
                                                                                    
 
 
January 14, 2022 

 

Via Electronic Delivery at www.regulations.gov 

 

Janet Woodcock, MD  

Acting Commissioner  

Food and Drug Administration  

5630 Fishers Lane, Rm 1061 Rockville, MD 20852  

 

RE: Docket No. FDA-2021-M-0555, RIN 0910-AI21, Medical Devices; Ear Nose, and Throat Devices; Establishing Over-

the-Counter Hearing Aids  

 

Dear Commissioner Woodcock:  

 

The Center for Hearing and Communication (CHC) appreciates the opportunity to comment on the proposed rule, Medical 

Devices; Ear, Nose and Throat Devices; Establishing Over-the-Counter Hearing Aids.  Based on CHC’s leading clinical expertise in 

treatment of patients with hearing loss, CHC urges the FDA to amend the proposed rule to: (1) protect consumer health by 

limiting hearing aids sold over the  counter (OTC) to a maximum volume of 110 dBSPL; and (2) substantially enhance the 

proposed consumer education and warning labeling requirements  to promote best outcomes for those with hearing loss. 

 

CHC endorses the comments submitted by the American Academy of Audiology and respectfully requests that the agency fully 

consider this and other practical clinical perspective in finalizing the proposed rules. 

 

CHC Hearing Rehabilitation Services 

  

 As a private not-for-profit hearing rehabilitation agency, CHC provides comprehensive, patient-centered care to people of all 

ages with all degrees of hearing loss, regardless of the ability to pay. Founded in 1910, and with offices in New York City and 

Fort Lauderdale, CHC serves as a consistent and critical resource to infants, children and adults and their families coping with 

hearing loss and deafness.  Through a multi-disciplinary and holistic approach, and with strong donor community support, CHC 

strives daily to achieve its mission to provide comprehensive services to empower people affected by hearing loss, deafness or 

listening challenges. With over 50 professional staff in our two offices, including audiologists, speech-language pathologists, 

otologists, educators, psychologist, clinical social workers, accessibility and technology experts, CHC offers a unique blend of 

clinically outstanding on-site and telehealth services, as well as a robust community outreach program. CHC elevates the 

quality of life for over 50,000 infants, children and adults annually.  For many, we are the only place to turn, serving all 

regardless of ability to pay; for everyone, we offer the highest caliber of care in all of our specialties. See www.CHChearing.org. 

 

http://www.regulations.gov/
http://www.chchearing.org/
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OTC Hearing Aid Sales Will Help Many with Hearing Loss, but Must be Accomplished Safely and with Greater Consumer 

Education and Awareness 

 

CHC supports initiatives to increase access to hearing health care intended to spur the use of amplification devices by 

people who need them, but have not, or cannot, take advantage of current options. For some, access to an audiologist is 

limited. For many, cost is a deterrent. A pervasive stigma to using hearing aids still remains that collectively we must 

eliminate, and wider availability of these beneficial devices will accelerate our progress toward this goal.  At CHC we 

welcome the opportunity to support more people seeking hearing health care and anticipate continuing to serve those who 

seek our help in obtaining prescription hearing aids and those who may desire guidance in the selection and use of over-

the-counter hearing aids when authorized.  

 
CHC highlights the following issues for the FDA’s consideration in finalizing the proposed rule to make hearing aids more widely 

available: 

 

 Ensure the hearing safety of consumers seeking OTC hearing aids 

 

CHC recommends that the output limits be reduced to a maximum of 110dBSPL rather than the 120dBSPL proposed in 
Section 800.30 (d). 120dBSPL output levels are excessive for the intended consumer with a “mild to moderate hearing 
loss” and can be associated with unintended damage to hearing and/or discomfort.  
 

 Enhance consumer education and warning requirements applicable to OTC hearing aid sales 
 

o While proposed section 800.30(c) mentions certain medical contra-indications for use of an OTC and suggests that 
if these conditions are present, a consumer should see a health care practitioner, we recommend clearer labeling. 
CHC suggests the following language for consideration: 
 

In the presence of any of the following conditions or symptoms, the consumer should be strongly advised to visit 
an audiologist, and as needed, a physician for a medical evaluation:  

 
 Fluctuating hearing loss 
 Sudden onset of hearing loss 
 Tinnitus 
 Perceived difference in hearing between ears 
 Any history of ear surgery 
 Ear infection with the past 6 months 

 
o CHC recommends that OTC packaging information include advice on how consumers should proceed if the OTC 

hearing aid does not provide benefit for a perceived hearing loss, if perceived hearing loss gets worse, or if initial 
benefit wanes. Such advice might potentially state:  

 
If the purchased device is not meeting your needs, an audiological evaluation should be considered to 
determine your specific needs and whether or not prescription hearing aids may be preferable. 

 
o CHC urges the agency to add descriptors of symptoms of “mild to moderate” hearing loss. In the absence of 

informed guidance, CHC believes that it will be challenging for an individual to self-determine that they have a mild 
to moderate hearing loss and inaccuracies in such a self-diagnosis this will lead to an individual’s dissatisfaction 
with a purchased OTC device. Individuals with a more severe hearing loss who purchase an OTC device, and 
experience little to no benefit may, in fact, be even less motivated to pursue amplification after a negative 
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experience.  Accordingly, full dissemination of what “mild to moderate” hearing loss means will maximize the 
intended benefit of OTC hearing aid availability.  
 

o For optimal hearing health, CHC firmly believes that a complete hearing test conducted by an audiologist should be 

done, whenever possible, prior to the purchase of an OTC aid. We believe that this is the best way to ensure that 

the right type of device is selected for use by the consumer, and we recommend that the labeling requirements for 

OTC hearing aids include this guidance in the package labelling.  

 
Conclusion 
 
CHC has fitted tens of thousands of hearing aids across our decades of clinical care, helping patients with all degrees of hearing 
loss.  We understand what these devices can and cannot do.  Maintaining listening health by avoiding any further hearing 
impairment through uninformed over-amplification is essential.  Further, with our deep clinical experience, CHC recognizes that 
patient education is perhaps the single biggest predictor of successful hearing aid adoption in patients, and accordingly urges 
the FDA to enhance the required labeling and warning information in the final rule.  
 
 
We greatly appreciate this forum for to offer comment on the proposed regulations and thank you for considering our views. 
 
Respectfully submitted, 
 
Laurie Hanin, Ph.D., CCC-A 

Executive Director 

Center for Hearing and Communication 

50 Broadway, 6th Floor 

New York, NY 10004 

(917) 305-7760 (voice) 

(917) 305-7771 (fax) 

(917) 305-7999 (TTY) 

www.CHChearing.org 
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