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UNITED STATES OF AMERICA 

FEDERAL TRADE COMMISSION  

WASHINGTON, D.C. 20580 

 

 

 

Office of Policy Planning 
Bureau of Economics 

 Food and Drug Administration 
  Dockets Management Staff (HFA-305) 
  Medical Devices; Ear, Nose, and Throat Devices; Establishing Over-the- 

Counter Hearing Aids, Proposed Rule 
 

The staff of the Federal Trade Commission (“FTC” or “Commission”) Office of Policy 
Planning, Bureau of Economics, and Bureau of Competition (“FTC staff”)1 appreciate the 
opportunity to respond to your request for comments on the Proposed Rule, RIN 091-AI21, 
Establishing Over-the-Counter Hearings Aids, implementing pertinent provisions of the 
FDA Reauthorization Act of 2017.2 We write to express our support for the proposed rule, 
given the benefits to competition and health care consumers that the rule would likely 
promote. 

   
As noted in the Notice of Proposed Rulemaking (“
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�x The increased availability and diversity of lower-priced bundles of hearing aids and 
services for consumers for whom price or access to services is a barrier to 
acquisition and use of hearing aids. 

 
�x The development and entry of remote and web-based ancillary tools for hearing 

aids. 
 

�x Increased competition and innovation in legacy hearing aids, given a supply 
expansion for both lower-cost alternative hearing aids and new channels of 
distribution.  
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 There appears to be substantial unmet medical need for hearing aids.32 While 
extrapolation of commercial demand from data regarding untreated hearing loss is not 
necessarily straightforward, it appears that many more consumers would purchase hearing 
aids were it not for certain barriers to hearing aid sales and acquisition.  As noted in the 
literature, those barriers are complex; at least some seem unnecessary and due, in part, to a 
combination of federal and state regulations that impede more varied and efficient 
channels of distribution.33 The 2015 PCAST Report, for example�á���ƒ�”�‰�—�‡�•���–�Š�ƒ�–���ò���…���—�”�”�‡�•�–��
�†�‹�•�–�”�‹�„�—�–�‹�‘�•���…�Š�ƒ�•�•�‡�Ž�•���…�”�‡�ƒ�–�‡���„�ƒ�”�”�‹�‡�”�•���–�‘���ƒ�…�…�‡�•�•���ä���ä���ä���ä�ó���ƒ�•�†���–�Š�ƒ�–���ò���…���‘�•�’�Ž�‡�š�����–�ƒ�–�‡���”�‡�‰�—�Ž�ƒ�–�‹�‘�•�•��
�”�‡�•�–�”�‹�…�–���–�Š�‡���†�‹�•�–�”�‹�„�—�–�‹�‘�•���…�Š�ƒ�•�•�‡�Ž�•���ˆ�‘�”���Š�‡�ƒ�”�‹�•�‰���ƒ�‹�†�•�ä�ó34 Because the proposed rule promises 
to reduce or remove some of those barriers, it is likely to foster a supply expansion for 
hearing aids; and that should lead to lower average prices for hearing aids. In addition, 
because the proposed rule would provide �ˆ�‘�”���–�Š�‡���•�ƒ�Ž�‡���‘�ˆ���Š�‡�ƒ�”�‹�•�‰���ƒ�‹�†�•���òwithout the 
supervision, prescription, or other order, involvement, or intervention of a licensed person, 
to consumers through in-�’�‡�”�•�‘�•���–�”�ƒ�•�•�ƒ�…�–�‹�‘�•�•�á���„�›���•�ƒ�‹�Ž�á���‘�”���‘�•�Ž�‹�•�‡�á�ó���‹�–���•�Š�‘�—�Ž�†���ˆ�‘�•�–�‡�”��more 
widespread access to lower-cost unbundled hearing aids, and to new channels of 
distribution, for consumers who do not yet have access to these options. 
 

FTC staff notes, at the outset, that the central pro-competitive provisions of the 
Proposed Rule are required by statute: establishment of a regulatory category of OTC 
hearing aids,35 streamlining of regulations for hearing aids,36 and preemption of contrary 
state laws.37 
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 Some portion of the average price may be due to factors other than the cost of the 
hearing aids themselves, such as inefficient channels of distribution and diminished 
competition. For example, it has been reported that the U.S. Department of Veterans Affairs 
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�•�‘�”�‡���–�Š�ƒ�•���–�™�‘���˜�‹�•�‹�–�•�ä�ó62 The survey evidence also suggests that a quarter of hearing aid 
consumers never use a single follow-up appointment.63   
 

3. Search and Information Costs:   
 
 An additional barrier to access for consumers are high information costs or search 
costs. PCAST, the National Academies, and workshop participants all noted a lack of 
transparency in hearing aids and hearing health care markets.64 Consumers have difficulty 
�”�‡�•�‡�ƒ�”�…�Š�‹�•�‰���’�”�‹�…�‡�•���ƒ�•�†���ˆ�‡�ƒ�–�—�”�‡�•���‘�ˆ���Š�‡�ƒ�”�‹�•�‰���ƒ�‹�†�•�á���ƒ�•�†���™�‹�–�Š���•�ƒ�•�‹�•�‰���ò�ƒ�’�’�Ž�‡�•-to-�ƒ�’�’�Ž�‡�•�ó��
comparisons between various models and varied bundles of hearing aids and ancillary 
services, such as hearing aid adjustments by audiologists.65
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Reducing bottlenecks to entry should enhance the supply expansion as new 

products and manufacturers enter the market, as they seem poised to do.73 At the FTC 
���‘�”�•�•�Š�‘�’�á���•�‡�˜�‡�”�ƒ�Ž���’�ƒ�”�–�‹�…�‹�’�ƒ�•�–�•���†�‹�•�…�—�•�•�‡�†���‡�•�‡�”�‰�‹�•�‰���ò�Š�‡�ƒ�”�ƒ�„�Ž�‡�•�ó���ƒ�•�†���‘�–�Š�‡�”���•�‘�—�•�†��
amplification devices being developed by large consumer electronics firms, including audio 
equipment manufacturers.74 One participant noted the �†�‡�˜�‡�Ž�‘�’�•�‡�•�–���‘�ˆ���’�”�‘�†�—�…�–�•���–�Š�ƒ�–���ò�Š�ƒ�˜�‡��
hearing aid functions incorporated into them . . . [that] can be sold at consumer �’�”�‹�…�‡�•�á�ó��
while noting regulatory barriers that prevent firms from marketing such products to 
people with hearing loss.75 Removing some of those barriers and reducing others should 
incent further development of such products. And while unregulated personal sound 
�ƒ�•�’�Ž�‹�ˆ�‹�…�ƒ�–�‹�‘�•���†�‡�˜�‹�…�‡�•�����ò���������•�ó�����”�‡�’�”�‡�•�‡�•�–���ƒ���Š�‡�–�‡�”�‘�‰�‡�•�‘�—�•���”�ƒ�•�‰�‡���‘�ˆ�����•�‘�•�•�‡�†�‹�…�ƒ�Ž�����†�‡�˜�‹�…�‡�•���‘�ˆ��
varying quality, several studies suggest that at least some currently marketed PSAPs can be 
beneficial for patients with mild or mild-to-moderate hearing loss.76  

New channels of distribution may be especially helpful for the development and 
marketing of new low-cost safe and effective hearing aids, not least because relatively low-
priced products may appeal to new hearing aid consumers who cannot afford the bundles 
of hearing aids and services that dominate traditional channels of distribution. In addition, 
such consumers may benefit from the provision of relatively low-cost follow-up services 
via internet or telephony, along the lines of the ERTHI services the VA already provides to 
its audiology patients.77 

A supply expansion comprising both extant devices made more widely available and 
new devices may have wider competitive benefits still, as the presence of lower-priced and 
more convenient alternatives could exert competitive pressure on legacy devices and 
established channels of distribution. Potential effects include lower prices for some legacy 
devices and increased availability of unbundled pricing (or more varied bundles).78 
Without suggesting that any particular product -plus-services bundle is optimal for all 
hearing aid consumers,79  where devices are established as safe and effective, competition 
within and across bundles and models of distribution may best meet the demands and 
budget constraints of varied health care consumers.   

Streamlined and clarified regulations �� and more uniform national regulations �� 
should further serve to lower regulatory costs (and potential liability), expand supply, and, 
hence, to increase access. Along those lines, we note a specific aspect of the proposed 
regulatory simplification. Whereas most hearing aids are not, strictly speaking, 
prescription devices, extant regulations require that a prospective purchaser must either 
present to a dispenser (vendor) a signed statement of medical evaluation from a physician 
or, in the alternative, waive the medical evaluation requirement by signing a formal 
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https://www.cdc.gov/vitalsigns/hearingloss/index.html
https://www.cdc.gov/nchs/products/databriefs/db414.htm
https://www.ftc.gov/system/files/attachments/competition-policy-guidance/overview_of_ftc_actions_in_health_care_services_and_products.pdf
https://www.ftc.gov/system/files/attachments/competition-policy-guidance/overview_of_ftc_actions_in_health_care_services_and_products.pdf
https://www.ftc.gov/tips-advice/competition-guidance/industry-guidance/health-care
https://www.ftc.gov/tips-advice/competition-guidance/industry-guidance/health-care
https://www.ftc.gov/sites/default/files/documents/reports/improving-health-care-dose-competition-report-federal-trade-commission-and-department-justice/040723healthcarerpt.pdf
https://www.ftc.gov/sites/default/files/documents/reports/improving-health-care-dose-competition-report-federal-trade-commission-and-department-justice/040723healthcarerpt.pdf
https://www.ftc.gov/sites/default/files/documents/reports/improving-health-care-dose-competition-report-federal-trade-commission-and-department-justice/040723healthcarerpt.pdf
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https://www.ftc.gov/policy/advocacy/advocacy-filings/2021/01/ftc-staff-comment-department-veterans-affairs-concerning
https://www.ftc.gov/policy/advocacy/advocacy-filings/2021/01/ftc-staff-comment-department-veterans-affairs-concerning
http://www.ftc.gov/reports/contactlens/050214contactlensrpt.pdf
https://www.ftc.gov/reports/staff-summary-federal-trade-commission-activities-affecting-older-americans-during-1995-1996
https://www.ftc.gov/reports/staff-summary-federal-trade-commission-activities-affecting-older-americans-during-1995-1996
https://www.consumer.ftc.gov/articles/ideas-buying-hearing-aids
https://www.ftc.gov/news-events/events-calendar/2017/04/now-hear-competition-innovation-consumer-protection-issues
https://www.ftc.gov/news-events/events-calendar/2017/04/now-hear-competition-innovation-consumer-protection-issues
https://www.ftc.gov/news-events/blogs/competition-matters/2017/04/turning-volume-hearing-care
https://www.ftc.gov/news-events/blogs/competition-matters/2017/04/turning-volume-hearing-care
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28 Id. at § 709(b)(1).  
29 Id. at § 709(b)(2).  
30 Id. at § 709(b)(2)(d).  
31 Id. �ƒ�–�������y�r�{���„�����v�������òNo State or local government shall establish or continue in effect any law, regulation, 
order, or other requirement specifically related to hearing products that would restrict or interfere with the 
servicing, marketing, sale, dispensing, use, customer support, or distribution of over-the-counter hearing aids 
. . . through in-person transactions, by mail, or online, that is different from, in addition to, or otherwise not 
�‹�†�‡�•�–�‹�…�ƒ�Ž���–�‘�á���–�Š�‡���”�‡�‰�—�Ž�ƒ�–�‹�‘�•�•���’�”�‘�•�—�Ž�‰�ƒ�–�‡�†���—�•�†�‡�”���–�Š�‹�•���•�—�„�•�‡�…�–�‹�‘�•�ä�ó�� 
32 See text accompanying notes 39 - 44, infra . 
33 See, e.g., FTC Workshop, Testimony of Frank Lin, p. 107; Testimony of Ian Windmill, p. 109.  
34 PCAST 2015, supra note4, at 3. 
35 FDARA Section 709(b)(1)-(2). 
36 Id. 
37 Id. at Section 709(b)(4). 
38 Id. 
39 Frank R. Lin, et al., Hearing Loss Prevalence in the United States, 20 ARCHIVES INTERNAL MED. 

https://www.aarp.org/health/conditions-treatments/info-2021/saving-on-hearing-aids.html?intcmp=AE-HEALTH-HEARING-HEARBETTER-SPOT1


 

Page 12 of 14 
 

 
HEALTH-HEARING-HEARBETTER-SPOT1; The 2016 National Academies Report observed that the average 
retail price of a pair of hearing aids in 2013 was $4,700 (in 2013 dollars). NASEM, supra note   at 11. Similarly, 

https://www.rehab.va.gov/audiology/
https://www.nationalhearingtest.org/wordpress/?page_id=2730
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59 As contemplated in the Proposed Rule, medical care or other ancillary services may be recommended for 
some hearing health indications; and they may be required for certain higher-risk devices or other 
interventions, instead of the low-risk Class-I type technologies that would be available as OTC hearing aids. 
60 PCAST 2015, supra note 3�á���ƒ�–���u�ä�����‘�”�•�•�Š�‘�’���’�ƒ�”�–�‹�…�‹�’�ƒ�•�–�•���ƒ�Ž�•�‘���•�‘�–�‡�†���–�Š�ƒ�–���…�‘�•�•�—�•�‡�”�•���•�ƒ�›���’�—�”�…�Š�ƒ�•�‡���ò�Ž�‘�…�•�‡�†�ó��
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https://www.consumerreports.org/hearing-aids/how-to-shop-for-hearing-aids-a3418587720/
https://www.consumerreports.org/hearing-aids/how-to-shop-for-hearing-aids-a3418587720/
https://www.aarp.org/health/conditions-treatments/info-2021/saving-on-hearing-aids.html
https://www.aarp.org/health/conditions-treatments/info-2021/saving-on-hearing-aids.html





