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§ 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] 

§ 872.2050 Dental sonography device. 
(a) Dental sonography device for moni-

toring—(1) Identification. A dental 
sonography device for monitoring is an 
electrically powered device, intended 
to be used to monitor 
temporomandibular joint sounds. The 
device detects and records sounds made 
by the temporomandibular joint. 

(2) Classification. Class I. The device 
is exempt from the premarket notifica-
tion provisions of subpart E of part 807 
of this chapter subject to § 872.9. 

(b) Dental sonography device for inter-
pretation and diagnosis—(1) Identifica-
tion. A dental sonography device for in-
terpretation and diagnosis is an elec-
trically powered device, intended to in-
terpret temporomandibular joint 
sounds for the diagnosis of 
temporomandibular joint disorders and 
associated orofacial pain. The device 
detects, records, displays, and stores 
sounds made by the 
temporomandibular joint during jaw 
movement. The device interprets these 
sounds to generate meaningful output, 
either directly or by connection to a 
personal computer. The device may be 
part of a system of devices, contrib-
uting joint sound information to be 
considered with data from other diag-
nostic components. 

(2) Classification. Class II (special con-
trols). The special control for this de-
vice is FDA’s guidance document enti-
tled ‘‘Class II Special Controls Guid-
ance Document: Dental Sonography 
and Jaw Tracking Devices.’’ 

[68 FR 67367, Dec. 2, 2003] 

§ 872.2060 Jaw tracking device. 
(a) Jaw tracking device for monitoring 

mandibular jaw positions relative to the 
maxilla—(1) Identification. A jaw track-
ing device for monitoring mandibular 
jaw positions relative to the maxilla is 
a nonpowered or electrically powered 
device that measures and records ana-
tomical distances and angles in three 
dimensional space, to determine the 
relative position of the mandible with 

respect to the location and position of 
the maxilla, while at rest and during 
jaw movement. 

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

(b) Jaw tracking device for interpreta-
tion of mandibular jaw positions for the 
diagnosis—(1) Identification. A jaw 
tracking device for interpretation of 
mandibular jaw positions relative to 
the maxilla for the diagnosis of 
temporomandibular joint disorders and 
associated orofacial pain is a nonpow-
ered or electrically powered device 
that measures and records anatomical 
distances and angles to determine the 
relative position of the mandible in 
three dimensional space, with respect 
to the location and position of the 
maxilla, while at rest and during jaw 
movement. The device records, dis-
plays, and stores information about 
jaw position. The device interprets jaw 
position to generate meaningful out-
put, either directly or by connection to 
a personal computer. The device may 
be a part of a system of devices, con-
tributing jaw position information to 
be considered with data from other di-
agnostic components. 

(2) Classification. Class II (special con-
trols). The special control for this de-
vice is FDA’s guidance document enti-
tled ‘‘Class II Special Controls Guid-
ance Document: Dental Sonography 
and Jaw Tracking Devices.’’ 

[68 FR 67367, Dec. 2, 2003] 

Subpart C [Reserved] 

Subpart D—Prosthetic Devices 
§ 872.3050 Amalgam alloy. 

(a) Identification. An amalgam alloy 
is a device that consists of a metallic 
substance intended to be mixed with 
mercury to form filling material for 
treatment of dental caries. 

(b) Classification. Class II. 

§ 872.3060 Noble metal alloy. 
(a) Identification. A noble metal alloy 

is a device composed primarily of noble 
metals, such as gold, palladium, plat-
inum, or silver, that is intended for use 
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in the fabrication of cast or porcelain- 
fused-to-metal crown and bridge res-
torations. 

(b) Classification. Class II (special 
controls). The special control for these 
devices is FDA’s ‘‘Class II Special Con-
trols Guidance Document: Dental 
Noble Metal Alloys.’’ The devices are 
exempt from the premarket notifica-
tion procedures in subpart E of part 807 
of this chapter subject to the limita-
tions in § 872.9. See § 872.1(e) for avail-
ability of guidance information. 

[69 FR 51766, Aug. 23, 2004] 

§ 872.3080 Mercury and alloy dis-
penser. 

(a) Identification. A mercury and 
alloy dispenser is a device with a 
spring-activated valve intended to 
measure and dispense into a mixing 
capsule a predetermined amount of 
dental mercury in droplet form and a 
premeasured amount of alloy pellets. 

(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. 

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

§ 872.3100 Dental amalgamator. 
(a) Identification. A dental amalga-

mator is a device, usually AC-powered, 
intended to mix, by shaking, amalgam 
capsules containing mercury and den-
tal alloy particles, such as silver, tin, 
zinc, and copper. The mixed dental 
amalgam material is intended for fill-
ing dental caries. 

(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. 

[55 FR 48439, Nov. 20, 1990, as amended at 59 
FR 63008, Dec. 7, 1994; 66 FR 38797, July 25, 
2001] 

§ 872.3110 Dental amalgam capsule. 
(a) Identification. A dental amalgam 

capsule is a container device in which 
silver alloy is intended to be mixed 
with mercury to form dental amalgam. 

(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. 

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

§ 872.3130 Preformed anchor. 
(a) Identification. A preformed anchor 

is a device made of austenitic alloys or 
alloys containing 75 percent or greater 
gold or metals of the platinum group 
intended to be incorporated into a den-
tal appliance, such as a denture, to 
help stabilize the appliance in the pa-
tient’s mouth. 

(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. 

[52 FR 30097, Aug. 12, 1987, as amended at 59 
FR 63008, Dec. 7, 1994; 66 FR 38797, July 25, 
2001] 

§ 872.3140 Resin applicator. 
(a) Identification. A resin applicator is 

a brushlike device intended for use in 
spreading dental resin on a tooth dur-
ing application of tooth shade mate-
rial. 

(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, 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] 

§ 872.3150 Articulator. 
(a) Identification. An articulator is a 

mechanical device intended to simu-
late movements of a patient’s upper 
and lower jaws. Plaster casts of the pa-
tient’s teeth and gums are placed in 
the device to reproduce the occlusion 
(bite) and articulation of the patient’s 
jaws. An articulator is intended to fit 
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