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(2) Class II for the bone-conduction 
hearing aid. 

[51 FR 40389, Nov. 6, 1986, as amended at 65 
FR 2316, Jan. 14, 2000] 

§ 874.3310 Hearing aid calibrator and 
analysis system. 

(a) Identification. A hearing aid cali-
brator and analysis system is an elec-
tronic reference device intended to 
calibrate and assess the 
electroacoustic frequency and sound 
intensity characteristics emanating 
from a hearing aid, master hearing aid, 
group hearing aid or group auditory 
trainer. The device consists of an 
acoustic complex of known cavity vol-
ume, a sound level meter, a micro-
phone, oscillators, frequency counters, 
microphone amplifiers, a distoration 
analyzer, a chart recorder, and a hear-
ing aid test box. 

(b) Classification. Class II. 

§ 874.3320 Group hearing aid or group 
auditory trainer. 

(a) Identification. A group hearing aid 
or group auditory trainer is a hearing 
aid that is intended for use in commu-
nicating simultaneously with one or 
more listeners having hearing impair-
ment. The device is used with an asso-
ciated transmitter microphone. It may 
be either monaural or binaural, and it 
provides coupling to the ear through 
either earphones or earmolds. The ge-
neric type of device includes three 
types of applications: hardwire sys-
tems, inductance loop systems, and 
wireless systems. 

(b) Classification. Class II. 

§ 874.3330 Master hearing aid. 
(a) Identification. A master hearing 

aid is an electronic device intended to 
simulate a hearing aid during 
audiometric testing. It has adjustable 
acoustic output levels, such as those 
for gain, output, and frequency re-
sponse. The device is used to select and 
adjust a person’s wearable hearing aid. 

(b) Classification. Class II. 

§ 874.3375 Battery-powered artificial 
larynx. 

(a) Identification. A battery-powered 
artificial larynx is an externally ap-
plied device intended for use in the ab-
sence of the larynx to produce sound. 

When held against the skin in the area 
of the voicebox, the device generates 
mechanical vibrations which resonate 
in the oral and nasal cavities and can 
be modulated by the tongue and lips in 
a normal manner, thereby allowing the 
production of speech. 

(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 § 874.9. 

[51 FR 40389, Nov. 6, 1986, as amended at 59 
FR 63009, Dec. 7, 1994; 66 FR 38800, July 25, 
2001] 

§ 874.3400 Tinnitus masker. 

(a) Identification. A tinnitus masker 
is an electronic device intended to gen-
erate noise of sufficient intensity and 
bandwidth to mask ringing in the ears 
or internal head noises. Because the de-
vice is able to mask internal noises, it 
is also used as an aid in hearing exter-
nal noises and speech. 

(b) Classification. Class II. The special 
control for this device is patient label-
ing regarding: 

(1) Hearing health care professional 
diagnosis, fitting of the device, and fol-
lowup care, 

(2) Risks, 
(3) Benefits, 
(4) Warnings for safe use, and 
(5) Specifications. 

[51 FR 40389, Nov. 6, 1986, as amended at 65 
FR 17145, Mar. 31, 2000] 

§ 874.3430 Middle ear mold. 

(a) Identification. A middle ear mold 
is a preformed device that is intended 
to be implanted to reconstruct the 
middle ear cavity during repair of the 
tympanic membrane. The device per-
mits an ample air-filled cavity to be 
maintained in the middle ear and pro-
motes regeneration of the mucous 
membrane lining of the middle ear cav-
ity. A middle ear mold is made of ma-
terials such as polyamide, polytetra-
fluoroethylene, silicone elastomer, or 
polyethylene, but does not contain po-
rous polyethylene. 

(b) Classification. Class II. 
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