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§874.3300

subpart E of part 807 of this chapter
subject to §874.9.

[61 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.

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

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

§874.3305 Wireless
hearing aid.

(a) Identification. A wireless air-con-
duction hearing aid is a wearable
sound-amplifying device, intended to
compensate for impaired hearing that
incorporates wireless technology in its
programming or use.

(b) Classification: Class II (special
controls). The special controls for this
device are:

1) Appropriate analysis/testing
should validate electro magnetic com-
patibility (EMC) and safety of exposure
to non-ionizing radiation;

(2) Design, description, and perform-
ance data should validate wireless
technology functions; and

(3) Labeling should specify appro-
priate instructions, warnings, and in-
formation relating to EMC and wireless
technology and human exposure to
non-ionizing radiation.

(c) Premarket notification. The wire-
less air-conduction hearing aid is ex-
empt from the premarket notification

air-conduction
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procedures in subpart E of part 807 of
this chapter subject to §874.9.

[76 FR 34846, June 15, 2011]

§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 (special
controls). 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.

[61 FR 40389, Nov. 6, 1986, as amended at 84
FR 71813, Dec. 30, 2019]

§874.3315 Tympanic membrane con-
tact hearing aid.

(a) Identification. A tympanic mem-
brane contact hearing aid is a prescrip-
tion device that compensates for im-
paired hearing. Amplified sound is
transmitted by vibrating the tympanic
membrane through a transducer that is
in direct contact with the tympanic
membrane.

(b) Classification. Class II (special
controls). The special controls for this
device are:

(1) The patient contacting compo-
nents must be demonstrated to be bio-
compatible.

(2) Non-clinical performance testing
must demonstrate that the device per-
forms as intended under anticipated
conditions of use, and must include:

(i) Mechanical integrity testing;

(ii) Electrical and thermal safety
testing;

(iii) Software verification, valida-
tion, and hazard analysis;

(iv) Reliability testing consistent
with expected device life;

(v) Electromagnetic compatibility
testing; and
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