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(Place substance of rules and other info here. Statutory authority must be given for each rule change. For
information on formatting rules go to http:/state.tn. us/sos/rules/1360/1360.htm)

The name of the division of the Department of Health in the Rule title is being changed from Health Services
Administration to Family Health and Wellness.

The title of the chapter of 1200-15-01 Phenylketonuria, Hypothyroidism and Other Matabolic/Genetic Defects is
being changed to Newborn Hearing Testing, Screening for Metabolic/Genetic Discrders and Critical Congenital
Heart Disease.

Family Health and Wellness
1200-15-01
Newborn Hearing Testing, Screening for Metabolic/Genetic Disorders and Critical Congenital Heart Disease.

1200-15-01-.01 Tests

1200-15-01-.02 Persons and/or Institutions Responsible for Tests for Newborn Infants

1200-15-01-.03 Newborn Screening Pamphlet Provided to Parents

1200-15-01-.04 Medical Providers and Local Health Departments Must Assist the Department of Health
1200-15-01-.05 Fee for Testing

1200-15-01-.068 Department of Education and Department of Health Responsibilities

1200-15-01-.07 Repealed

Rule 1200-15-01-.01 Tests is amended by deleting the introductery language as well as paragraphs (1) and (2) in
their entirety and substituting instead the following, so that as amended, the rule shall read:

1200-15-01-.01 Tests. The Department of Health will designate the prescribed effective screening tests and
examinations which will be performed on newborns in accordance with Rule 1200-15-01-.02 for the detection of
hearing loss, critical congenital heart disease and metabolic/genetic disorders as designated by the Department
of Health.

{1) Exemptions for religious beliefs. Nothing in this part shall be construed to require the testing of or
medical treatment for the minor child of any person who shall file with the Department of Health 2
signed, written statement that such tests or medical treatment conflict with such person’s religious
tenets and practices, affirmed under penalties of perjury pursuant to T.C A, § 68-5-403. The
newborn screening refusal form provided by the State should be completed, filed with the
Department and retained in the medical record for the period of time defined by the hospital or
provider policy.

(2) Failure to have a child tested for the detection of hearing loss and metabolic/genetic disorders as
designated by the Department of Health is a Class C misdemeanor pursuant to T.C.A. § 68-5-
404,

Authority: T.C.A. §§ 4-5-202, 68-5401 et seq., 68-5-501 et seq., and 68-5-901 et seq.

Rule 1200-15-01-.02 Institutions Responsible for Test for Newhorn Infants is amended by changing the title of the
rule to Persons and/or Institutions Responsible for Tests for Newbomn Infants and is further amended by deleting
the introductory language in its entirety and substituting instead the following, so that as amended the new title
and introductory language shall read:

1200-15-01-.02 Persons and/or Institutions Responsible for Tests for Newborn Infants. The following persons or
institutions shall be responsible for hearing testing, critical congenital heart disease screening and blood
specimen collection for metabolic/genetic disorders as designated by the Department of Health. Specimens and
results shall be submitted in a manner as directed by the Department of Health; procedures are located on the
Department’'s web page.

Rule 1200-15-01-.02 Persons and/or Institutions Responsible for Tests for Newborn Infants is further amended
by deleting the paragraphs (1), (2), (3), (4), (5) and (8) in their entirety and substituting instead the following, so
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that as amended, the new paragraphs shall read:

(1)

(2)

(3)

Every chief administrative officer of a hospital and the attending physician in each instance shall:

(@)

(b}

{c)

Submit a satisfactory specimen of blood to the State Public Health Laboratory,
Department of Health. This sample shall be collected between twenty-four and forty-eight
(24-48) hours of age and mailed within twenty-four (24) hours of collection. In some
cases it may be necessary to collect a specimen prior to twenty-four (24) hours of age if
the infant is going to be discharged, transferred or transfused.

1. Recollect a specimen of blood if the infant was initially screened before twenty-
four (24) hours of age. This repeat sample shall be collected between twenty-four
and seventy-two (24-72} hours of age and mailed within twenty-four (24) hours of
collection. If the infant has been discharged, instruct every parent, guardian, or
custodian to bring the infant back {o the hospital or to a physician or the nearest
local health department to be re-screened

Perform a physiclogic hearing screen. The result of the hearing screen is {o be reported
to the Department of Health and should be done before hospital discharge or prior to one
{1} month of age.

Perform pulse oximetry tests on all newborns to screen for critical congenital heart
disease between twenty-four and forty-eight (24-48) hours of age. The recommended
protocol for screening is available online at the Department of Health’s web page.

Any health care provider(s) of delivery services in a non-hospital setting shall:

@

()

(c)

Submit a satisfactory specimen of blood to the State Public Health Laboratory,
Department of Health, in a manner as directed by the Department. This sample shall be
collected between twenty-four and forty-eight (24-48) hours of age and mailed within
twenty-four (24) hours of collection. In some cases it may be necessary to collect a
specimen prior to twenty-four (24) hours of age if the infant is going to be discharged,
transferred or transfused.

1. Recollect a specimen of bloed if the infant was initially screened before twenty-
four {24) hours of age. This repeat sample shall be collected between twenty-four
and seventy-two (24-72) hours of age and mailed within twenty-four (24) hours of
collection. If the infant has been discharged, instruct every parent, guardian, or
custodian to bring the infant back to the hospital or to a physician or the nearest
local health department to be re-screened

Instruct the parent, guardian or custodian to obtain a physiologic hearing screen prior to
one (1) month of age. A referral may be made to the State Department of Health to assist
in locating a hearing provider.

Perform pulse oximetry tests on all newborns to screen for critical congenital heart
disease between twenty-four and forty-eight (24-48) hours of age. The recommended
protocol for screening is available online at the Department of Health's web page.

Any parent, guardian, or custodian residing in Tennessee, of an infant born in Tennessee, outside
a Tennessee health care facility and without the assistance of a health care provider, shali:

(@)

(b)

(c)

Between twenty-four to forty-eight (24-48) hours of age present said infant to a primary
care provider or local health department for blood specimen collection.

Obtain a physiologic hearing screen prior to one (1) month of age. A referral may be
made to the State Department of Health to assist in locating a hearing provider.

Between twenty-four and forty-eight (24-48) hours of age present said infant to a primary
care provider to perform pulse oximetry tests to screen for critical congenital heart
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disease. The recommended protocol for screening is available online at the Department
of Health’s web page.

Authority: T.C.A. §§ 4-5-202, 68-5-401 et seq., 68-5-501 et seq., and 68-5-901 et seq.

Rule 1200-15-01-.03 Metabolic/Genetic Newborn Screening, Pamphlet Provided to Parents is amended by
changing the title of the rule to Newborn Screening Pamphlet Provided to Parents and is further amended by
deleting the introductory language and substituting instead the following:

1200-15-01-.03 Newborn Screening Pamphlet Provided to Parents. The chief administrative officer of each
birthing facility shall order the distribution of a pamphiet to every parent, guardian or custodian of an infant
screened. The pamphlet, distributed by the Department of Health, educates and prepares the family for newborn
testing on their infant. If an infant’s blood specimen was collected earlier than twenty-four (24) hours after birth
and the patient is discharged home, the birthing facility must review the information on the back of the pamphlet
with the family prior to discharge; the information requires the family to present the infant to the hospital, physician
or health department within 24-72 hours for a repeat blood specimen. The pamphlet will have a perforated page
that may be signed by the parent and placed in the medical record as documentation that the pamphlet was
provided.

Authority: T.C.A. §§ 4-5-202, 68-5-401 et seq., 68-5-501 et seq., and 63-5-2901 et seq.

Rule 1200-15-01-.04 Local Health Departments Must Assist the Department of Health is amended by changing
the title of the rule to Medical Providers and Local Health Departments Must Assist the Department of Health and
is further amended by deleting the rule in its entirety and substituting instead the following language, so that as
amended the new rule shall read:

1200-15-01-.04 Medical Providers and Local Health Departments Must Assist the Department of Health
(1)  The primary care provider's responsibility is to:

{a) Ensure that all newborn screening tests were conducted and provide necessary follow
up, if needed, as instructed by the Newborn Screening Program.

{b) Recollect a blood specimen before two (2) weeks of age, as instructed by the program or
tertiary center staff, or send the infant to the local Health Department for recollection,

{c) Assist the Department of Health in contacting families, submitting follow up information,
making appropriate referrals and/or notifying the Department immediately if they are not
the provider. The Newbomn Screening Program outlines the providers’ responsibilities in
the practitioner guide which is available online at the Department of Health's web page.

(d) Obtain further hearing tests prior to three (3) months of age if the infant did not pass the
hearing screen. A referral may be made to the State Department of Health to assist in
locating a hearing provider.

(&) Submit the critical congenital heart disease follow-up form on infants who did not pass
the pulse oximetry screen.

(2) Audiologists shall submit the hearing follow-up form on infants referred to them for further testing
through the newborn screening process.

(3) Cardiologists shall submit the critical congenital heart disease follow-up form on infants referred
to them through the newborn screening process.

4) Each local health department shall assist the Department of Health in contacting all parents or
guardians of infants who are in need of further testing to confirm or disprove the presumptive
screening results based on the prescribed effective tests and examinations designed to detect
genetic disorders as determined by the Department of Health.

Authority: T.C.A. §§ 4-5-202, 68-5-401 et seq., 68-5-501 et seq., and 68-5-901 et seq.
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Rule 1200-15-01-.05 Fee for Testing is amended by deleting the language of the rule in its entirety and
substituting instead the following, so that as amended, the new ruie shall read:

(1)

(3)

Fee. A fee shall be due and payable to the Department of Health for conducting any one or all
tests on a patient blood sample submitted to the Department for metabolic/genetic tests as
designated by the Department of Health.

The Commissioner shall re-evaluate, update, and post the fee at least annually and from time to
time as appropriate. The Commissioner shall post the annual update on or before November 15
of each year, and this new fee shall become effective starting January 1% of the following year. If
the Commissioner posts an updated fee more frequently than on an annual basis, then the
updated fee will become effective on the date stated in the fee notice. The fee shall be available
online at the Department of Health's web page and in print.

Procedure. The health care facility collecting the blood sample for the purpose of receiving any
or all of the tests set forth in paragraph (1) shall be billed by the State Public Health Laboratory,
Department of Health.

Waiver. The fee shall be waived for patients who are unable to pay, based on information
obtained at the time of admission to the health care facility, as determined by the health care
provider.

Authority: T.C.A. §§ 4-5-202, 68-5-401 et seq., and 68-5-501 et seq,

Rule 1200-15-01-.06 Department of Education and Department of Health Responsibilities is amended by deleting
the rule in its entirety and substituting instead the following language, so that as amended, the rule shall read:

M

(2)

(3)

(4)

In compliance with T.C.A. §§ 68-5-901 et seq. and the Individuals with Disabilities Education Act
(IDEA) Child Find, the Tennessee Department of Health Newborn Hearing Screening program
shall notify the Department of Education, IDEA Part C, Tennessee Early Intervention System
(TEIS) of newborns identified to be in need of further hearing testing or who have been
diagnesed with hearing loss.

The Department of Education, IDEA Part C, Tennessee Early Intervention System (TEIS), shall
contact the heaith care provider, hearing provider, and/or family of the newborn to determine if
further hearing testing has been completed or if the family is in need of assistance to obtain
further testing to determine if there is a hearing loss,

The Department of Education, IDEA Part C, Tennessee Early Intervention System (TEIS)
program shall report the results of follow-up to the Department of Health Newborn Hearing
Screening program as outlined in policy developed in cooperation between the programs.

The Tennessee Early Intervention System (TEIS) will assist the Newborn Hearing Screening
Program in tracking children identified with risk indicators for hearing loss until three (3) years of
age as outlined in policy developed in cooperation between the programs.

Authority: T.C.A. §§ 4-5-202, 68-5-401 et seq., 68-5-501 et seq., and 68-5-901 et seq.
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* If a roll-call vote was necessary, the vote by the Agency on these rules was as follows:

Aye No Abstain Absent Signature

Board Member
(if required)

N/A

| certify that this is an accurate and complete copy of proposed rules, lawfully promulgated and adopted by the
Commissioner of Health on 8M5/2012, and is in compliance with the provisions of T.C.A. § 4-5-222. The
Secretary of State is hereby instructed that, in the absence of a petition for proposed rules being filed under the
conditions set out herein and in the locations described, he is to treat the proposed rules as being placed on file in
his office as rules at the expiration of sixty (60) days of the first day of the month subsequent to the filing of the

proposed rule with the Secretary of State.
Daté: z A ﬁ/r z

Signature; ' o
/

Name of Officerr Ma K)Kenned d

> . \‘“W

DRARESER
S aTATE
o °.

i TENNESSEE :

LONOTARY

Subscribed and sworn to before me on: O 3 \ 13'\ 3015 UG ‘

o PR
s B q]g - LOLST S RS
Notary Public Signature: C, ”"’lmnum\\%‘
MY COMM (S

My commission expires on: DS—) 051 2015 May 5. 2015

Title of Officer; Deputy General Counsel

&\mu;mm 2
i

All praposed rules provided for herein have been examined by the Attorney General and Reporter of the State of
Tennessee and are approved as to legality pursuant to the provisions of the Administrative Procedures Act,

Tennessee Code Annotated, Title 4, Chapter 5. ? 7

" RobertE Cooper, Jr.

Attgrney General and Reparter

(-9~
Date
Department of State Use Only
Filed with the Department of State on: _] Zgl i A ! |
Effective on: S/}%j ! i A
: / Tre Hargett
Secretary of State
RDA 1693
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Regulatory Flexibility Addendum

Pursuant to T.C.A. §§ 4-5-401 through 4-5-404, prior to initiating the rule making process as described in T.C.A.
§ 4-5-202(a)(3) and T.C.A. § 4-5-202(a), all agencies shall conduct a review of whether a proposed rule or rule
affects small businesses.

These rules only affect state government and no small businesses will be impacted by their promulgation,
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Impact on Local Governments

Pursuant to T.C.A. §§ 4-5-220 and 4-5-228 “any rule proposed to be promulgated shall state in a simple
declarative sentence, without additional comments on the merits of the policy of the rules or regulation, whether
the rule or regulation may have a projected impact on local governments.” (See Public Chapter Number 1070
(hitp://state.tn.us/sos/acts/106/pub/pc1070.pdf) of the 2010 Session of the General Assembly)

These rule amendments only affect state government and will not have an impact on local governments.

88-7038 (September 2011) 8 RDA 1693



Additional Information Required by Joint Government Operations Committee
All agencies, upon filing a rule, must also submit the following pursuant to T.C.A. § 4-5-226(i)(1).

{A) A brief summary of the rule and a description of all relevant changes in previous regulations effectuated by
such rute;

This rules sets forth the health conditions for which newborns shall be screened at birth. The significant change
is the addition of pulse oximetry screening for critical cyanotic congenital heart disease.

{B) A citation to and brief description of any federal law or regulation or any state law or regulation mandating
promulgation of such rule or establishing guidelines relevant thereto;

| Public Chapter No. 556, T.C.A. § 68-5-507 |

(C) Identification of persons, organizations, corporations or governmental entities most directly affected by this
rule, and whether those persons, organizations, corporations or governmental entities urge adoption or
rejection of this rule;

| Hospitals, birthing centers, and families of neonates will be most affected. |

{D) Identification of any opinions of the attorney general and reporter or any judicial ruling that directly relates to
the rule;

[ None ]

(E) An estimate of the probable increase or decrease in state and local government revenues and expenditures,
if any, resulting from the promulgation of this rule, and assumptions and reasoning upon which the estimate
is based. An agency shall not state that the fiscal impact is minimal if the fiscal impact is more than two
percent (2%) of the agency's annual budget or five hundred thousand dollars ($500,000), whichever is less;

[ None |

(F) Identification of the appropriate agency representative or representatives, possessing substantial knowledge
and understanding of the rule;

Margaret Major, Maternal & Child Health and Mary Kennedy, Deputy General Counsel, Tennessee Department
of Health possess substantial knowledge and understanding of the rule.

(G) Identification of the appropriate agency representative or representatives who will explain the rule ata
scheduled meeting of the committees;

Margaret Major, Maternal & Child Health and Mary Kennedy, Deputy General Counsel, Tennessee Department
of Health will explain the rule at a scheduled meeting of the comittees.

(H) Office address, telephone number, and email address of the agency representative or representatives who
will explain the rule at a scheduled meeting of the committees; and

Margaret Major, Maternal & Child Health, 4™ Floor Cordell Hull Building, 425 5™ Avenue North Nashville TN
37243, (615) 741- 0377 Margaret. Malor@tn gov ; Mary Kennedy, Deputy General Counsel, 3" Floor Cordell
Hull Building, 425 5 Avenue North, Nashville TN 37243, (815) 253-4878, Mary. Kennedy@tn.gov

() Any additional information relevant to the rule proposed for continuation that the committee requests.

$S-7038 (September 2011) 9 RDA 1693



RULES
Oor
TENNESSEE DEPARTMENT OF HEALTH
HEALTH-SERVICES-ADMINISTRATION.
FAMILY HEALTH AND WELLNESS
MATERNAL & CHILD HEALTH/NEWBORN SCREENING

CHAPTER 1200-15-1
PHENYLKETONURES FHPOTHYROIDISM-AND- OFHER
BOLIC/GENETIC DEFECTS

Newbcomn Hearing Testing. Screening for Metabolic/Genetic Disorders
and Critical Congenital Heart Disease.

TABLE OF CONTENTS
1200-15-1-.01  Tests ' 1200-15-1-.05  Fee for Testing
1200-15-1-.02  Institutionsespensiblefor Testsfor Nowborn 1200-15-1-.06  Department of Education and Department of Health
afamts Persons and/or Institutions Responsibilities
Respenaible for Tests for Newborn Infants
1200-15-1-.03  Memabolicdizenete-MNeovbom-SereoninoPamphdet 1200-15-1-.07 Repealed

ProvidedseParents_Newborn Screening
Pamphlet Provided to Parents

1200-15-1-.04  LosatFlesldDoparments-must-Assithe
Peparmentofeanlth Medical Providers and
Local Health Departraents Must Agsist the
Department of Haalth

1260-15 401 —FESTE . TheDepartment—ofllealtdrwilldesigaate the-preseribed-effestive—soreening tostsand
examinatiens—wiieh-will-be-performed-onthe-blood-samples—submittedin-accordanee—with— 20615103 for-the
detection—ofmetabolicisenctie—diserders—in-nevhomi—esti—are -to-be—conducted-for—Biomdase-Deficienss
Congenital—Adrenal-—Fhperplasie A —Congenital—Frvpothvreidisn—Galactosemia—Hemogiobinopathies;
Hemooystinurda—Maple—Syvrup—ne—isease— MU —Medivm-Chamr—Aed—CoA—Dehvdrogenase—MLATH
Deficieney—PhepdartonusiaRF ) -mmd-other-metaboliciomnetictosti—as—destpnated-byv-theDeparrment-of-THealth:
Results-ofthe MNowborn-Hearing-Screepins-ifconducted—are-to-be-submittedin-conjunston—with-the-bleed sample
procedure-for-the-detection-of disordersin-tecordanee-with1200354--02:

1200-15-01-.01 Tests. The Deparment of Health will designate the prescribed effective screening tests
and examinations which will be performed on newborns in accordance with Rule 1200-156-01-.02 for the
detection of hearing loss, critical congenital heart disease and metabolic/genelic disorders as designated
by the Department of Health,

P—Exemprions—for-relisious-belief—MNohing Ja-this-past-shall- be-consteaed-to-require-the—testingof-or
medical-treamment-for-theaninor-child-of-aw-person-who-shall-fle—with-the-Department-of-Healta
signed-wrien-stotement-that-such-tes—or-medical-weamment-confiier—with-such-person’s—relisgions
seneti-and-pracices—affomed-undar-penakiies-of perur-surmant-to-T-GA-68-5-405—The-newbom
seresninsrefusal-form-providedtn-the Stare-should-be-comploted-and-reainedinthe-medicalrecesd

forthe-perod-of dme-defined by-the-hospital-orprovider pelicyw:

(1) Exemptions for religious beliefs. Nothing in this part shall be construed to reguire the testing
of or medical treatment for the minor child of any person who shall file with the Department of
Health a signed. writlen siatement that such tests or medical treatment conflict with such
person's religious tenets and practices_affirmed under penalties of perjury pursuantto T.C A
£ B8-5-403. The newbom screening refusal form provided by the State should be completed,
filed with the Denartment and retained in the medical record for the period of fime defined by
the hospifal or provider policy.

December, 2007 (Revised) ' 1



PHENYLK_ETONURIA, HYPOTHYROIDISM AND OTHER CHAPTER 1200-15-1
METABOLIC/GENETIC DEFECTS

(Rule 1200-15-1-.02, continued)
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(2)__Failure 1o have a child tested for the detection of hearing loss and metabolic/genetic disorders

as desidnated by the Department of Health is @ Class C misdemeanor pursuant to TCA &
688-5-404
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Authority: T.CA. §§4-5-202, 68-5-401 et seq., and-68-5-501 et seq., and 68-3-901 et seq. Administrative History:
Original rule certified June 7. 1974. Repeal and new rule filed September 1. 1982; effective October 1, 1982,
Amendment filed September 16. 1996; effective January 28. 1997. Repeal and new rule filed December 30. 1999;
effective March 14, 2000. Repeal and new rule filed Seprember 26, 2003; effective January 28, 2004.

1260-35-4—-02 NE-RESPONSIBIEEFOR—LSTS-FOR-NEWBORNANFANTS —Thefollowing
persons-ernstttons-shal-beresponsiblefor-havinstestsmade on-newber-nfants:

1200-15-01-.02 _Persens andfor institutions responsible for tests for newborn infants. The following
persons or institutions shall be responsible for hearing testing. critical congenital heart disease screening
and blood specunen coliection for metabolic/genetic disorders as designated by the department of health.
Specimens _and results shall be submitted in 2 manner as directed by the department of healih
procedures are located on the department's web page.

e Every-chiefadminiswrative-officer-of-ahospital-and-the-anendins-physician-in-cash-nstance-shall-be
responsibleforsubmitting a-spechnenof blood-tothe Sate-of TennesseeLaboraton—State-Departmens
afHealthin-a-manper-as-direste d-by-the-Deparmaons-This-semple-shetl-be-collected-before-novbom
fants-are-discharced-from-thenussensregardless-ofase:

{1y Every chief administrative officer of a hospital and the attenqu' physician in each instance
shallz

(3 Submit 2 satisfactory specimen of blood 1o the State Public Health Laboratory,
Depariment of Health. This sample shall be coliected between twenty-four and forty-
aight (24-48) hours of age and mailed within twenty-four (24} hours of collection in
some cases it may be necessary to collect a specimen prior to twenty-four (243 hours of |
age if the infant is going fo be discharged. transferred or transfused.

1, Recollect a specimen of blood if the infant was inifially screened hefore fweniy-
four (24) hours of age. This repeat sample shall be collected between twenty-four
and seventy-two (24-72) hours of age and mailed within twenty-four {24) hours of
collection. If the infant has been discharged, mstruct every parent. guardian_ or
custodian to bring the infant back 1o the hospital or 10 3 physician or the nearest
local health depariment to be re-screened

(1) Perform a physiologic hearing screen. The result of the hearing screen is {0 be reponted
to the Depanment of Health and should be done before hospital discharge or prior to
one {1) month of age.

(¢} Perform pulse oximetry tests on all newborns to screen for critical congenital heart
disease between twenty-four and forty-eight (24-48) hours of age. The recommended
protocol for screening is available online at the Department of Heaith's web page,

2p—Bver-chiefadminismrative-officor-of a-hospital-and—the-anendinephvsicin-shall-direct-everparent:
w@gawmm&ﬁmwﬁﬁﬂ%ﬁm&w}%ﬁaﬁtmx%—mmaihwﬁcweﬁe%efeﬁewmeﬁa—feaﬁ{%}
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PHENYLKETONURIA, HYPOTHYROIDISM AND OTHER CHAPTER 1200-15-1
METABOLIC/GENETIC DEFECTS

(Rule 1200-15-1-.02, continued)
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the-ease-ofa prematre-nfani-aninfant on-parepteral foeding-orany
pewbenr-reated-Ffor a}w}%}:aWw&&laet—di&ehwﬂeﬂ-th&mmeﬁr-fﬁ—ﬁ%melymm%—&e-samp%er
should-be-collected-not-laterthan-the-infant’s-seventh-(Fh)-day-ofage.

—Any—health-care-providerls)-of-delivery—sepdees-in-—a-non-hospital-setting-shall-be-responsivlefor
subrdthng—a-specinen—ofMosd—te-the-State—ofTennesseeabermtory, Hroeiin Ve —parent:
grardtan—or-custodhan-to-brng-the-infant-betveen-tventfousto-foroeighi-(24-48 - hovesofagerto-a
hespHa—physician-or-tocal-health-department to-be-sereened-for Biotinidase-Deficiency-Congenitel
Aegrenal—Hyperplasia Sdb—Cengenital—Hypothreidissi—Galastosemiacr—lemoglobinopathies;
Homoeyvstmuria—haple-Syrup-LirinePiscase- M Medium-Chatn~Acvi-Cod—Delr-drozenase

(2)

{%ﬁ%w&a{ﬁ1@9@%%%%m&@%ﬁ%}—m&e&m%&%h&&mﬂw%es&—aﬁm&eed y-the
Depariment-of-Health-

Any health care provider(s) of delivery services in a non-hospital sefting shall:

(a)  Submit a satisfactory specimen of blood to the State Public Health Laboratory,
Department of Health, in a manner as directed by the Department. This sample shall be
collected between twenty-four and fortv-eight (24-48) hours of age and mailed within
twenty-four (24) hours of collection. In some cases it may be necessary o coliect a
specimen orior 1o twenty-four (24) hours of age if the infant is going to be discharged,
transferred or transfused.

1. Recollect a specimen of blood if the infant was initially_screened before twenty-
four (24) hours of age. This repeat sample shall be collected between tweniv-four
and seventy-two (24-72) hours of age and mailed within twenty-four (24) hours of
collection. if the infant has been discharged. instruct every parent. guardian, or
custodian to bring the infant back to the hospilal or 10 2 physician or the nearest
local health department 10 be re-gcreened

(p)  Instruct the parent. quardian or custodian to obtain a physicicgic hearing screen prior 1o
one (1) month of age. A referral mav be made to the State Department of Health to
asgist in locating 3 hearing provider.

()  Perform pulse oximelry tests on all newbormns 1o screen for criical congenital heart
disease bhetween twenty-four and forty-eight (24-48) hours of age. The recommended
protocol for screening is available online at the Department of Healih's web page,

(A paFent-SuaTian—or-custodian-residing-in—Tennesseerof-an-infant-horn-in—Tennessee—ousidea

(3)

Tennessee—heaith—care-fagiline—and—without-the-assistanse—oiahealth—care-provider—shatl-bebwaon

Pvent-frur-to-forb-eiaht Q448 hovrs-of the-binth-elsaid-infant-present-sidntan-to-a-plysician-o
local-health-deparmment-for-testine—for—thepurpose—of-detecting-Riotndase-Deficienayv—Congenital
Adrenal—Hyperplasian—(GAH—Congenital—Hypethweidisrr—Galactosomiz—FHemoglobinopathies:
Homowsinsre—idople—Svrup-Drine-Risease—MSU D Medivm- Cham—4oyi-Codrbelydragenas
DACADY-DeficisnerPhenyletonuria FIT D —amd-othemetabolic/genetic-testi-ns-designatec—by-—th
&arxmheﬁ{—e{—%i%aéthn

Any parent, quardian. or custodian residing in_Tennessee, of an infant born in_Tennessee,
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autside a Tennessee health care facility and without the assistance of a health care provider
shall:

(3)  Between twenty-four 1o forty-eight (24-48) hours of age present said infant to a primary
care provider or local health department for blood specimen collection.
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PHENYLKETONURIA, HYPOTHYROIDISM AND OTHER CHAPTER 1200-15-1
METABOLIC/GENETIC DEFECTS ‘

(Rule 1200-15-1-.02, continued)

(b} Obtain a physiclegic hearing screen prior to one (1) month of age. A referral mayv be
made to the State Department of Health to assist in locating a hearing provider.

(¢} _Between tweniy-four and forty-eiaht (24-48) hours of age present said infant to 2
prirnary care provider to perform pulse oximetry tests 1o screen for oritical congenital
heart disease. The recommended protocol for screening is available online af the
Repartment of Healil's web page.
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form-desisnated-by-the-Pepartment:

Authority: T.C.A. §§4-5-202, 68-5-401 et seq., e1#4-68-3-501 et seq., and 68-5-90] e1_seq. Administrative History:
Original rule certified June 7, 1974. Repeal and new rule filed September 1, 1982; effective October 1, 1982.
Amendment filed September 16, 1996; effective January 28, 1997. Repeal and new rule filed December 30, 1999;
effective March 14. 2000. Repeal and new rule filed September 26, 2003; effective January 28. 2004.

1206~ 35 0F—METABOLIG/ GENETHC—NEW B ORN - S CREN NG —PAMBPHLET - PROMVIDEDR—F0

The-chiefadnnishative-officer-of-cach-hospital-shall-orderthe-diseibudon-ofapamphier-on-Blotinidase Deficienays
Gongentab—Adrenal—Fheperplasia—(CAd)—Consenitab—~Hvpednreidisrn—Galactosemia—Hemoslobinopathies:
Hemeoystpwra—NMaple—Svup—-trne—Disease~ S Mediun-Chain—iad-God—Delyrdrosenase—CARS
Deficieney—Phenvieronuria- P —and-othermetabolicfsenetictenis-as-desionated-by the- Depamment of Health—to
every-parent—amardian-or-euriodian-of-an-infapt-sereened-for-these-sonditions—rhe-pamphiet-diswibued-v—the
Deparpper-ofiHeaith-edueses-andprepares-the-fanihfornowbom-tesinson-thei-tafane- I an-nfant sserean—vas
¢ollected-earlior-than-peenpo-four-C4-hovrs—afier-birth-ond-the-patient-is-discharsed-hore—the-health-care-facilin:
pustreviewthe-inforsation-on-the-bock-ofthe-pamphlet-vith-the fapily-whichreguires-them-to-present-the-infansie
the-hespltak—plasician—or-health-deparimeptithin—24-18-hours-for-wrepeatscreei—The-pamphletaill-have—a
perforated—pase—that-mpa—be—sished-bv—theparentand-placed—m—the—medical-record-as—documentation-thai-the
pamphlet-was-previded:

1200-15-01-.03 Newborn Screening Pamphlet Provided o Parents. The chiel administrative officer of
each hirthing facility shall arder the distrihution of a pamphiet to every parent. guardian or custodian of an
infant screened. The pamphlet distributed by the Department of Health educates and prepares the family
for newborn testing on their infant. if an infant's blood specimen was collected earlier than twenty-four (24}
hours after birth and the patient is discharged home, the birthing facility must review the nformation on the
bacic of the pamphiet with the family prior 1o discharge; the information reguires the family o present the
infant to the hospital. physician or health department within 24-72 hours for a repeat blood spacimen. The
pamphiet will have a perforated page that mayv be signed by the parent and placed in the medical record
as documentation that the pamphiet was provided.

Authority: T.CA §§4-3-202, 68-5-401 et. seq., and—68-5-301 et. seq. and 08-3-90] e, seq. Administrative
History: Original rule certified June 7, 1974. Repeal and new rule filed September 1. 1982, effective October 1,
1982, Amendment filed September 16, 1996; effective January 28, 1997. Repeal and new rule filed December 30,
1999; effective March 14, 2000. Repeal and new rule filed September 26, 2003, effective Jaruary 28, 2004,
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PHENYLKETONURIA, HYPOTHYROIDISM AND OTHER CHAPTER 1200-15-1
METABOLIC/GENETIC DEFECTS

{Rule 1200-15-1-.03, continued)
015104 RO A HEAL T DEPAR T M ENTS MUS T AS SIS T T HE BERARTEME NT- O EAL TR,

&aeéa——}ee&}%e&kh—éepmmimamiwﬁm«me@ arsment-of-Health—n—<ontacting-all-cases—suspested-of hmdns
- . 2
Blwwdwe B *"M ﬂ: & “n:enna‘r de mal--Hiyperplasie (A —Congenital- My pothroidism.—Galactosemia,
Syrap—tirne—Disease—MELE—Medmm-Chain—Aeyi—CoA
Dk J”@.ﬁug CRETES EC A Deﬁ TEE PLG:};'EE::H; wra-PELD-and-ethermetabolic/zoneretess-as-dosionated-byth
Departnent-of ” ealth-to-contirm-or-disprove-the-presumptive-sereening-results-based-on—the-preseribed-effoctiv
test-and-ermmations-desioned-to-detect genatic-disorders-as-determined-byv-the-Department- o £ Health

1200-15-01-.04 Medical Providers and Local Health Departments Must Assist the Department of Health

(1) The primary care provider's responsibility is to:

(8) Ensure that all newborm screening tests were conducted and provide necessary follow
up. if needed. as instructed by the Newbomn Screening Program,

(b Recollect g biood specimen before two (2) weeks of age. as instructed by the proaram
or tettiary center staff. or send the infant 1o the local Health Department for recollection.

(¢ Assist the Depariment of Health in contacting famities. submitting follow up information,
making appropriate referrals and/or notifving the Deparment immediately if they are not
the provider. The Newborn Screening Program outlines the providers’ responsibilities in
the practitioner guide which is avallable online at the Deparment of Health’s web page.

(e Obtain further hearing tests prior to three (3} months of age if the infant did not pass the
hearing screen. A referral may be made to the State Department of Health o assist in
locating a hearing provider,

{e)  Submit the critical congenital heart disease follow-up form on infants who did not pass
the pulse oximelry screen.

(2} Audiologists shall submit the hearing follow-up form on infants referred to them for further
testing through the newborn screening process.

{3y Cardiologists shall submit the critical congenital heart disease follow-up form on infanis
referred to them through the newborn screening process,

(4)  Eachlecal health department shall assist the Department of Mealth in contacting all parents or
auardians of infants who are in need of further testing 1o confirm or disprove the presumptive
sereening resulis based on the prescribed effective tests and examinations designed to detect
genetic disorders as determined by the Department of Health,

Authority: T.C.A. §§4-5-202, 68-5-401 et seq., and 68-5-501 et seq._._gnd 65-3-901 et seq.  Administrative
History: Original rule certified June 7, 1974. Repeal and new rule filed September 1, 1982, effective October 1,
1982. Amendment filed September 16, 1996; effective January 28, 1997. Repeal and new rule filed December 30,
1999: effective March 14, 2000. Repeal and new rule filed September 26, 2003: effective January 28, 2004.

1200-15-1-.05 FEE FOR TESTING.

Ly Foer-A-foe-ofsevenpfive-dotars-and-zere-cenis575.00 ) -shatl-be-due-and-payeble-tethe Deparoment
efHealth—forcondusting-am:-one-or-all-ofthe-followinetests-ou-a-patient-ood-sample-submitied-to
the-Deparment—for—such-testineBiotipidase-Defeicper—Congenital-AdvenalFhperplasia—{GAH:
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PHENYLKETONURIA, HYPOTHYROIDISM AND OTHER CHAPTER 1200-15-1
METABOLIC/GENETIC DEFECTS

(Rule 1200-15-1-.03, continued)

T cadur ehealth-core-facibtecolle = -
Procedure—Thed are-faciity-collectng-the-blood-sample-for-the-prrpese-ofreceiving-any-orall

etf—é&Hes?ﬁ&et«fméhﬁ»pdfag?&?h«}b}whai%%@%ﬁieé%i\o—%%@eﬁmnm%@f Health-State-Laboratery

Y Ao 'T?».n o hall-be-waiy -.rl F‘\'Y‘ MATHERES weho-are-upahie-ro-pavebased-on-infornmat oot T

L2y 2 Q-5 b gricatimedin Fthli e O n e o B O U et e

the-time-of admission-to-the-health-carefaciin_a @-e}e%emmm{%—%ﬁ—%he%&khﬁaw@wé@-

Fee. A fee shall be due and payable to the Department of Health for conducting any one or all

()

tests on a patent blood sample submitted 1o the Depariment for metabolic/genetic fesis as
designated by the Depariment of Health.

The Commissioner shall re-avaluate, update. and post the fee at least annually and from time
to time as appropriale. The Commissioner shall post the annual update on or before
November 15" of each vear. and this new fee shall become effective starting January 1o of
the following vear If the Commissioner posis an updated fee more frequently than on an
annual basis then the updated fee will become effective on the date stated in the fee notice.
The fee shall be gvailable online at the Department of Health's web page and in print,

Procedurg.  The heaith care facility collecting the blood sample for the purpose of receiving

3

any or all of the tests set forth in paragraph (1) shall be billed by the State Public Health
Laboratory. Department of Health.

Waiver., The fee shall be waived for patients who are unable o pay. based on information

Authority:
certified June 7, 1974. Repeal and new rule filed September 1. 1982; effective October i, 1982. Repeal and new
rule filed December 30, 1999; effective March 14, 2000. Repeal and new rule filed September 26, 2003; effective
January 28, 2004. Amendment filed August 9, 2007; effective December 28, 2007.

obtained at the time of admission to the health care facility, as delermined by the health care

provider.
T.CA §§4-5-202, 68-5-401 et. seq., and 68-35-501 et. seq. Administrative History: Original rule

1200-15-1-.06 DEPARTMENT OF EDUCATION AND DEPARTMENT OF HEALTH
RESPONSIBILITIES.

y——In-compiancevith-thetndbdduns-with-Bisabilites-Edueation-Aet-UDEAN-Child Hind.-the-Tennessee

(1)

Eepartrrent-ofHealth-Newbem-Hearing-Sereenins-prograrm—shall-nothhe Depirpmenof Edueation:
IDEAPmt-Cr-Tennesser—Earbhieriention-Syesem—CFEIS-ofall-newbems—identifod—nhearing
sereenine-ro-bednneedoffuther-hoarne testne:

in compliance with T.C A §§ 68-5-901 et seq. and the Individusis with Disabilities

Education Act (DEA) Child Find, the Tennesses Deparment of Heslth Newborn
Hearing Screening program shall notify the Deparment of Education, 1IDEA Part €.
Tennessee Early Intervention Svsiem (TEISY of newborns identified 1o be in naed of
further heanng testing or who have been diagnosed with hearing loss,

e e S B AT O T s Tﬁ: 15 IE"\F‘ L L E TR !"‘ Fennessee—marhbe—Interey 43 TEL shath
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b«:ﬁ%e@ﬂ&@%&@@e&r—ﬂ—ﬂw bds-in-need-ofassistance-to-obtainfurthestestnoto-deterraine i there-is
a-hearnetes

The Department of Education, 1IDEA Part C Tennessee Early Intervention System (TEIS),

shall contact the health care provider. hearing provider, andior family of the newborn o
determine if further hearing lesfing has been completed or if the family is in need of
assistance to ablain further testing 1o determine if there is a hearing loss,
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PHENYLKETONURIA, HYPOTHYROIDISM AND OTHER CHAPTER 1200-15-1
METABOLIC/GENETIC DEFECTS

(Rule 1200-15-1-.06, continued)
Gr—TFhe-Deparmnent-eof-Edueation—IDEA-Par-CTFennessea-Rarh—intercention-Sviernm-{TEIS program

b

shall-repert-theresult-of-fotov-upto-the-Deparment-of-Healb-NovbomHearins Sercoping program

(3} The Department of Education IDEA Part C Tennessee Early [ntervention System (TEIS)
program shall report the results of follow-up ¢ the Department of Health Newbom Hearing
Screening program as outlined in policy developed in cooperation between the programs.

—TReperting—shali-be-cogrdinated—with—the—Fennessee—Earh—Intervention—System—{TEID)—Mewbern
Hearme-Sereenng-and-Children's-Information-Tennessee-data-svstems—ennessee-Earby-intervention
Systemn RIS eall-submit-follew-up-datr-asouthinedap-poliev-developed-in-cooperationbetweenthe
PEOEFAAS:

(4) The Tennessee Eary Intervention System (TEIS) will assist the Newborn Hearing Screening
Program in_tracking children identified with rigk_indicators for hearing_loss until three (3)
vears of age as outlined in policy developed in cooperation befween the programs.

Authority: T.C.A. §§4-5-202. 68-5-401 et. seq., wd-68-5-301 et. seq._gnd 68-5-90] &t seq. Administrative
History: Original rule certified June 7, 1974. Repeal and new rule filed September 1, 1982; effective October 1.
1982. Repeal filed December 30, 1999, effective March 14, 2000. New rule filed September 26, 2003, effective
January 28, 2004.

1200-15-1-.07 REPEALED.
Authority: T.C.A, §§4-5-202, 53-626. 68-5-401 et. seq.. and 68-3-501 et. seq.. Administrative History: Original

rule certified June 7. 1974. Repeal and new rule filed September 1, 1982; effective October 1, 1982. Repeal filed
December 30, 1999, effective March 14, 2000.
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