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Executive Summary

State public health agencies provide
important leadership needed to manage
newborn screening programs. Over the past
few years, newborn screening programs in
many states have grown rapidly as new con-
ditions are added to screening panels and
opportunities for expanded testing have
become available. As state newborn screen-
ing programs evolve, state public health
agencies face challenges associated with
financing optimal newborn screening
systems. State public health agencies may
experience pressures from a variety of forces
to expand their newborn screening panel,
including parental concern, private sector
marketing, and public opinion. Funding a
comprehensive newborn screening program,
which includes providing resources for
education, screening, diagnosis, treatment,
and management, may lead state public
health agencies to establish new partnerships
in order to create a system most effective
for the state.

State public health agencies are exploring
a variety of ways to finance programs,
including partnering with Medicaid and
health insurers, contracting with private
laboratories, and working with other state
laboratories. As state public health agencies
work to finance and sustain expanded
newborn screening programs, they are also
striving to enhance follow-up services,
improve communication with families

and providers, and protect privacy.

Every state newborn screening program is
unique, reflecting differences in public health
infrastructure, financing mechanisms, and
varying statutory requirements defining

the scope of mandated services. This Issue
Report provides an overview of methods for
financing expanded state newborn screening
programs and examines seven states'
experiences. These case studies illustrate how
state public health agencies are financing
and sustaining high-quality newborn
screening programs in the context of budget
shortfalls, the demand for more tests,

and the increasing involvement of

private laboratories.

Findings from the case studies indicate that, in
general, state public health agencies are:

» Focusing on a system of newborn screening
services, not just a screening test.

* Investing in state-of-the-art technology.

 Expanding the number of conditions for which
newborns are tested.

« Aiming to maximize third party financing,
through both Medicaid and private insurance.

« Giving more attention to follow-up activities,
particularly linkage to pediatricians.

 Engaging parents, consumers, and expert pro-
fessional advisors in making program decisions.

* Increasing and broadening public health staff
capacity and skills, both in the laboratory for
new testing technology and in the community
for follow-up.

Introduction

Every state has a newborn screening program
designed to detect congenital conditions

and link children to critical and life-saving
early interventions. Nationwide, state public
health agencies screen approximately

four million infants annually for genetic
(inherited) disorders. Because of their unique
public health authority, states can adopt
mandates for screening of newborns that
protect a whole population.

Many state public health agencies are experi-
encing pressures to expand their newborn
screening panel resulting from the availability
of new technology, parental concern, private
sector marketing, public opinion, and the
desire to prevent morbidity and mortality
from heritable conditions. As systems expand,
state public health agencies face the
challenge of financing optimal newborn
screening systems. Such systems include
testing for more conditions, using new labo-
ratory technology, training staff to use new
technology, and providing more effective
follow-up with families. Policymakers,
providers, and consumers need information
about the full range of services included in a
comprehensive newborn screening program
and the resources needed to implement it.
Every state newborn screening program is




unique, reflecting differences in public health
infrastructure, financing mechanisms, and
varying statutory requirements defining the
scope of mandated services. That uniqueness
affects all of the parts of newborn screening
programs, including legislative authority,
disorders included in the panel, laboratory
set up, follow-up activities, and financing.
How each state responds to these pressures is
unique, and much can be learned from states
that have enhanced newborn screening
programs in recent years.

This Issue Report looks at the experience

of seven states - California, Maryland,
Minnesota, Mississippi, New York, Oklahoma,
and Oregon - in developing expanded
newborn screening systems. These case
studies illustrate how state public health
agencies are financing and sustaining
newborn screening programs in the context
of budget shortfalls, the demand for more
tests, and the increasing involvement of
private laboratories.
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BOX 1.

Currently, no uniform national policy exists
for the selection of newborn screening tests,
and traditional criteria often do not fit in
response to new science and technology. To
manage change for newborn screening
programs, state health officials will be part
of decisions about:

¢ Which disorders to include for mandatory
screening.

¢ What funds will be used to finance both
screening and follow-up.

¢ How to assure that funds are sufficient to
provide follow-up from first test result
through diagnosis.

¢ \What the role of state public health
agencies will be in informing families
before and after screening.

¢ How to finance specialty treatment and
other supports.

¢ \What the appropriate roles are for public
health laboratories and private labs.

* How coordination and integration of the
newborn screening program can be
fostered with other infant screening and
public health programs.

¢ How to provide the necessary safeguards to
protect privacy and confidentiality of a
child's genetic information.

Financing Newborn Screening
Programs

In general, state public health agencies are
increasingly focused on providing a
comprehensive newborn screening system,
rather than on the process of testing. State
laws and administrative approaches vary with
regard to specific tests, oversight responsibili-
ties, roles of advisory boards, procedures for
informing parents, options for exemptions,
storage and use of newborn screening blood
samples, and financing for the newborn
screen. Historically, no federal guidance for
state programs exists, thus state public health
agencies have had to take the lead in making
decisions about how to administer newborn
screening programs.

Typically, newborn screening programs have
as central goals: a) informing and including
every family with a newborn, b) carrying out

procedures that provide reliable, sensitive,
specific and appropriate testing, and ¢)
assuring that every newborn with an
abnormal or positive screen result gets
prompt diagnostic testing.

“[Each] state has a duty with
respect to newborn screening - that
duty is to assure every baby is
offered screening, every baby is
followed up to resolution [diagnosis
or no diagnosis], and every baby
with a detected condition is
connected to appropriate
treatment.” - Dr. Susan Panny, Director of
the Office for Genetics and Children with
Special Health Care Needs, Maryland
Department of Health and Mental Hygiene

The structure of financing for newborn
screening is different than for most other
public health programs. The most significant
difference is that 45 states collect newborn
screening fees as the primary source of
program funding. Since fees are typically paid
by hospitals or third-party payers as part of
maternity/newborn coverage, newborn
screening programs are not primarily
financed with state general revenues or
federal public health program dollars. While
no recent national data have been collected,
the U.S. Government Accountability Office
(GAO) estimated the composition of funds
for fiscal year 2001. The GAO reported that
nationally two thirds of the funds came from
fees (64 percent), with the remainder split
between the federal Title V Maternal

and Child Health (MCH) Block Grant (five
percent), Medicaid (10 percent), other state
revenues (19 percent), and other federal
funding (two percent). (See Box 2).

Currently, in most states, the screening
component (i.e., collecting blood spots and
running lab tests for results) is funded
primarily by fees. At the same time, it is clear
that fees are not always adequate for
follow-up contacts with families, diagnostic
testing, and treatment. Fees typically are
collected through birthing facilities, often
embedded in the hospital birth charges.




Medicaid and private insurance may not
cover all of the related costs and may not
even reimburse for the full fee set for
newborn screening. Therefore, many states
use other public resources (e.g, state

general revenues or Title V MCH Block Grant
funds) to offset the cost of space, staff,

and materials needed for follow up, data
analysis, and other program management.

Funding Sources for Newborn
Screening Programs

While each state has a unique balance of
financing, available data indicate that

the majority of funding goes to support the
laboratory testing. On average, only about
one-third of funds are allocated to follow-up
in traditional newborn screening programs.
The evidence from the following case
studies suggests, however, that public health
agencies are reconsidering strategies to
balance laboratory and follow-up budgets.
In 2000, the American Academy of Pediatrics
(AAP), with support from the Maternal

and Child Health Bureau (MCHB), convened
the National Task Force on Newborn
Screening and issued a National Agenda for
Action to guide states in the administration
of newborn screening programs. Included
in this report are principles and goals to
ensure adequate financing. These principles
state that core program financing should

be adequate to complete screening, short

BOX 2. OTHER FEDERAL

64% FEES
5% MCHBG
10% MEDICAID
MCHBG 19% OTHER STATE

2% OTHER FEDERAL

term follow-up, and diagnosis. Financing also
should be available for quality assurance
data collection and ongoing evaluation of
the program. While treatment efforts are
largely outside of the newborn screening
program, financing for treatment is strongly
influenced by other state policies related to
private insurance regulation, Medicaid,
State Children's Health Insurance Program
(SCHIP), and the Title V MCH Block Grant
(specifically the Programs for Children with
Special Health Care Needs (CSHCN)).

Factors Driving Change in
Newborn Screening Programs

As previously stated, several factors,
including federal and national initiatives,
parental advocacy, private sector marketing,
and the availability of new technology,

have influenced expansion of state newborn
screening programs. Interviews with state
public health agency staffs report that public
pressure is the primary force influencing
newborn screening program expansion. First
and foremost, parents of children with
inherited disorders that could be detected
through newborn screening are pressing
states to screen for a wider array of condi-
tions. In addition, the March of Dimes in 2000
urged states to adopt a uniform panel of
eight conditions, which was expanded to
nine in 2002.3 In each state, geneticists,
pediatricians, family physicians, and other
health professionals have subsequently urged
states to improve newborn screening
programs to keep pace with technological
and scientific advances.

The federal government also has influenced
state newborn screening policy. The U.S.
Department of Health and Human Services
(HHS), acting through MCHB, provides sup-
port for activities such as the National Task
Force on Newborn Screening, state genetics
planning grants, and the National Newborn
Screening and Genetics Resource Center. The
Children's Health Act of 2000 authorized HHS
to award grants (subject to appropriations) to
improve or expand the ability of states and
local areas to provide newborn screening,
serve children, and evaluate programs. The
law also created an Advisory Committee on
Heritable Disorders and Genetic Diseases in
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Newborns and Children. This Committee,
chartered by the Secretary of Health and
Human Services in 2003, is charged with mak-
ing recommendations to the Secretary
regarding the most appropriate application
of universal newborn screening tests, tech-
nologies, policies and programs to reduce the
morbidity and mortality in newborns and
children with or at-risk for heritable disor-
ders. The Committee is currently reviewing
available evidence to recommend a uniform
panel of conditions for which all states
should screen.

Another factor is the growth of private sector
laboratory capacity. In some cases, private
companies have been actively engaged in
lobbying for expansions. Where states have
not added tandem mass spectrometry
(MS/MS) testing for newborns, private compa-
nies have offered supplemental testing to
individual families or hospitals. As a result,
access to newborn screening testing varies
within and between states. The impact

these private companies have varies across
states. For instance, in some states,

private companies compete with the public
health laboratory; while in other states,
private companies provide the testing under
contract to the state health agency.
Alternatively, some states divide the testing
responsibilities between the public and

the private sectors.

BOX 3.

Tandem Mass Spectrometry Opens
a New Frontier

When tandem mass spectrometry (MS/MS)
was introduced in the 1990s as a new
laboratory technique, the opportunities to
detect genetic (inherited) conditions changed
dramatically. MS/MS can detect up to 80
additional conditions from one newborn
screening blood spot. Many state public
health agencies are now using this technolo-
gy. State public health agencies have faced
decisions about when to add conditions for
universal (mandatory) newborn screening.
States that have expanded use of MS/MS
technology report added costs for staff,
laboratory services, and follow-up of babies
that test positive on a screen. Such costs are,
however, offset by the ability to detect
additional conditions and the efficiency of
the MS/MS technology (e.g., groups of rare
disorders can be simultaneously detected,
and repeated screens may be eliminated).

State Case Studies

Case studies were conducted to learn about
state public health agencies' approaches to
financing and sustaining expanded newborn
screening programs in the current political
and fiscal environment. The selected states
reflect variation in geographic location, test
panel, recent expansion, use of public and/or
private laboratory services, financing, and
approach to follow-up. Based on these
criteria, seven states were selected: California,
Maryland, Minnesota, Mississippi, New York,
Oklahoma, and Oregon. Key informant
interviews were conducted in the summer of
2004 with staff in state newborn screening
programs, as identified by state health offi-
cials or deputy directors. States were asked
about the general approach to newborn
screening, perceived benefits of their
approach, the structure of their financing,
responses to current pressures to expand

the number of tests, the mechanisms
important for sustaining newborn screening
programs, and particular efforts considered
best practices.

California

The California Department of Health Services
(CDH) uses a fee-based approach to fund
newborn screening carried out through a mix
of public and private laboratories, with
central state management. Fees collected go
directly into a genetic disease testing fund
that is used only to support the newborn
screening program. No other state or federal
funds are used as direct support for the
program, although Medicaid indirectly pays
the fee as part of hospital reimbursement
for births. Fees collected pay for the full
program, including laboratory tests, initial
diagnostic evaluation, and data and quality
improvement activities. Yet, while CDH has its
own funding, the program is not insulated




from larger budget problems and had to
reduce staff by 12 percent as a result of
recent state budget shortfalls.

The California Department of Health

Services currently tests for four categories of
disorders, with an expansion authorized

for this year. The State Director of Health has
the authority to add newborn tests, although
no changes can realistically be made without
authority from the legislature for an increase
in the fee. California's newborn screening
program conducted a successful pilot project
of MS/MS testing between January 2002 and
June 2003. The pilot program was financed
by a $3.9 million federal grant which was
shared with the Hawaii Department of
Health. Nearly half of the state's births were
tested. During the 18 months of the pilot
program, 320,000 infants received supple-
mental tests. Among these, 41 infants were
identified with an inherited metabolic
disorder. Unfortunately, a proposed expan-
sion of the program based on the pilot
project had to be delayed because of limited
state funding in 2003. Grappling with the
huge state budget deficit, state lawmakers
did not approve the necessary additional
funding for newborn screening expansion

at that time.

New legislation passed as part of the
California state 2005 budget authorized
expanded newborn screening through CDH.
This new law went into effect on January 1,
2005 and is expected to be fully implemented
by August 2005. This new authority and $2.7
million for expanded screening will enable
testing for more than 80 conditions. State
newborn screening program director, Dr.
George Cunningham, feels the program is
“poised for the next big advance.” A modern
public health laboratory space in a new
facility is ready, and the state has signed con-

tracts to lease 15 tandem mass spectrometers.

Yet, to test the half million babies born
each year for more than 80 conditions will
require more staff in laboratories and on
follow-up teams, as well as enhanced data
capacity. The CDH now has the authority to
hire needed staff and to secure laboratory,
information technology and other services
needed to implement a high quality cost
effective program statewide.

The California newborn screening program is
centrally managed by the Department's
Genetic Disease Branch (GDB), but prenatal
care providers, birth attendants, maternity
hospitals, private laboratories, follow-up
coordinators, pediatric care providers, parents
and state staff all have a role to play.

Expanded screening also will require follow-
up for more conditions and more abnormal
or positive screening results. This begins with
a telephone call from the laboratory to
follow-up coordinators (mainly at medical
centers and children's hospitals). The
coordinators call the child's primary care
physician to arrange for referral to a specialty
center and verify appointments, and are
notified when children have been seen for
diagnosis. If the primary care physician is not
identified, coordinators call the family. A
letter is sent to each family advising them of
the results, which explains that they should
contact their doctor. It also offers follow-up
testing and diagnosis information. Printed
materials also are mailed to the birth hospital
and physician for medical documentation.

The California newborn screening program

is strongly committed to informed consent
for parents. For example, in response to the
diversity of the childbearing populations, the
state produces newborn screening education-
al materials in 14 languages. With expansion,
however, the state's responsibilities for
informing will be increased, and additional
resources will be needed to accomplish this.

“The GAO study found the fee cov-
ered on average only 64 percent of
the true costs of the program. Fees
are established in a political context
and the legislature may see the
newborn screening fee as a way to
supplement general revenues. Fees
in some states are deposited in the
general treasury, and the newborn
screening program then must
compete for resources with other
programs. States like California put
fees in a special fund restricting
their use to support of genetic or
newborn screening. This latter
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design also forces the true costs of
the total program to be included in
the fee.” - Dr. George Cunningham,
Newborn Screening Program Director,
Department of Health, California

Maryland

The Maryland Department of Health and
Mental Hygiene (DHMH) began newborn
screening in 1963 and was the third state to
adopt a statewide, mandatory program in
1965. From the beginning, the law required a
voluntary system with informed consent and
confidentiality protections. Maryland state
officials define their duties with respect to
newborn screening as assuring that: every
baby is offered screening, every baby

is followed up to resolution (i.e., diagnosis or
not), and every baby with a condition gets
treatment. The program, which provides
testing and needed follow up for approxi-
mately 70,000 babies born each year in
Maryland, is managed by the Office for
Genetics and Children with Special Health
Care Needs (OGCSHCN) at the DHMH.

Maryland's Advisory Council on Hereditary
and Congenital Disorders was created
decades ago to review and recommend policy
for newborn screening. The Council has

a majority of consumer representatives, with
health professionals and others appointed.
Traditionally, the Council made recommenda-
tions about the panel of conditions for
newborn screening after consideration of the
incidence of the disease, cost of treatment,
public sentiment, and the opinions of
affected individuals and experts in
psychology, ethics, and economics.

In 2003, through pilot tests, Maryland added
conditions to their newborn screening

panel. When the March of Dimes included
medium-chain acyl-CoA dehydrogenase
(MCAD) deficiency in their list of recommend-
ed conditions, state officials and advisors felt
they would have to add MCAD to the
newborn screening panel and, thus, would
have to begin MS/MS testing. Moreover, they
felt it did not make sense to begin MS/MS
testing for one condition when information
about two dozen other conditions might
offer valuable information to children and

their families. Maryland generally screens
babies twice, however, improved MS/MS
testing technology could reduce the need for
two screens. In November, 2003, the DHMH
began using tandem mass spectrometry to
screen for 32 disorders, up from nine before
the technique was introduced.

Newborn screening tests have been done at
one central laboratory in the DHMH since
1970. The state faced the challenge of provid-
ing MS/MS testing in 2003, without the
budget to expand and improve lab capacity.
Because of the priority given to this issue and
lobbying by concerned parents, a loan was
made from the State Treasury to buy tandem
mass spectrometers. The laboratory fee to
analyze newborn screening specimens (a one
time charge per infant that covers as many
screening specimens as may be needed)

was increased first from $15 to $30, to pay
back the loan for new equipment. The state
newborn screening fee is now $42. The
revenue from these fees goes to the state
public health laboratory.

Recently, the state public health laboratory
began to experience competition from a
private laboratory. About two years ago,

the DHMH considered a contract with a
private lab that had the capacity to do DNA
testing for certain hemoglobinopathies.
Initially the lab was not licensed in Maryland
to provide newborn screening laboratory
services, but after an appeal through the
courts, the license was approved. Now the
private laboratory is permitted to market
only to hospitals (not to individual families).
By mid-year 2004, five of 37 birthing hospitals
(representing about five percent of births in
the state) had contracts with the private lab
for newborn screening. While this private lab
does the testing, the DHMH receives the
results on all screening and must provide
follow-up services.

Maryland is one of only two states that
require informed consent for all newborn
screening; newborn screening is voluntary
and informed consent of the child's
parent/guardian must be obtained before
testing. State officials say their approach is
designed to secure “simple, good-wiill
informed consent” from families.

Maryland offers long-term follow-up to
families, such as genetic counseling and case
management when a child is diagnosed. For




example, while a child's pediatrician would
continue to provide routine care, other
aspects of care for a confirmed condition
might be managed by a medical geneticist,
specialized nurse, psychologist, or
nutritionist. Also, the OGCSHCN gives partial
support for four designated specialty care
centers that help to provide long-term follow
up for metabolic, sickle cell, and infant hear-
ing screening. Long-term treatment costs,
other than for nutritional formulas, are not
underwritten by the health department
(except when patients are eligible for
specific programs like Medicaid or Children's
Medical Services).

The Title V MCH Block Grant provides
funding for follow-up activities. The follow-
up staff team at OGCSHCN (which includes
two neonatal nurse practitioners for
metabolic conditions, a genetic counselor,
and the director) develops protocols,
educates physicians, oversees data manage-
ment, coordinates resources of the medical
care system, and provides supports to
families. They work with managed care
organizations, pediatricians, specialty
providers, and laboratories.

Public health budget shortfalls and policies
also have had a measurable effect on the
Maryland newborn screening program.
Budget pressures have been challenging in
recent years, and the newborn screening
program has lost one-third of its budget and
half of its staff since September 11, 2002.
Increased fees for additional tests and Title V
funding have helped to sustain the program.

Minnesota

The Minnesota Department of Health
(MNDH) has had a newborn screening

program under statutory mandate since 1965.

Until recent years, little has changed in the
structure of the program. As described by

program director, Mark McCann: “In 2002,
we hit the restart button.”

One major goal of the program renovation
was to enhance patient and family care
through better communication with the
primary care provider and much greater
emphasis on follow-up care. Another

goal was to sustain effective MS/MS testing
technology. To achieve these goals, the
MNDH strengthened its relationships with

the private sector, developing a revised and
updated newborn screening system.

The state began to implement MS/MS
technology in June 2001 under the umbrella
of a pilot study. Simultaneously, the Mayo
Clinic also licensed MS/MS technology.

While the state pilot project demonstrated
success (without new money or expanded
legislative authority), it was clear that the
Biochemical Genetics Laboratory at the Mayo
Clinic could effectively do MS/MS newborn
screening with the added benefit of having
consultants who are world renowned experts
in the technology. The state knew that
harnessing the capacity of the private sector
could help to achieve the best outcomes for
children and their families. By 2002, the state
newborn screening program and Mayo Clinic
leaders began to develop a model for

shared responsibility.

These collaborative efforts became a
three-legged public-private partnership. The
state public health laboratory completes
initial preparation work on blood samples,
performs five screening tests, and manages
the overall system (including reporting of
all results, storage of results and blood
samples, and communication with hospitals,
healthcare providers, and the public). The
Mayo Clinic performs the MS/MS tests and
has staff physician specialists who assist in
the result interpretation and notification of
abnormal results. A state-funded nurse
practitioner position at the University of
Minnesota has improved coordination of
follow-up care for infants with presumptive
positive newborn screening results.

The newborn screening program and its
partners have improved the mechanisms to
inform the pediatric primary care providers of
abnormal results and engage them in the
newborn screening process. These efforts
complete the linkage back to the family and
community. From heel-stick blood sample
collection through long-term follow-up of
infants with confirmed diagnoses, this
public-private partnership enhances service
delivery and maximizes existing capacity.

Legislative changes helped to solidify and
sustain these program modifications. State
newborn screening legislation passed in 2003
authorized a newborn screening fee of $61,
approved the public-private approach, and

Association of State and Territorial Health Officials | Financing State Newborn Screening Systems in an Era of Change



provided additional data privacy for families.
Other benefits of the legislation included
reducing turn-around time for laboratory
results, enhancing education for parents,
supporting primary care providers, and
increasing support of care coordination for
infants diagnosed with a genetic disorder.
Public health officials report that swift
legislative approval for program enhance-
ments and increased fees resulted from good
timing and a promising new approach. When
the MNDH shifted its philosophy from a
competitive relationship with the Mayo Clinic
toward a public-private partnership - from
emphasis on simply getting the test done
toward a focus on families and follow-up
activities - the new approach appealed to
senior state health officials, the legislature,
and the state house. The governor (who was
then promoting collaboration with the Mayo
Clinic on technology and bio-technology
projects) adopted the newborn screening
initiative as his own. While a sharp increase
in funds (fees) was requested, the proposed
program improvements were deemed
well-justified in order to create a “state-of-
the-art” newborn screening program.

As with every successful policy change effort,
the Minnesota newborn screening program
had a number of champions and advocates.
Most important among these were the
parents of children with disorders that could
have been detected with an expanded panel.
In addition, key members of the state
legislature and state health officials were
champions for program improvement. The
Minnesota Newborn Screening Advisory
Committee, which includes members from
the MNDH, metabolic and specialty clinics,
diagnostic laboratory directors, parents of
affected children, pediatric primary care
providers, and health plan representatives,
also played a role.

Recently, some of the biggest challenges have
been in the area of data privacy concerns. In
Minnesota, as elsewhere around the country,
there are concerns about privacy for the
medical record and the blood spot. These
questions were temporarily settled, but it is
likely that more discussions lie ahead.

Approximately 70,000 Minnesota infants
receive screening each year for both
congenital and heritable conditions, but
these children only benefit if they have

follow-up evaluations and treatment
available. Historically, the newborn screening
program had inadequate follow-up and
limited emphasis on communication with
pediatric health care providers. Before 2002,
the MNDH only had one part-time nurse
practitioner whose capacity was dedicated to
following up on presumptive positive

cases. State officials believe infants were
slipping through cracks in the system.
Fortunately, a more comprehensive screening
system now exists.

Technological fixes also helped reduce

the burden of following up on presumptive
positive cases. For example, the program
generally had a high false positive rate for
congenital adrenal hyperplasia (CAH), but
changes in laboratory techniques have
eliminated 90 percent of false positive results.
Hence, the number of cases needing active
follow-up by MNDH has been minimized.

In addition to the expanded list of detectable
conditions and updated laboratory technolo-
gy, state public health officials established a
new approach to notifying children's primary
care providers about abnormal results. The
notification process includes calling and
faxing the primary care provider with the
results and ensuring that they have access to
an appropriate specialist. Better linkages with
primary care providers place a share of
follow-up responsibility outside the health
department. The primary care provider is
encouraged to develop care plans in
consultation with the specialist. Through
faster evaluation and coordination of care,
families receive concrete, timely information
about their infant's diagnosis.

The MNDH also dedicated a small amount
of funding to speed up the transportation of
blood samples to MNDH. While all of the
state's 111 birthing facilities actively partici-
pate in sending samples to the newborn
screening program, not all have had
expedited lab specimen courier services. The
state agreed to finance next-day air service
for newborn screening samples, thereby
significantly improving the turn-around time
for screening. Families across the state now
have their child's newborn screening results
more quickly.

According to state public health leaders, the
focus of newborn screening in Minnesota

is now where it should be, on benefiting
patients and families. This new, more
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systematic strategy has worked well for
inborn errors of metabolism (such as PKU)
and is now starting to change the state's
approach to newborn screening for
hemoglopathies (such as sickle cell
anemia) and endocrinopathies (such as
congenital hypothyroidism).

Mississippi

The Mississippi Genetic Screening Program
began in 1982 with voluntary hospital
participation. In 1985, legislation mandating
newborn screening made the Mississippi
Department of Health (MSDH) responsible for
promulgating rules, establishing laboratory
standards, assuring that each newborn was
screened, and billing the hospital for each
test. By 2002, the state screened newborns
for five disorders. That year the legislature
authorized the Board of Health to determine
and specify disorders to be included in a
“comprehensive” newborn screening
program for the state's approximately 43,000
annual births.

State public health leaders had been
considering gradual expansions in newborn
screening. Prior to 2002, conditions had been
added one by one through legislative

action proposed by the MSDH. Their goal
initially was to include the list of disorders
recommended by the March of Dimes in
2000, but the state faced limitations in labo-
ratory capacity. The MSDH had been
contracting with the Tennessee Department
of Health's laboratory, which was also
conducting five tests at that time,

to analyze specimens.

Parental and political pressures drove signifi-
cant changes in the Mississippi hewborn
screening program in 2002. Through the
influence of parent advocates, the political
climate changed. In particular, the parent of
Ben Haywood - a child that had died and was
posthumously diagnosed with MCAD - was an
especially effective advocate for expanding
screening. The family's state legislator
became informed and asked the MSDH for
assistance in drafting a legislative proposal.
The result was passage of the Ben Haygood
Comprehensive Newborn Screening

Program Act.

The Mississippi law now says that the state
will provide “comprehensive screening.” The
legislature left statutory provisions covering
the original five conditions and said others
could be added as determined by the state
Board of Health based on recommendations
of the state's Genetics Advisory Committee
and the Mississippi Chapter of the AAP. The
advisory committee was then expanded to
include physicians, parents, nurses, insurers,
Medicaid, and others with interest in
newborn screening. The committee was
called upon to make a recommendation
about the list of conditions for mandatory
screening. They recommended 35 new
genetic screening tests be included in the
state panel. That recommendation was taken
to the Board of Health, which unanimously
adopted the list of 40 conditions.

For this fee-based system, cost analysis was
the next step in preparing to implement a
large expansion of newborn screening. All
hospitals with birth facilities are participating
in the mandatory testing program and pay a
set fee. As the number of conditions jumped
from five to 40, the fee went from $35 to
$70. The fee covers the cost of the tests for
all 40 disorders and provides funding for the
state's follow-up program. Title V MCH Block
Grant money is also used for follow-up
activities. Now, the program budget does not
routinely depend on other (non-Medicaid)
state or federal funding.

When the expansion passed, the Tennessee
Department of Health lab did not have the
ability to perform the additional tests.
Building this capacity in-state would have
required huge outlays for equipment,
materials, staff, and operating systems. Thus,
Mississippi sought a qualified laboratory that
could screen for all 40 conditions. Only

one private lab could accommodate all 40
conditions, and they had considerable experi-
ence with MS/MS. The company offered a
reasonable price and included overnight
delivery of specimens to the lab. The state
negotiated a rebate of sorts that gives the
state additional funding to use for follow-up.
The contract can be renewed annually for

up to four years (through 2007).

With these new demands, MSDH had
concerns about the adequacy of staffing in
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the field for follow-up. Previously, each of
the nine public health districts had one
person (either a social worker or a nurse) to
coordinate newborn screening follow-up
through local county public health nurses.
These staff also had duties related to birth
defects surveillance and other activities.
Under the expanded program, each public
health district now has a team composed of a
nurse, social worker, and clerk who are
responsible for notifying families about
screen results, counseling, repeating

tests, and arranging appointments for timely
medical evaluation and intervention if
needed. They also help families find
treatment referrals and resources. These
teams are supported through newborn
screening program funds.

Newborn screening follow-up does not
include the cost of confirmatory tests

or treatment, which is beyond the scope of
newborn screening and would be billed to a
third party payer such as Medicaid or
private insurance. Based on the diagnosis,
some patients may qualify for medical
assistance through the Children's Medical
Program (Mississippi's Title V Program for
Children with Special Health Care Needs
(CSHCN)). MSDH uses this program funding
to support contracts with specialists who
provide diagnostic care and treatment at
universities, children's hospitals, and

other facilities.

When the comprehensive screening law went
into effect in July 2002, the MSDH was faced
with expanding screening within one year.
MSDH had to decide which disorders to add,
convene meetings of the Board of Health to
adopt changes in the agency's Rules and
Regulations, find and contract with a
laboratory to perform the tests, upgrade the
information system, adapt all system
procedures, and provide education to staff,
hospitals, and physicians throughout the
state. Newborn screening for 40 conditions
was implemented in June 2003, and public
health leaders are enthusiastic about

the new program.

“Comprehensive newborn screening will

prove to be a great benefit for the children
of Mississippi,” said Mississippi State Health
Officer Dr. Brian Amy. “The Health
Department's mission is to promote and
protect the public's health and what better
way can we do that, especially where our
children are concerned.”

New York

Every state newborn screening program is
unique, and the New York Department of
Health's (NYDH) program is distinct in several
ways. One characteristic is that the NYDH
Wadsworth Center, the state's comprehensive
state laboratory, provides central manage-
ment for the program, including both the
testing and the follow up components.

The public health laboratory also conducts
research and development in newborn
screening. Also unusual is that New York,
unlike most other states, does not collect fees
to finance newborn screening.

New York was one of the first states to adopt
a universal newborn screening policy. New
York's law for newborn screening originally
required testing for only one genetic disor-
der, phenylketonuria (PKU). The program
grew over time to include more than 30
conditions, including HIV. In October 2004,
Governor George E. Pataki announced
another expansion of New York's newborn
screening program, bringing the panel to 44.
Screening grew from 11 conditions to 31 by
the end of the 2004, and the additional
conditions will be added to the newborn
screening panel by the spring of 2005. State
officials say these expansions will make it the
most comprehensive free newborn screening
program in the nation.

Throughout the history of the program,
changes in newborn screening policy have
been driven by advocacy, particularly from
parents and organizations such as the March
of Dimes. While the program, the task force,
or the state health commissioner can initiate
changes, ultimately the decisions are made in
the legislature and must be approved by the
governor. Over the past three years, parents
led the push to expand screening through
contacts with the governor's office, the

1"
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legislature, and the media. That pressure
eventually led to change.

“This expansion will permit better
use of our existing technology but
the expansion will be unlike any-
thing they have experienced in the
past. To expand testing of the
MS/MS panel in the lab is trivial, a
one day process since we have the
equipment. But it will require major
revisions in the computer system to
be able to report results and a sig-
nificant build up the follow-up sys-
tem to handle anticipated 50 per-
cent increase in positive screens.”

- Dr. Kenneth Pass, newborn screening
program director, New York
Department of Health

The work of diagnosis and care ultimately is
distributed to specialty health providers and
is focused on six metabolic centers that do
not receive state support.

The NYDH Newborn Screening Task Force also
played a role in advancing the program and
will continue to regularly review research

and technology to identify opportunities to
add more conditions. The task force is
composed of physicians, researchers, and
NYDH scientists.

The Wadsworth Center also has research and
development capacity, enabling it to advance
the field of newborn screening, while run-
ning one of the larger state programs.

“The potential for further new scientific
developments, particularly DNA testing, is
enormous,” said program director, Dr.
Kenneth Pass.

While existing technology does not allow for
this now, and federal government approval is
more than a decade away, the research is
underway. This would greatly impact the lab-
oratory process, making it much simpler. For
example, to screen for 11 conditions requires
nine procedures with current technology.

Table 1. Changes in newborn screening fees for
case study states.

State No. of tests Level of fees
1997 2004 | 1997 2004

California |4 80
Maryland 8 30

$42.00 $78.00
$15.00 $42.00

$13.00 _$61.00

Mississippi 4 40  $25.00 $70.00

No fee No fee

Oklahoma 4 30 $10.50 $73.48

$28.00 $56.00

The NYDH also introduced innovations in
follow-up activities. The state was the first to
offer a tear-off sheet in the specimen form
for the parents to take to their doctor when
asking for results and the first program to
report negative results. Previously, the
philosophy was that “no news is good news,”
but state officials say that families appreciate
the reassurance of knowing about negative
results. New York also was the first state to
offer a telephone reporting system, which
allows physicians to check on the newborn
screening results of their patients.

"

The program expects to continue financing
newborn screening through direct appropria-
tions and does not foresee a time when fees
will be collected. Current and past governors
and the legislatures have generally made
adequate funding available to sustain and
enhance this program.

Oklahoma

The Oklahoma Department of Health (OKDH)
screens its 50,000 annual births through a
newborn screening program mandated by
the state Board of Health and conducted by
the central public health laboratory and
follow-up program. In the past five years,
several forces, including top-level leadership,
national interest in newborn screening, a
state genetics advisory committee, a federal
planning grant, legislative oversight, and
concern for the public health lab following
September 11, 2001, came together to
advance state level discussions on expanded
newborn screening.
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Program director Pam King had been asked
in 1999 to consider adding cystic fibrosis
testing to the panel, but sufficient data were
not available at the time to make the case
for change. Since then, a number of national
documents have been issued that help make
the case for state-level expansion. These
reports include the National Task Force on
Newborn Screening, published by the AAP,
which focused on systems development

and funding, the March of Dimes reports,
and news releases which discussed equal
treatment for every baby. New data from
the Centers for Disease Control and
Prevention were also helpful in advancing
state-level discussions.

As a result of national visibility for the
newborn screening issue and state-level focus
on health department quality, Oklahoma's
Office of the Governor, the Secretary of
Human Services, and the Commissioner of
Health became interested in newborn
screening. Moreover, strengthening the
state's public health laboratory (as opposed
to privatizing the lab) became a priority after
bioterrorism became a national concern.

The Oklahoma Genetics Advisory Council
(OGACQ) also played a vital role in enhancing
the newborn screening program. OGAC

was created in 1999 to advise the health
commissioner on genetics, with 26 members
appointed by the commissioner, 18 ex-officio
members, and a committee focused on
newborn screening. OGAC represented
professional and community perspectives,
giving the pulse of the community. The
members pushed for expansion, using several
criteria: the disorder is biochemically and
clinically well defined; and ethical, safe and
simple testing based on robust evidence is
available. In addition, the decisions were
made based on the frequency of the disorder;
the significance of resulting morbidity and
mortality; the period before and during
which interventions improve outcome; and
the availability of effective treatment. In
September 2000, OGAC recommended to the
Commissioner of Health that the newborn
screening program be expanded for three
additional genetic disorders: cystic fibrosis,
congenital adrenal hyperplasia (CAH), and
medium chain acyl coenzyme A dehydroge-
nase deficiency (MCAD). The inclusion of
parents, pediatric specialists, and community
partners added weight to the OGAC recom-

mendations. With three meetings per year
and regular reporting, the OGAC has contin-
ued to be a catalyst for expansion.

Oklahoma's original newborn screening
statute focused on metabolic disorders. In
recent years, state legislators concerned with
child health, representing the Subcommittee
on Human Services and the Appropriations
Subcommittee on Health and Social Services,
kept the focus on preventing morbidity and
mortality from genetic and hereditary disor-
ders. The legislature remained active in its
oversight role, provided statutory authority,
and approved fee increases.

In August 2001, a bill was introduced but not
passed, that would have mandated screening
for certain additional conditions and shifted
the authority to mandate screening from the
Board of Health to the legislature. By the
time the next bill was introduced in 2002,
newborn screening program staff had
worked with legislative leaders to maintain
the Board of Health's authority to designate
disorders for screening. This revised legisla-
tion passed, with House leaders noting that
no disorders could be added without an ade-
quate funding stream.

To create a sustainable newborn screening
finance plan, the OKDH partnered with the
Oklahoma Health Care Authority (the state's
Medicaid agency). Medicaid was represented
on OGAC, where they participated in
developing solutions to the issues. OKDH
unbundled the fee for newborn screening
from the global fee for Medicaid financed
births. The Medicaid rate then became

the basis for the fee for all payers for all of
the disorders by State Board of Health rules.
In addition, the state began to bill private
insurance plans for newborn screening

in January 2005.

The expansion required adequate personnel
to get the new program started, while
simultaneously sustaining the old program.
Follow-up positions were established,
including coordinators for newborn hearing
screening, newborn metabolic screening,
the birth defects registry, and genetics (in
contrast, some states have only one person
to perform all roles). The addition of three
nurses in 2005 will support the expansion,
two at the central office for short-term
follow-up, and an endocrine long-term
follow-up coordinator out in the field.
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A genetics educator/counselor manages the
consumer and health care provider education
program and linkages to parent support
groups. The public health laboratory is
adequately financed and staffed to do the
testing. The state also has contractual
agreements with the University of Oklahoma
Health Sciences Center to provide long-term
follow-up services for infants identified with
metabolic and sickle cell disease conditions
through newborn screening.

Federal support from MCHB for the state
genetics planning grant made it possible for
staff to dedicate time to planning and
administration, as well as to attend national
meetings to learn about state-of-the-art
practices in newborn screening. Grant funds
were used to hire a full-time genetics
coordinator. Technical assistance from the
federally-funded National Genetic and
Newborn Screening Resource Center also
helped the state program managers focus on
the need for sustainable funding and
program quality.

The OKDH recognizes that newborn
screening is more than a laboratory test and
has expanded services to include long-term
follow-up services for all affected infants
identified through newborn screening.

For short-term follow-up, program director
Pam King says “the state takes an aggressive
approach to follow-up on abnormal results
and to obtain repeat testing and prompt
diagnosis to assure that babies identified
with a disorder receive timely treatment
and referral for specialty medical care

and services.”

For screening results at highest risk for a
disorder, no case is closed until the state
program receives confirmatory test results,
as well as confirmation in writing from a
primary care provider that the baby is in
treatment and has been referred to the
appropriate specialist. The program now
offers comprehensive short and long-term
follow-up services.

In February 2004, the Board of Health
mandated additional newborn screening
tests. This expansion took effect in
February 2005.

Oregon

The Oregon Department of Human Services
(DHS) Public Health Laboratory operates the
Northwest Regional Newborn Screening
Program, which serves five states (Alaska,
Hawaii, Idaho, Nevada, and Oregon) and sev-
eral military bases and birthing facilities in
the Pacific Rim (including Guam and Korea).
The lab functions as the vendor for this
regional effort. The Northwest Newborn
Regional Screening Program operates under
agreements between the DHS laboratory and
other state public health agencies.

The approach of the Regional Screening
Program encourages state autonomy. This
flexible approach recognizes that capacity
varies greatly among states in the region.

No single panel of tests is required, although
all of the states now have comparable panels.
No single model of follow-up is used, yet
regional web-based tools enable efficient
follow-up. Moreover, the regional program
is prepared to fill in, if necessary, to assure
that each infant gets what is needed to
complete the newborn screening activities
through a diagnosis.

The program uses completely fee-based
financing. The fee is capped at $30 per
specimen per infant, under a two specimen
requirement. Currently the fee in Oregon is
$27 per specimen, or $54 for the two
required specimens. The fee finances labora-
tory tests, initial follow-up, quality assurance
activities, screening practice profiles, and
consumer information materials.

“We set the fee to finance everything
through the initial diagnosis of a child's
condition,” said laboratory director, Michael
Skeels. These funds do not pay for medical
foods or medical care.

The regional program does not directly

bill individual practitioners or hospitals in
other states; they bill the state health agency.
State health agencies, in turn, have the
flexibility to set their own fees or other
finance mechanisms and may charge
somewhat more in order to cover their own
administrative expenses.

The effectiveness of the Northwest Regional
Newborn Screening Program relies on the
genetics/newborn screening coordinators in
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each state. While the regional program takes
responsibility for initial follow-up, with

a small staff unit dedicated to this work, the
state coordinators assist in handling follow-
up, helping to locate families, and making
sure families are linked to a primary care
physician and to specialists. The laboratory
results are sent back to the state coordina-
tors. (The regional program also mails two
copies - one to the submitter of the sample
and one to the physician).

The jurisdictions in this region have some
unique characteristics which have led to
program innovations. In some remote areas,
such as Alaska, geographic barriers make it
tough to transport specimens or get babies
to providers. Communication to remote areas
like Guam and Korea also presented
challenges that had to be tackled. The
regional program has set up special systems
to overcome some of these challenges. For
example, most of the newborn screening
specimens from the Hawaii Department of
Health come via overnight express service,
with a special packing slip to help in
confirmation and quality assurance. The
Alaska Department of Health and Social
Services uses particular carriers, which are
equipped to serve more remote areas by
air. The communications barriers have

been addressed through Internet and web-
based strategies.

The regional approach has prompted
innovation in web-based case management.
One notable practice developed by the
Oregon State Public Health Laboratory is a
secure web-based system known as NBS-RAD.
This system offers ways to access results and
follow the infant. State coordinators and
specimen submitters, including hospitals, can
follow the process for an individual. Case
management software gives another way to
follow what happens to an individual child,
by generating lists of what remains to be
done and tasks outstanding. “As backup to
this user-driven approach, the regional
program phones both the state coordinator
and specimen submitter with any critical
results,” reported regional program
coordinator, Cheryl Hermerath.

The strength of the regional approach
depends largely on the strength and scope of
the Oregon State Public Health Laboratory.
Oregon's newborn screening program

received permission to expand in 2001 and
started in October 2002 by adding MS/MS
technology. Further expansion occurred in
July 2003 with the addition of CAH. The state
and its advisors now are considering the addi-
tion of cystic fibrosis to its testing panel.

The addition of MS/MS testing technology in
Oregon had an important effect on the
regional approach. For the first time, all the
states in this region are using the same panel.
Previously the numbers of tests and condi-
tions were different. Each state is able to
commit to MS/MS testing, without purchasing
new equipment or developing new contracts
with an alternate laboratory.

In the past, Oregon newborn screening fees
were sufficient to support newborn screening
and other laboratory activities. Today, with
expansions of the testing panel and the
addition of MS/MS technology, newborn
screening fees are sufficient only to pay for
newborn screening. Federal funds for bioter-
rorism activities in public health laboratories
now provide core support for the laboratory.
If the bioterrorism money starts to dry up or
other budget pressures occur, however, the
laboratory budget may not be adequate.

Within the state of Oregon, the newborn
screening program contracts with specialists
at the Oregon Health and Science University
to assure that affected newborns have the
benefit of appropriate medical consultation
and clinical intervention. These medical
experts also provide consultation to the
Oregon newborn screening system in areas
such as helping shape policies, laboratory cut-
offs, and education strategies. Through this
partnership, an innovative practitioner
education model was developed by the
Oregon Health and Sciences University. These
tools have become a part of the screening
and diagnosis process. The practitioner
education model also is linked to the new-
born screening program's quality assurance
system. Education can be tailored and
targeted to the problems identified in hospi-
tal-specific profiles.

“For Oregon, the regional approach is prob-
ably a good thing,” said Donalda Donaldson,
Title V Director at the time of the interview,
“because it strengthens the public health
laboratory and has enabled us to build a
strong integrated program.”
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The economies of scale and secure financial
resources are assets in the Oregon newborn
screening program. The strengths of the
regional approach also have come to play as
the Northwest develops a regional collabora-
tive for advancing genetic services and new-
born screening with federal funding.

Summary

Interviews with the seven states highlight
several common approaches to financing
and sustaining newborn screening
program expansions.

* Focus on a system not just a lab test.
The newborn screening system engages
public health, private medical providers,
birth facilities, laboratories, and families.

Expanding the number of conditions or
tests requires more than just getting

new machines for a laboratory. Adding
MS/MS capacity in the laboratory is simple,
compared to the fiscal, ethical, and system
of care decisions that must be addressed
when a newborn screening program is
expanded. Expanding the program requires
attention to assuring quality of the screen-
ing sample to reduce false positive and
negative results and daily data manage-
ment to assure timely reporting of results
to providers and families. In addition, an
increase in positive screen results will also
increase the workload of follow up staff
and the private clinical community. Training
to increase staff capacity and augment skills
is also essential.
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¢ Finance public health follow-up. Follow-
up activities are generally managed by
public health agencies. For example, when
a test needs to be repeated, public health
agencies are typically involved in identify-
ing the family. In the case of abnormal
results, public health agencies often
follow-up by calling the physician, hospital,
or family. Some health agencies follow-up
to confirm that adequate specialty care or
consultation was received. Public health
agencies may also make referrals to early
intervention programs or provide case
management for families in treatment.

e Engage parents and advisory commit-
tees in the process of decision-making.
In each state, a genetics or newborn
screening advisory committee played an
important role in guiding change. It can be
helpful to have a structured process for
ongoing input of all stakeholders.

¢ Establish effective relationships with
the private sector. Introducing profit into
newborn screening programs has changed
the environment for state public health
agencies. State public health agencies may
face particular challenges when a private
laboratory secures a contract (and funding)
for newborn screening but does not assume
the public health roles for follow-up

and related activities. State public health
agencies can include provisions in the
contract that help strengthen follow-up
systems. These new public-private ventures
will require ongoing oversight by senior
state officials.

* Design finance policies that fit today's
programs. Fees in some states are well
below what is required to fund core
newborn screening program activities. In
addition, it may be difficult for hospitals
and other providers to bear uncompensated
costs for newborn screening fees with
increases from nominal ($5-10) to
substantial ($50-75) amounts. State health
officials and other senior policymakers may
consider reviewing the adequacy of
newborn screening fees and whether fee
revenues directly support the program.
State health agencies might work with
Medicaid, SCHIP, and private insurance
plans to establish policies around newborn
screening fees separate from a reimburse-
ment for the birth.

This report provides an overview of how
certain states are financing expanded
programs and highlights key issues for state
health officials to consider as they explore
changes in their states' program.

Without federal guidelines and adequate
support, state health officials must evaluate a
number of factors that influence a decision to
expand, including having adequate resources
to support a comprehensive system and
weighing the evidence base behind testing
for each condition.

“Parents without a [newborn screening] test may go from doctor to
doctor looking for a diagnosis and generating costs, not prepared for the
outcome. If you miss a child and miss the opportunity for intervention,
the costs are much higher. As [newborn screening] program managers,
we have to look at all of the costs and make judgments that balance

the interest of the individual child and the public.”

-Jerry McClure, newborn screening
program manaqer, Mississippi
Department of Health
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