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Document No. 2927

DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL

CHAPTER 61

Statutory Authority: S.C. Code Ann. Section 40-25-10, et seq. (1976, as amended)

R.61-3, The Practice of Selling and Fitting Hearing Aids

Synopsis:


S.C. Code Section 1-23-120 directs that staff of State agencies review their regulations every five years and update them if necessary.  R.61-3, The Practice of Selling and Fitting Hearing Aids, was last amended January 22, 1988.  Since then there have been certain guidelines, directives, interpretations, policies, and changes in applicable laws, and other considerations that have evolved from DHEC inspections/provider input through the years.  This amendment updates the regulation and includes a title change from The Practice of Selling and Fitting Hearing Aids, to The Practice of Specializing in Hearing Aids.

Discussion of changes requested by the House Medical, Military, 

Public and Municipal Affairs Committee during 2005 Legislative review:

SECTION


CHANGE

101.X.  









Change definition of “Repeat Violation” from 36-month period to 24-month period.  

101.BB.  









Modify definition of “Scope of Practice.” 

101.FF.  









Modify the definition of “Terms of Sale.” 

205.C. 










Replace “nonrenewal” with “no-renewal.”

501.F. 










Revised section regarding training. 
502.A. 









Modify a sponsor’s eligibility by deleting reference to State of S.C. and replacing “1 year” with “10 years or be a board certified hearing instrument specialist.” 

502.G.  









Modify indicating sponsor to be present with the trainee until the conditions of Section 501.F.1. are met.”

602.B.7.  









Modify the second sentence adding “comprehensive” and “evaluation.” 

701.A.  









Delete the second sentence. 

702.C. 










Modify by deleting “at any time” and adding If a consumer returns “after sixty days.”  

703.A.3.  









Modify by adding “beyond the second bend of the ear canal.”  

704.A.8.  








Modify by deleting the mandatory 30 days for the trial period and adding that manufacturer’s warranty must be provided and explained to the consumer.  

801.A.5. 









Combine Section 801.A.5. and Section 801.A.6.

901.C.  









Modify by making reference to the Commission in lieu of the Department and adding “with the advice of the Commission.”  

902.A.1. 









Modify by adding courses “in South Carolina” and “on behalf of the Commission.”
902.A.2. 









Modify by adding “on behalf of the Commission.”  

902.B.1. 









Modify by adding “on behalf of the Commission.” 

902.B.2. 









Modify by adding “on behalf of the Commission.”
Discussion of DHEC's initially submitted revised regulation:

The Title is changed to: The Practice of Specializing in Hearing Aids:


SECTION 100 includes definitions and references.  


SECTION 200 includes conditions for licensing, licensure examination, and fees.


SECTION 300 references the methods used in enforcing regulations, i.e ., investigations, inspections, and consultations.


SECTION 400 references the types of enforcement actions that may be taken by the Department, the classifications of violations, and the appeal process.


SECTION 500 includes requirements for Temporary Permit applicants including the requirements and duties of a sponsor.


SECTION 600 addresses the issues of conduct, ethics, and advertising.


SECTION 700 addresses the hearing aid evaluation process, medical referrals, and procedures.


SECTION 800 addresses the consumer record content and maintenance and equipment records.


SECTION 900 includes the requirements for continuing education and course approval.


SECTION 1000 addresses infection control including practices that promote the prevention of the spread of infectious diseases.


SECTION 1100 includes a severability clause that indicates that if a court of competent jurisdiction determines that part of the regulation is invalid or otherwise unenforceable then the remainder of the regulation will not be affected and will still be in force.


SECTION 1200 includes “general” that refers to any conditions that have not been addressed in the regulation.

Instructions:

Replace R.61-3 in its entirety by this amendment.

Text:

REGULATION 61-3.  THE PRACTICE OF SPECIALIZING IN HEARING AIDS
Statutory Authority: S.C. Code Ann. Section 40-25-10, et seq. (1976, as amended)

SECTION 100 – DEFINITIONS AND REFERENCES









101.  Definitions


 
102.  References

SECTION 200 - LICENSING REQUIREMENTS AND FEES





201.  Conditions of Licensure


202.  Initial Licensure


203.  License Renewal


204.  Licensure Examination



205.  Fees

SECTION 300 - ENFORCING REGULATIONS


301.  General



302.  Inspections/Investigations



303.  Consultations


SECTION 400 - ENFORCEMENT ACTIONS



401.  General


SECTION 500 - TEMPORARY PERMIT REQUIREMENTS AND SPONSOR DUTIES


501.  Conditions for Issuance of a Temporary Permit

 
502.  Requirements and Duties of a Sponsor 

SECTION 600 - CONDUCT, ETHICS, AND ADVERTISING


601.  Conduct/Ethics 




602.  Advertising  



SECTION 700 – HEARING TEST AND PROCEDURES



701.  Age Restriction



702.  Procedures for Conducting a Hearing Test 


703.  Medical Referrals 




704.  Sales/Purchase Agreements



SECTION 800 - RECORDS AND EQUIPMENT


801.  Record Retention  












802.  Equipment  

 
803.  Audiometer Calibration 


SECTION 900 - CONTINUING EDUCATION



901.  General





902.  Course Approval



SECTION 1000 - INFECTION CONTROL



1001.  Handwashing 


1002.  Equipment

SECTION 1100 - SEVERABILITY



1101.  General




SECTION 1200 - GENERAL



1201.  General


SECTION 100 - DEFINITIONS AND REFERENCES

101.  Definitions 

For the purpose of this regulation, the following definitions shall apply:


A.  Adequate Personal Contact.  The supervision, training, observation, and evaluation of a trainee, including the provision of consultation and instruction.


B.  Advertising.  The activity of attracting public attention to the practice of fitting or selling hearing aids, as by paid announcements in the print, broadcast, or electronic media.


C.  Application.  A completed application form and any supplemental documentation/information required by this regulation, e.g., fee, proof of high school education, continuing education hours.


D.  Audiologist.  A person licensed by the S.C. Board of Examiners in Speech-Language Pathology and Audiology as an audiologist.


E.  Audiogram.  A graphic representation of audiometric findings depicting hearing threshold levels.


F.  Audiometer.  An electronic device used for air and bone conduction testing and for obtaining speech reception thresholds and speech discrimination results that contains a masking circuit.


G.  Child.  A person under 18 years of age.


H.  Commission.  The S.C. Commission for Hearing Aid Specialists.


I.  Consultation.  A visit by Department representatives who will provide information to the licensee in order to facilitate compliance with these regulations.


J.  Consumer.  Any individual or agent who is considering the purchase or who has already purchased a hearing aid(s). 


K.  Department.  The S.C. Department of Health and Environmental Control.


L.  Examination.  The administration of written tests by the Department and practical tests by the Commission to determine if an applicant is qualified to practice as a hearing aid specialist in the State of S.C.


M.  Hearing Aid.  An acceptable wearable instrument or device designated or offered to aid or compensate for impaired human hearing and parts, attachments, or accessories, including earmold(s), but excluding batteries and cords.


N.  Hearing Aid Specialist.  An individual who has been issued a license by the Department to practice in specializing in hearing aids as defined in Section 101.W.


O.  Inspection.  A visit by a Department representative for the purpose of determining compliance with this regulation.


P.  Investigation.  A visit by a Department representative for the purpose of determining the validity of allegations received by the Department relating to this regulation.


Q.  License.  A printed certificate issued by the Department to an individual to practice as a hearing aid specialist.


R.  Licensee.  An individual licensed by the Department to practice as a hearing aid specialist at a specified location(s).  This term does not apply to a trainee.


S.  Otologist.  A physician who specializes in that branch of medicine regarding the medical treatment and surgery of the ear and its anatomy, physiology, and pathology.


T.  Otolaryngologist.  A physician specializing in the ear, nose, and throat.


U.  Otoscope.  An instrument used for visual examination of the external ear canal and tympanic membrane.


V.  Physician.  A person currently licensed as such by the S.C. Board of Medical Examiners.


W.  Practice of Specializing in Hearing Aids.  The measurement of human hearing by an audiometer or other established means solely for fitting, making selections, adaptations, programming, or sale and service of hearing aids.  It also includes the making of impressions for earmolds.


X.  Repeat Violation.  The recurrence of a violation cited under the same section of the regulation within a 24-month period. 


Y.  Revocation of License.  An action by the Department to cancel or annul a license by recalling, withdrawing, or rescinding permission to operate.


Z.  Sales Receipt.  A form that includes the information contained in Section 704.A. and provided to the consumer when a hearing aid(s) is purchased.


AA.  Sale of Hearing Aids.  The exchange of a hearing aid from a hearing aid specialist or a trainee to a member of the consuming public who is a user, a prospective user of the aid, or a responsible party of the user for a price.


BB.  Scope of Practice (hearing aid specialist and trainee).  The extent of permitted activities to include performing a hearing test and subsequent hearing aid evaluation that includes the making of earmold impressions, the appropriate selection, adaptation and sale of hearing aids, and follow-up counseling and instruction regarding the use, care, and maintenance of the hearing aid.  Tympanometry used for the sole purpose of fitting and selling hearing aids and cerumen management of ear wax are within the scope of practice provided the licensee submits a certificate to the Department demonstrating completion in a course on these topics approved by IIHIS and has at least ten years experience or is Board Certified in Hearing Instrument Studies by IIHIS.  It does not include the use of tympanometry to assess middle ear function, brain stem-evoked response audiometry, central auditory processing testing, oto-acoustic emission testing, electronystagmography, fitting of tinnitus maskers, or the removal of cerumen from beyond the second bend of the ear canal.


CC.  Sponsor.  A hearing aid specialist who meets the eligibility criteria outlined in Section 502.A. and who has the responsibility for the training and supervision of a trainee.


DD.  Suspension of License.  An action by the Department requiring a licensee to cease operation for a period of time or to require a licensee to cease fitting and selling hearing aids until such time as the Department rescinds that restriction.


EE.  Temporary Permit.  A printed certificate, issued by the Department, that entitles a person to train in the fitting and sale of hearing aids under the supervision of a sponsor while preparing to take the examination.


FF.  Terms of Sale.  The conditions of a sale agreed to by the hearing aid specialist or trainee and the consumer including the minimum product warranty or trial period offered by a manufacturer.


GG.  Trainee.  A person who has been issued a temporary permit by the Department to train to become a hearing aid specialist.


HH.  Training Program.  Instruction and guidance provided to the trainee by a sponsor that includes, but is not limited to, the content listed in Section 502.I.


II.  Training Report.  A series of reports submitted by the sponsor to the Department, once every quarter (Phase I through Phase IV), that summarizes the trainee’s performance during the quarterly training phases.

102.  References

The following publications/standards are referenced in this regulation:


A.  Food and Drug Administration (FDA) federal regulation 21 CFR 801.420 and 21 CFR 801.421, (April 1, 2004);


B.  American National Standard Specification for Audiometers (May 13, 2004).

SECTION 200 - LICENSING REQUIREMENTS AND FEES

201.  Conditions of Licensure  


A.  No person, private or public organization, political subdivision, or governmental agency shall establish, operate, maintain, or represent itself (advertise/market) as a hearing aid specialist in S.C. without first obtaining a license from the Department.  When it has been determined by the Department that a person claims, advertises, or represents him or herself as a hearing aid specialist, and is not licensed by the Department, the person shall cease operation immediately.  (I)


B.  Issuance of License.  



1.  A license is issued pursuant to the provisions of S.C. Code Ann. Section 40-25-100 (1976, as amended) and this regulation.  The issuance of a license does not guarantee adequacy of individual care, treatment, personal safety, or the well-being of any consumer.



2.  A license is not assignable or transferable and is subject to suspension or revocation by the Department for failure to comply with all applicable federal and state laws and regulations.  (I)



3.  A license shall not be duplicated by any person.  (I)



4.  The license shall be posted in a conspicuous place in the business location(s) that is visible to consumers. (II)



5.  The Department shall furnish the licensee with an identification card.  It shall be in the possession of the licensee when engaged in the practice of specializing in hearing aids and shall be displayed upon request by any consumer or representative of the Department.  (II)



6.  A license shall be effective for a 12-month period, beginning January 1.


C.  Any change in the status of the license, to include the name of licensee or primary business location, shall cause the license to be null and void.  The licensee shall request, in writing, issuance of an amended license at least 10 days prior to such change.  This request shall include the effective date of the change, name of business, address, phone number, and days and hours of operation.  The original license(s) shall be returned to the Department.  If an additional business location is added or deleted, the licensee shall request the change in writing.  (II)


D.  This regulation shall not apply to any physician or audiologist.


E.  Exceptions to Licensing Standards.  The Department may make exception(s) to these standards, providing an option for compliance, when it is determined that the health, safety, and well-being of consumers are not compromised and provided the standard(s) is not specifically required by statute.

202.  Initial Licensure


A.  In order to obtain a license, the applicant shall submit to the Department:  



1.  A complete application furnished by the Department (hard copy or website);



2.  A licensing fee;



3.  Documentation of passing the South Carolina licensure examination, or, documentation of valid certificate or license to fit and sell hearing aids from another state, if the Department determines that the other state has requirements equivalent to or higher than those in this regulation, and that such applicants are qualified to dispense and fit hearing aids;



4.  Documentation of annual calibration of all audiometers currently in use, as evidenced by a copy of the actual calibration documents.


B.  A license shall list the primary business location of the hearing aid specialist and, if applicable, additional original licenses for other business locations for the same licensee will be issued and will include the primary business location.

203.  License Renewal


A.  To renew a license, an applicant shall annually submit an approved application to the Department at least 30 days prior to the expiration date of the license, and in addition, submit to the Department:  (II)



1.  A renewal fee;



2.  Documentation of completion of a minimum of eight hours of approved continuing education (see Section 900);



3.  Documentation of annual calibration of all audiometers currently in use, as evidenced by a copy of the actual calibration document.


B.  An individual whose license has expired and who applies for renewal will not be required to re-take the licensing examination as a condition of renewal, provided the application for renewal is received by the Department within two years of the date of expiration of the last active license.

204.  Licensure Examination


A.  The licensing examination shall be offered by the Department at least twice a year to applicants who are at least 21 years of age and have an education equivalent to a four-year course in an accredited high school, e.g., General Educational Development (GED) diploma.


B.  Each applicant shall submit an application to take the examination and fee to the Department at least 60 days prior to the scheduled date of the licensing examination.  Failure to complete all forms and/or provide all information required by this regulation may result in the application being rejected by the Department.


C.  Any person intentionally furnishing false information/documentation to the Department or omitting pertinent information in the application may be denied the right to take the examination. (I)


D.  Any trainee who applies to take the licensing examination for the first time shall have on file with the Department documentation of a minimum of 480 hours of training under the supervision of a sponsor certifying he or she is now qualified to take the licensing examination.  If the trainee has held the temporary permit for nine months or more, he or she must obtain eight hours of approved continuing education in addition to the 480 hours of training prior to applying to take the licensing examination.


E.  Any trainee who applies to take the licensing examination for a second time shall submit an application and fee to the Department and shall have completed an additional eight hours of approved continuing education prior to the scheduled date of the licensing examination.


F.  The Department shall administer the written examination and the Commission shall administer the practical examination.  The Department shall notify the applicants of both examinations by letter of the results within 60 days.


G.  Any applicant for examination, including trainees, who meets all the requirements of this regulation shall appear at a date, time, and location before such persons as prescribed by the Department to be tested by written examination and before the Commission for the practical examination.  The date, time, and location of the examination shall be announced by the Department at least 60 days in advance of the examination date.


H.  The examination shall include, but not be limited to, those subjects listed in Section 502.I.  The examination shall not be developed or conducted in such a manner that college training is required to pass the examination or that the degree of medical competence expected equates to that of a physician.


I.  In order to be eligible for licensure, an applicant shall pass both a written and practical examination.  If the applicant passes the written examination, he or she has two years in which to take the practical examination.  After two years, the applicant shall be required to re-take the written examination.

205.  Fees 


A.  The following fees shall be made payable by check or money order to the Department and are not refundable (should the cost of the examinations to the Department increase, the examination fees shall be adjusted to cover the cost):



1.  Initial hearing aid specialist license - $200.00;



2.  Annual renewal of a hearing aid specialist license - $200.00;



3.  Temporary permit - $100.00;



4.  Renewal of a temporary permit for one additional 12-month period - $100.00;



5.  Written Examination - $125.00;



6.  Practical Examination - $75.00;



7.  Administrative charge for additional original licenses for each additional business location - $10.00;



8.  Administrative charge for replacement trainee badges - $10.00.


B.  Failure to submit a renewal application or fee 30 days or more after the license expiration date may result in a late fee of 25% of the licensing fee amount in addition to the licensing fee.  Failure to submit a complete and accurate application and/or fees by the time-period specified by the Department may result in an enforcement action. (I)


C.  Failure to submit a renewal application for a temporary permit prior to the expiration date of the permit may result in no-renewal of the temporary permit.  (I) 

SECTION 300 - ENFORCING REGULATIONS

301.  General

The Department shall utilize inspections, investigations, consultations, and any other pertinent documentation or information regarding a licensee in order to enforce this regulation.

302.  Inspections/Investigations  (II)

A.  All locations owned/operated by licensees where hearing aids are fitted or sold are subject to inspection/investigation at any time without prior notice by individuals authorized by the Department.  (I)


B.  Individuals authorized by the Department shall be granted access to all properties and areas, objects, and records.  If photocopies are made by the Department inspector, they shall be used only for purposes of enforcement of regulations and confidentiality shall be maintained except to verify individuals in enforcement action proceedings. 


C.  When there is noncompliance with the standards of this regulation, the licensee shall submit an acceptable written plan of correction to the Department that shall be signed by the licensee and returned by the date specified on the report of inspection/investigation.  The written plan of correction shall describe: 



1.  The actions taken to correct each cited deficiency;



2.  The actions taken to prevent recurrences (actual and similar);



3.  The actual or expected completion dates of those actions. 


D.  Inspections shall be conducted at a frequency determined by the Department.


E.  A copy of this regulation shall be available at each business location where hearing aids are fitted or sold.  

303.  Consultations

Consultations may be provided by the Department as requested by a licensee or as deemed appropriate by the Department.

SECTION 400 - ENFORCEMENT ACTIONS

401.  General


A.  When the Department determines that a licensee or trainee is in violation of any statutory provision, rule, or regulation relating to the practice of specializing in hearing aids and/or the scope of practice as described in this regulation, the Department, upon proper notice to the licensee, may deny, suspend, or revoke his or her license/permit and/or require a refund for violations of S.C. Code Ann. Section 40-25-10, et seq., (1976, as amended).


B.  Violations of standards in this regulation are classified as follows:



1.  Class I violations are those determined by the Department to present an imminent threat to the health, safety, or well-being of consumers or a substantial probability that serious physical harm could result therefrom.  A physical condition, one or more practices, means, methods, or operations in use by a hearing aid specialist or trainee may constitute such a violation.  The condition or practice constituting a Class I violation shall be abated or eliminated immediately unless a fixed period of time, as stipulated by the Department, is required for correction.  Each day such violation shall exist after expiration of said time shall be considered a subsequent violation.



2.  Class II violations are those, other than Class I violations, which the Department determines to have a negative impact on the health, safety, or well-being of consumers.  The citation of a Class II violation shall specify the date by which the violation shall be corrected.  Each day such violation shall exist after expiration of said date shall be considered a subsequent violation.



3.  Class III violations are those not classified as Class I or II in this regulation or those which are against the best practices as interpreted by the Department.  The citation of a Class III violation shall specify the date by which the violation shall be corrected.  Each day such violation shall exist after expiration of said date shall be considered a subsequent violation.



4.  Class I and II violations are indicated by notation after each applicable section, i.e., “(I)” or “(II)”.  Violations of sections not annotated in that manner denote Class III violations.


C.  In arriving at a decision to take enforcement action, the Department shall consider the following factors:  specific conditions and their impact or potential impact on health, safety, or well-being of the consumer; efforts by the hearing aid specialist or trainee to correct the violation(s); overall conditions; history of compliance; and any other pertinent or relevant information.  


D.  Any person who claims, advertises, represents him or herself as a hearing aid specialist and is not licensed by the Department, or engages in the practice of specializing in hearing aids outside the parameters described in this regulation, shall be subject to the penalties set forth in this regulation and other applicable laws.


E.  Any enforcement action taken by the Department may be appealed pursuant to the Administrative Procedures Act, S.C. Code Ann. Section 1-23-310, et seq., (1976, as amended).

SECTION 500 - TEMPORARY PERMIT REQUIREMENTS AND SPONSOR DUTIES
501.  Conditions for Issuance of a Temporary Permit


A.  An individual may apply for a temporary permit if he or she is at least 21 years of age and has an education equivalent to a four-year course in an accredited high school, e.g., General Educational Development (GED diploma).  The trainee applicant and sponsor shall submit to the Department a complete application furnished by the Department, all applicable addendums, and a temporary permit fee.  


B.  A temporary permit shall include his or her sponsor’s primary business location and is issued pursuant to S.C. Code Ann. Section 40-25-120 (1976, as amended) and this regulation.  The issuance of a temporary permit does not guarantee adequacy of individual care, treatment, personal safety, or the well-being of any consumer.



1.  A temporary permit is not assignable or transferable and is subject to suspension or revocation by the Department for failure of the sponsor or the trainee to comply with all applicable federal, state, and local laws and regulations. (I)



2.  A temporary permit shall not be duplicated by any person.  (I)



3.  The temporary permit shall be posted in a conspicuous place in the business location(s) that is visible to consumers. (II)



4.  The Department shall furnish the trainee with an identification badge.  This badge will identify the name of the trainee, the sponsor and the expiration date of the permit and shall be worn and visible at all times when the trainee is involved in the fitting or sale of hearing aids.  There shall be an administrative charge for replacement badges. (II)


C. The Department shall issue a temporary permit to each trainee who fulfills the requirements of Sections 501.A. through B. above.  


D. A temporary permit shall be effective for a 12-month period following the date of issue.  If the trainee does not pass the licensing examination within this 12-month period, the sponsor and trainee may submit a written request for renewal of the temporary permit for one additional 12-month period only.  If the renewal is approved, a fee shall be assessed for an extension of the temporary permit.  If the trainee has not passed the licensing examination within the second 12-month period, the temporary permit shall not be renewed.  This individual may not reapply for a temporary permit for a period of 24 months from the date of expiration of the last temporary permit.  (I)


E. The trainee shall not engage in the fitting or sale of hearing aids until the temporary permit is issued by the Department.  (I)


F. The trainee shall obtain a minimum of 120 hours of training during each three-month training period. A minimum of 480 hours of training shall be completed before the trainee is eligible to take the licensing examination.  (I)



1.  After the trainee has completed a minimum of 480 hours of training and all phase reports are filed with the Department and acknowledged in writing by the Department, the trainee may engage in the fitting or sale of a hearing aid(s) without the presence of his/her sponsor until he/she takes the next scheduled practical and written examination.



2.  If the trainee fails to take the next scheduled practical and written examination or if the trainee fails either portion of the examination, he/she is not authorized to engage in the fitting or sale of a hearing aid(s) without adequate personal contact by the sponsor, with quarterly reports to the Department, or is licensed as a hearing aid specialist.


G. When a trainee has obtained an initial hearing aid specialist license, the trainee shall return the temporary permit to the Department within 10 days after the initial license is issued to that trainee.

502.  Requirements and Duties of a Sponsor (I)

A.  In order to be eligible to become a sponsor, an individual shall have a valid license as a S.C. hearing aid specialist, have been engaged in the practice of fitting and selling hearing aids for at least ten years or be a board certified hearing instrument specialist, and shall not have enforcement actions pending. (II)


B.  The sponsor shall provide adequate personal contact to the trainee during his or her period of training as described in Section 502.  The hearing aid specialist shall agree in writing to sponsor the trainee by providing the required supervision and training.


C.  The sponsor shall be responsible for supervising and training the trainee in accordance with this regulation and S.C. Code Ann. Section 40-25-120 (1976, as amended) until the sponsor submits written notification to the Department that he or she is terminating sponsorship.  


D.  The sponsor shall be responsible for the manner in which the trainee fits and/or sells hearing aids.  The sponsor’s signature shall be required on each audiogram and hearing aid sales receipt/purchase agreement. (II)


E.  The sponsor shall submit to the Department a signed statement to ensure that the trainee receives appropriate training and shall apprise him or her of all applicable federal, state, and local laws and this regulation. 


F.  Subsequent to the promulgation of this regulation, the sponsor shall provide a training program to no more than two trainees at any one time. 


G.  The sponsor shall be present when the trainee is engaged in the fitting or sale of a hearing aid(s) until the conditions of Section 501.F.1. are met. 


H.  The sponsor shall submit Training Reports, I – IV (blank copies are provided by the Department when the temporary permit is issued), to the Department at the end of each three-month period.  These reports must be received by the Department within 15 days after the end of each three-month period.  The sponsor shall verify completion of such training by signing and dating these reports.  If the training reports are not submitted by the sponsor within the required time periods, sponsorship may be terminated by the Department. 


I.  Each sponsor shall provide supervision and training to the trainee in the following areas that shall include but not be limited to: (II)



1.  Tests of knowledge pertaining to the practice of specializing in hearing aids:




a.  Basic physics of sound;




b.  Basic anatomy and physiology of the auditory mechanism;




c.  Proper use of an otoscope;




d.  Hearing aid technology including instrument circuitry and acoustical performance data.



2.  Practical tests of proficiency pertaining to the fitting of hearing aids:




a.  Measurement techniques, to include:





(1)  Pure tone air and bone conduction thresholds, including masking;





(2)  Speech reception threshold;





(3)  Speech discrimination;





(4)  Most comfortable loudness (MCL) level;





(5)  Uncomfortable loudness (UCL) level;





(6)  Audiogram interpretation for the assessment of the type and degree of hearing loss.




b.  Audiometer calibration requirements;




c.  Proper earmold impression techniques;




d.  Hearing aid selection procedures;




e.  Hearing aid fitting and adjustment techniques;




f.  Design, selection and modification of earmold/shell coupling systems;




g.  Post-delivery care to include hearing aid orientation and counseling;




h.  Hearing aid maintenance and repair.



3.  All federal and S.C. laws and regulations related to hearing aids;



4.  Medical referral criteria (see Section 703).


J.  The sponsor shall assure that the trainee has also obtained a minimum of eight hours of approved continuing education (see Section 900) prior to the completion of the final phase of the training program, if applicable (see Section 204.D). 


K.  The sponsor shall notify the Department in writing within ten days of termination of sponsorship of a trainee.  At that time the temporary permit and identification badge shall be returned to the Department by the sponsor.  


L.  Failure of the sponsor to be in substantial compliance with this regulation may result in suspension or withdrawal of sponsorship, denial of future applications for sponsorship, and/or enforcement actions.  

SECTION 600 - CONDUCT, ETHICS, AND ADVERTISING

601.  Conduct/Ethics (I)


A.  The licensee and trainee(s) shall not engage in prohibited acts as outlined in S.C. Code Ann. Section 40-25-160 (1976, as amended).


B.  The licensee and the trainee shall not engage in unethical conduct which includes, but is not limited to, the following:



1.  To create, by virtue of the initial offer or advertisement, a false impression of the product offered in any material respect;



2.  To refuse to show, demonstrate, or sell the product offered in accordance with terms of the offer;



3.  To malign by actions or words, the product offered, availability of service, repairs or parts in connection with the offer or advertisement;



4.  To delay the delivery of products or services for an unreasonable time after the sale;



5.  To represent, advertise or imply that the hearing aid or repair is guaranteed without complete disclosure of the nature and extent of the guarantee and any conditions or limitations thereof.

602.  Advertising  (II)


A.  Any type of advertising used by the licensee, shall include his or her name, the title “hearing aid specialist”, and the license number as well as business name, address, and telephone number.  If an advertisement refers to a hearing aid specialist’s national board certification, the advertisement shall be specific to the type of certification, e.g., “Board Certified Hearing Instrument Specialist.” 


B.  Advertising shall not contain the following:



1.  False, fraudulent, misleading or deceptive information;



2.  Assertions or implications that a hearing aid will cure, preserve, or reverse hearing loss;



3.  Terms that connote the medical or audiological profession, e.g., “doctor”, “physician”, “clinic”, or “audiologist”, when such terms are not applicable to the services available at the business; (I)



4.  The trade name of a manufacturer unless a business relationship exists;



5.  Business names that connote comprehensive and diagnostic hearing services when these services are not available, e.g., if an otologist, otolaryngologist, or audiologist is not employed by the licensee;  (I)



6.  Product claims that imply equal benefit to all hearing impaired consumers;



7.  The terms “comprehensive hearing” or “diagnostic hearing evaluation/assessment” since the statements connote comprehensive diagnostic testing of the auditory system, which is not within the defined scope of practice of a hearing aid specialist or trainee.  It is acceptable to advertise comprehensive “hearing test/evaluation” to determine if a person could be helped by a “hearing aid” and to clarify the extent of limited testing performed by the hearing aid specialist or trainee. (I)


C.  Used or reconditioned hearing aids shall be clearly identified as such in any advertisement.  (I)


D.  When a trainee is involved in the fitting or sale of hearing aids, he or she shall not present him or herself to the consumer as a licensed hearing aid specialist.  

SECTION 700 - HEARING TEST AND PROCEDURES

701.  Age Restriction  (I)


A.  The hearing aid specialist or trainee shall not sell a hearing aid to a child unless the parent or guardian presents to the specialist or trainee a written statement signed by a physician stating that the child’s hearing has been medically evaluated and that he or she may be considered a candidate for a hearing aid.


B.  The medical evaluation of the potential consumer by the physician shall have taken place within six months of the date of the sale.

702.  Procedures for Conducting a Hearing Test (I) 


A.  In order to conduct a hearing test, the licensee shall obtain a case history of the consumer and complete the following:



1.  A visual inspection of each ear to determine if it is appropriate to proceed with the hearing test (See Section 703.); 



2.  Tests or procedures to include:  




a.  Pure tone air and bone conduction thresholds;




b.  Masking, when indicated;




c.  Speech reception threshold;




d.  Speech discrimination;




e.  Calculation of the pure tone average;




f.  Most comfortable loudness level (MCL);




g.  Uncomfortable loudness level (UCL).



3.  The above measurements shall be recorded on an audiogram.  If certain measurements are unobtainable, the reason shall be noted on the audiogram.  

NOTE:  If the above measurements are unobtainable, then selection of a hearing aid(s) may be made by trial of several different instruments.


B.  In addition to the information in Section 702.A.2., the audiogram shall contain the following: (II)



1.  Date of evaluation;



2.  Name of consumer;



3.  Address of consumer;



4.  Age or date of birth of consumer;



5.  Signature and license/permit number of the hearing aid specialist/trainee.


C.  If a consumer returns after sixty days for an additional fitting, i.e., unilateral to bilateral, or to purchase a replacement aid, the procedures listed in Section 702.A.2. above shall be repeated.  

703.  Medical Referrals (I)


A.  If the hearing aid specialist or trainee determines at any time through the case history, visual inspection of the ear during otoscopy, or after review of the consumer’s audiogram, that the consumer has any of the following conditions, he or she shall advise the consumer to consult promptly with a physician (preferably an ear specialist):



1.  Ear pain, bleeding from either ear, or active drainage from the ear within the previous 90 days;



2.  Visible abnormalities of the external auditory canal limiting adequate visualization of the tympanic membrane (i.e., lacerations or sores within the ear canal); 



3.  Visible evidence of significant cerumen accumulation or a foreign body within the ear canal. Cerumen or foreign objects beyond the second bend of the ear canal shall not be removed from the ear canal as this procedure is not within the defined scope of practice of a hearing aid specialist or trainee;



4.  Sudden or rapidly progressive hearing loss within the previous 90 days, even with recovery in either ear;



5.  Unilateral hearing loss of sudden or recent onset within the previous 90 days;



6.  Asymmetric hearing loss, asymmetric speech discrimination test, or asymmetric tinnitus between ears;



7.  Hearing loss associated with acoustic trauma, barotraumas (i.e., airplane travel or underwater diving) or head injury;



8.  Balance disturbance, acute or chronic dizziness, or vertigo associated with hearing loss in either ear;



9.  Audiometric air-bone gap equal to or greater than 15 decibels (dB) at 500 hertz (Hz), 1000 Hz, and 2000 Hz;



10.  Hearing loss in children in either ear, or if the parent or guardian suspects that abnormal speech/language development is present;



11.  Visible congenital or traumatic deformity of the ear.


B.  The hearing aid specialist or trainee shall advise the consumer that the Food and Drug Administration (federal regulation 21 CFR 801.421) has determined that their best health interest would be served if the consumer has a medical evaluation by a licensed physician (preferably a physician who specializes in diseases of the ear) before purchasing a hearing aid.  Should the consumer determine not to follow the advice of the Food and Drug Administration, the following statement shall be utilized to confirm this decision:  “I have been advised by ______________ (hearing aid specialist’s or trainee’s name) that the Food and Drug Administration has determined that my best health interest would be served if I had a medical evaluation by a licensed physician (preferably a physician who specializes in diseases of the ear) before purchasing a hearing aid.  I choose not to have a medical evaluation before purchasing a hearing aid.”

704.  Sales/Purchase Agreements (II) 


A.  On the date of purchase, the hearing aid specialist/trainee shall provide to a consumer a sales receipt that contains the following information:



1.  Name, business address, and telephone number of the hearing aid specialist/trainee;



2.  Make and model of the aid(s);  (I)



3.  Price of the aid(s), any applicable discount/coupon information, an indication if the aid is new or used, and the manufacturing/dispensing fee;



4.  Signature and license/permit number of the hearing aid specialist/trainee;



5.  Length of warranty/guarantee, and the guarantor in at least 12-point type;  (I)



6.  Date the hearing aid was ordered;



7.  Signature of the consumer and date acknowledging the purchase of the hearing aid(s) and terms of sale;  (I)



8.  Statement signed by the consumer and hearing aid specialist/trainee that the manufacturer’s warranty or trial period has been provided and explained to the consumer in at least 12-point type;  (I)



9.  Notation if the hearing aid(s) is used or reconditioned.  (I)


B.  Upon delivery, the hearing aid specialist/trainee shall provide to a consumer a delivery receipt that contains the following information:



1.  The serial number of the aid(s);  (I)



2.  The actual delivery/fitting date;



3.  The date by which a refund, if applicable, would be issued;



4.  Documentation that the consumer has received a user instructional brochure and that the instructions have been reviewed with the consumer.


C.  Should a hearing aid(s) be used or reconditioned, a tag indicating its used or reconditioned status shall be affixed to the hearing aid(s) container in accordance with federal regulation 21 CFR 801.420.

SECTION 800 - RECORDS AND EQUIPMENT
801.  Record Retention  (II)


A.  The licensee shall initiate and maintain an organized record for each consumer that shall include at a minimum:



1.  The case history of the consumer to include a copy of a medical hearing evaluation by a physician, if applicable;



2.  The audiogram and all the other results of the testing procedures which were performed;



3.  The sales receipt;



4.  Records of repairs from the manufacturer and or adjustments made by the hearing aid specialist or trainee and the date(s);



5.  A written statement from the hearing aid specialist or trainee advising the consumer to consult with a physician, if applicable (see Section 703.A.).  This statement shall also document, if applicable, the consumer declining the Food and Drug Administration’s advice to have a medical evaluation before purchasing a hearing aid (see Section 703.B.);



7.  Documentation of receipt by the consumer of the User Instructional Brochure.


B.  All records shall be retained by the hearing aid specialist for a period of six years.

Exception:  If the hearing aid specialist is unable to maintain the records, the hearing aid specialist must notify the Department of Health and Environmental Control, in writing, as to who will possess and maintain all consumer records in accordance with the terms of the provisions of this act.


C.  Current calibration and repair records for each audiometer in use shall be maintained on file at the location where the audiometer(s) is utilized for at least two years.  

802.  Equipment  (II)


A.  At a minimum, the hearing aid specialist or trainee shall have the following equipment available:



1.  A pure-tone audiometer capable of air and bone conduction testing, speech testing, masking, and sound field testing or real ear measurement or live speech mapping;



2.  An otoscope;



3.  A battery tester;



4.  A hearing aid stethoscope;



5.  An adequate amount of earmold impression materials and other essential supplies.


B.  A separate room shall be available that will provide a quiet environment for conducting all required testing.  The dimensions of the room shall be sufficient to accommodate all equipment utilized during a hearing test.

803.  Audiometer Calibration (II)


A.  Each audiometer (including earphones) utilized by a hearing aid specialist or trainee shall be calibrated at least annually in accordance with the American National Standard Specification for Audiometers.  (I)


B.  Evidence of calibration, to include the date of calibration and the name of the individual or manufacturer who calibrated the equipment, shall be affixed to each audiometer. 

SECTION 900 - CONTINUING EDUCATION

901.  General


A.  The licensee and trainee shall obtain a minimum of eight hours of approved continuing education.  This may be accomplished by participating in courses or seminars designed to keep the individual informed of changes, current practices, new technical developments, and techniques pertaining to the fitting and sale of hearing aids.  This requirement shall begin the first full licensing year for hearing aid specialists.  (II)


B.  The Department may allow the licensee to make up the required hours in addition to the full annual requirement during the next licensing year provided the licensee submits a written request to the Department that describes the mitigating factors that prohibited the licensee from obtaining these hours.  Failure to complete this educational requirement shall result in a suspension of license until the licensee obtains 16 hours of approved continuing education.  (II)


C.  If special circumstances arise that prevent a trainee from obtaining the required hours, such as an extended illness or hardship, the sponsor may submit a written request to the Commission for an extension.  The request shall include a detailed explanation of the special circumstance.  At the discretion of the Department, with the advice of the Commission, the trainee may be allowed to obtain the remaining hours during the next quarter of training, if applicable.


D.  The Department shall maintain an available list of approved continuing education programs.

902.  Course Approval


A.  Courses that have been approved by the International Institute for Hearing Instruments Studies (IIHIS) of the International Hearing Society shall be approved under the following conditions:



1.  The sponsoring organization/manufacturer offering the courses in South Carolina furnishes to the Department, on behalf of the Commission, in writing, not later than 30 days prior to the scheduled date of the course, the following information:




a.  Date of the course(s);




b.  Location where the course will be presented;




c.  Description of the course content and times;




d.  IIHIS-approved hours.



2.  The Department, on behalf of the Commission, shall notify the sponsoring organization in writing of the course approval;



3.  The sponsoring organization shall furnish the Department with the names of the individual(s) who attended the course and the continuing education hours credited to each person, and shall certify by signing forms provided by the Department.


B.  Courses that are not IIHIS-approved may be approved by the Commission under the following conditions:



1.  The sponsoring organization/manufacturer offering the course furnishes to the Department, on behalf of the Commission, in writing, not later than 60 days prior to the scheduled date of the course, a request for Commission approval that includes the following information:




a.  Date of the course(s);




b.  Location where the course will be presented;




c.  Description of the course content and times;




d.  Resume or curriculum vitae of each instructor.



2.  The Department, on behalf of the Commission, shall notify the sponsoring organization in writing when the course is approved;



3.  The sponsoring organization shall furnish the Department with the names of the individual(s) who attended the course and the continuing education hours credited to each person, and shall certify by signing forms provided by the Department.

SECTION 1000 - INFECTION CONTROL (I)

1001.  Handwashing  

Licensees and trainees shall utilize appropriate infection control precautions, to include washing his or her hands between consumers.

1002.  Equipment 

The otoscope, ear impression materials, and other equipment shall be maintained in a sanitary condition at all times.

SECTION 1100 - SEVERABILITY

1101.  General

In the event that any portion of these regulations is construed by a court of competent jurisdiction to be invalid or otherwise unenforceable, such determination shall in no manner affect the remaining portions of these regulations, and they shall remain in effect as if such invalid portions were not originally a part of these regulations.

SECTION 1200 - GENERAL

1201.  General  

Conditions arising that have not been addressed in these regulations shall be managed in accordance with the best practices as interpreted by the Department.

Fiscal Impact Statement:


There will be no increased cost to the Department, the State and its political subdivisions.  Cost of implementation of this amendment will be met, in part, by licensing fees imposed by the proposed regulation.  There will be minimal costs to the regulated community.  See Statement of Need and Reasonableness below.

Statement of Need and Reasonableness:


This statement was determined by staff analysis pursuant to S.C. Code Ann. Sections 1-23-115(C)(1)-(3) and (9)-(11) (1976, as amended).

DESCRIPTION OF REGULATION: 

Purpose:  The Department has conducted its five-year review of its regulations pursuant to S.C. Code, Section 1-23-120.  R.61-3 has not been amended since January 22, 1988; it is necessary to amend the regulation to bring it current.  

Legal Authority: The Legal Authority for R.61-3 is Section 40-25-10, et seq. (1976, as amended). 

Plan for Implementation: The regulation revision will take effect upon publication in the State Register following approval by the S.C. General Assembly. The amendment will be implemented by providing the regulated community with copies of the regulation, and enforced through inspections by the Department.  

DETERMINATION OF NEED AND REASONABLENESS OF THE PROPOSED REGULATION BASED ON ALL FACTORS HEREIN AND EXPECTED BENEFITS: 


R.61-3 was last amended in 1988.  Section 1-23-120 of the Administrative Procedures Act requires state agencies to perform a review of its regulations every five years and update them if necessary. 


The amendment is needed and reasonable because it will clarify and add to the current regulation in a manner that will improve hearing aid specialists methods to provide quality care and services to the customers.  


The amendment is needed and reasonable in order to update and improve the overall quality of the regulation.  Although some comments could not be adopted because of statutory requirements, the Department carefully considered all comments of the regulated community and demonstrated a willingness to be flexible by adopting approximately eighty-four modifications to the document that was published in the State Register.  The amendment will greatly benefit the consumer and protect the public health. 
   

DETERMINATION OF COSTS AND BENEFITS: There will be no cost to political subdivisions of the state.  The Department has included fee increases; the resulting increase of licensing and permitting fees to $100 and $200 per year respectively are not excessive on a per license basis.  Cost to the state will be approximately $35,000 in personnel costs, of which the proposed fees will generate approximately $20,100.  This will be the first fee increase since 1988.

UNCERTAINTIES OF ESTIMATES: None

EFFECT ON ENVIRONMENT AND PUBLIC HEALTH: There will be no effect on the environment.  The regulation will promote public health by updating standards for regulating the practice of specializing in hearing aids.

DETRIMENTAL EFFECT ON THE ENVIRONMENT AND PUBLIC HEALTH IF THE REVISED REGULATION IS NOT IMPLEMENTED: There will be an adverse effect on the public health if the regulation revision is not implemented since it is likely that continuing to utilize an outdated regulation for regulatory purposes would not advance the promotion of prevention of negative health outcomes.  In addition, the public will not receive the benefit of improved/updated standards, if the revision is not implemented.

Statement of Rationale:


Since the S.C. Code Ann. Section 1-23-120 directs that staff of State agencies review their regulations every five years and update them if necessary, Department staff determined during its review of R.61-3 that it was appropriate to revise the regulation.  R.61-3 was last amended in 1988.  See the Statement of Determination of Need and Reasonableness above for more information regarding the factors influencing the Department staff decision to revise the regulation.
