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The Necrotizing Enterocolitis (NEC) Society is a
501(c)(3) organization dedicated to advancing NEC
research, education, and advocacy. Our organization is
led by patient-families and clinician-researchers who
intimately understand the devastation of losing a child
or patient to NEC. We work tirelessly to help
accelerate improved prevention and treatment
strategies for infants at risk of this cruel disease.

The NEC Society does not advocate for or against the
prophylactic use of probiotics in the NICU. The NEC
Society does urge the neonatal community to openly
communicate and partner with families to
collaboratively evaluate the evidence, risks, and
benefits of various treatments, including probiotics, for
their unit’s unique patient population. We highlight the
risks and benefits of probiotics in our Statement on
Probiotics and Neonatal Probiotics  Toolkit.

Pursuing safety for our most vulnerable patient
population is essential. As the only organization
representing families affected by NEC in the United
States, it is vital for the FDA and the broader neonatal
community to acknowledge the overwhelming burden
of NEC. NEC is a life-altering diagnosis and the single
most common cause of death in extremely preterm
infants between two weeks and two months of age.
Accordingly, it is imperative for the NEC Society to
respond to the FDA’s warning of probiotic use in
preterm infants. As such, the NEC Society contends:
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The death of a child is tragic and devastating. The
NEC Society works tirelessly to help prevent
necrotizing enterocolitis because 8,951 babies
died from NEC between 1999-2020 and currently
approximately 500 infants die from NEC every
year in the United States®. The NEC Society
knows the grief of watching our children and
patients struggle, suffer, and die from NEC. For
infants who survive the disease, we know that
NEC does not end when families leave the NICU.
Survivors often endure severe lifelong digestive
and neurological complications throughout
childhood and into adulthood 2.

In clinical studies, probiotic supplementation has
been shown to reduce the risk of NEC, late-onset
sepsis, and mortality in preterm infants.>" It is
one tool with the potential to help prevent this
deadly disease. As with many other widely used
treatments in the NICU, probiotics have both
risks and benefits. One rare risk is infection from
the probiotic itself, as highlighted in the alert
from the FDA. It is important to emphasize that
the potential for death from probiotics is
exceedingly rare, whereas death and severe
morbidity from NEC is stubbornly high.

A multi-disciplinary team, including patient-
families, should evaluate safety risks, in addition
to the literature-supported benefits and the unique
characteristics of each NICU. We highlight the
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benefits and risks of probiotic supplementation in

our Probiotic Toolkit. e We are working tirelessly to advance research
and optimize care practices to improve outcomes.
e Given the paucity of pathways to bring about More research and ongoing evaluation are
promising medications and treatments for imperative to the protection of infants in the
vulnerable neonates, it is the physicians who NICU.
should decide how legally available treatments or
tools, such as dietary supplements, drugs, e We reaffirm our Statement on Probiotics.

devices, and other therapies, are used and tailored
in their practice of medicine with their complex e The NEC Society is eager to engage with the

patients in the NICU, considering the best FDA to represent our patient-families and
available evidence and in partnership with clinician-researchers. The NEC Society is
families. uniquely positioned to help ensure the
neonatal community, from families to
e The NEC Society urges the neonatal community clinicians and scientists, can optimize the
not to waver in our shared goal of preventing strategies and tools available to best support
NEC and improving outcomes for all infants in the health of infants and protect them from the
the NICU. devastating risks of necrotizing enterocolitis.
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