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Select the links below to learn more.

Legislation and the FDA Final Rule:
e ASHA Responds to FDA on Proposed Rule for OTC Hearing Aids
e FDA Releases Final Rule for OTC Hearing Aids
e FDA Clarification Letter on the Impact of OTC Hearing Aid Rule on States
e FDA OTC Hearing Aid Rule Impact on States

General OTC Resources:
e ASHA OTC Hearing Aid Toolkit-Educational Presentation for the Community [PPTX]
e HLAA OTCTip Sheet [PDF]
e ASHA OTC Hearing Aid Toolkit
e ASHAW.ire Special Collection on OTCs
o ASHA Practice Portal on Unbundling Hearing Aid Sales
e FDA 510(k) Premarket Notification
e FDA Consumer Complaint Coordinators

ASHA Contacts:
e State Questions: states@asha.org

e Reimbursement Questions: reimbursement@asha.org
e Audiology Questions: audiology@asha.org



https://www.asha.org/news/2022/asha-responds-to-fda-on-proposed-rule-for-otc-hearing-aids/
https://www.asha.org/news/2022/fda-releases-final-rule-for-otc-hearing-aids/
https://www.asha.org/news/2022/fda-clarification-letter-on-the-impact-of-otc-hearing-aid-rule-on-states/
https://www.asha.org/news/2022/fda-otc-hearing-aid-rule-impact-on-states/
https://www.asha.org/siteassets/audiology/educational-presentation-for-the-community.pptx
https://www.hearingloss.org/wp-content/uploads/otc-tip-sheet-print.pdf
https://www.asha.org/aud/otc-hearing-aid-toolkit/
https://pubs.asha.org/special-collections/otc
https://www.asha.org/practice-portal/professional-issues/unbundling-hearing-aid-sales/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
https://www.fda.gov/safety/report-problem-fda/consumer-complaint-coordinators
mailto:states@asha.org
mailto:reimbursement@asha.org
mailto:audiology@asha.org

