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64B20-8.001 Audiometric Testing.

(1) All audiometric testing equipment used by a licensee shall be annually tested and calibrated acoustically according to ANSI standards for which the equipment was designed. Certification of such testing and calibration from the manufacturer, independent certified testing agent, or licensed audiologist shall be maintained by the licensee and be available for inspection by the Department.

(2) ANSI (American National Standards Institute) standards are as acceptable as ASA (Acoustical Society of America) standards.

(3) A copy of the employer’s certification of audiometric equipment used by the licensee shall satisfy the requirement of this rule, provided however, that the licensee does in fact use only the employer’s equipment.

(4) If the licensee does not intend to test, a statement to that effect shall satisfy the requirement of this rule, provided however that the licensee does not in fact test.

Rulemaking Authority 468.1225(6) FS. Law Implemented 468.1225, 468.1295(1)(k) FS. History–New 4-2-91, Amended 8-21-91, Formerly 21LL-8.001, 61F14-8.001, Amended 11-30-94, Formerly 59BB-8.001.

64B20-8.0011 General Definitions

(1) Prescription Hearing Aid means a hearing aid or amplifying sound device that is not an Over-the-Counter Hearing Aid (OTC) as defined in Medical Devices; Ear, Nose, and Throat Devices; Establishing Over-the-Counter Hearing Aids, 21 CFR Section 800.30 (2022), which is specifically incorporated by reference herein (http://www.flrules.org/Gateway/reference.asp?No=Ref-15274). Hearing aids intended for people younger than 18 years of age are prescription hearing aids.

(2) Over-the-Counter Hearing Aid (OTC) means certain air-conduction hearing aids regulated by the Food and Drug Administration (FDA), in accordance with 21 CFR Section 800.30 (2022), intended for people 18 years of age and older who have perceived mild to moderate hearing loss.

Rulemaking Authority 468.1135(4), 468.1225(7) FS. Law Implemented 468.1225(7) FS. History‒New 4-24-23.

64B20-8.002 Certified Testing Room.

(1) Each audiometric test conducted by a licensee or authorized assistant in the fitting and selling of hearing aids shall be made in a testing room that has been certified during the current biennium by the Department, or by an agent approved by the Department, not to exceed the sound pressure levels specified in Section 468.1225, F.S., unless the exception to this requirement stated in subsection (6), of that section applies.

(2) A copy of the employer’s certification of testing room used by the licensee shall satisfy the requirement of this rule, provided however that the licensee does in fact use only the employer’s equipment.

(3) If the licensee is self-employed, a copy of the certification of the testing room that the licensee intends to use, and a statement explaining the circumstances of use, shall satisfy the requirement of this rule, provided however that the licensee does in fact use only the equipment identified.

(4) If the licensee does not intend to test, a statement to that effect shall satisfy the requirement of this rule, provided however that the licensee does not in fact test.

(5) An exception to this requirement shall be made in the case of a client who, after being provided written notice of the benefits and advantages of having the test conducted in a certified testing room, requests that the test be conducted in a place other than the licensee’s certified testing room. Such request shall be documented by a waiver which includes the written notice and is signed by the licensee and the client prior to the testing. The waiver shall be executed on Form SPA9, Certified Testing Room Waiver, which is incorporated by reference herein, and can be obtained from the Board of Speech-Language Pathology and Audiology, Department of Health, 4052 Bald Cypress Way, Bin #C-06, Tallahassee, Florida 32399-3256.

Rulemaking Authority 468.1225(6) FS. Law Implemented 468.1225 FS. History–New 4-2-91, Formerly 21LL-8.002, 61F14-8.002, Amended 11-30-94, Formerly 59BB-8.002.

64B20-8.003 Qualifications for Independent Testing Agents or Licensed Audiologists.

Any independent testing agent or licensed audiologist intending to calibrate equipment shall submit to the Agency proof of possession or access to appropriate equipment, which shall be calibrated annually by the manufacturer of same or a calibration laboratory, in order to test audiometric testing equipment and to test testing rooms for the purpose of certification as follows:

(1) Testing room and audiometric testing certification equipment shall consist of:

(a) Type I Sound Level Meter, Type II Octave Band Filter. Calibration of the microphone shall be performed with an acoustic calibrator with dual frequency and dual amplitude, or one complex signal;

(b) Artificial mastoid;

(c) Microphone, which shall be condenser type in accordance with the ANSI standards for which the equipment was designed;

(d) Sound Level Meter, Microphone and Acoustic Calibrator, which shall be calibrated annually by the manufacturer of same or a calibration laboratory.

(2) Notwithstanding the above, if an independent testing agent calibrates sound rooms only, then the artificial mastoid shall not be required; however, certification shall then be limited to testing rooms only.

(3) Upon receipt of the above, the Department will issue a certificate of Department approval as a Department-approved testing agent.

(4) The agent must renew the certificate annually.

Rulemaking Authority 468.1225(6) FS. Law Implemented 468.1225 FS. History–New 4-2-91, Amended 8-21-91, Formerly 21LL-8.003, 61F14-8.003, Amended 5-9-96, 1-15-97, Formerly 59BB-8.003.

64B20-8.004 Disclosure Required When a Significant Difference Between Air and Bone Conduction Exists.

Any person with a 15dB or greater difference between air conduction and bone conduction hearing, at two or more frequencies of 500, 1000, 2000 and 4000 Hz., in either ear, must be advised of the possibility of medical correction.

Rulemaking Authority 468.1135(4) FS. Law Implemented 468.1225(4) FS. History–New 4-2-91, Formerly 21LL-8.004, 61F14-8.004, 59BB-8.004.

64B20-8.005 Retention of Records.

Each licensee shall retain the records required by Chapter 468, F.S., Part I, F.S., for a period of at least four (4) years.

Rulemaking Authority 468.1225(6) FS. Law Implemented 468.1225 FS. History–New 4-2-91, Formerly 21LL-8.005, 61F14-8.005, 59BB-8.005.

64B20-8.006 Regular Place of Business Requirements.

Rulemaking Authority 468.1135(4) FS. Law Implemented 468.1275 FS. History–New 4-2-91, Formerly 21LL-8.006, 61F14-8.006, 59BB-8.006, Repealed 4-5-16.
64B20-8.008 Requirements Regarding Certain Information on the Receipt.

(1) The receipt required by Section 468.1245(2), F.S., shall state that any complaint concerning the prescription hearing aid and guarantee therefor, if not reconciled with the licensee from whom the prescription hearing aid was purchased, should be directed to: Department of Health, Consumer Services Unit, 4052 Bald Cypress Way, Bin #C-75, Tallahassee, Florida 32399-3275, (850)245-4339. This information shall be displayed in 10 Point Type or Larger, on the same side of the receipt where the client signs, and no other telephone number of any other agency, society, or bureau shall be displayed on that side of said receipt. A prescription hearing aid is defined in Rule 64B20-8.0011, F.A.C.
(2) The receipt required by Section 468.1245(2), F.S., as well as the packaging containing the prescription hearing aid shall contain the disclaimer “A prescription hearing aid will not restore normal hearing, nor will it prevent further hearing loss” in 10 point type or larger.

(3) The receipt required by Section 468.1245(2), F.S., shall state, in at least 10 point type, or larger, the following:

30-DAY TRIAL PERIOD AND MONEY BACK GUARANTEE Under Florida law, you, as the person buying a prescription hearing aid(s), have the right to cancel this purchase within 30 days of receiving the prescription hearing aid(s). If the prescription hearing aid(s) must be repaired, remade, or adjusted within the 30-day trial period, then the trial period will stop until the prescription hearing aid(s) is returned to you or until 4 days after you are notified that the prescription hearing aid(s) is ready to be reclaimed, whichever is earlier. In the event that you decide to return the prescription hearing aid(s) within the 30-day trial period, you have the right to receive a refund of the total purchase price, upon return of the prescription hearing aid in good working condition, less a charge not to exceed $300.00 for one prescription hearing aid and $600.00 for two prescription hearing aid(s) to cover costs for earmold(s), services to fit the prescription hearing aid(s), or any follow-up services. In addition, you may be charged a cancellation fee not to exceed 5% of the total purchase price.
(4) This rule shall be reviewed, and if necessary, repealed, modified, or renewed through the rulemaking process five years from the effective date.
Rulemaking Authority 468.1135(4) FS. Law Implemented 468.1245, 468.1246 FS. History–New 4-2-91, Amended 8-21-91, Formerly 21LL-8.008, 61F14-8.008, Amended 11-30-94, Formerly 59BB-8.008, Amended 6-8-23.

64B20-8.009 Thirty-Day Trial Period; Purchaser’s Right to Cancel; Notice; Refund; Cancellation Fee.

(1) A person selling a prescription hearing aid(s) in the State of Florida must provide the purchaser with written notice of the 30-day trial period and money-back guarantee, as provided in Section 468.1246, F.S., and subsection 64B20-8.008(3), F.A.C. The terms and conditions of the guarantee as well as the total amount available for refund shall be provided in writing to the purchaser prior to the signing of the contract.

(2) The guarantee shall permit the purchaser to cancel the purchase, for a valid reason, within 30 days of the receipt of the prescription hearing aid(s). A valid reason shall be defined as failure by the purchaser to achieve satisfaction from use of the prescription hearing aid(s), so long as the prescription hearing aid(s) is returned to the seller within the 30-day trial period in good working condition. If the prescription hearing aid(s) must be repaired, remade, or adjusted within the 30-day trial period, then the trial period shall be suspended until the purchaser reclaims the prescription hearing aid(s) or until 4 days after the purchaser is notified that the prescription hearing aid(s) is available to be reclaimed, whichever is earlier. In the event of cancellation within the 30-day trial period, the purchaser shall have the right to receive a refund of the total purchase price, less the charges for earmold(s) and service provided to fit the prescription hearing aid(s) not to exceed $300.00 for monaural and $600.00 for binaural prescription hearing aid(s), and cancellation fee not to exceed 5% of the total purchase price of the prescription hearing aid(s) alone.
(3) This rule shall be reviewed, and if necessary, repealed, modified, or renewed through the rulemaking process five years from the effective date.
Rulemaking Authority 468.1135(4) FS. Law Implemented 468.1246 FS. History–New 11-30-94, Formerly 59BB-8.009, Amended 6-8-23.
