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Better Regulation of Breast Milk Banking Will Protect
Vulnerable Infants

Mitchell Goldstein, MD, MBA, CML

“Our decades of clinical data and
outcomes demonstrate that for fragile
premature infants, human milk is far
more than nutrition; it is, quite simply,
medicine.”

In my capacity as a practicing neonatologist at Loma Linda Uni-
versity School of Medicine, | urge the U.S. Food and Drug Admin-
istration (FDA) to take immediate action regarding The Donor Milk
Safety Act, legislation currently before Congress calling for breast
milk and products made from human breast milk that is collected,
processed, and distributed via milk banks to be treated and classi-
fied as an “exempt infant formula,” rather than their current desig-
nation as simple food. Our decades of clinical data and outcomes
demonstrate that for fragile premature infants, human milk is far
more than nutrition; it is, quite simply, medicine.

Based on current evidence, this move is essential to ensuring
that vulnerable infants in hospital neonatal intensive care units
(NICUs) continue to receive lifesaving breast milk products free
of any substances that might cause these infants serious harm.
We already have enough experience with the harm caused by
the FDA dragging its feet in these matters. Abbott Laboratories
faces multiple lawsuits over contamination of its Similac, Alimen-
tum, and Elecare formula with Cronobacter, Salmonella, and other
bacteria. The FDA failed to follow up on violations uncovered in
September 2021 and earlier at the manufacturing plant where the
tainted formula was made. Several infants became ill, and some
died due to ingesting contaminated formula. Will the FDA again
wait for vulnerable infants to die before taking necessary action
with breast milk products?

There is no question that feeding infants in the NICU breast milk
and products made from breast milk instead of cow milk results in
considerable health benefits, including decreased hospital stays
and feeding intolerance; reduced risk of severe, life-altering com-
plications; healthier weight gain; and better long-term outcomes.
(1-8)

Because of improved outcomes such as these, the demand
for breast milk has increased dramatically in recent years. Milk
banks have rapidly emerged to fill this demand. The largest milk
bank network in the United States saw its collections increase
by 1400% since 2000, and its distribution grew by 22% in 2021
alone. This evolution of human milk banking has undoubtedly
saved countless lives and reduced the cost of care for vulnerable
preemies, (9-10) but it must be accompanied by requisite regula-

tory oversight to ensure safety. Unfortunately, federal regulation of
milk banks has not kept up with their growth. This places infants
in the NICU at considerable risk, entirely avoidable with proper
regulatory standards.

Breast milk is both human tissue and biologic fluid, much like blood
and plasma. The possibility exists that disease-causing germs or
other toxic substances can be passed on to vulnerable infants
via breast milk products unless the strictest measures that ensure
this will not occur are put into place. A steady stream of new or-
ganizations that collect breast milk and distribute products made
from breast milk are entering the market. Still, currently, they are
required by the FDA to register only as a food manufacturer. Just
a handful of states require milk banks to obtain a tissue bank li-
cense. Most banks operate based on their own set of screening,
production, safety, and quality guidelines that are neither publicly
nor independently audited or enforced.

In other words, the safety standards of most milk banks are pri-
marily based on the known risks associated with the manufac-
ture, processing, and distribution of food. These do not fully ad-
dress the known risks associated with collecting, processing, and
distributing human tissue and biologic fluid. Milk banks are not
required to routinely test their breast milk products for viruses,
bacteria, drugs, and other contaminants. As a result, vulnerable
infants are at risk of being exposed via donor breast milk products
to disease-causing bacteria and viruses as well as traces of medi-
cations or drugs, including nicotine, marijuana, homeopathic rem-
edies, over-the-counter remedies, or prescription drugs such as
opioid painkillers or antidepressants. These hazards are real. For
instance, nicotine exposure in infants can result in damage to the
liver and pancreas as well as disruption of sleep cycles. (11,12)
Those milk banks that test their breast milk products have found
nicotine and its byproducts to be the most common contaminant.

“There is also the risk that donated breast
milk may be adulterated with milk from
other sources, including cow or soy

milk. As human milk banking operations
are allowed to flourish without proper
regulatory oversight, the risk to vulnerable
infants continues to mount.”

There is also the risk that donated breast milk may be adulterated
with milk from other sources, including cow or soy milk. As human
milk banking operations are allowed to flourish without proper
regulatory oversight, the risk to vulnerable infants continues to
mount.
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We do not even know if infants have been harmed by these lax
regulations because there are no strict rules on reporting adverse
events or how to proceed should they occur. We certainly know
from anecdotal reports that harm is possible, however. In 2019,
three premature infants died after their donor milk product was
contaminated with bacteria traced to the equipment used to mea-
sure and mix the milk at Geisinger Medical Center in Danville,
Pennsylvania. (13) It is clear that the FDA needs to make nutrition
destined for vulnerable infants a higher priority.

“Contrast the current milk banking
standards with the collection and
distribution of other human tissue,
including blood, organs, and semen, for
which strict federal regulations ensure that
these lifesaving and life-giving products
do not inadvertently cause harm. It is
astonishing that, after we saw a multitude
of patients exposed to the human
immunodeficiency virus (HIV) in the 1980s
from blood and tissue products, we seem
to be making the same mistake once again
with breast milk products. ”

Contrast the current milk banking standards with the collection
and distribution of other human tissue, including blood, organs,
and semen, for which strict federal regulations ensure that these
lifesaving and life-giving products do not inadvertently cause
harm. It is astonishing that, after we saw a multitude of patients
exposed to the human immunodeficiency virus (HIV) in the 1980s
from blood and tissue products, we seem to be making the same
mistake once again with breast milk products. Breast milk must be
handled in the same way as other products derived from human
tissue. While it may be convenient to think of donated human milk
as any other food product, my experiences suggest that this is not
a reasonable course. After caring for the first child with document-
ed AIDS contracted vertically from her mother through breastfeed-
ing, | clearly understand the risk. Seeing her die because of a
disease that can now be prevented is sobering. Although there
have been myriad improvements in HIV treatment, this infection is
lifelong and still causes significant morbidity and mortality. Indeed,
the American Academy of Pediatrics recommends that “federal or
state guidelines are needed regarding the preparation, handling,
and transfer of human milk as well as the operation of donor hu-
man milk banks.” (14)

The only way to prevent harm is via comprehensive regulation by
the FDA. The proposed bill will go a long way toward protecting
vulnerable infants. By regulating breast milk products collected
and processed via milk banks as an “exempt infant formula,” this
bill will empower the FDA to treat donor breast milk products fed
to vulnerable infants in the NICU as the medicine that it is. This
regulation means the FDA will determine and enforce safety and
manufacturing process standards for human milk banks as well
as conduct audits and inspections to ensure these standards are
met. It will also update the standards as necessary to address
novel risks such as those posed by SARS-CoV-2, the virus that
causes COVID-19. There is no time for the FDA to wait for this bill

to wend its way through Congress. The time to act is now before
a preventable catastrophe occurs.

“They assume that all nutrition,
medication, and interventions
administered are evidence-based and meet
the highest possible safety standards. It

is unethical to feed their infants using a
product that, while known to offer the best
possible nutrition, may contain harmful
substances because we have failed to
regulate its manufacture appropriately.”

Parents of infants in the NICU trust us to provide the best possible
care for their vulnerable children. They assume that all nutrition,
medication, and interventions administered are evidence-based
and meet the highest possible safety standards. It is unethical to
feed their infants using a product that, while known to offer the
best possible nutrition, may contain harmful substances because
we have failed to regulate its manufacture appropriately.

As a neonatologist who has dedicated his career to protecting vul-
nerable infants, | urge the FDA to take action today.
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LECHE MATERNA componentes

La leche materna esta
hecha para bebés.

90% agua vitaminas
minerales

grasas
hormonas

lipidos dcidos grasos

carbohidratos
lactosa oligosacdridos

anticuerpos

células
, madre
proteinas
caseina suero lactoferrina .
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La leche materna es tejido vivo.

@‘.‘\“.ﬁx{'r:rml

Perinatal

Educate. Advocate. Integrate.

nationalperinatal.org/feeding_our_babies

NEONATOLOGY TODAYé¢www.NeonatologyToday.net¢April 2022 74



