§872.3590

a tooth or a portion of a tooth in a
fixed or removable partial denture.

(b) Classification. Class 1. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

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

§872.3590 Preformed plastic denture
tooth.

(a) Identification. A preformed plastic
denture tooth is a prefabricated device,
composed of materials such as methyl
methacrylate, that is intended for use
as a tooth in a denture.

(b) Classification. Class II.

§872.3600 Partially fabricated denture
kit.

(a) Identification. A partially fab-
ricated denture kit is a device com-
posed of connected preformed teeth
that is intended for use in construction
of a denture. A denture base is con-
structed using the patient’s mouth as a
mold, by partially polymerizing the
resin denture base materials while the
materials are in contact with the oral
tissues. After the denture base is con-
structed, the connected preformed
teeth are chemically bonded to the
base.

(b) Classification. Class II. The special
controls for this device are FDA’s:

(1) “Use of International Standard
ISO 10993 ‘Biological Evaluation of
Medical Devices—Part 1. Evaluation
and Testing,” ”’ and

(2) “OTC Denture Reliners, Repair
Kits, and Partially Fabricated Denture
Kits.”

[62 FR 30097, Aug. 12, 1987, as amended at 65
FR 17144, Mar. 31, 2000]

§872.3640 Endosseous implant.

(a) Identification. An endosseous im-
plant is a device made of a material
such as titanium intended to be sur-
gically placed in the bone of the upper
or lower jaw arches to provide support
for prosthetic devices, such as artifi-
cial teeth, and to restore the patient’s
chewing function.

(b) Classification. Class III.

(c) Date PMA or notice of completion of
a PDP is required. No effective date has
been established of the requirement for
premarket approval. See §872.3.
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§872.3645 Subperiosteal implant mate-
rial.

(a) Identification. Subperiosteal im-
plant material is a device composed of
titanium or cobalt chrome molyb-
denum intended to construct custom
prosthetic devices which are surgically
implanted into the lower or upper jaw
between the periosteum (connective
tissue covering the bone) and sup-
porting bony structures. The device is
intended to provide support for pros-
theses, such as dentures.

(b) Classification. Class II.

§872.3660 Impression material.

(a) Identification. Impression material
is a device composed of materials such
as alginate or polysulfide intended to
be placed on a preformed impression
tray and used to reproduce the struc-
ture of a patient’s teeth and gums. The
device is intended to provide models
for study and for production of restora-
tive prosthetic devices, such as gold in-
lays and dentures.

(b) Classification. Class II.

§872.3670 Resin impression tray mate-
rial.

(a) Identification. Resin impression
tray material is a device intended for
use in a two-step dental mold fabri-
cating process. The device consists of a
resin material, such as methyl meth-
acrylate, and is used to form a custom
impression tray for use in cases in
which a preformed impression tray is
not suitable, such as the fabrication of
crowns, bridges, or full dentures. A pre-
liminary plaster or stone model of the
patient’s teeth and gums is made. The
resin impression tray material is ap-
plied to this preliminary study model
to form a custom tray. This tray is
then filled with impression material
and inserted into the patient’s mouth
to make an impression, from which a
final, more precise, model of the pa-
tient’s mouth is cast.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. If the device is not la-
beled or otherwise represented as ster-
ile, it is exempt from the current good
manufacturing practice regulations in
part 820 of this chapter, with the excep-
tion of §820.180, with respect to general
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requirements concerning records, and
§820.198, with respect to complaint
files.

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

§872.3680 Polytetrafluoroethylene
(PTFE) vitreous carbon materials.

(a) Identification. Polytetrafluoro-
ethylene (PTFE) vitreous carbon mate-
rial is a device composed of polytetra-
fluoroethylene (PTFE) vitreous carbon
intended for use in maxillofacial alve-
olar ridge augmentation (building up
the upper or lower jaw area that con-
tains the sockets in which teeth are
rooted) or intended to coat metal sur-
gical implants to be placed in the
alveoli (sockets in which the teeth are
rooted) or the temporomandibular
joints (the joint between the upper and
lower jaws).

(b) Classification. Class II.

[562 FR 30097, Aug. 12, 1987; 52 FR 34456, Sept.
11, 1987]

§872.3690 Tooth shade resin material.

(a) Identification. Tooth shade resin
material is a device composed of mate-
rials such as bisphenol-A glycidyl
methacrylate (Bis-GMA) intended to
restore carious lesions or structural de-
fects in teeth.

(b) Classification. Class II.

§872.3700 Dental mercury.

(a) Identification. Dental mercury is a
device composed of mercury intended
for use as a component of amalgam
alloy in the restoration of a dental cav-
ity or a broken tooth.

(b) Classification. Class 1.

§872.3710 Base metal alloy.

(a) Identification. A base metal alloy
is a device composed of a material,
such as a mixture of nickel and chro-
mium, intended for use in fabrication
of a custom-made dental device, such
as porcelain veneer for a tooth.

(b) Classification. Class II.

§872.3730 Pantograph.

(a) Identification. A pantograph is a
device intended to be attached to a pa-
tient’s head to duplicate lower jaw
movements to aid in construction of
restorative and prosthetic dental de-

§872.3760

vices. A marking pen is attached to the
lower jaw component of the device and,
as the patient’s mouth opens, the pen
records on graph paper the angle be-
tween the upper and the lower jaw.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part
807. If the device is not labeled or oth-
erwise represented as sterile, it is ex-
empt from the current good manufac-
turing practice regulations in part 820,
with the exception of §820.180, with re-
spect to general requirements con-
cerning records, and §820.198, with re-
spect to complaint files.

§872.3740 Retentive and splinting pin.

(a) Identification. A retentive and
splinting pin is a device made of aus-
tenitic alloys or alloys containing 75
percent or greater gold and metals of
the platinum group intended to be
placed permanently in a tooth to pro-
vide retention and stabilization for a
restoration, such as a crown, or to join
two or more teeth together.

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

[562 FR 30097, Aug. 12, 1987, as amended at 60
FR 38900, July 28, 1995]

§872.3750 Bracket adhesive resin and
tooth conditioner.

(a) Identification. A bracket adhesive
resin and tooth conditioner is a device
composed of an adhesive compound,
such as polymethylmethacrylate, in-
tended to cement an orthodontic
bracket to a tooth surface.

(b) Classification. Class II.

§872.3760 Denture relining, repairing,
or rebasing resin.

(a) Identification. A denture relining,
repairing, or rebasing resin is a device
composed of materials such as
methylmethacrylate, intended to re-
line a denture surface that contacts
tissue, to repair a fractured denture, or
to form a new denture base. This device
is not available for over-the-counter
(OTC) use.

(b) Classification. Class II.
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