masculinization)
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21 CFR Ch. I (4–1–10 Edition)

due to tumors, polycystic ovaries, and
adrenogenital syndromes.
(b) Classification. Class I.
[52 FR 16122, May 1, 1987; 53 FR 11645, Apr. 8,
1988]

§ 862.1685 Thyroxine-binding globulin
test system.
(a) Identification. A thyroxine-binding
globulin test system is a device intended to measure thyroxine (thyroid)binding globulin (TBG), a plasma protein which binds thyroxine, in serum
and plasma. Measurements obtained by
this device are used in the diagnosis
and treatment of thyroid diseases.
(b) Classification. Class II.
§ 862.1690 Thyroid stimulating
mone test system.

hor-

(a) Identification. A thyroid stimulating hormone test system is a device
intended to measure thyroid stimulating hormone, also known as thyrotrophin and thyrotrophic hormone, in
serum and plasma. Measurements of
thyroid stimulating hormone produced
by the anterior pituitary are used in
the diagnosis of thyroid or pituitary
disorders.
(b) Classification. Class II.
§ 862.1695

Free thyroxine test system.

(a) Identification. A free thyroxine
test system is a device intended to
measure free (not protein bound)
thyroxine (thyroid hormone) in serum
or plasma. Levels of free thyroxine in
plasma are thought to reflect the
amount of thyroxine hormone available to the cells and may therefore determine the clinical metabolic status
of thyroxine. Measurements obtained
by this device are used in the diagnosis
and treatment of thyroid diseases.
(b) Classification. Class II.
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§ 862.1700

Total thyroxine test system.

(a) Identification. A total thyroxine
test system is a device intended to
measure total (free and protein bound)
thyroxine (thyroid hormone) in serum
and plasma. Measurements obtained by
this device are used in the diagnosis
and treatment of thyroid diseases.
(b) Classification. Class II.

§ 862.1705 Triglyceride test system.
(a) Identification. A triglyceride test
system is a device intended to measure
triglyceride (neutral fat) in serum and
plasma. Measurements obtained by this
device are used in the diagnosis and
treatment of patients with diabetes
mellitus, nephrosis, liver obstruction,
other diseases involving lipid metabolism, or various endocrine disorders.
(b) Classification. Class I (general controls). 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 2308, Jan. 14, 2000]

§ 862.1710 Total triiodothyronine test
system.
(a)
Identification.
A
total
triiodothyronine test system is a device intended to measure the hormone
triiodothyronine in serum and plasma.
Measurements obtained by this device
are used in the diagnosis and treatment of thyroid diseases such as hyperthyroidism.
(b) Classification. Class II. This 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 65
FR 62286, Oct. 18, 2000]

§ 862.1715 Triiodothyronine
uptake
test system.
(a) Identification. A triiodothyronine
uptake test system is a device intended
to measure the total amount of binding
sites available for binding thyroid hormone on the thyroxine-binding proteins,
thyroid-binding
globulin,
thyroxine-binding prealbumin, and albumin of serum and plasma. The device
provides an indirect measurement of
thyrkoxine levels in serum and plasma.
Measurements of triiodothyronine uptake are used in the diagnosis and
treatment of thyroid disorders.
(b) Classification. Class II. 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 64
FR 1124, Jan. 8, 1999]
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