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(a) The device is intended for a use
different from the intended use of a le-
gally marketed device in that generic
type of device; e.g., the device is in-
tended for a different medical purpose,
or the device is intended for lay use
where the former intended use was by
health care professionals only;

(b) The modified device operates
using a different fundamental sci-
entific technology than a legally mar-
keted device in that generic type of de-
vice; e.g., a surgical instrument cuts
tissue with a laser beam rather than
with a sharpened metal blade, or an in
vitro diagnostic device detects or iden-
tifies infectious agents by using
deoxyribonucleic acid (DNA) probe or
nucleic acid hybridization technology
rather than culture or immunoassay
technology; or

(c) The device is an in vitro device
that is intended:

(1) For use in the diagnosis, moni-
toring, or screening of neoplastic dis-
eases with the exception of
immunohistochemical devices;

(2) For use in screening or diagnosis
of familial or acquired genetic dis-
orders, including inborn errors of me-
tabolism;

(3) For measuring an analyte that
serves as a surrogate marker for
screening, diagnosis, or monitoring
life-threatening diseases such as ac-
quired immune deficiency syndrome
(AIDS), chronic or active hepatitis, tu-
berculosis, or myocardial infarction or
to monitor therapy;

(4) For assessing the risk of cardio-
vascular diseases;

(5) For use in diabetes management;

(6) For identifying or inferring the
identity of a microorganism directly
from clinical material;

(7) For detection of antibodies to
microorganisms other than
immunoglobulin G (IgG) or IgG assays
when the results are not qualitative, or
are used to determine immunity, or the
assay is intended for use in matrices
other than serum or plasma;

(8) For noninvasive testing as defined
in §812.3(k) of this chapter; and

(9) For near patient testing (point of
care).

[656 FR 2304, Jan. 14, 2000]

§862.1035

Subpart B—Clinical Chemistry Test
Systems

§862.1020 Acid phosphatase (total or
prostatic) test system.

(a) Identification. An acid phosphatase
(total or prostatic) test system is a de-
vice intended to measure the activity
of the acid phosphatase enzyme in plas-
ma and serum.

(b) Classification. Class II.

§862.1025 Adrenocorticotropic hor-

mone (ACTH) test system.

(a) Identification. An adrenocortico-
tropic hormone (ACTH) test system is
a device intended to measure adreno-
corticotropic hormone in plasma and
serum. ACTH measurements are used
in the differential diagnosis and treat-
ment of certain disorders of the adre-
nal glands such as Cushing’s syndrome,
adrenocortical insufficiency, and the
ectopic ACTH syndrome.

(b) Classification. Class II.

§862.1030 Alanine amino transferase
(ALT/SGPT) test system.

(a) Identification. An alanine amino
transferase (ALT/SGPT) test system is
a device intended to measure the activ-
ity of the enzyme alanine amino trans-
ferase (ALT) (also known as a serum
glutamic pyruvic transaminase or
SGPT) in serum and plasma. Alanine
amino transferase measurements are
used in the diagnosis and treatment of
certain liver diseases (e.g., viral hepa-
titis and cirrhosis) and heart 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.

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

§862.1035 Albumin test system.

(a) Identification. An albumin test
system is a device intended to measure
the albumin concentration in serum
and plasma. Albumin measurements
are used in the diagnosis and treat-
ment of numerous diseases involving
primarily the liver or kidneys.

(b) Classification. Class II.
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