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21 CFR Ch. I (4–1–08 Edition) § 874.1500 

§ 874.1500 Gustometer. 
(a) Identification. A gustometer is a 

battery-powered device that consists of 
two electrodes that are intended to be 
placed on both sides of the tongue at 
different taste centers and that pro-
vides a galvanic stimulus resulting in 
taste sensation. It is used for assessing 
the sense of taste. 

(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 § 874.9. 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 of this chapter, with re-
spect to general requirements con-
cerning records, and § 820.198 of this 
chapter, with respect to complaint 
files. 

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

§ 874.1600 Olfactory test device. 
(a) Identification. An olfactory test 

device is used to determine whether an 
olfactory loss is present. The device in-
cludes one or more odorants that are 
presented to the patient’s nose to sub-
jectively assess the patient’s ability to 
perceive odors. 

(b) Classification. Class II (special 
controls). The special control for these 
devices is the FDA guidance document 
entitled ‘‘Class II Special Controls 
Guidance Document: Olfactory Test 
Device.’’ For the availability of this 
guidance document, see § 874.1(e). 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. When indicated 
for the screening or diagnosis of dis-
eases or conditions other than the loss 
of olfactory function, the device is not 
exempt from premarket notification 
procedures. 

[71 FR 32835, June 7, 2006] 

§ 874.1800 Air or water caloric stimu-
lator. 

(a) Identification. An air or water ca-
loric stimulator is a device that deliv-
ers a stream of air or water to the ear 
canal at controlled rates of flow and 

temperature and that is intended for 
vestibular function testing of a pa-
tient’s body balance system. The ves-
tibular stimulation of the semicircular 
canals produce involuntary eye move-
ments that are measured and recorded 
by a nystagmograph. 

(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 § 874.9. 

[55 FR 48440, Nov. 20, 1990, as amended at 65 
FR 2316, Jan. 14, 2000] 

§ 874.1820 Surgical nerve stimulator/lo-
cator. 

(a) Identification. A surgical nerve 
stimulator/locator is a device that is 
intended to provide electrical stimula-
tion to the body to locate and identify 
nerves and to test their excitability. 

(b) Classification. Class II. 

§ 874.1925 Toynbee diagnostic tube. 
(a) Identification. The toynbee diag-

nostic tube is a listening device in-
tended to determine the degree of 
openness of the eustachian tube. 

(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 § 874.9. 

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

Subpart C [Reserved] 

Subpart D—Prosthetic Devices 
§ 874.3300 Hearing Aid. 

(a) Identification. A hearing aid is 
wearable sound-amplifying device that 
is intended to compensate for impaired 
hearing. This generic type of device in-
cludes the air-conduction hearing aid 
and the bone-conduction hearing aid, 
but excludes the group hearing aid or 
group auditory trainer (§ 874.3320), mas-
ter hearing aid (§ 874.3330), and tinnitus 
masker (§ 874.3400). 

(b) Classification. (1) Class I (general 
controls) for the air-conduction hear-
ing aid. The air-conduction hearing aid 
is exempt from the premarket notifica-
tion procedures in subpart E of part 807 
of this chapter subject to § 874.9. 
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Food and Drug Administration, HHS § 874.3430 

(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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