Assembly Committee on Children and Families
January 29, 2014
Assembly Bill 654

Chairman Krug and members of the committee, I write today in support of Assembly Bill 654.
~ This bill puts the decision making process for required newborn screenings where it belongs;
with the Department of Health Services (DHS).

Newborn screenings have always been important, but T am especially concerned that screenings
for conditions that threaten the lives of children in their first few weeks of life be part of a
required protocol. For example, screening newborns for congenital heart defects can be critical,
but is not always performed prior to discharge from the hospital. My first child was born with

_ four heart defects, which were diagnosed more than a week after I brought her home.
Fortunately, she didn’t have any emergency issues in the interim, but that isn’t always the case.
If a family lives in a rural area, getting medical help soon enough to save a 1- or 2-week old with
an undiagnosed condition is unlikely.

As technology and best practices continue to change and develop, it will become increasingly
important that DHS has the power to promulgate rules in this area of health care. I urge your
support of this legislation.

Diane Handrick
Cottage Grove, W1
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TO: Chairman Krug and Members of the Assembly Committee on Children and Families
Chairwoman Vukmir and Members of the Senate Committee on Health and Human Services
FROM: Children's Hospital of Wisconsin

DATE: January 29, 2014

RE: AB654/SB 523

My name is Dr. Stuart Berger and I am the Medical Director of the Herma Heart Center at Children’s Hospital of
Wisconsin and Professor of Pediatric Cardiology at Medical College of Wisconsin. I am submitting this testimony on
behalf of myself, my patients and Children's Hospital of Wisconsin in support of AB 654 and SB 523.

Thank you for holding a hearing on Assembly Bill 654 /SB 523. This bill would grant the Department of Health
Services the authority to add new types of tests to the newborn screening process. Once in place, this legislation
would allow the Department to consider including additional life saving screens, such as the pulse oximetry screen
for congenital heart disease. This bill is a smart and appropriate response to issues raised about adding newborn
screens.

Children's Hospital of Wisconsin supports this bill and looks forward to an opportunity at the Department Health
agency level to raise the issue of cost effectiveness and efficacy of adding pulse oximetry to the current screens.

The pulse oximetry screen for congenital heart defects prior to hospital discharge will save lives. Congenital heart
defects are the most common birth defect, and early detection is critical for a baby’s survival.

Without this legislation, the Department of Health may not be able to consider a test such as pulse oximetry for
newborn screening. This bill simply allows the Department to consider this important decision. You should care
about making this change because of the benefits of the pulse oximetry screen that could be under consideration at
the Department:

* 8outof 1,000 babies are born with a congenital heart defect making it the most common birth defect.

* Aquarter of babies with CHD will be diagnosed with a Critical Congenital Heart Defect (CCHD) - a life-
threatening condition that requires interventions such as surgery within the first days or months of life.

* Each year in the United States over 100 babies die of unrecognized CCHD.

Evidence indicates that performing a pulse oximetry screening on newborns would help prevent babies with
unrecognized critical congenital heart defect from going home, only to have serious complications and require
emergency care soon after. This screening is non-invasive, inexpensive and can potentially save a child's life; it's
the right thing to do.

I thank you for your time. Please feel free to contact me with questions.

Your

Children’s

Miracle Network
w Hospital

Kids deserve the best.
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Date: January 29, 2014 A Valued Voice
To: Members of the Assembly Committee on Children & Families
From: Judy Warmuth, Vice President Workforce Development

Kyle O’Brien, Vice President Government Relations

Re: WHA Support of AB 654 — Tests Administered to Newborns for Congenital Disorders

The Wisconsin Hospital Association is supportive of Assembly Bill 654 which removes limitations on the types
of newborn tests that can be added or deleted to the Wisconsin Newborn Screening Program through a defined
process led by medical experts.

For infants born in Wisconsin hospitals, testing of blood for forty-four possible congenital disorders and hearing
screening is done as part of the newborn hospital admission. The number and type of tests are determined by
Wisconsin statute and rule and there is a process defined in rule that outlines how additions (and deletions) to the
screening program should be made.

When these regulations were created, blood and urine were the only identified sources of testing information for
congenital disorders. As health science has evolved, it has become evident that other sources of clinical data,
many of them collected at the bedside, may also be used to identify congenital disorders that could be treated
early to prevent illness or disability.

WHA understands that the intent of Assembly Bill 654 is to maintain the current process whereby medical
professionals recommend the addition or deletion of screens to the DHS Secretary. As health care evolves, policy
makers may continue to be approached by interest groups to add additional state-mandated newborn tests, WHA
has previously cautioned legislators about mandating medical practice in statute through the legislative process.

In fact, a June 2013 report"! from the Wisconsin Newborn Screening Task Force to the Secretary of DHS raised
this same concern. The report said that “disorders have a constituency” who may “turn to legisiators to get a
condition added to a state newborn screening panel.” The report cautions against the legislature adding
conditions without a “well-designed framework” that can take into account the “complex medical, ethical, legal,
economic and social impacts” of each test. The report states that those considerations include the prevalence of
false positives in children without the conditions, the cost of the test and the availability of treatment.

While Wisconsin has been a leader in newborn screening, research and new testing methods will clearly lead to
other possible screening tests and assessments. WHA is supportive of a careful, analytic process for adding (and
deleting) tests to this process.

M June 2013, Report to the Secretary of the Wisconsin Department of Health Services, Newborn Screening Task Force

5510 Research Park Drive P.O. Box 259038 Madison, WI 53725-9038 P (608.274.1820) F (608.274.8554) wha.org
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TO:  Members of the Assembly Children and Families Committee

FROM: Nicole Hudzinski, Government Relations Director, American Heart Association
DATE: January 29, 2014

RE:  Assembly Bill 654, tests administered to newborns for congenital disorders

Good morning Chairman Krug and members of the Committee. My name is Nicole Hudzinski
and | am the Government Relations Director here in Wisconsin for the American Heart
Association. | am grateful for the opportunity to come before you today and testify in support
of Assembly Bill 654.

Our interest in this legislation is specific to one newborn screening— screening for congenital
heart defects. Congenital heart defects are malformations of the heart present at birth, and
they are the most common type of birth defect. Some are minor and may never cause
complications, but others are severe and may cause death or disability if not detected and
treated soon after delivery. Some heart defects are detected on the 20-week ultrasound, and
others are apparent when the baby is born (for example noticeable breathing problems, the
baby’s lips are blue, or baby is lethargic). However, some baby’s look and sound completely
healthy in the first days after delivery, even though they have a serious underlying heart
problem. These are the babies we need to catch.

Thankfully, research shows performing a simple test called pulse oximetry on newborns can
help detect serious heart problems that may otherwise be missed. Pulse oximetry is simple—
on adults like you and me it’s the grey clip the nurse puts on your finger in the emergency
room. On babies, it’s more commonly a probe with a light on the end that is attached to the
baby’s hand and foot with a band aide like adhesive. It doesn’t puncture the baby’s skin and
only takes minutes to administer. The probe tests how well the baby’s blood is saturated with
oxygen, an indicator of how well the heart is functioning.

In September 2011, Health and Human Services Secretary Sebilius recommended, based on the
guidance of a panel of experts, that all states consider adding critical congenital heart defect
screening to their newborn screening programs. Since that time, over half the country has
added it. Here in Wisconsin, our newborn screening program has not been able to add it
because it’s authority to add newborn screenings is limited to tests that can be done using the
baby’s blood or urine.

As research and technology advance, there is an increasing need for screenings like pulse ox to
be considered. It doesn’t involve the baby’s blood or urine, but it is just as important and just as
life-saving as blood and urine based screenings. | ask you to support Assembly Bill 654 and I'm
happy to answer any questions you have.

“Building healthier lives,
free of cardiovascular

diseases and stroke” Please remember the American Heart Association in your will.
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January 29, 2014

Testimony in Support of AB 654/SB 523
Relating to Tests Administered to Newborns for Congenital Disorders
Prepared and Presented by Maureen Kartheiser
Director of Program, Advocacy and Government Affairs

March of Dimes is very proud to work on behalf of infants born with birth defects and their
families, through private sector research, community services, education, and advocacy. March
of Dimes also counts on government to fulfill their role in protecting and improving family
health and supporting the needs of newborns and their families. In the State of Wisconsin, we
rely on the Department of Health Services (DHS) to provide critical services to ensure that
each baby born is given the best chance at a healthy and abundant life.

Each year, approximately 68,000 newborns in Wisconsin are screened shortly after birth to
detect rare heritable and congenital medical conditions and hearing impairment. The newborn
screening system is designed to detect and treat these conditions as early as possible to
prevent chronic illnesses, physical disability, mental retardation, developmental problems and
even infant death. For the past 3 years, March of Dimes has worked with our colleagues and
families to pass legislation to add Critical Congenital Heart Disease (CCHD) screening to the
Newborn Screening Panel. We now have an alternative set of bills which may offer hope for
the addition of CCHD screenings and other, yet to be determined, newborn screening tests.

AB 654 and companion bill SB 523 give DHS the authority, through administrative rules, to
screen for additional disorders, diseases, and/or defects without pursing legislative action to
make this happen. Screening for CCHD through the use of pulse oximetry testing of every
newborn, is one example of a disease that when missed at birth can have tragic consequences,
including death of an apparently healthy newborn within hours of returning home. And there is
a simple fix to this problem - the use of a non-invasive pulse oximetry test on every baby. We
respectfully ask that DHS be given the authority to ensure that this current test and future, as
yet unknown, tests be carefully yet swiftly added to the Newborn Screening Panel following
clear guidance from DHS and recommendation of medical, ethical, and advocacy groups to do
so.

AB 654/SB 523 ensure that DHS has the authority, which in this case is currently limited to
newborn screenings that include blood, urine, or hearing tests, and the ability to improve
newborn screening efforts through administrative rules as research and technologies advance.

Please contact Maureen Kartheiser at 414-203-3118 or mkartheiser@marchofdimes.com with
questions.

Thank you.
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January 29, 2014
Assembly Committee on Children and Families
Public Hearing on Assembly Bill 654
Renee 0’Day - Asst. Deputy Secretary, DHS

Good morning committee members and thank you for allowing me to testify before the
Committee. My name is Renee O’'Day and I am the Assistant Deputy Secretary for the Department of
Health Services. I will be testifying for information only.

Oversight of the Wisconsin newborn screening program is the responsibility of the
Secretary of the Department of Health Services. Blood spot testing is performed by the State Lab of
Hygiene. Interpretation and communication of all test results is under the direction of an advisory
committee structure, which also recommends tests to be added to a list of blood tests that are
required as part of the newborn screening process. Wisconsin has had this advisory committee
structure since 1992.

As part of the advisory committee structure, seven subcommittees provide expertise in the
areas of endocrinology, hearing, hemoglobinopathy, immunodeficiency, metabolics, education and
molecular science. Individuals with expertise in medicine, statistics, epidemiology, ethics, law,
public policy, laboratory medicine, the newborn screening program, as well as individuals with
target conditions or their parents serve on the various committees charged with program oversight
and analysis of prospective tests.

The advisory committee structure determines whether a prospective test fits the criteria
listed in DHS 115.06. The criteria that must be considered in adding a disorder to the newborn
screening process include:

e  Characteristics of the specific disorder, including disease incidence, morbidity and mortality

e The availability of effective therapy and potential for successful treatment

o  Characteristics of the test, including sensitivity, specificity, feasibility for mass screening and cost

e The availability of mechanisms for determining the effectiveness of test procedures

e Characteristics of the screening program

e The expected benefits to children and society in relation to the risks and costs associated with the
test. (DHS 115.06)

Anyone can nominate a test to be reviewed for addition to the newborn screening panel.
The prospective test is analyzed through an evaluation process and public comment is welcome.
After a recommendation is made by the advisory committee structure, it is presented to the
Secretary of Health Services. The Secretary has the ability to start the rules promulgation process
to add the test to the list of congenital and metabolic disorders set forth in administrative rule.

Currently, statutes only allow blood and urine tests to the newborn screening test list. The
proposed legislation would allow for “point-of-care” testing (such as pulse oximetry) to be
considered and added. “Point-of-care” testing is completed at the hospital and does not require that
a specimen be sent out to a lab.

The bill will allow for the advisory committee structure to use its scientific and medical
expertise to analyze the potential addition of a greater variety of tests through a well-established,
well-reasoned process. The deliberate pace of the administrative rules process will help to shelter
these decisions from the political pressures, while still allowing for legislative oversight of the
ultimate addition of tests to the current rule. The Newborn Screening Program gives the State

1 West Wilson Street ® Post Office Box 7850 ® Madison, W1 53707-7850 e Telephone 608-266-9622 o
dhs.wisconsin.gov
Protecting and promoting the health and safety of the people of Wisconsin



greater flexibility to change testing requirements than changes in statute. These changes are based
on the latest information available in modern medical science and what is known through best
practices.

Finally, it is also important to note current law allows a parent or guardian to opt out of the
newborn screening process because of religious beliefs. This legislation would add personal
conviction as a means for refusal of the tests. Again, thank you for your time and I would be happy
to answer any questions that you may have.
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January 29", 2014

Mr. Chairman and committee members, thank you for giving Assembly Bill 654 a Public
Hearing today. I will be brief because there are others who will be testifying and I need
to get to the Senate Committee on Health to testify on the Senate version of this bill as
well, Senate Bill 523.

This bill seeks to address an important problem with the newborn screening process in
Wisconsin. Under current state law, the Department of Health Services can add blood or
urine tests to the Newborn Screening Process via administrative rule. As technology and
testing methods evolve, there are now other testing methods that can help health care
professionals detect diseases in newborns.

' This bill would allow DHS to add any type of test to the newborn screening process
through administrative rule. By allowing DHS to add test other than blood or urine tests
we will empower them to take advantage of new tests and new testing methods.

In the current landscape, legislative action is required to add any test that is not a blood or
urine test to the screening process. This inserts politics into a process that is otherwise
dominated by health care professionals. By granting DHS the power to add any test
through administrative rule, a simpler and better process can exist, that will allow tests to
be added or updated without interjecting politics into the process.

This bill would create a smoother process for all future changes and additions to the
newborn screening process. It would also address the current attempts to add a pulse
oximetry test for congenital heart defects to the screening process. The pulse oximetry
test is a point-of-service test, so under current state law, DHS cannot act on the
recommendation of the Umbrella Newborn Screening Committee to add this test.

The beauty of this bill is that it would not only address this particular test and disorder,
but will also create a simple process by which tests, regardless of type, could be
considered by DHS and added to the screening process in the future.

Assembly Bill 654 provides a simple and efficient solution to an ongoing problem in
Wisconsin’s newborn screening process. '

Thank you for your time this morning and your consideration of this bill. I hope you can

support its passage here in committee,
STATE CAPITOL
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PAT STRACHOTA

STATE REPRESENTATIVE

Testimony on Newborn Screening Legislation 1/29/14

I introduced this bill to help provide a uniform and informed compromise approach for
the state to decide which medical tests need to be performed on newborn babies. There
are many hidden diseases and disorders that can be discovered early through newborn
screening. Providing the best possible care for babies and the best information to parents
on the health of their child is important. This information not only saves lives, but can
help prevent disorders and diseases that will decrease the child’s future quality of life if
left undetected. In the United States, newborn screening saves or improves the lives of
over 12,000 babies each year. Hearing loss is the most common disorder discovered by
the screening process, with just over 5,000 babies diagnosed each year. Primary
congenital hypothyroidism and sickle cell disease are next on the list, with 2,156 and
1,775 babies diagnosed each year respectively. They are followed by Cystic fibrosis
which has roughly 1,248 diagnoses.

Currently, the Department of Health Services can issue rules dealing with infant blood
and urine tests. This bill changes the statutes so that they may develop and include point
of care tests, not simply blood and urine. An advisory board made up of health
professionals and organizations will then be able to issue recommendations on which
tests they feel would be beneficial to the health and survival of our newest Wisconsin
citizens.

I support Rep. Kleefisch’s bill requiring pulse oximetry screening for all newborns in
Wisconsin. Unfortunately, this bill has not moved through the legislative process as
easily as many had hoped. This test screens for critical congenital heart disease, which
can cause sudden death in babies. The condition occurs in roughly eight out of every
1,000 live births nationwide. The bill before the committee today, AB 654, is a good
compromise that will allow tests like the pulse oximetry to be put into place. Should there
be a need to remove a test from the newborn screening list, the process outlined by this
bill would allow it to be removed in the same manner it was added.

Concerns have been voiced that this bill will take away legislative power or oversight,
but that is not the case. The process outlined in this bill to promulgate rules dealing with
newborn testing requirements can still be overridden by a law passed by the Legislature.
Additionally, this bill does not change laws in place dealing with newborn hearing tests.
It also leaves in place the ability for a parent or legal guardian to object to a test on the
grounds of their religious beliefs or practices.
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