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Background:

The Newborn Hearing Screening Program is located in the Specialized Health Services Section under the
Division for Family and Community Health Services and is a point-of-care service designed to screen all
newborns for hearing loss. Texas birthing facilities perform hearing screenings, either directly or through a
referral, and then the results are shared with the parents, and with parental consent reported to DSHS.

When a newborn or infant does not pass a hearing screen, the rules prescribe follow-up, diagnostic, and
intervention timelines and reporting requirements to follow the progress of the child in the hearing screening
continuum of care to maximize linguistic competence and literacy development. Without opportunities to learn
language, these children will fall behind their hearing peers in communication, cognition, reading, and social-
emotional development. Such developmental delays may result in lower educational and employment levels in
adulthood. With full participation of the providers in the early hearing screening continuum of care, the data
reporting and use of DSHS’s management information system provides a seamless transition for infants and their
families through this process.

The Newborn Hearing Screening Program funding sources include state and federal funds.

Summary:

The purpose of the repeals and new rules is to update, clarify, and restructure sections to increase accessibility
and understandability. The rules comply with House Bill 411 and Senate Bill 229, 82nd Legislature, Regular
Session, 2011, and Senate Bill 793, 83rd Legislature, Regular Session, 2013, which amended Health and Safety
Code, Chapter 47, Hearing Loss in Newborns.

The rule revisions change definitions, roles and responsibilities; clarify requirements for birthing facilities; and
change reporting by health care providers, including performance, tracking, and documentation and intervention
requirements. The rules also comply with the four-year review of agency rules required by Government Code,
Section 2001.039.

Key Health Measures:

The new rules are expected to improve hearing screening providers’ understanding of the screening protocols and
program certification and increase timely follow-up and intervention. Additionally, DSHS’s information
management system for reporting and obtaining information is expected to decrease loss to follow-up (LTF) and
loss to documentation (LTD). The fiscal year 2013 data below will be used as a baseline and data will be
reviewed quarterly.
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Children born in Texas that received initial hearing screening 375,447

Children that did not pass or missed initial hearing screening 11,131 (3%)

and required outpatient screen

Children that received outpatient screen 5,390 (46% with 54% LTD or LTF)
Children that did not pass outpatient screen and required 777 (14%)

diagnostic evaluation

Children that received diagnostic evaluation 230 (30% with 70% LTD or LTF)

Summary of Input from Stakeholder Groups:

Informal stakeholder input was obtained by posting on the DSHS website; email/list serves; verbal
communication with stakeholders; and coordinating with the Newborn Screening Advisory Committee and
professional associations. Stakeholder input was received from the Texas Medical Association; UT Southwestern
Medical Center; Department of Assistive and Rehabilitative Services, Division for Early Childhood Intervention;
Texas Hands and Voices, Guide By Your Side; National Childhood Hearing Assessment and Management; and
March of Dimes. Of the informal comments received, some were applicable to the rules and others were related
to program policy, which will be addressed separately outside of this rulemaking process.

Based on comments received, the following changes were made to the rules:

e  Definition of intervention was modified and a new definition Part C Early Childhood Intervention was
added to distinguish Part C Early Childhood Intervention from other types of intervention services.

e  Definition of screen was modified to limit the number of screens to the initial and repeat test only.

o Definition of the Texas Early Hearing Detection and Intervention Management Information System
(TEHDI MIS) was modified to add “audiological” to clarify the type of diagnostics required.

e  Modification was made to Section 37.503(1) to clarify that it is the birthing facility, program, or provider’s
responsibility to obtain parental consent before releasing individually-identifying information through
TEHDI MIS.

¢  Modification was made to Section 37.505(a) to reiterate that it is the responsibility of the physician or other
health care provider to direct, track, and coordinate the appropriate care of the infant who does not pass the
hearing screening.

e  Modification was made to Section 37.505(e) to reference the applicable federal statute regarding timeframes
for referrals to early childhood intervention.

o  Modification was made to Section 37.505(f) to separate the results of intervention from the reports on the
initiation of Part C Early Childhood Intervention and to clarify that tracking activities apply to all providers
in the hearing continuum of care.

Proposed Motion:

Motion to recommend HHSC approval for publication of rules contained in agenda item #4.a.

Approved by Assistant Commissioner ~ Sam B. Cooper |11 for Evelyn Delgado Date: July 30,2014
IDirector:

Presenter: David Martinez Program: Newborn Screening Unit Phone No.: (512) 776-2216
Approved by CCEA: Carolyn Bivens Date: July 29, 2014
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Title 25. Health Services

Part 1. Department of State Health Services
Chapter 37. Maternal and Infant Health Services
Subchapter S. Newborn Hearing Screening
Repeal 8837.501 - 37.512

New §837.501 - 37.507

Proposed Preamble

The Executive Commissioner of the Health and Human Services Commission, on behalf of the
Department of State Health Services (department), proposes the repeal of 8§37.501 - 37.512, and
new §837.501 - 37.507, concerning the Newborn Hearing Screening Program.

BACKGROUND AND PURPOSE

The department administers the Newborn Hearing Screening Program, which is a point-of-care
hearing screen on all newborns in the state. Pursuant to Texas Health and Safety Code, Chapter
47, Texas birthing facilities are required to perform hearing screenings, either directly or through
a referral. The results are shared with the parents and with parental consent, reported to the
department. When a newborn or infant does not pass a hearing screen, the rules prescribe
follow-up, diagnostic, and intervention timelines and reporting requirements to follow the
progress of the child in the hearing screening continuum of care to maximize linguistic
competence and literacy development. Without opportunities to learn language, these children
will fall behind their hearing peers in communication, cognition, reading and social-emotional
development. Such developmental delays may result in lower educational and employment
levels in adulthood. With full participation of the providers in the early hearing screening
continuum of care, the data reporting and use of the department’s Texas Early Hearing Detection
and Intervention Management Information System (TEHDI MIS) provides a seamless transition
for infants and their families through this process.

The rules incorporate legislative revisions from House Bill (HB) 411 and Senate Bill (SB) 229,
82nd Legislature, Regular Session, 2011, and SB 793, 83rd Legislature, Regular Session, 2013,
which amended Health and Safety Code, Chapter 47, Hearing Loss in Newborns. The revisions
will reflect changes in definitions; changes in roles and responsibilities; clarification of
requirements for birthing facilities; and changes to reporting by health care providers, including
performance, tracking and documentation and intervention requirements. The repeal of and new
rules are necessary to update, clarify, and restructure sections to improve readability and user-
friendliness.

The rules also comply with the Government Code, §2001.039, requires that each state agency
review and consider for re-adoption each rule adopted by that agency pursuant to Government
Code, Chapter 2001 (Administrative Procedure Act). Sections 37.501 - 37.512 have been
reviewed and the department has determined that reasons for adopting the sections continue to
exist because rules on this subject are needed, although revisions are needed as detailed herein.

SECTION-BY-SECTION SUMMARY
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New 837.501 provides a detailed summary of the contents of the subchapter. It identifies the
statutory authority for the various elements of the program, emphasizes the guidelines the
department will use to protect patient confidentiality, identifies the department’s TEDHI MIS as
the mechanism used to capture and report newborn hearing screening data, and references the
online policy regarding program protocols and program certification process.

New §37.502 provides definitions for terminology used throughout the subchapter.

New §37.503 establishes the process the department will use to obtain parental consent before
capturing or sharing individually-identifiable information through the department’s TEDHI MIS
and the guidelines used to protect patient data.

New 837.504 identifies the department’s TEHDI MIS for all newborn hearing screening
programs to report and share information regarding infants that do not pass hearing screenings.
This information is vital to the infant’s physician or health care provider to ensure follow-up and
coordinate appropriate and necessary care as required by Health and Safety Code, §47.005.

New 837.505 documents the timelines required for each level of care for infants that do not pass
hearing screenings and the audiological diagnostic evaluation. The section simplifies and
condenses the reporting requirements for all hearing screening participants and promotes the
TEDHI MIS as a shared resource to follow the progress of an infant that requires follow-up
services.

New 837.506 establishes program protocols and certification. The current nationally-recognized
standard for newborn hearing screening is the most recent Joint Committee on Infant Hearing
(JCIH) Position Statement. The standards are incorporated into the section by reference to allow
the department to stay current with national standards without having a potential contradiction in
the department rules.

New 837.507 identifies statutory references for authorizing hearing screening services under
Medicaid and private insurance.

FISCAL NOTE

Sam Cooper, Director, Specialized Heath Services Section, has determined that for each year of
the first five years that the sections will be in effect, there will be no fiscal implications to state
or local governments as a result of enforcing and administering the sections as proposed, other
than greater efficiencies resulting from improved organization, clarity, readability and user-
friendliness.

SMALL AND MICRO-BUSINESS IMPACT ANALYSIS
Mr. Cooper has also determined that there will be no adverse economic impact on small

businesses or micro-businesses required to comply with the sections as proposed. This was
determined by interpretation of the rules that small businesses and micro-businesses will not be
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required to alter their business practices, beyond what is already required by statute, in order to
comply with the sections.

REGULATORY FLEXIBILITY ANALYSIS

Texas Government Code, Chapter 2006, was amended by the HB 3430, 80th Legislature,
Regular Session, 2007, to require, as part of the rulemaking process, state agencies to prepare a
Regulatory Flexibility Analysis that considers alternative methods of achieving the purpose of
the rules. There is an exception to this requirement, however. An agency is not required to
consider alternatives that, while possibly minimizing adverse impacts on small businesses would
not be protective of the “health, safety and environmental and economic welfare of the

state.” When the proposed rules are an implementation of legislative directives because of
statutory changes, that proposed rule language becomes per se consistent with the health, safety,
or environmental and economic welfare of the state, and therefore the department need not
consider alternative methodologies as part of the preamble small business impact analysis.

ECONOMIC COSTS TO PERSONS AND IMPACT ON LOCAL GOVERNMENT

There are no anticipated costs to persons who are required to comply with the sections as
proposed. There is no fiscal impact to local employment.

PUBLIC BENEFIT

In addition, Mr. Cooper has also determined that for each year of the first five years the sections
are in effect, the public will benefit from adoption of the sections. The public benefit anticipated
as a result of enforcing or administering the sections is to improve how the state newborn hearing
screening program screens all Texas babies for hearing loss and provides follow-up and
intervention services to those infants who do not pass by ensuring that follow-up confirmatory
tests and intervention are received, if needed. These proposed new rules will increase the
efficiency in the hearing services continuum of care and will increase the user-friendliness of the
rules for stakeholders because of improved organization, clarity and readability. The new rules
would provide for greater agency transparency in its processes, and make agency actions more
predicable for stakeholders. All of this would constitute a public benefit.

REGULATORY ANALYSIS

The department has determined that this proposal is not a "major environmental rule™ as defined
by Government Code, §2001.0225. "Major environmental rule” is defined to mean a rule the
specific intent of which is to protect the environment or reduce risk to human health from
environmental exposure and that may adversely affect, in a material way, the economy, a sector
of the economy, productivity, competition, jobs, the environment or the public health and safety
of a state or a sector of the state. This proposal is not specifically intended to protect the
environment or reduce risks to human health from environmental exposure.

TAKINGS IMPACT ASSESSMENT
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The department has determined that the proposal does not restrict or limit an owner's right to his
or her property that would otherwise exist in the absence of government action and, therefore,
does not constitute a taking under Government Code, 82007.043.

PUBLIC COMMENT

Comments on the proposal may be submitted to David R. Martinez, Newborn Screening Unit,
Specialized Heath Services Section, Division of Family and Community Heath Services,
Department of State Health Services, Mail Code 1918, P. O. Box 149347, Austin, Texas, 78714-
9347, or by email at Davidr.Martinez@dshs.state.tx.us. Comments will be accepted for 30 days
following publication of the proposal in the Texas Register.

LEGAL CERTIFICATION

The Department of State Health Services General Counsel, Lisa Hernandez, certifies that the
proposed rules have been reviewed by legal counsel and found to be within the state agencies'
authority to adopt.

STATUTORY AUTHORITY

The repeals and new rules are authorized by Health and Safety Code, 847.010, which requires the
department to adopt rules necessary to carry out the program, and by Chapter 47 in general; and
Government Code, 8531.0055(e), and the Health and Safety Code, §1001.075, which authorize
the Executive Commissioner of the Health and Human Services Commission to adopt rules and
policies necessary for the operation and provision of health and human services by the
department and for the administration of Health and Safety Code, Chapter 1001. Review of the
sections implements Government Code, §2001.039.

The repeals and new rules affect Health and Safety Code, Chapters 47 and 1001; and
Government Code, Chapter 531.

Sections for repeal.

§37.501. Purpose.

837.502. Definitions.

837.503. Newborn Hearing Screening, Tracking, and Intervention Program.
837.504. Certification of Screening Programs.

837.505. Program Performance Standards and Goals.

837.506. Program Certification.

837.507. Information Concerning Screening Results and Follow-up Care.
837.508. Training and Technical Assistance by Department.

837.509. Information Management, Reporting, and Tracking System.
837.510. Responsibilities of the Department of State Health Services.
837.511. Confidentiality and General Access to Data.

837.512. Authorized Medicaid Newborn Hearing Services.
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Legend: (Proposed New Rules)
Regular Print = Proposed new language

§37.501. Purpose.
This purpose of this subchapter:

(1) describes point-of-care newborn hearing screening process administered by the
Department of State Health Services (department) pursuant to Texas Health and Safety Code,

Chapter 47,

(2) details confidentiality and general access to data regarding newborn hearing screening
with state and federal privacy guidelines;

(3) identifies the department’s Texas Early Hearing Detection and Intervention
Management Information System (TEHDI MIS) used to capture and report newborn hearing
screening information, and describes the requirements for follow-up, intervention, and reporting
to the department by newborn hearing screening participants; and

(4) incorporates by reference the protocols for newborn hearing screening programs and
the criteria used by the department to certify hearing screening programs.

§37.502. Definitions.

The following words and terms, when used in this subchapter, shall have the following
meanings, unless the context clearly indicates otherwise.

(1) Audiologist--A person licensed pursuant to Texas Occupations Code, Chapter 401.
(2) Birthing facility:

(A) a hospital licensed under Texas Health and Safety Code, Chapter 241 that
offers obstetrical services;

(B) a birthing center licensed under Texas Health and Safety Code, Chapter 244;

(C) a children’s hospital licensed under Texas Health and Safety Code, Chapter
241 that offers obstetrical and/or neonatal intensive care unit services; or

(D) a facility maintained or operated by this state or an agency of this state that
provides obstetrical services.

(3) Consent--A written statement signed by a parent agreeing that individually identifying
information may be disclosed to the department.

(4) Department--The Department of State Health Services.
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(5) Follow-Up Care--Additional screening, diagnostic audiological evaluation, or
treatment and services for newborns or infants who do not pass.

(6) Hearing loss--A hearing loss averaging 30 dB hearing level or greater in the
frequency region important for speech recognition and comprehension in one or both ears, 500
through 4000 Hz.

(7) Individually-identifying information--Confidential and protected health information
(PHI) that identifies the parent or newborn including common identifiers such as, but not limited
to, names, addresses, birthdates, and social security numbers.

(8) Infant--A child who is at least 30 days but who is younger than 24 months old.

(9) Intervention--Other intervention services separate from Part C Early Childhood
Invention and include those medical and therapeutic services designed to support infants with
hearing loss.

(10) Newborn--A child younger than 30 days old.

(11) Parent--A natural parent, stepparent, adoptive parent, legal guardian, or other legal
custodian of a child.

(12) Part C Early Childhood Intervention--The early intervention services described in
Part C, Individuals with Disabilities Education Act (20) United States Code §81431-1445, as
amended by Pub. L. No. 105-17.

(13) Program--A supervised newborn hearing screening, tracking and intervention
program certified by the department.

(14) Protocol(s)--Guidelines or procedures, based on the latest Joint Committee on Infant
Hearing (JCIH) position statement, used by programs to conduct newborn hearing screening.

(15) Screen--An initial or a repeat test that identifies an increased risk for hearing loss,
which must be confirmed by an audiological diagnostic evaluation.

(16) State--The State of Texas.

(17) Texas Early Hearing Detection and Intervention Management Information System
(TEHDI MIS)--The department’s central information source of newborn hearing screens and
audiological diagnostics to ensure follow-up and any type of intervention for newborns or infants
identified as hard of hearing or deaf.

837.503. Confidentiality and General Access to Data,

This section establishes the guidelines to protect the confidentiality of patients in accordance
with Texas Occupations Code, Chapter 159, and Texas Health and Safety Code, 847.008
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(relating to Confidentiality and General Access to Data) and §47.009 (relating to Immunity from
Liability).

(1) The birthing facility, provider, or program shall ensure that the written consent of a
parent is obtained before any individually-identifying information on the newborn or infant is
released through the TEHDI MIS.

(2) If consent to disclose individually-identifying information to the department is
obtained, the facility or provider obtaining consent shall retain the consent in the patient’s
medical record.

(3) At any time a parent may request the department in writing that individually-
identifying information concerning his or her child be removed from the department's TEDHI
MIS. The department shall act on any request in a timely manner.

(4) Sample consent forms can be found on the department’s newborn hearing website at:
www.dshs.state.tx.us/tehdi.

837.504. Information Management and Tracking System.

(a) Birthing facilities, programs and providers mentioned in this subchapter that perform
hearing screening, diagnosis, and provide follow-up and intervention, including Part C early
childhood intervention services for newborns or infants shall have access to the department’s
TEHDI MIS. Information regarding access and technical assistance is located at
www.dshs.state.tx.us/tedhi.

(b) Reporting is required to the department’s TEHDI MIS. The TEHDI MIS shall be
updated to provide the department with information and data necessary to plan, monitor, and
evaluate the program, including the program’s screening, follow-up, diagnostic, and intervention
components. The department may also use the collected data to monitor for health events of
epidemiological importance.

837.505. Screens, Follow-up, and Reporting.

(a) After an initial or a follow-up hearing screening is performed, the birthing facility that
operates the program, other programs, or other providers shall report the results to the parents.
With parental consent, the results are also reported to the attending or primary care physician or
other applicable healthcare provider, and to the department according to the requirements in
Texas Health and Safety Code, Chapter 47. The results are reported to the department within
five business days after the date of birth or the date of discharge. The physician or health care
provider attending to the infant who needs follow-up care should direct, track, and coordinate
appropriate and necessary care.

(b) The follow-up hearing screen must be performed within 30 days from date of
discharge from the birthing facility.
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(c) If the newborn or infant does not pass the follow-up hearing screen, the program or
provider performing the screens shall:

(1) assist in coordinating and scheduling a diagnostic audiological evaluation with
another program or licensed audiologist who performs these evaluations; and

(2) refer the newborn or infant to Early Childhood Intervention Services,
Department of Assistive and Rehabilitative Services.

(d) Unless the newborn or infant has been hospitalized since birth, the diagnostic
audiological evaluation must be completed:

(1) no later than the third month of birth; or

(2) upon referral by the newborn’s or infant’s primary care physician or other
applicable health care provider.

(e) The program, person, or provider that identified or diagnosed the newborn or infant
with hearing loss shall refer the family for Part C Early Childhood Intervention services, in
accordance with 34 Code of Federal Regulations §303.303(a)(2)(i) (relating to Referral
Procedures) as soon as possible, but in no case more than seven days after the child has been
identified and not later than the sixth month after birth and through the time the child is an infant,
unless the infant has been hospitalized since birth. A referral can come from a primary referral
resource identified in 8303.303(c) (relating to Primary Referral Sources).

(F) Audiologists, hospitals, physicians, health care providers, qualified hearing screeners,
early childhood intervention specialists, educators, and others who receive referrals from
programs under this subchapter shall either provide the needed services or refer the newborn or
infant to appropriate services. With parental consent, these providers shall report the following
information to the department’s TEHDI MIS. These providers may also track the activities and
progress of the infant and obtain information from the TEHDI MIS relating to:

(1) results of each hearing screening performed,;

(2) results of all follow-up care and services;

(3) results of each diagnostic audiological evaluation;

(4) reports on initiation and results of intervention services;

(5) reports on the initiation of Part C Early Childhood Intervention services; and

(6) case-level information necessary to report required statistics to the:

(A) Maternal and Child Health Bureau/ Health Resources and Services
Administration on an annual basis; and
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(B) federal Centers for Disease Control and Prevention.
837.506. Program Protocols and Certification.

(a) The department shall certify programs that meet and maintain the newborn hearing
screening criteria and may renew certification to ensure quality services to newborns, infants and
families. The department’s criteria are based on the most recent JCIH position paper for
newborn hearing screens. Specific requirements for program protocols and certification are
established in policy located on the department’s website at: www.dshs.state.tx.us/tehdi.

(b) No fees are associated with the certification or recertification of a program.
837.507. Authorized Newborn Hearing Services.

(a) A newborn hearing screening performed by a birthing facility and any related
diagnostic follow-up care, provided in accordance with Texas Health and Safety Code, Chapter
47 and the requirements of this subchapter, for a newborn who receives medical assistance or
who is Medicaid-eligible is a covered service of the Texas Medical Assistance (Medicaid)
Program, in accordance with Texas Human Resources Code, Chapter 32.

(b) The reimbursement rates and methodology for covered services described in this
section shall be established by the Health and Human Services Commission.

(c) Screening tests for hearing loss from birth through the date the infant is 30 days of age
and any diagnostic follow-up care related to the screening test from birth through the date the
child is 24 months of age as provided under this subchapter shall be a covered benefit pursuant to
Texas Insurance Code, 881367.101-1367.103. Co-payments or co-insurance requirements are
permitted, however; deductible requirements or dollar limits are prohibited.
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