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April 20, 2011

The Honorable Kathleen Sebelius

Secretary, U.S. Department of Health and Human Services
200 Independence Avenue, SW

Washington, DC 20201

RE: Recommendation for Universal Newborn Screening for Critical Congenital Cardiac Defects

Dear Secretary Sebelius,

On behalf of the University of Massachusetts Medical School in Worcester, MA, one of the leading
primary care academic medical centers in the country, | am writing to express strong support for the
recommendation of the Advisory Committee on Heritable Disorders in Newborns and Children
(SACHDNC) to adopt universal screening of newborns for critical congenital heart disease (CHD).

At our medical center, a leading provider of tertiary care for a large tri-state area including
Massachusetts, New Hampshire, and Connecticut, we have cared for hundreds of children born with
critical congenital heart defects, and unfortunately seen first-hand how apparently normal newborns are
sent home from a nursery, only to develop severe shock and death from a treatable, and sometimes
entirely curable, condition. Such birth defects are a leading cause of infant deaths in our country.

The fundamental problem is that many affected babies look entirely normal after birth, even though
their hearts are essentially time bombs. More importantly, a powerful coalition of non-partisan,
scientific bodies including the American Heart Association, American Academy of Pediatrics, and other
authorities have considered the science behind such screening and advised the SACHDNC to adopt the
screening procedure to stop these injuries and deaths.

The UMass Medical School has been an active supporter of screening newborns with the simple test
called “pulse oximetry,” and earlier this year adopted a universal screening procedure with essentially
no increase in staffing levels, costs of newborn admission and care, and—to date—no false positive
tests. In 2009, | described the underlying science and benefits of the screening procedure in an article




for the New York Times (attached to this letter for your reference), and earlier this year helped develop
an episode of the Emmy-awarded Boston television newsmagazine Chronicle, where we described the
evidence and strong benefits of the screening procedure.

It is rare when a cheap, non-invasive, and highly accurate test can save babies’ lives. It is rare that
scientific consensus among diverse researchers, scientists, and public health authorities comes together
so quickly to support such a test. On the behalf of hundreds of our patients and our medical school, |
respectfully urge you to strongly consider the SACHDNC's evidence-based findings and
recommendations.

Warm regards,
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Darshak Sanghavi, MD
Chief, Pediatric Cardiology
University of Massachusetts Medical School
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Screening Babies for Broken Hearts

By TARA PARKER-POPE

When his own children were born, pediatric cardiologist Darshak Sanghavi asked
for a simple screening test for heart defects. But the test isn’t widely used.

By Darshak Sanghavi, M.D.

In the middle of one night in August, a seemingly Darshak Sanghavi

healthy 1-week-old infant named Ryan Olson suddenly began gasping for breath at
home in Massachusetts, and his frantic parents rushed him to the hospital. There,
emergency room doctors noted the critically ill baby had bluish feet and — even more
worrisome — no pulse in his lower body. That almost certainly meant the boy had a
“coarctation,” or blockage of his aorta, which is the key pipeline supplying oxygen-rich
blood to the body. As the on-call pediatric cardiologist, | was urgently called in to help
out.

Ryan’s story isn’t that unusual, and I’'ve seen half a dozen similar children recently. A
few months ago, the Centers for Disease Control and Prevention reported that the
infant mortality rate in the United States was 6.71 per 1,000 live births, which was
widely reported as being higher than other developed countries. Birth defects,
especially involving the heart, are an important cause of these deaths. In October,
researchers studying infant deaths over the past 16 years in California reported that
hundreds of American infants like my patient probably die each year due to missed —
but treatable — congenital heart defects.

How can we identify these normal-appearing newborns before they leave the hospital,
become critically ill like my patient and perhaps die?

http://well.blogs.nytimes.com/2009/04/09/saving-babies-with-broken-hearts/?pagemode=print (1 of 4) [4/20/2011 8:56:48 AM]


http://well.blogs.nytimes.com/
http://well.blogs.nytimes.com/author/tara-parker-pope/
http://archpedi.ama-assn.org/cgi/content/abstract/162/10/969

Screening Babies for Broken Hearts - NYTimes.com

Traditionally, prospective mothers have prenatal sonograms to look for birth defects.
But the quality of these scans varies widely, depending on the skill of the technician
and the supervising doctor. In addition, current guidelines supported by the American
College of Obstetricians and Gynecologists mandate only a limited “four-chamber
view” of the heart. As a result, a 1998 study from Southwestern Medical School in
Texas reported that only one-quarter of major heart defects are identified prenatally.

Unfortunately, when heart defects are missed by prenatal ultrasounds, pediatricians
also have a hard time telling if critical cardiac problems are present. Normally, doctors
examining newborns suspect heart defects if they hear a loud rushing noise (a
“murmur”) with a stethoscope, notice the child has a bluish color, or lacks a pulse in
the lower extremities. But in 1999, British researchers found that half of serious heart
defects were missed by routine exams after birth. If sent home, these newborns
become seriously ill.

Folic acid can prevent up to 50 percent of many heart defects, but only if taken for
about two months prior to conception. Because most pregnancies are unplanned, the C.
D.C. recommends that all menstruating women should take a daily multivitamin.

What’s needed is a large-scale formal screening program, similar to mammography or
colonoscopy to identify at-risk individuals. We already do this to identify newborns
with certain hidden but deadly conditions. For example, most state health
departments currently analyze a few blood drops taken from a baby’s foot and check
for certain genetic problems like phenylketonuria (PKU) and galactosemia, which are
treated with special diets to prevent developmental problems.

Recently, researchers have identified a promising new method called pulse oximetry to
screen all babies for heart defects. Taped briefly to a newborn’s foot, a small sensor
painlessly beams red light through the foot and measures how much oxygen is in the
blood. It takes about a minute. (Picture E.T. the extra-terrestrial’s finger lighting up,
and you get the idea.) If the screening test is abnormal, doctors perform a
confirmatory ultrasound of the heart. Last year, Norwegian doctors published one of
the largest clinical trials of this strategy, and checked half of all babies born in the
country.
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The results were impressive. Within a few hours of birth, pulse oximetry detected
three-quarters of critical heart defects that had been previously missed. For every
2,000 newborns screened with the toe light, roughly one with a critical heart defect
might have been prevented from going home. The cost-benefit ratio compares
favorably to current practices of newborn screening for PKU and hypothyroidism. In
January, Swedish doctors published an even more methodical study of almost 40,000
newborns, and showed that oximetry entirely eliminated death from missed critical
cardiac defects.

Of course, as with any screening, the technique may miss some defects and also
involves some unnecessary, though benign, testing of normal children. But these false
positive rates were low (only about one in 1,000 in the Swedish study) and triggered
only about two instances of extra, noninvasive testing for every serious heart defect
that was picked up. Many parents and doctors caring for children with critical heart
defects subscribe to some variant of the “1 percent doctrine.” If there is even a small
chance of catastrophe — like the sudden death of a newborn — they feel justified to
push for preemptive action, especially when it’s a harmless and inexpensive screening
test.

While the screening test is not done routinely in the United States, some hospitals
have adopted it, mostly in Texas and Florida, where some small trials have been
conducted. But parents can ask doctors to screen their babies for heart defects using
pulse oximetry. It’s essentially free since it needs no specialized equipment other than
the oximeter, which is present in every hospital already. A specialized doctor isn’t
needed; the test is quite simple, and a nurse can do it if the pediatrician orders it
anytime after birth, but before discharge from the hospital. Hopefully they won’t mind
doing it. Personally, | do think parents should request it. I did for my kids.

Fortunately, Ryan, the baby | was urgently called to treat, had his heart surgery last

summer and is doing well now. | see him every few months in clinic.

Dr. Darshak Sanghavi is the chief of pediatric cardiology and assistant professor of
pediatrics at the University of Massachusetts Medical School. He is the author of “A
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Map of the Child: A Pediatrician’s Tour of the Body,” and his Web site is www.
darshaksanghavi.com.
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