Dear :

I am writing on behalf of the International Hearing Society to oppose HB 304 in its current form and ask that hearing aids be exempted in its definition of a device that can be “prescribed” and dispensed online. 

An online delivery model is inappropriate for hearing aids, and sanctioning such a model would weaken important consumer protections and greatly reduce the quality of care for the hearing impaired. Utah’s current licensing laws and professional regulations set the appropriate standards of care. The current regulatory structure ensures that individuals with hearing loss are cared for by experienced practitioners and receive thorough treatment. HB 304 would do nothing to improve the care an individual receives, and, in fact, would compromise both quality and outcomes. 

HB 304 seeks to provide for the online distribution of prescribed medicines and “prescription devices.” Hearing aids are not prescription devices under federal regulations.  The sale (dispensing) of hearing aids is governed by the U.S. Food and Drug Administration.  21 CFR 801.420 and 801.421 set specific requirements related to conditions for sale, including those related to medical evaluation and referral.    The inclusion of hearing aids in HB 304, and the imposition of the bill’s additional requirements on hearing aids exposes the bill to federal preemption which could invalidate all or portions of the law. 

An online hearing test or evaluation of hearing loss, hearing screening, or questionnaire is insufficient to properly evaluate the needs of an individual and accurately determine the appropriate hearing aid and fit for an individual.  A proper hearing evaluation requires - at the very least - counseling, an otologic evaluation, a medical history, screening for possible medical pathology, a comprehensive hearing test, including an audiometric evaluation, air and bone conduction, and speech audiometry.  In 2012, the U.S. Food and Drug Administration (FDA) handily rejected the use of an online hearing test.

An in-person evaluation and fitting is essential not only to accurately measure the patient’s hearing loss, but is critical in screening the patient for more serious conditions which require a medical referral. FDA regulations (21 CFR 801.420) require hearing aid dispensers to advise a patient to seek medical evaluation and treatment if the hearing aid dispenser identifies any of eight “Red Flag” conditions: (i) Visible congenital or traumatic deformity of the ear; (ii) History of active drainage from the ear within the previous 90 days; (iii) History of sudden or rapidly progressive hearing loss within the previous 90 days; (iv) Acute or chronic dizziness; (v) Unilateral hearing loss of sudden or recent onset within the previous 90 days; (vi) Audiometric air-bone gap equal to or greater than 15 decibels at 500 hertz (Hz), 1,000 Hz, and 2,000 Hz; (vii) Visible evidence of significant cerumen accumulation or a foreign body in the ear canal; and (viii) Pain or discomfort in the ear. The use of an online evaluation system would not allow an individual to be properly evaluated for signs of one of the “Red Flag” medical conditions. 

Hearing aids and contact lenses are not the same.  15 U.S. Code Chapter 102 governs the availability, use and authority of the U.S. Federal Trade Commission to promulgate rules related to contact lens prescriptions and deliverability.  As previously stated, hearing aids are not prescriptive devices, nor does federal law or rule authorize or require a prescription or a rule similar to the Contact Lens rule.  Therefore hearing aids are not relevant to the bill that is before you for consideration.

Finally, by and large physicians do not dispense hearing aids themselves.  We would caution the Legislature that if this proposal moves forward in its current form, there is great risk that consumers will be targeted by companies who are not acting within the patients’ best interests and instead opt to hire one physician, for example, who may or may not have experience in hearing loss, to review and certify tests and make medical determinations leading to hearing aid sales.  Patients should always come first; and an online model for hearing aid delivery does not support patient-centered care.  Further, hearing aid user success is directly tied to the adjustment, counseling, and other follow up services.  These simply cannot exist through an online delivery model.
The inclusion of hearing aids in HB 304 is inappropriate. We urge all members of the legislature to oppose HB 304 in its current form and to amend the bill to remove hearing aids as a device allowed to be dispensed online. Doing so will ensure that individuals with hearing loss continue to receive the highest levels of care.

Thank you for your time and consideration.

Sincerely, 

Michael Grogan
Government Affairs Manager

Founded in 1951, the International Hearing Society is a professional membership organization that represents all hearing aid dispensing professionals, including the more than 9,000 hearing aid specialists who practice in the United States. IHS promotes and maintains the highest possible standards for its members in the best interests of the hearing-impaired population they serve by conducting programs in competency accreditation, testing, education and training, and encourages continued growth and education for its members through advanced certification programs.
