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Details and Guidance from International Hearing Society 
on the FDA Proposed Rules and Public Comments 

 
 

This document contains a summary of the proposed addition and changes to the current FDA hearing aid rules.  
We encourage you to review each section of this document and the proposed rules themselves as you consider 
and develop comments for submission to the FDA.   
 
Your involvement in this process is very important, and we appreciate you taking time to be part of this 
historic and critical moment in the hearing aid market, industry, and profession.  
 
Note: In this document, we use the term “traditional Hearing Aids” to represent hearing aids as we presently know them 
today, as are commonly dispensed by licensed hearing aid professionals (audiologists and hearing aid specialists). 
 

 
With questions on any of the information contained in this document, contact IHS at advocacy@ihsinfo.org. 

 
 

Background  

Summary of the Proposed Rules 

IHS Priorities for Public Comment 

Instructions on Submitting Comments to the FDA 

Background  
 
In 2017 Congress passed H.R. 3, the Food and Drug Reauthorization Act of 2017, which contained a directive 
in Section 709 to the U.S. Food and Drug Administration (FDA) to create a new classification of “over-the-
counter hearing aids” to be available and sold directly to the public without the involvement of a licensed 
professional, and stipulated certain safety and effectiveness requirements be addressed in the new 
classification and supplemental regulations. 
 
Prior to this action, in December 2016 the FDA released non-binding “Immediately in Effect Guidance 
Document: Conditions for Sale for Air-Conduction Hearing Aids Guidance for Industry and Food and Drug 
Administration Staff.”  This non-binding guidance stated the FDA no longer intended to enforce the physician 
clearance requirement for adults, and the waiver and paperwork requirements for (traditional) hearing aids. 
 
On October 20, 2021, the FDA released its proposed over-the-counter hearing aid rules, which also contained 
substantive changes to the approach for regulating traditional hearing aids, currently captured in 21 CFR 
801.420 and 21 CFR 801.421, which also align with their 2016 Guidance. 
 

View the Proposed Rules 
The proposed rules and the FDA’s explanation can be viewed through the Docket page under the “Content” 
section found in the main body of the page: https://www.regulations.gov/document/FDA-2021-N-0555-0001, or 
downloaded: https://downloads.regulations.gov/FDA-2021-N-0555-0001/content.pdf.  The proposed rules begin 
on Federal Register page 58177. 
 

mailto:advocacy@ihsinfo.org
https://www.congress.gov/115/plaws/publ52/PLAW-115publ52.pdf
https://www.fda.gov/files/medical%20devices/published/Immediately-in-Effect-Guidance-Document--Conditions-for-Sale-for-Air-Conduction-Hearing-Aids---Guidance-for-Industry-and-Food-and-Drug-Administration-Staff.pdf
https://www.fda.gov/files/medical%20devices/published/Immediately-in-Effect-Guidance-Document--Conditions-for-Sale-for-Air-Conduction-Hearing-Aids---Guidance-for-Industry-and-Food-and-Drug-Administration-Staff.pdf
https://www.fda.gov/files/medical%20devices/published/Immediately-in-Effect-Guidance-Document--Conditions-for-Sale-for-Air-Conduction-Hearing-Aids---Guidance-for-Industry-and-Food-and-Drug-Administration-Staff.pdf
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=801.420
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=801.420
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=801.421
https://www.regulations.gov/document/FDA-2021-N-0555-0001
https://downloads.regulations.gov/FDA-2021-N-0555-0001/content.pdf
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Summary of the Proposed Rules 
 
As stated in the background, the FDA’s proposal modifies the current regulatory structure and requirements for 
traditional Hearing Aids and contains the addition of Over-the-Counter Hearing Aids. 
 

Proposed Changes to (Traditional) Hearing Aid Regulation 
The FDA is proposing to: 

▪ Rename (traditional) hearing aids as “Prescription Hearing Aids” and modify their definition to newly be: 
“a hearing aid that is not an over-the-counter (OTC) hearing aid…or one that satisfies the requirements 
[for OTC hearing aids].” 

▪ Repeal 21 CFR 801.420 and 21 CFR 801.421 (commonly referred to as the “hearing aid rule”), and 
capture regulation for Prescription Hearing Aids under new section 21 CFR 801.422. 

▪ Repeal the Conditions for Sale for hearing aids, including the requirement for physician clearance (for 
all ages) and any need for a waiver and associated recordkeeping. This means Prescription Hearing 
Aids would no longer be “restricted devices.” 

▪ Recognize State and local jurisdictions’ abilities to set forth requirements for obtaining written or oral 
authorization of a practitioner licensed by State law to administer the use of the devices. 

▪ Modify labeling requirements by retaining (but moving) some current labeling, incorporating some 
labeling also used for OTC hearing aids, and revising some language directed at users to improve 
understandability.  This includes enacting new and updated labeling requirements to inform consumers 
and dispensers of intended uses and warnings.  The labeling captures “red flag conditions” in order to 
advise consumers and dispensers when a physician referral is warranted. 

▪ Repeal past FDA rulings provided to individual states on whether their laws may continue to be 
enforced by the state if they are different from or in addition to (preempt) the federal requirements. For 
example, the FDA in the past may have authorized a state to require a licensed dispenser to provide 
certain information in a receipt to a hearing aid purchaser; whereas FDA may have rendered void a law 
that required a physician examination but permitted no waiver.   

  
What would this mean?  
For the provision of Prescription Hearing Aids, the FDA has struck special controls requiring a physician referral 
for consumers of any age, and use of the waiver for an informed adult.  Instead, FDA is granting greater 
oversight authority to the states to determine who may provide written or oral authorization for a Prescription 
Hearing Aid, coupling that authorization with reliance on the licensed professional’s clinical decision-making to 
determine whether referral is necessary and/or whether a hearing aid is the appropriate treatment for an 
individual presenting with hearing loss.  The FDA rule, as proposed, would now focus solely on labeling 
requirements for the packaging and on the device, and federal enforcement activities would center around 
ensuring proper labeling of the device in accordance with the proposed rules.   
 
This also means that – if hearing aid manufacturers choose not to apply and reclassify their hearing aids as 
OTC hearing aids – manufacturers and retailers could continue to market their devices as Prescription Hearing 
Aids with no meaningful federal controls.  Instead oversight would fall to state attorneys generals and licensing 
agencies as they attempt to apply local rules governing distribution to non-licensed retailers, and those that may 
be located in other states. 
 

Proposed New Category of Over-the-Counter Hearing Aids 
The FDA is proposing the following requirements and controls for this new hearing aid category: 

▪ Establish this new “Over the Counter Hearing Aid” classification and related controls under new section 
21 CFR 800.30. 

▪ Intended users are defined as adults with perceived mild to moderate hearing loss. 
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▪ Define which commercial activities related to an OTC device a state may not attempt to regulate, as 
“servicing, marketing, sale, dispensing, use, customer support, or distribution” of OTC hearing aids.  
States are also restricted from establishing and/or enforcing laws that would in any way impede the 
sale of an OTC device.   

▪ Define persons who may not be subjected to state licensing laws as it relates to OTC hearing aids if 
advertising themselves as marketers, sellers, dispensers, distributors, or customer service 
representatives. 

▪ Establish outside the box, inside the box, and on the device labeling requirements. These include but 
are not limited to: warnings about intended users, symptoms suggesting perceived mild to moderate 
loss, advice on seeking professional services, red flag warnings, return policies, warning about 
excessive sound output, user expectations, and adverse reporting, specifications, and maintenance 
details. 

▪ Specifies output limits as 115dB SPL at any frequency; and 120 dB SPL at any frequency for devices 
with input-controlled compression and user-adjustable volume control.  The proposal does not address 
gain limitations. 

▪ Sets forth electroacoustic performance limits and other specifications, as well as design requirements; 
and relies on ANSI/CTA 2051 (PSAP) standard for measuring performance. 

 
What would this mean?  
The FDA is relying on labeling to convey controls and usage information to the consumer, and has defined a 
narrow window for states to play a role in regulating businesses and individuals who distribute OTC hearing 
aids based on their marketing and associated services.  This will likely cause confusion for the states in 
developing and applying laws appropriately.   
 
Further, the performance measurements of OTC hearing aids would rely on a different standard set than 
prescription hearing aids, which could impede a consumer’s ability to provide a side-by-side comparison of an 
OTC hearing aid and a prescription hearing aid. 
 

IHS Priorities for Public Comment 
 
IHS encourages individual providers, state associations, licensing agencies, and other stakeholders to submit 
comments to the FDA on its proposed rules on OTC hearing aids and changes to the existing hearing aid rule.   
 

How to Maximize Your Comment’s Effectiveness 
To maximize their effectiveness, your comments should be original (not based on a form letter), and be clear 
about which sections of the proposed rules that you agree with and those you disagree with.  Your positions 
should be explained.  The FDA bases its decisions largely on “law and science” and FDA staff look for 
“reasoning, logic, and good science” in submitted comments.  If you have articles or other references that 
support your arguments, those should be included.   
 
As active hearing care professionals, both your experience and knowledge are critically important to share as 
well.  If your comments would be well explained or supported by highlighting professional or client experiences, 
be sure to maintain all necessary confidentialities in accordance with HIPAA and professional ethics to include 
removing and/or redacting any patient identifying information.   
 
Note: Anything sent to the FDA is considered public and may be posted online.   
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IHS Suggested Areas of Focus for Comments 
We recommend submitting comments on as many of the below points as desired.  You may also have other 
areas of concern based on your read of the proposal, or want to highlight areas of the regulations you agree 
with.  For each of the areas of concern below, we included the section reference where applicable, which 
should be noted in your comments. 
 
As a reminder, your comments should not be simply copied and pasted from the below listing.  As stated in the 
previous section, the FDA prefers unique comments rather than form letters. 
 
Please note, the below is not an exhaustive of all IHS’ concerns with the proposed rules.  IHS will include 
additional concerns in its comments to the FDA, which will be shared with stakeholders upon completion. 
 
Hearing Aid Regulation in General  

 
1. Problem: FDA proposed to use the terms “dispensing” and “dispenser” in the OTC rules to represent 

OTC retailers and commercial activities that would not trigger a licensing requirement. Misuse of these 
terms in the OTC Hearing Aid regulations, however, will cause confusion, disregard the common use of 
these terms associated with professionally-fit prescription hearing aids, and create major difficulties for 
states in applying laws related to the professional services delivered alongside the sale of an OTC 
hearing aid. 
 
Solution: Use of the terms “dispenser” and “dispensing” should be used solely in relation to individuals 
and activities associated with Prescription Hearing Aids.  The proposed rules for OTC Hearing Aids 
(Section 800.30 (a) and (h)) incorporate “dispensing” into its list of commercial activities for which a 
state may not require a license or impose specialized obligations.  However, the act of dispensing does 
not purely reflect the conveyance of a device; it is a term that has been used for decades in federal and 
state law and rules, and by professional associations, to reference the package of professional services 
associated with attaining a hearing aid, including conducting and interpreting hearing assessment 
procedures to determine the type and extent of hearing loss, and selecting, fitting, adapting, and 
maintaining hearing aids.  We recommend the “dispenser” and “dispensing” terms be struck from 
proposed 800.30, or be replaced with more appropriate terms that are not already in use in the hearing 
aid field, such as conveyance, conveyor, or seller.  
 

2. Problem:  Labeling in the proposed rule that directs consumers to seek professional care in certain 
circumstances, references both doctors and physicians. This could confuse the consumer and result in 
their seeking care from an unintended type of provider. 
 
Solution: References to “doctor” in OTC Hearing Aid and Prescription Hearing Aid Labeling (Sections 
800.30 (c) and 801.422 (2)) should be replaced with “physician.”  The term doctor is used by both non-
physicians (including audiologists and chiropractors) and medical physicians, and its use in labeling 
directed at consumers under the age of 18 is likely to cause confusion.  “Physician” is a commonly 
understood term to identify a medical doctor.  Consistent use of the term “physician,” which is 
incorporated into other portions of the labeling, including in these warning sections, would alleviate any 
ambiguity about the type of healthcare professional a child should see for medical evaluation.   
 

3. Problem:  Hearing aid electroacoustic performance measurement standard sets are not consistent as 
proposed. Over-the-Counter Hearing Aid section 801.430 (e)(4) and (e)(5) direct manufacturers to 
measure frequency response bandwidth and smoothness against the ANSI/CTA-2051 PSAP standard.  
Prescription Hearing Aid measurements would (continue to) rely on the ANSI/ASA S3.22 2014 
standard.  These inconsistencies will limit consumers’ ability to compare features between hearing aid 
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product offerings and treats these two types of hearing aids differently.  Further, the ANSI/CTA 
standard set is designed for a non-medical consumer electronics product, not a medical device. 
 
Solution:  OTC Hearing Aids and Prescription Hearing Aids electroacoustic performance should be 
measured against the “current ANSI/ASA S3.22 hearing aid standard.”  Both devices are medical 
devices and should be measured against the same standard, and one that is designed for a medical 
device. 

 
Prescription Hearing Aids  

 
4. Problem: We are concerned that removing the Special Controls for Prescription Hearing Aids without 

replacing them with an appropriate alternative would enable the direct-to-consumer (DTC) hearing aid 
market to continue to exist and grow.  This means that consumers will be choosing between OTC, 
DTC, and professional-involved hearing aid delivery models, leading to more confusion than they 
currently face.  DTC Prescription Hearing Aids will fall outside the regulatory controls for OTC hearing 
aids, which include important protections for do-it-yourself consumers. Prescription Hearing Aid 
manufacturers may opt to remain as such but could easily bypass the state laws since states will have 
little to no control over unlicensed retailers and those operating across state lines.   
 
Solution: Prescription hearing aids (the requirements for which are set forth in Section 801.422 of the 
proposed rules) should continue to be regulated as restricted devices.  Special controls should require 
Prescription Hearing Aids to be sold only pursuant to the written or oral authorization of a licensed 
hearing healthcare professional (a physician, hearing aid specialist, or audiologist).  This approach 
aligns with the FDA’s support for states to enact and enforce requirements for obtaining written or oral 
authorization of a licensed practitioner to administer use of the devices, outlined in its rationale.  
Because the proposed approach would create an overly burdensome process to modify 50 sets of state 
laws and rules that have been in place for decades and reflect the current federal standards, a new 
special control contained in the federal Prescription Hearing Aid rule would be the quickest, easiest, 
and most efficient means to this goal.  
 

5. Problem: States have built their regulatory structure around the application of federal rule sections 21 
CFR 801.420 and 801.421.  The FDA is proposing to strike these sections and move regulatory 
controls related to Prescription Hearing Aids to a new section, 21 CFR 801.422.  This will create 
inconsistencies in state laws and rules that contain specific references, and would create an undue 
burden on states to update these references, which can take extensive time and money to facilitate.   
 
Solution: Retain the use of 21 CFR 801.420 and/or 801.421 for Prescription Hearing Aid-specific 
regulations. 
 

6. Problem: The proposed labeling for Prescription Hearing Aids (801.422 Section (c)(2)(i)(D)) instructs 
users to report minor adverse events (i.e. cuts, scratches) to the FDA rather than instructing consumers 
to seek care by their hearing aid provider or a medical professional, and does not suggest the reporting 
of serious events.  While the approach of reporting minor events may make sense for OTC hearing 
aids, prescription hearing aids come with less risk due to professional intervention.  Reporting should 
focus on more serious device events. 
 
Solution: Adverse event reporting for Prescription Hearing Aids should be restricted to reporting 
incidences of significant injury and/or death.  This approach aligns with adverse event reporting for 
other medical devices, which capture serious events, and would ensure that the database captures the 
most important events rather than myriad minor injuries that will diminish the value of the database for 
resolving major problems that can result in serious harm.  
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Over the Counter Hearing Aids  
 
7. Problem: Definitions and labeling indicate OTC hearing aids are intended for individuals with “perceived 

mild to moderate hearing loss,” which will cause consumer confusion and suggests to manufacturers 
and retailers that these devices may be designed for more significant hearing losses. For example, 
outside the box labeling requires a listing of symptoms that suggest “perceived mild to moderate 
hearing loss.” 
 
Solution: Recommend striking all uses of the term “perceived” in Section 800.30, Over-The-Counter 
Hearing Aid Controls.  While the Federal legislation authorizing this new category sought to allow 
consumers to self-identify their loss and self-select OTC hearing aids as a potential solution, this literal 
application in the rules could create major consumer confusion about the effectiveness of this device.  
Striking this term would still permit consumer choice and would also minimize confusion about the 
maximum effectiveness of the device for hearing losses beyond those classified as mild or moderate.  
For example, an individual might perceive their severe hearing loss as being moderate, and may 
believe the device would still be effective because he/she has perceived his or her loss as moderate.  
Labeling should instead inform the consumer of symptoms suggesting “mild to moderate hearing loss.” 
 

8. Problem:  From a safety standpoint, excessive output limits, and lack of gain limits and volume control 
place consumers at risk of overamplification and permanent hearing damage.  Also, the rules suggest a 
non-standardized approach to insertion depth of the device (no deeper than to the bony-cartilaginous 
junction of the external canal). 
 
Solution: Specifications and limitations for OTC hearing aids should include/reflect the following:  

• The 2 cc coupler HFA full on gain, as measured at an input level of 50 dB SPL per ANSI S3.22‐
2014, is 25 dB or lower.   

• The peak (or maximum) 2 cc coupler OSPL90, per ANSI S3.22‐2014, is not greater than 110 dB 
SPL, in combination with input compression and volume control.   

• All devices should have a volume control feature on the device.  

• Insertion depth should be limited to 15-17 mm. 
 
9. Problem: The proposal lacks the necessary clarity to ensure that licensed professionals are not held to 

higher standard than OTC retailers when engaged in non-professional activities related to OTC hearing 
aid sales.  Conversely, state licensing agencies need clarity on services provided in accompaniment to 
the sale of an OTC hearing aid for which they may require a license.  For example, under the current 
proposal, states are not permitted to require licensure for services that would impede the sale of an 
OTC hearing aid; however, if an OTC seller performs a hearing evaluation on a consumer before the 
sale of an OTC hearing aid, it is unclear whether a state could require the seller to maintain a license 
for such an activity. 
 
Solution: The rule should send a clear message to state regulating agencies about which activities 
require a license, and which are exempted from licensing oversight based on the nature of the activity.  
Professional services, including the performance of hearing evaluations, hearing aid fittings, 
counseling, and other services that rely on the engagement of a licensed professional, should be 
activities subject to licensure, regardless of whether the consumer is purchasing an OTC hearing aid or 
prescription hearing aid.   

 
10. Problem: OTC hearing aids lack a mandatory minimum return period, which places consumers at risk 

of financial harm if they purchase a device that does not work for them.  State laws generally have 
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mandated varying minimum return periods.  Consumers should be provided the same protections 
regardless of hearing aid device type. 
 
Solution: Require OTC manufacturers to maintain a minimum return period, established by FDA.  This 
return period should be no less than 30 days to allow for the individual to attain the device, try the 
device, and ship it back if needed.  We agree with the FDA’s approach of requiring the manufacturer to 
identify the return policy on the outside of the OTC hearing aid box. 

 
Additional Questions  
IHS encourages stakeholders who have reviewed the proposed rules to also ask questions or pose scenarios 
needing clarity from the FDA in their comments.  A few examples: 

• If a state requires the purchaser of a hearing aid to sign a bill of sale, should this requirement be 
applied to the sale of an OTC hearing aid as well?   

• If a state requires a mandatory return period of 60 days for hearing aids, would that requirement apply 
to OTC hearing aids? 

• Under the current proposal, could a state still apply a law requiring all consumers to attain medical 
clearance or use of a waiver, or refer if a “red flag” is present, for the purchase of a prescription hearing 
aid, or would that requirement be preempted? 

 

Instructions on Submitting Comments to the FDA 
 

Key Dates/Deadlines 
FDA released proposed rules on October 20, 2021. 
Comments are due by 11:59pm ET, January 18, 2022. 
 

Accessing the Proposed Rules and Submitting Comments 
The proposed rules and explanation can be found in the public docket, FDA-2021-N-0555 for “Establishing 
Over-the-Counter Hearing Aids, accessible online at https://www.regulations.gov/document/FDA-2021-N-0555-
0001.  The public can submit comments through the same Docket page by clicking on the “Comment” button 
found under the proposal title and following the instructions (see Image 1). 
 
Electronic Submissions 
Comments submitted electronically, including 
attachments, to https://www.regulations.gov (or 
via the Docket page) will be posted to the 
docket unchanged. Because your comment will 
be made public, you are solely responsible for 
ensuring that your comment does not include 
any confidential information that you or a third 
party may not wish to be posted, such as 
medical information, your or anyone else's 
Social Security number, or confidential business 
information, such as a manufacturing process. 
Please note that if you include your name, 
contact information, or other information that 
identifies you in the body of your comments, that 
information will be posted on https://www.regulations.gov. 

Image 1. Comment button on docket page. 

https://www.regulations.gov/document/FDA-2021-N-0555-0001
https://www.regulations.gov/document/FDA-2021-N-0555-0001
https://www.regulations.gov/
https://www.regulations.gov/
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*If you want to submit a comment with confidential information that you do not wish to be made available to the 
public, submit the comment as a written/paper submission and in the manner detailed (see “Written/Paper 
Submissions”). 

Written/Paper Submissions 
Submit written/paper submissions as follows: 

For Mail/Hand Delivery/Courier (for written/paper submissions) address to: Dockets Management Staff (HFA-
305), Food and Drug Administration, 5630 Fishers Lane, Rm. 1061, Rockville, MD 20852. 

All submissions received must include the Docket No. FDA-2021-N-0555 for “Establishing Over-the-Counter 
Hearing Aids.” Received comments, those filed in a timely manner, will be placed in the docket and, except for 
those submitted as “Confidential Submissions,” will be publicly viewable. 

Confidential Submissions:  To submit a comment with confidential information that you do not wish to be made 
publicly available, submit your comments only as a written/paper submission. You should submit two copies 
total. One copy will include the information you claim to be confidential with a heading or cover note that states 
"THIS DOCUMENT CONTAINS CONFIDENTIAL INFORMATION." The Agency will review this copy, including 
the claimed confidential information, in its consideration of comments. The second copy, which will have the 
claimed confidential information redacted/blacked out, will be available for public viewing and posted 
on https://www.regulations.gov. Submit both copies to the Dockets Management Staff. If you do not wish your 
name and contact information to be made publicly available, you can provide this information on the cover sheet 
and not in the body of your comments and you must identify this information as "confidential." Any information 
marked as "confidential" will not be disclosed except in accordance with 21 CFR 10.20 and other applicable 
disclosure law. For more information about FDA's posting of comments to public dockets, 
see https://www.gpo.gov/fdsys/pkg/FR-2015-09-18/pdf/2015-23389.pdf. 

With questions about commenting, visit the Regulations.gov FAQs page:  https://www.regulations.gov/faq. 

https://www.regulations.gov/
https://www.gpo.gov/fdsys/pkg/FR-2015-09-18/pdf/2015-23389.pdf
https://www.regulations.gov/faq

