§872.3165

dentures or provide orthodontic treat-
ment.

(b) Classification. Class | (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 §872.9. If
the device is not labeled or otherwise
represented as sterile, the device is ex-
empt from the current good manufac-
turing practice regulations in part 820
of this chapter, with the exceptions of
§820.180, with respect to general re-
quirements concerning records, and
§820.198, with respect to complaint
files.

[52 FR 30097, Aug. 12, 1987, as amended at 54
FR 13830, Apr. 5, 1989; 66 FR 38797, July 25,
2001]

§872.3165

(a) ldentification. A precision attach-
ment or preformed bar is a device made
of austenitic alloys or alloys con-
taining 75 percent or greater gold and
metals of the platinum group intended
for use in prosthetic dentistry in con-
junction with removable partial den-
tures. Various forms of the device are
intended to connect a lower partial
denture with another Ilower partial
denture, to connect an upper partial
denture with another upper partial
denture, to connect either an upper or
lower partial denture to a tooth or a
crown, or to connect a fixed bridge to a
partial denture.

(b) Classification. Class | (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 §872.9.

[52 FR 30097, Aug. 12, 1987, as amended at 59

FR 63008, Dec. 7, 1994; 66 FR 38797, July 25,
2001]

Precision attachment.

§872.3200 Resin tooth bonding agent.

(a) ldentification. A resin tooth bond-
ing agent is a device material, such as
methylmethacrylate, intended to be
painted on the interior of a prepared
cavity of a tooth to improve retention
of a restoration, such as a filling.

(b) Classification. Class Il.

§872.3220 Facebow.

(a) ldentification. A facebow is a de-
vice intended for use in denture fab-
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rication to determine the spatial rela-
tionship between the upper and lower
jaws. This determination is intended
for use in placing denture casts accu-
rately into an articulator (§872.3150)
and thereby aiding correct placement
of artificial teeth into a denture base.

(b) Classification. Class | (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 §872.9. If
the device is not labeled or otherwise
represented as sterile, the device is ex-
empt from the current good manufac-
turing practice regulations in part 820
of this chapter, with the exceptions of
§820.180, with respect to general re-
quirements concerning records, and
§820.198, with respect to complaint
files.

[52 FR 30097, Aug. 12, 1987, as amended at 54
FR 13830, Apr. 5, 1989; 66 FR 38797, July 25,
2001]

§872.3240 Dental bur.

(a) ldentification. A dental bur is a ro-
tary cutting device made from carbon
steel or tungsten carbide intended to
cut hard structures in the mouth, such
as teeth or bone. It is also intended to
cut hard metals, plastics, porcelains,
and similar materials intended for use
in the fabrication of dental devices.

(b) Classification. Class | (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 §872.9.

[52 FR 30097, Aug. 12, 1987, as amended at 59
FR 63008, Dec. 7, 1994; 66 FR 38798, July 25,
2001]

§872.3250 Calcium hydroxide cavity
liner.

(a) ldentification. A calcium hydrox-
ide cavity liner is a device material in-
tended to be applied to the interior of
a prepared cavity before insertion of
restorative material, such as amalgam,
to protect the pulp of a tooth.

(b) Classification. Class Il.

§872.3260 Cavity varnish.

(a) ldentification. Cavity varnish is a
device that consists of a compound in-
tended to coat a prepared cavity of a
tooth before insertion of restorative
materials. The device is intended to
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prevent penetration of restorative ma-
terials, such as amalgam, into the
dentinal tissue.

(b) Classification. Class I1.

§872.3275 Dental cement.

(a) Zinc oxide-eugenol—(1) Identifica-
tion. Zinc oxide-eugenol is a device
composed of zinc oxide-eugenol in-
tended to serve as a temporary tooth
filling or as a base cement to affix a
temporary tooth filling, to affix dental
devices such as crowns or bridges, or to
be applied to a tooth to protect the
tooth pulp.

(2) Classification. Class | (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to §872.9.

(b) Dental cement other than zinc
oxide-eugenol—(1) Identification. Dental
cement other than zinc oxide-eugenol
is a device composed of various mate-
rials other than zinc oxide-eugenol in-
tended to serve as a temporary tooth
filling or as a base cement to affix a
temporary tooth filling, to affix dental
devices such as crowns or bridges, or to
be applied to a tooth to protect the
tooth pulp.

(2) Classification. Class I1.

[52 FR 30097, Aug. 12, 1987, as amended at 65
FR 2314, Jan. 14, 2000]

§ 872.3285

(a) ldentification. A preformed clasp
or a preformed wire clasp is a prefab-
ricated device made of austenitic al-
loys or alloys containing 75 percent or
greater gold and metals of the plat-
inum group intended to be incor-
porated into a dental appliance, such
as a partial denture, to help stabilize
the appliance in the patient’s mouth by
fastening the appliance to an adjacent
tooth.

(b) Classification. Class | (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 §872.9.

Preformed clasp.

[52 FR 30097, Aug. 12, 1987, as amended at 59
FR 63008, Dec. 7, 1994; 66 FR 38798, July 25,
2001]

§872.3350

§872.3300 Hydrophilic resin coating
for dentures.

(a) ldentification. A hydrophilic resin
coating for dentures is a device that
consists of a water-retaining polymer
that is intended to be applied to the
base of a denture before the denture is
inserted into the patient’s mouth to
improve denture retention and com-
fort.

(b) Classification. Class I1.

§872.3310 Coating material for resin
fillings.

(a) ldentification. A coating material
for resin fillings is a device intended to
be applied to the surface of a restora-
tive resin dental filling to attain a
smooth, glaze-like finish on the surface
of the filling.

(b) Classification. Class II.

§872.3330 Preformed crown.

(a) ldentification. A preformed crown
is a prefabricated device made of plas-
tic or austenitic alloys or alloys con-
taining 75 percent or greater gold and
metals of the platinum group intended
to be affixed temporarily to a tooth
after removal of, or breakage of, the
natural crown (that portion of the
tooth that normally protrudes above
the gums). It is intended for use as a
functional restoration until a perma-
nent crown is constructed. The device
also may be intended for use as a func-
tional restoration for a badly decayed
deciduous (baby) tooth until the adult
tooth erupts.

(b) Classification. Class | (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 §872.9.

[52 FR 30097, Aug. 12, 1987, as amended at 59
FR 63008, Dec. 7, 1994; 66 FR 38798, July 25,
2001]

§872.3350 Gold or stainless steel cusp.

(a) ldentification. A gold or stainless
steel cusp is a prefabricated device
made of austenitic alloys or alloys con-
taining 75 percent or greater gold and
metals of the platinum group or stain-
less steel intended to provide a perma-
nent cusp (a projection on the chewing
surface of a tooth) to achieve occlusal
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