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§872.5570 Intraoral devices for snor-
ing and intraoral devices for snor-
ing and obstructive sleep apnea.

(a) Identification. Intraoral devices for
snoring and intraoral devices for snor-
ing and obstructive sleep apnea are de-
vices that are worn during sleep to re-
duce the incidence of snoring and to
treat obstructive sleep apnea. The de-
vices are designed to increase the pa-
tency of the airway and to decrease air
turbulence and airway obstruction.
The classification includes palatal 1lift-
ing devices, tongue retaining devices,
and mandibular repositioning devices.

(b) Classification. Class II (special
controls). The special control for these
devices is the FDA guidance document
entitled ‘‘Class II Special Controls
Guidance Document: Intraoral Devices
for Snoring and/or Obstructive Sleep
Apnea; Guidance for Industry and
FDA.”

[67 FR 68512, Nov. 12, 2002]

§872.5580 Oral rinse to reduce the ad-
hesion of dental plaque.

(a) Identification. The device is as-
signed the generic name oral rinse to
reduce the adhesion of dental plaque
and is identified as a device intended to
reduce the presence of bacterial plaque
on teeth and oral mucosal surfaces by
physical means. The device type in-
cludes those devices that act by reduc-
ing the attachment and inhibiting the
growth of bacterial plaque.

(b) Classification. Class II (special
controls). The special control is FDA’s
guidance document entitled ‘‘Class II
Special Controls Guidance Document:
Oral Rinse to Reduce the Adhesion of
Dental Plaque.” See §872.1(e) for the
availability of this guidance document.

[70 FR 55028, Sept. 20, 2005]

Subpart G—Miscellaneous
Devices

§872.6010 Abrasive device and acces-
sories.

(a) Identification. An abrasive device
and accessories is a device constructed
of various abrasives, such as diamond
chips, that are glued to shellac-based
paper. The device is intended to re-
move excessive restorative materials,
such as gold, and to smooth rough sur-

§872.6050

faces from oral restorations, such as
crowns. The device is attached to a
shank that is held by a handpiece. The
device includes the abrasive disk,
guard for an abrasive disk, abrasive
point, polishing agent strip, and
polishing wheel.

(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 the limitations in §872.9. If
the device is not labeled or otherwise
represented as sterile, it is exempt
from the current good manufacturing
practice requirements of the quality
system regulation in part 820 of this
chapter, with the exception of §820.180,
with respect to general requirements
concerning records, and §820.198, with
respect to complaint files.

[62 FR 30097, Aug. 12, 1987, as amended at 54
FR 13830, Apr. 5, 1989; 66 FR 38799, July 25,
2001]

§872.6030 Oral cavity
polishing agent.

(a) Identification. An oral cavity abra-
sive polishing agent is a device in paste
or powder form that contains an abra-
sive material, such as silica pumice, in-
tended to remove debris from the
teeth. The abrasive polish is applied to
the teeth by a handpiece attachment
(prophylaxis cup).

(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 the limitations in §872.9.

[62 FR 30097, Aug. 12, 1987, as amended at 59
FR 63009, Dec. 7, 1994; 66 FR 38799, July 25,
2001]

§872.6050 Saliva absorber.

(a) Identification. A saliva absorber is
a device made of paper or cotton in-
tended to absorb moisture from the
oral cavity during dental procedures.

(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 the limitations in §872.9. If
the device is not labeled or otherwise
represented as sterile, it is exempt
from the current good manufacturing
practice requirements of the quality
system regulation in part 820 of this
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