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	Purpose
	The NC General Assembly passed legislation [SL 2000-67, S 11.31 (b)] that mandated Universal Newborn Hearing Screening.  The Commission for Health Services adopted rules [15A NCAC 21F.1201 - .1204] that provides for the implementation of the program. (See Attached Rules) 

The attending physician shall order that each neonate, born in North Carolina, be physiologically screened in each ear for the presence of permanent hearing loss.  Medical facilities that provide birthing or inpatient neonatal services shall maintain the equipment necessary to perform physiologic hearing screenings for neonates prior to discharge. 

On August 16, 2000, the Commission for Health Services adopted a revision of rule 15A NCAC 21F .1204, Reporting Requirements, effective January 1, 2001. 

The attending physician shall order all persons performing physiologic hearing screenings for infants less than six months of age shall identify the infant and report to the North Carolina State Laboratory for Public Health the outcome of each hearing screening for all infants. All hearing screening reports shall be submitted simultaneously with each infant's blood specimen for genetic screening, or within five days following the date of each infant's hearing screening.  Any missed scheduled hearing screening shall be reported simultaneously with each infant's blood specimen, or within five days following the date of the missed appointment for such screening. [Initial hearing screens performed during the birth admission shall be reported on the Newborn/Metabolic Form, DHHS 3105.  Initial hearing screens that are performed following the birth discharge or out-of-facility, and all hearing rescreens shall be reported on the Newborn Hearing Screening Report, Form UNHS 2001-A.] All persons performing neonatal physiologic hearing screenings shall report quarterly to DPH, within 30 days after the end of each quarter in the calendar year, the following:  (1) the total number of neonates who were screened …, (2) the total number of neonates whose parents or guardians objected to the hearing screening, and (3) the total number of live births, if the report is being submitted by a medical facility. [The quarterly report may be submitted to the Division of Public Health using the Newborn Hearing Screening Quarterly Report, Form UNHS 2001-B.] All persons performing diagnostic auditory tests and those persons performing assessments for selection of amplification, for infants less than twelve months of age, shall identify the infant and report the outcome of the diagnostic and amplification selection process to the North Carolina State Laboratory for Public Health, within five days following each evaluation date and the date of any missed scheduled appointment for such evaluations. [Diagnostic results and amplification selection shall be reported on the Newborn Hearing Diagnostic and Amplification Selection Report, Form UNHS 2001-C.]
The Newborn/Metabolic Form 3105 is available by calling the State Laboratory for Public Health at (919) 733-3937.

The Newborn Hearing Screening Report, the Newborn Hearing Screening Quarterly Report and the Newborn Hearing Diagnostic and Amplification Selection Report are available by calling the Newborn Hearing Screening Program Office at (919) 715-3192 or visiting the web site www.ncnewbornhearing.org.

The hearing screening component of NC’s Newborn Screening Program is administered by the Division of Public Health, within the Department of Health and Human Services, and with advisement from the Division of Public Health’s Hearing Screening Advisory Committee.

These guidelines constitute the framework for the Division of Public Health’s statewide plan for Universal Newborn Hearing Screening that will be periodically reviewed and updated.  In addition, compliance with these guidelines shall be periodically monitored and reported by the Division of Public Health, and corrective action plans shall be recommended.



	Definitions
	The meaning of the following terms applies to the aforementioned rules and/or this document:

· "DPH" means the Division of Public Health central office staff.

· "Neonate" means any term infant less than one month of age or any preterm infant less 
than one month corrected age.

· "Person" means any natural person, partnership, corporation, unit of government of this State, and any unincorporated organizations.

· "Physiologic hearing screening" means identification of an infant’s normal/abnormal response to auditory stimuli, based on totally automated pass/refer protocols presented to each ear, in order to detect the presence of permanent hearing loss.  Such screenings may be performed using an auditory brainstem response (ABR) device, transient evoked otoacoustic emission (TEOAE) device, and/or distortion product otoacoustic emission (DPOAE) device.

· “Initial screening” means physiologic hearing screening(s) yielding an outcome for one or both ears that (1) was performed within the first 24 hours after birth or up to the time of discharge from a birthing facility, or (2) was first attempted after 24 hours following the infant's delivery.  A minimum of two trials for the “initial screen” is recommended if the outcome for the first trial was not a “pass” for both ears. Whenever an infant does not pass the initial screening for both ears, a referral for rescreening is indicated. (See Attachment A, Hearing Screening Protocol)

· “Rescreening” means follow-up physiologic hearing screening(s) yielding an outcome for one or both ears, which was performed at least 24 hours after an initial screening was completed.  The rescreen should occur within one month of the initial screening. A minimum of two trials for the “rescreen” is recommended if the outcome for the first trial was not a “pass” for both ears.  Whenever an infant does not pass the rescreening for both ears, a referral for diagnostic hearing assessment is indicated. (See Attachment A, Hearing Screening Protocol)

· “Out-of-facility” means not within a medical facility located in this State that provides birthing or inpatient neonatal services.

· “Technical Assistance” refers to services provided by the Division of Public Health Speech and Hearing Team and available to birthing/neonatal facilities without audiological support or at the request of the staff/contracted audiologist at the facility.  These services include, but are not limited to:

1. Administrative Support: Establishing/maintaining hearing screening protocols and procedures, screener ID logs, and educational materials.

2. Clinical Support: Periodic audiological supervision of newborn hearing screen staff and in-service of staff.

3. Data Management Support: Collection, reporting and analysis of data.

4. Performance Management Support: Monitoring the newborn hearing screening program and screening referral rates of staff.



	Screening

Requirements
	Attending physicians are required to order that each neonate born in NC be physiologically screened in each ear for the presence of permanent hearing loss.  All medical facilities that provide birthing or inpatient neonatal services are required to cause each neonate born in this State to be screened as ordered.  It is expected that orders for hearing screenings will be superseded when the attending physician has also issued standing orders that diagnostic audiologic testing should be performed for infants who exhibit medically recognized risk indicators of auditory deficits.



	Parental

Objection
	Parents or guardians may object to the hearing screening (i.e., decline the screening) in accordance with G.S. 130A-125(b).  If parents/guardians decline the screening, the signed objection shall be presented to the attending physician or to the individual responsible for performing the screening who shall place the written objection in the infant’s medical record.



	Required Reports 

by Medical

Facilities to

State Laboratory

for Public Health
	Attending physicians are required to order that outcomes for all neonates receiving the physiologic hearing screening should be identified and reported to the State Laboratory for Public Health. All medical facilities that provide birthing or inpatient neonatal services are required to identify and report to State Laboratory as ordered. These reports are required to be submitted within 5 days after each infant’s hearing screening, using the Newborn/Metabolic Screening Form, DHHS 3105.  It is expected that birthing/neonatal facilities will identify and report to the State Laboratory those infants who missed physiologic hearing screening, those whose parents/guardians declined the screening, and those who were referred for diagnostic testing which supersedes the order for hearing screening.

For those neonates who receive a rescreen before discharge, the Newborn Hearing Screening Report, Form UNHS 2001-A, should be submitted within 5 days after each infant’s rescreen.



	Required

Quarterly

Reports to DPH
	All persons performing neonatal physiologic hearing screenings are required to submit quarterly reports on the Newborn Hearing Screening Quarterly Report, Form UNHS 2001-B, to the Division of Public Health, within 30 days after the end of each quarter in the calendar year, regarding the following:

· Total number of neonates who were screened. 

· Total number of neonates whose parents or guardians declined the hearing screening.

· Total number of live births, if the report is being submitted by a medical facility.



	Mailing

Addresses, Inquiries and

Helpline
	All reporting forms should be submitted to the State Laboratory for Public Health, Newborn Screening/Clinical Chemistry Branch, 306 N. Wilmington Street, P. O. Box 28047, Raleigh, NC 27611-8047. Telephone inquiries about the Universal Newborn Hearing Screening program should be made to the Program Office at 919-715-3192.  Inquiries, including requests for a list of local health departments and/or DPH Speech and Hearing Team addresses/telephone numbers, should be made to the CSHS Helpline at 1-800-737-3028. Additional information and reporting forms are available at the Newborn Hearing Screening web site www.ncnewbornhearing.org.



	
	


Screening and Monitoring Procedures

	Audiological

and/or Medical

Supervision
	All persons performing hearing screenings in this State must be in compliance with the licensure or supervision requirements stated in the Licensure Act for Speech and Language Pathologists and Audiologists (i.e., Article 22, Chapter 90 of the North Carolina General Statutes).  Supervision by a licensed audiologist or physician should include regularly scheduled, on-site inspection of all screening activities performed by each individual who provides hearing screenings.  All hearing screening sites should establish access to ongoing technical assistance from a licensed audiologist.  The audiologist members of the DPH Speech and Hearing Teams are available to assist birthing facilities that do not have an audiologist on staff or contracted audiological services.



	Training of

Screening Staff
	Each individual who provides hearing screenings for infants should have received formal, documented training using the type of hearing screening device employed for the actual screenings, prior to performing unsupervised screenings.  All hearing screening sites should require, at a minimum, annual documented in-service training for each individual who provides hearing screenings.  Such training should review all aspects of the site’s adopted hearing screening program which must include procedures for trouble shooting equipment, obtaining back-up screening staff, reporting screening results and other required information to all appropriate parties, and periodically performing an internal program compliance audit.



	Parent

Education
	Parent education regarding hearing impairments and hearing developmental milestones for infants and toddlers should be provided prior to and following birthing facility admittance. All birthing facilities should inform parents that in-house hearing screenings are a component of the facility’s routine health care services.  All persons performing physiologic hearing screenings for infants should provide parents/guardians with written materials that describe the site’s hearing screening procedures and specifically state the following:

· Information regarding each baby’s hearing status must be reported to the State of North Carolina.

· Inform parents/guardians of local referral sources for obtaining hearing screens/rescreens for infants and toddlers.  Note:  Information about possible charges for such services should be listed.  (The local Division of Public Health Speech and Hearing Team member should be included as a no-cost-to-family option.)

· Inform parents/guardians of local referral sources for obtaining a diagnostic audiological evaluation for infants and toddlers.  Note:  Information about possible charges for such services should be listed.  (The regional Developmental Evaluation Center should be included as a no-cost-to-family option.)

· If parents/guardians have questions about their baby’s hearing, they should contact their doctor, the CSHS Helpline at 1-800-737-3028, or they can also get free help from a State-affiliated agency called BEGINNINGS by calling   1-800-541-HEAR.

(See Attachment B for suggested format.)



	Physician’s 

Orders


	Physicians serving neonates should issue standing orders to medical facilities that provide birthing or inpatient neonatal services that all neonates’ hearing should be physiologically screened in each ear, and that the screening results or the lack thereof should be reported, at a minimum, to the attending physician and to the State Laboratory for Public Health in accordance with State requirements.  For out-of-facility births, physicians serving neonates should issue an order at the time of the neonate’s first office visit for a physiologic hearing screening to be performed within one month.



	Release of

Information
	Medical facilities that provide birthing or inpatient neonatal services should ensure that their general consent form which is signed at the time of admission informs parents/guardians that the facility does comply with all State requirements regarding release of information.  Other hearing screening sites should adopt written policies regarding the release of required information to the Division of Public Health. 

Child Find Under the federal Individuals With Disabilities Education Act (IDEA): The Preschool Grants Program, Part B, of IDEA requires state education agencies to identify, locate, and evaluate all children with disabilities, from birth through 21 years of age, who need special education and related services. The Early Intervention Program for Infants and Toddlers with Disabilities, Part C, of IDEA requires a comprehensive child find component for children from birth through 2 years of age, which must be coordinated with all other major state child find efforts. The child find system under Part C also must develop procedures for primary referral sources to use in referring a child to the appropriate public agency and must ensure that referrals are made within 2 days after a child has been identified.



	Screening

Policies
	All persons performing physiologic hearing screenings for infants should adopt written 
policies regarding the following equipment and screening issues:

· Parents/guardians should be informed, in writing, about the outcome of their baby’s hearing screening(s) and the meaning of the screening results, prior to discharge or at the time an out-of-facility screening is performed.

· Physiologic hearing screening devices should be programmed to employ a clinically recognized, totally automated “stopping routine” for the pass/refer decision-making process which indicates that the infant did or did not exhibit the expected “normal” response to the auditory signal(s) being presented.

· On each occasion that an infant does not exhibit a “passing” response for one or both ears, the screening procedure should be repeated (i.e., perform TRIAL 2 of the hearing screening protocol) for the suspected abnormal ear(s) immediately after repositioning the infant and checking the status of the equipment.

· When abnormal screening results are obtained prior to 24 hours after birth, reasonable efforts should be made to repeat the initial screening protocol close to the time of discharge, in order to reduce the incidence of false-positive results and the number of referrals for rescreening.

Annual equipment calibrations and regularly scheduled visual inspections of all equipment components and record keeping systems should be documented.



	
	


Follow-Up Protocols to Assure Referral for Early Diagnostic Hearing Assessment

	Initial Screenings

After Medical

Facility Discharge
	Whenever a neonate is transferred to another medical facility that provides birthing or neonatal services prior to the infant’s hearing being successfully screened, and there was no objection to the screening, the second facility should make reasonable efforts to comply with the initial physician’s order.  Whenever a neonate is discharged home and the hearing screening was not successfully performed, local health department staff should attempt to encourage parents/guardians to seek hearing screening services from the local DPH Speech and Hearing consultant, at no cost to the family, or at a site chosen by the parents/guardians or recommended by the infant’s physician.



	Scheduling

Rescreenings

and Diagnostic

Hearing

Assessments
	All persons performing physiologic hearing screenings should refer all infants who did not pass the initial screening protocol for rescreening. Any documented rescreen should be scheduled no sooner than 24 hours after the initial screening, but before one month of age.  All infants who did not pass the rescreening protocol should be referred for a diagnostic hearing assessment before three months of age.  All hearing screening sites should adopt recommendations for scheduling rescreenings on an ongoing basis for all infants exhibiting known risk factors associated with hearing disorders in young children.  Whenever possible, medical facilities that provide birthing or inpatient neonatal services should, prior to discharge home, schedule for rescreening all infants who did not pass that facility’s initial hearing screening or schedule for diagnostic hearing assessment all infants who did not pass the rescreening performed prior to discharge.



	Completing

the Reporting

Forms
	· All birthing/neonatal facilities should report the outcomes of the initial hearing screens, or reason the initial hearing screening was not performed, using the Newborn/Metabolic Form (DHHS Form 3105) and submit it to the State Laboratory for Public Health within five days following the hearing screening for all infants. 

· Birthing/neonatal facilities reporting outcomes for hearing rescreens or missed appointments for rescreens should use the Newborn Hearing Screening Report (Form UNHS 2001-A) and submit it to the State Laboratory for Public Health. 

· Out-of-facility screening sites reporting initial screens, rescreens or missed appointments should complete and submit the Newborn Hearing Screening Report (Form UNHS 2001-A) within five days following the initial screening/rescreening or missed appointment for the screening/rescreening. 

· All persons performing diagnostic audiological evaluation and/or amplification selection for infants should report the outcome using the Newborn Hearing Diagnostic and Amplification Selection Report (Form 2001-C) and submit it to the State Laboratory for Public Health within five days following the decisive appointment.  
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