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act is automatically classified by stat-
ute into class III and must have an ap-
proval under section 515 of the act be-
fore being commercially distributed.
Accordingly, the regulation for such a
class III transitional device states that
as of the enactment date of the amend-
ments, May 28, 1976, the device must
have an approval under section 515 of
the act before commercial distribution.

§ 872.9 Limitations of exemptions from
section 510(k) of the Federal Food,
Drug, and Cosmetic Act (the act).

The exemption from the requirement
of premarket notification (section
510(k) of the act) for a generic type of
class I or II device is only to the extent
that the device has existing or reason-
ably foreseeable characteristics of
commercially distributed devices with-
in that generic type or, in the case of
in vitro diagnostic devices, only to the
extent that misdiagnosis as a result of
using the device would not be associ-
ated with high morbidity or mortality.
Accordingly, manufacturers of any
commercially distributed class I or II
device for which FDA has granted an
exemption from the requirement of
premarket notification must still sub-
mit a premarket notification to FDA
before introducing or delivering for in-
troduction into interstate commerce
for commercial distribution the device
when:

(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).

[65 FR 2314, Jan. 14, 2000]

Subpart B—Diagnostic Devices
§ 872.1500 Gingival fluid measurer.

(a) Identification. A gingival fluid
measurer is a gauge device intended to
measure the amount of fluid in the gin-
gival sulcus (depression between the
tooth and gums) to determine if there
is a gingivitis condition.

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

[52 FR 30097, Aug. 12, 1987, as amended at 59
FR 63007, Dec. 7, 1994]

§ 872.1720 Pulp tester.
(a) Identification. A pulp tester is an

AC or battery powered device intended
to evaluate the pulpal vitality of teeth
by employing high frequency current
transmitted by an electrode to stimu-
late the nerve tissue in the dental pulp.
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(b) Classification. Class II.

§ 872.1730 Electrode gel for pulp test-
ers.

(a) Identification. An electrode gel for
pulp testers is a device intended to be
applied to the surface of a tooth before
use of a pulp tester to aid conduction
of electrical current

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

[52 FR 30097, Aug. 12, 1987, as amended at 54
FR 13830, Apr. 5, 1989]

§ 872.1740 Caries detection device.

(a) Identification. The caries detection
device is a device intended to show the
existence of decay in a patient’s tooth
by use of electrical current.

(b) Classification. Class II.

§ 872.1745 Laser fluorescence caries
detection device.

(a) Identification. A laser fluorescence
caries detection device is a laser, a flu-
orescence detector housed in a dental
handpiece, and a control console that
performs device calibration, as well as
variable tone emitting and fluores-
cence measurement functions. The in-
tended use of the device is to aid in the
detection of tooth decay by measuring
increased laser induced fluorescence.

(b) Classification. Class II, subject to
the following special controls:

(1) Sale, distribution, and use of this
device are restricted to prescription
use in accordance with § 801.109 of this
chapter;

(2) Premarket notifications must in-
clude clinical studies, or other relevant
information, that demonstrates that
the device aids in the detection of
tooth decay by measuring increased
laser induced fluorescence; and

(3) The labeling must include de-
tailed use instructions with pre-
cautions that urge users to:

(i) Read and understand all directions
before using the device,

(ii) Store probe tips under proper
conditions,

(iii) Properly sterilize the emitter-de-
tector handpick before each use, and

(iv) Properly maintain and handle
the instrument in the specified manner
and condition.

[65 FR 18235, Apr. 7, 2000]

§ 872.1800 Extraoral source x-ray sys-
tem.

(a) Identification. An extraoral source
x-ray system is an AC-powered device
that produces x-rays and is intended
for dental radiographic examination
and diagnosis of diseases of the teeth,
jaw, and oral structures. The x-ray
source (a tube) is located outside the
mouth. This generic type of device may
include patient and equipment sup-
ports and component parts.

(b) Classification. Class II.

§ 872.1810 Intraoral source x-ray sys-
tem.

(a) Identification. An intraoral source
x-ray system is an electrically powered
device that produces x-rays and is in-
tended for dental radiographic exam-
ination and diagnosis of diseases of the
teeth, jaw, and oral structures. The x-
ray source (a tube) is located inside the
mouth. This generic type of device may
include patient and equipment sup-
ports and component parts.

(b) Classification. Class II.

§ 872.1820 Dental x-ray exposure align-
ment device.

(a) Identification. A dental x-ray expo-
sure alignment device is a device in-
tended to position x-ray film and to
align the examination site with the x-
ray beam.

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

[52 FR 30097, Aug. 12, 1987, as amended at 59
FR 63008, Dec. 7, 1994]

§ 872.1830 Cephalometer.

(a) Identification. A cephalometer is a
device used in dentistry during x-ray
procedures. The device is intended to
place and to hold a patient’s head in a
standard position during dental x-rays.

(b) Classification. Class II.
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