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| NTRODUCTI1 ON

These Rul es and Regul ations Pertaining to the Fee Structure for the
Newborn Metabolic and Sickle Cell Disease ntrol Program and Newborn
Hearing | npairnment Screening Program (R23-13-MET/HRG) are promnul gated
pursuant to the authority conferred under sections 23-13-13, 23-13-14
and 23-13-15 of the General Laws of Rhode Island, as anended, and are
established for the purpose of clarifying the responsibilities of the
Departnment of Health in assuring a conprehensive netabolic and sickle
cell disease control program for newborns and for adopting a fee
structure for the Newborn Metabolic and Sickle Cell Disease Control
Program and t he Newborn Hearing |npairnent Screening Program

Pursuant to the provisions of Chapter 42-35-3 (c) of the General
Laws, consideration was given to: (1) alternative approach to the
regul ations; (2) duplication or overlap with other state regulations;
and (3) significant economic inpact on small business as defined in

Chapter 42-35 of the General Laws, which may result from the proposed

regul ati ons. No alternative approach, duplication or overlap was
identified. The protection of the health and safety of newborns
precludes the economic inpact which nmay be incurred by these

regul ati ons.

These Rul es and Regul ations pertaining to the responsibilities of
t he Departnment of Health and the fee structure for the Newborn Metabolic
and Sickle Cell Disease Control Program and the Newborn Hearing

| mpai rment Screening Program shall supersede all previous rules and



regul ati ons pertaining to these prograns, pronul gated by the Departnent

of Health and filed with the Secretary of State.
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1.0 Definitions

VWherever used in these rules and regulations the
following terns shall be construed as foll ows:

"Act" refers to Chapter 23-13 of the General Laws of
Rhode Island, as anended, entitled, "Maternal and Child
Heal t h/ Cri ppl ed Children's Services".

"Director" refers to the Director of the Rhode Island
Depart nent of Health.

"Division of Laboratories" refers to the Division of
Laboratories of the Rhode Island Departnent of Health.

"Health Care Facilities" refers to facilities licensed
under the provision of Chapter 23-17 of the General Laws
of Rhode | sl and, as anended, and the regulations
t her eunder. Health Care Facilities include hospitals,

birth centers and other health care facilities subject to
i censure.

"Newborn Disease" refers to such inborn errors of
nmet abol i sm which have their origin in nutational events
that alter the genetic constitution of an individual
and/or disrupts normal functions through sone other
di sease nechanism and such other conditions including
sickle cell disease

"Mdw fe" neans a person who has successfully conpleted
an Approved Educational Program in Mdwi fery and is
licensed to practice mdwifery in Rhode Island pursuant
to the Rules and Regulations for Licensing of M dw ves
(R23-13-M D).

"Physician" neans a person with a license to practice
al l opathic or osteopathic nedicine in this state pursuant
to the provisions of Chapter 5 37 of the General Laws of
Rhode |sland, as anended, entitled, "Board of Medical
Li censure and Discipline.™

"Newborn Testing for Hearing Inpairnent” shall nean
screeni ng
and eval uation through the Rhode | sl and Heari ng

Assessnment Program (RIHAP), using the Evoked O oacoustic
Em ssi ons (EOAE) net hod.

Newborn Metabolic and Sickle Cell Disease Control Program

The physician and/or mdwi fe attending a newborn child
shall cause said child to be subject to screening tests
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for the conditions listed below, except, however, if
parents of a newborn child object thereto, on the grounds
that such tests conflict with their religious tenets and
practices pursuant to section 23-13-14 and 23-13-15 of
t he Act.

Bi oti ni dase Defi ci ency

Congeni tal Adrenal Hyperplasia

Congeni tal Hypot hyroi di sm

Gal act osem a

Hormocystinuri a

Mapl e Syrup Urine Di sease

Phenyl ket onuri a

Sickle Cell Disease

NN NN NN NN
RPRRRRRRR
O~NOUIAWNBE

The Division of Laboratories shall provide specinen
collection testing kits to health care facilities where
births are known to occur and to physicians and m dw ves
attending newborns in |ocations other than health care
facilities. The specinen collection testing kits shall
contain instructions for the collection and subm ssion of
speci mens to the Division of Laboratories.

Newborn di sease screening tests perforned on a newborn
el sewhere than by the Division of Laboratories nust be
performed by a |aboratory approved by the Director and
include the tests cited in section 2.1.

2.3.1 Al'l reports of newborn disease screening tests
performed on a newborn by a |aboratory other
than the Division of Laboratories shall be

submtted to the attending physician and the
Di vi si on of Laboratori es.

Newborn Disease Control Program services for newborns
shall be subject to the fee schedule established in
accordance with the provisions of section 4.0 herein.

Testing for Hearing | npairnments

Pursuant to the provisions of section 23-13-13 of the
general |aws, every newborn infant in Rhode |Island shal
be screened and evaluated according to the procedures
prescribed by the Director, except however if parents of
a newborn child object thereto, on the grounds that such
tests conflict with their religious tenets and practices.

Criteria For the Determ nati on of Fees

The fee for the Newborn Metabolic and Sickle Cell Disease
Control Program conducted by the Division of Laboratories
shall be reasonable and shall be determ ned on the basis
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of projected costs for conducting such programns. The
costs shall include adm nistrative, personnel, equipnent
and such other related costs which may be incurred in the
Newborn Di sease Control Program The fee for the Newborn
Di sease Control Program which includes, but is not
limted to, screening, diagnhostic and treatnment services
shal | be adjusted as needed.

Effective twenty days after the filing of t hese
regul ations, the fee for the Newborn Disease Control
Program for newborns shall be fifty-nine dollars ($59.00)
per initial specinen.

The fee for testing for hearing inpairnments shall be
reasonable and shall be determned on the basis of
projected costs for conducting such a program The costs
shall include adm nistrative, personnel, equipnment and
other related costs as well as the Coordination fee
payable to the General Treasurer, state of Rhode Island.
All fees established shall be approved by the Director.

Effective twenty days after the filing of t hese
regul ati ons, the Coordination fee for testing for hearing
inpairnents in newborns shall be $18.15 per test

conduct ed. This fee shall be paid to the Departnent of
Health by the hospital or health care facility where the
birth occurred.

All fees generated by the Newborn Metabolic and Sickle
Cel | Di sease Control Program and the Newborn Hearing
| rpai rment Screeni ng Program shall be deposited into the
General Fund of the state of Rhode Island.

Desi gnati on of Newborn Metabolic and Sickle Cell Disease
Cont r ol Program and the Newborn Hearing |npairnent
Screeni ng Program as a Covered Benefit

The Newborn Metabolic and Sickle Cell Disease Control

Program and Newborn Hearing |npairnent Screening Program
shall be a covered benefit reinbursable by all health
insurers, as defined in section 27-38-6 of the General

Laws, except for supplenental policies which only provide
coverage for specific diseases, hospi t al i ndemmi ty,
nmedi care suppl ement, or other supplenmental policies.

The Rhode |sland Departnment of Human Services shall pay
for the Prograns when the patient is eligible for nedical
assi stance under the provisions of chapters 40-8,
"“Medi cal Assistance,” and 42-12.3, "Health Care for
Children and Pregnant Wnen," of the General Laws of
Rhode 1sl and, as anended.
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In the absence of a third party payor, or in the absence
of insurance information sufficient for billing and
collection, the costs for the Programs, including the
Coordi nation fee, shall be paid by the hospital or other
health care facility where the birth occurred. Not hi ng
herein shall preclude the hospital or health care
facility from billing the patient directly. Said fees
shall be deposited into the General Fund of the state of
Rhode I sl and.

In the absence of a third party payor, or in the absence

of insurance information sufficient for billing and
collection, the costs for the Prograns, including the
Coordination fee, shall be paid by the health care
facilities, and physicians and mdwi ves who attend

newborns in |ocations other than health care facilities.
Said fee shall be made payable by check or noney order
to the General Treasurer, state of Rhode I|sl and.

Billing information shall be provided to the Rhode Island
Departnment of Health by hospitals or other health care
facilities or providers and shall be conplete and in
sufficient detail to neet requirements of third party
payors.

Severability

| f any provision of these rules and regulations or the
application thereof to any person or circunstance shall
be held invalid, such invalidity shall not affect the
provi sions or applicability to the rules and regul ations
whi ch can be given effect, and to this end the provisions
of the rules and regulations are declared to be
sever abl e.



