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which such device can be used so as not
to produce an ozone accumulation in
excess of 0.05 part per million.

(4) In any medical condition for
which there is no proof of safety and ef-
fectiveness.

(5) To generate ozone at a level less
than 0.05 part per million by volume of
air circulating through the device and
it is labeled for use as a germicide or
deodorizer.

(d) This section does not affect the
present threshold limit value of 0.10
part per million (0.2 milligram per
cubic meter) of ozone exposure for an 8-
hour-day exposure of industrial work-
ers as recommended by the American
Conference of Governmental Industrial
Hygienists.

(e) The method and apparatus speci-
fied in 40 CFR part 50, or any other
equally sensitive and accurate method,
may be employed in measuring ozone
pursuant to this section.

§801.417 Chlorofluorocarbon
lants.

propel-

The use of chlorofluorocarbon in de-
vices as propellants in self-pressurized
containers is generally prohibited ex-
cept as provided in §2.125 of this chap-
ter.

[43 FR 11318, Mar. 17, 1978]

§801.422 Prescription hearing aid la-
beling.

(a) Scope. This section specifies the
labeling requirements for prescription
hearing aids. Any hearing aid that does
not satisfy the requirements of §800.30
of this chapter shall be a prescription
device. Unless otherwise specified, the
requirements in this section are in ad-
dition to other applicable require-
ments, including but not limited to
special controls found in the applicable
classification regulation in part 874 of
this chapter. This section does not
apply to group auditory trainers.

(b) Definitions for the purposes of this
section. This section uses the following
definitions:

Dispenser. A dispenser is any person,
as defined in section 201(e) of the Fed-
eral Food, Drug, and Cosmetic Act, en-
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gaged in the sale of hearing aids to any
member of the consuming public or any
employee, agent, salesperson, and/or
representative of such a person.

Hearing aid. A hearing aid is any
wearable device designed for, offered
for the purpose of, or represented as
aiding persons with or compensating
for, impaired hearing.

Prescription hearing aid. A prescrip-
tion hearing aid is a hearing aid that is
not an over-the-counter (OTC) hearing
aid as defined in §800.30 of this chapter
or a hearing aid that does not satisfy
the requirements in §800.30 of this
chapter.

Rebuilt hearing aid. A prescription
hearing aid is ‘‘rebuilt” if the manufac-
turer has inspected and tested the de-
vice, made any necessary modifications
to ensure it meets applicable regu-
latory requirements, including the re-
quirements in this section, and ade-
quately reprocessed the device for the
next user.

Sale. Sale includes a lease, rental, or
any other purchase or exchange for
value.

Used hearing aid. A hearing aid is
“used” if a user has worn it for any pe-
riod of time. However, a hearing aid
shall not be ‘“‘used’” merely because a
prospective user wore it as part of a
bona fide hearing aid evaluation to de-
termine whether to select that par-
ticular hearing aid for that prospective
user. A hearing aid evaluation is ‘‘bona
fide”” if it was conducted in the pres-
ence of the dispenser or a hearing
health professional selected by the dis-
penser to assist the prospective user in
making a determination.

(c) Labeling. A prescription hearing
aid shall bear all of the following label-
ing:

(1) Outside package labeling. The out-
side package of a prescription hearing
aid shall bear all of the following:

(i) Warnings and other important infor-
mation. All of the following shall ap-
pear on the outside package:

(A) Warning against use in people
younger than 18 without prior medical
evaluation.
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WARNING - Medical evaluation for people younger than 18: The use of a
hearing aid in people younger than 18 years old without a medical evaluation
may worsen impairment or disability. A prospective hearing aid user who is
younger than 18 should have a recent medical evaluation from a doctor,
preferably an ear-nose-throat doctor (an ENT). Prior to purchase, a doctor
should determine that the person is a candidate for the use of a hearing aid.

(B) ““Red flag’’ conditions.

WARNING: When to See a Doctor

If you have any of the problems listed below, please see a doctor, preferably an

ear-nose-throat doctor (an ENT).

® Your ear has a birth defect or an unusual shape. Your ear was injured or

deformed in an accident.

® You saw blood, pus, or fluid coming out of your ear in the past 6 months

® Your ear feels painful or uncomfortable

® You have a lot of ear wax, or you think something could be in your ear

® You get really dizzy or have a feeling of spinning or swaying (called vertigo)

® Your hearing changed suddenly in the past 6 months

® Your hearing changes: it gets worse then gets better again

® You have worse hearing in one ear

® You hear ringing or buzzing in only one ear

(C) Note about device trial options.

Note: Ask about trial-rental or purchase-option programs.

If you're unsure about your ability to get used to using a hearing aid, you should
ask about a trial-rental or purchase-option program. Many hearing instrument
specialists offer programs that allow you to wear a hearing aid for a short time,
at a nominal fee, before you decide to buy the hearing aid.

(ii) Statement of build condition. If the
prescription hearing aid is used or re-
built, the outside package shall declare
that fact. A sticker under and visible
through the outer wrapper will suffice
to declare such fact.

(iii) Indication of battery information.
The outside package shall indicate the
type and number of batteries and
whether batteries are included in the
package.

(iv) Indication of control platform.
That outside package shall indicate
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whether a mobile device or other non-
included control platform is required.
The indication must include the type
of platform and how the platform con-
nects to the device.

(2) Labeling, inside the package. The
manufacturer or distributor of a pre-
scription hearing aid shall include a
user instructional brochure inside the
package and shall make an electronic
version available for download without

§801.422

site or customer registration and with-
out requiring purchase of any product
or service. The user instructional bro-
chure shall include all of the following:

(i) The following warnings, which
shall appear in the following order and
prior to any content except the cover
page:

(A) Warning against use in people
younger than 18 without prior medical
evaluation.

WARNING: People younger than 18 should go to a doctor before using
this. People younger than 18 years old need specialized care, and using this
without a medical evaluation may worsen impairment or disability. A hearing aid
user who is younger than 18 should have a recent medical evaluation from a
doctor, preferably an ear-nose-throat doctor (an ENT). Before using this, a
doctor should determine that the use of a hearing aid is appropriate.

(B) ““Red flag’’ conditions, addressed to
dispensers.

WARNING to Hearing Aid Dispensers:

You should advise a prospective hearing aid user to consult promptly with a

doctor, preferably an ear specialist such as an ENT, before dispensing a hearing
aid if you determine through inquiry, actual observation, or review of any other
available information concerning the prospective user, that the prospective user

has any of the following conditions:

e Visible deformity of the ear, either congenital or traumatic

® Fluid, pus, or blood coming out of the ear within the previous 6 months

® Pain or discomfort in the ear

® History of excessive ear wax or suspicion that something is in the ear canal

® Dizziness, either recent or long-standing

® Sudden, quickly worsening, or fluctuating hearing loss within the previous 6

months

® Hearing loss or ringing (tinnitus) only in one ear or a noticeable difference

in hearing between ears

e Audiometric air-bone gap equal to or greater than 15 dB at 500 Hz, 1000 Hz,

and 2000 Hz



§801.422 21 CFR Ch. | (4-1-24 Edition)

(C) Warning to dispensers about very
high-output devices.

WARNING to Hearing Aid Dispenser, Outputs over 132 dB SPL:

You should exercise special care in selecting and fitting a hearing aid with a
maximum output that exceeds 132 dB SPL because it may impair the remaining
hearing of the hearing aid user.

(D) Additional warnings. Any addi- (ii) The following cautions and no-
tional warnings the manufacturer may tices for users, which shall appear prior
include prior to the cautions and no- to any content, except the cover page
tices to users in paragraph (c)(2)(ii) of and the warnings under paragraph
this section. (¢)(2)(1) of this section:

(A) Caution about hearing protection.

Caution: This is not hearing protection.

You should remove this device if you experience overly loud sounds, whether
short or long-lasting. If you're in a loud place, you should use the right kind of
hearing protection instead of wearing this device. In general, if you would use
ear plugs in a loud place, you should remove this device and use ear plugs.

(B) Caution about excessive sound out-
put.

Caution: The sound output should not be uncomfortable or painful.

You should turn down the volume or remove the device if the sound output is
uncomfortably loud or painful. If you consistently need to turn the volume
down, you may need to further adjust your device.

(C) Caution about components lodging
in ear.

Caution: You might need medical help if a piece gets stuck in your ear.

If any part of your hearing aid, like the eartip, gets stuck in your ear, and you
can't easily remove it with your fingers, get medical help as soon as you can.
You should not try to use tweezers or cotton swabs because they can push the
part farther into your ear, injuring your eardrum or ear canal, possibly seriously.

(D) Note about user expectations.
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Note: What you might expect when you start using a hearing aid

A hearing aid can benefit many people with hearing loss. However, you should
know it will not restore normal hearing, and you may still have some difficulty
hearing over noise. Further, a hearing aid will not prevent or improve a medical
condition that causes hearing loss.

People who start using hearing aids sometimes need a few weeks to get used to
them. Similarly, many people find that training or counseling can help them get
more out of their devices.

If you have hearing loss in both ears, you might get more out of using hearing
aids in both, especially in situations that make you tired from listening—for
example, noisy environments.

(E) Note about reporting adverse events
to FDA.

Note: Tell FDA about injuries, malfunctions, or other adverse events.

To report a problem involving your hearing aid, you should submit information to
FDA as soon as possible after the problem. FDA calls them “adverse events,” and
they might include: skin irritation in your ear, injury from the device (like cuts or
scratches, or burns from an overheated battery), pieces of the device getting
stuck in your ear, suddenly worsening hearing loss from using the device, etc.

Instructions for reporting are available at https://www.fda.gov/Safety/MedWatch,
or call 1-800-FDA-1088. You can also download a form to mail to FDA.

(F) Note about hearing loss in people
younger than 18 and fitting devices.

53



§801.422 21 CFR Ch. | (4-1-24 Edition)

Note: Hearing loss in people younger than 18

® People younger than 18 should see a doctor first, preferably an ear-nose-
throat doctor (an ENT), because they may have different needs than adults.

® The doctor will identify and treat medical conditions as appropriate.

® The doctor may refer the person to an audiologist for a separate test, a
hearing aid evaluation.

e The hearing aid evaluation will help the audiologist select and fit the
appropriate hearing aid.

A person who is younger than 18 years old with hearing loss should have a
medical evaluation by a doctor, preferably an ENT, before buying a hearing aid.
The purpose of a medical evaluation is to identify and treat medical conditions
that may affect hearing but that a hearing aid won't treat on its own.

Following the medical evaluation and if appropriate, the doctor will provide
a written statement that the hearing loss has been medically evaluated and the
person is a candidate for a hearing aid. The doctor may refer the person to an
audiologist for a hearing aid evaluation, which is different from the medical
evaluation and is intended to identify the appropriate hearing aid.

The audiologist will conduct a hearing aid evaluation to assess the person’s
ability to hear with and without a hearing aid. This will enable the audiologist to
select and fit a hearing aid for the person’s individual needs. An audiologist can
also provide evaluation and rehabilitation since, for people younger than 18,
hearing loss may cause problems in language development and educational and
social growth. An audiologist is qualified by training and experience to assist in
the evaluation and rehabilitation of hearing loss in people younger than 18.

(iii) An illustration(s) of the prescrip- user can clean, disinfect, and replace
tion hearing aid that indicates oper- parts or how to seek replacements, as
ating controls, user adjustments, and well as how to store the hearing aid

the battery compartment. when it will not be used for an ex-
(iv) Information on the function of tended period of time.

all controls intended for user adjust- (C) If the battery is replaceable or re-

ment. chargeable, how to replace or recharge

(v) A description of any accessory the battery, including a generic des-
that accompanies the prescription jgnation of replacement batteries.
hearing aid, including but not limited (D) Expected battery life.
to wax guards, and accessories for use
with a computer, television, or tele-
phone.

(vi) Specific instructions for all of
the following:

(A) Use of the prescription hearing
aid with any accompanying acces-
sories.

(B) Maintenance and care of the pre-
scription hearing aid, including how a

(vii) Identification of any Kknown
physiological side effects associated
with the use of the prescription hear-
ing aid that may warrant consultation
with a physician, referring to an ear-
nose-throat doctor when preferable, in-
cluding if applicable, skin irritation
and accelerated accumulation of ceru-
men (ear wax).
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(viii) The technical specifications re-
quired by paragraph (c)(4) of this sec-
tion unless such specifications appear
in separate labeling accompanying the
prescription hearing aid.

(ix) A description of commonly oc-
curring, avoidable events that could
adversely affect or damage the pre-
scription hearing aid, including but not
limited to, as applicable, ear wax build-
up, drops, immersion in water, or expo-
sure to excessive heat.

(x) If the hearing aid incorporates
wireless technology in its program-
ming or use, appropriate warnings, in-
structions, and information relating to
electromagnetic compatibility and
wireless technology and human expo-
sure to non-ionizing radiation.

(xi) Information on how and where to
obtain repair service or replacements,
including at least one specific address
where the user can go or send the pre-
scription hearing aid to obtain such re-
pair service or replacements.

(xii) If clinical or non-clinical studies
were conducted by or for the manufac-
turer to support the performance of the
prescription hearing aid, a summary of
all such studies.

(3) Labeling on the device. The labeling
on a prescription hearing aid itself
shall bear all of the following clearly
and permanently, except as provided in
paragraph (c¢)(3)(iii) of this section:

(i) The serial number.

(ii) If the battery is removable, a “‘+”’
symbol to indicate the positive ter-
minal for battery insertion unless the
battery’s physical design prevents in-
serting the battery in the reversed po-
sition.

(iii) If the prescription hearing aid is
used or rebuilt, the manufacturer shall
physically attach a removable tag to
the hearing aid declaring that fact.

(4) Technical specifications. You must
determine the technical specification
values for the prescription hearing aid
labeling in accordance with the test
procedures of ANSI/ASA S3.22-2014
(R2020), except as provided in para-
graph (c)(4)(ix) of this section for la-
tency. Technical specifications and
their associated values that are useful
in selecting, fitting, and checking the
performance of the prescription hear-
ing aid shall appear in the user instruc-
tional brochure or in separate labeling
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that accompanies the device, including
all of the following:

(i) Saturation output curve (Satura-
tion Sound Pressure Level (SSPL) 90
curve).

(ii) Frequency response curve.

(iii) Average saturation output (High
Frequency (HF)-Average SSPL 90).

(iv) Average full-on gain (HF-Average
full-on gain).

(v) Reference test gain.

(vi) Frequency range.

(vii) Total harmonic distortion.

(viii) Equivalent input noise.

(ix) Latency, measured using a meth-
od that is accurate and repeatable to
within 1.5 ms.

(x) Battery current drain.

(xi) Induction coil sensitivity (tele-
phone coil aids only).

(xii) Input-output curve (only for
hearing aids with automatic gain con-
trol).

(xiii) Attack and release times (only
for hearing aids with automatic gain
control).

(5) Software device labeling. Prescrip-
tion hearing aid software that is not
distributed with the hearing aid or am-
plification platform shall meet all of
the following labeling requirements.
With respect to the information re-
quired under paragraphs (c)(1) through
(4) of this section, the information
must be provided in the software device
labeling, as specified in paragraphs
(c)(5)(i) through (v) of this section,
rather than the locations (e.g., outside
package labeling) specified in para-
graphs (¢)(1) through (4).

(i) Prior to first use of the software
or obtaining payment information for
the software, whichever occurs first,
the labeling must clearly and promi-
nently present all of the following to
the prospective user. For each, the la-
beling must remain visible until the
user dismisses it or proceeds to the
next step:

(A) Compatibility and minimum op-
erating requirements for the software
device.

(B) Disclosures of any fees or pay-
ments after first use or initial pay-
ment, including but not limited to any
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fees or payments relating to subscrip-
tions, add-on features, or continued ac-
cess to features or services. The disclo-
sures must name and briefly describe
what each fee or payment covers.

(C) The information required under
paragraphs (¢)(1)(i) and (iv) of this sec-
tion.

(ii) Prior to first use of the software,
the labeling must clearly and promi-
nently present all of the following to
the prospective user:

(A) The information required under
paragraph (c)(2)(1)(A) of this section,
and it must remain visible until the
user acknowledges it.

(B) The information required under
paragraphs (¢)(2)(i)(B) through (D) and
(¢)(2)(i), (iv), (vii), and (viii) of this
section, and the information must re-
main visible until the user dismisses it
or proceeds to the next step.

(C) All other information required
under paragraph (c)(2) of this section,
to the extent applicable, and the infor-
mation must remain visible until the
user dismisses it or proceeds to the
next step.

(iii) The software device labeling
must include the information required
under paragraphs (c)(3)(i) and (c)(4) of
this section.

(iv) All of the software device label-
ing must be accessible for review after
acknowledgment, dismissal, or pro-
ceeding to the next step.

(v) If there are changes to any of the
labeling required under paragraph
(c)(5) of this section, the labeling with
the changed information must be pre-
sented to the user until the user dis-
misses it.

(6) Misbranding. A prescription hear-
ing aid that is not labeled as required
under this section and §801.109 is mis-
branded under sections 201(n), 502(a),
and/or 502(f) of the Federal Food, Drug,
and Cosmetic Act.

(d) Incorporation by reference. ANSI/
ASA S3.22-2014 (R2020), ‘“‘AMERICAN
NATIONAL STANDARD Specification
of Hearing Aid Characteristics,” dated
June b5, 2020, is incorporated by ref-
erence into this section with the ap-
proval of the Director of the Office of
the Federal Register under 5 U.S.C.
562(a) and 1 CFR part 51. This material
is available for inspection at the Food
and Drug Administration and at the

56

21 CFR Ch. | (4-1-24 Edition)

National Archives and Records Admin-
istration (NARA). Contact the Dockets
Management Staff, 5630 Fishers Lane,
Rm. 1061, Rockville, MD 20852, 240-402-
7500. For information on the avail-
ability of this material at NARA,
email: fr.inspection@nara.gov, or go to:
www.archives.gov/federal-register/cfr/ibr-
locations.html. The material may be ob-
tained from the Acoustical Society of
America (ASA), 1306 Walt Whitman
Road, Suite 300, Melville, NY 11747;
phone: (631) 390-0215; fax: (631) 923-2875;
email: asastds@acousticalsociety.org.

[87 FR 50755, Aug. 17, 2022]

§801.430 User labeling for menstrual
tampons.

(a) This section applies to scented or
scented deodorized menstrual tampons
as identified in §884.5460 and unscented
menstrual tampons as identified in
§884.5470 of this chapter.

(b) Data show that toxic shock syn-
drome (TSS), a rare but serious and
sometimes fatal disease, is associated
with the use of menstrual tampons. To
protect the public and to minimize the
serious adverse effects of TSS, men-
strual tampons shall be labeled as set
forth in paragraphs (c), (d), and (e) of
this section and tested for absorbency
as set forth in paragraph (f) of this sec-
tion.

(¢c) If the information specified in
paragraph (d) of this section is to be in-
cluded as a package insert, the fol-
lowing alert statement shall appear
prominently and legibly on the pack-
age label:

ATTENTION: Tampons are associated with
Toxic Shock Syndrome (TSS). TSS is a rare
but serious disease that may cause death.
Read and save the enclosed information.

(d) The labeling of menstrual tam-
pons shall contain the following con-
sumer information prominently and
legibly, in such terms as to render the
information likely to be read and un-
derstood by the ordinary individual
under customary conditions of pur-
chase and use:

(1)(i) Warning signs of TSS, e.g., sud-
den fever (usually 102° or more) and
vomiting, diarrhea, fainting or near
fainting when standing up, dizziness, or
a rash that looks like a sunburn;
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