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Human Milk Based Human Milk Fortification: At Legislative RIsk

Mitchell Goldstein, MD

The National Coalition for Infant Health is a collaborative of
more than 180 professional, clinical, community health, and
family support organizations focused on improving the lives of
premature infants through age two and their families. NCflH’s
mission is to promote lifelong clinical, health, education, and
supportive services needed by premature infants and their fam-
ilies. NCfIH prioritizes safety of this vulnerable population and
access to approved therapies.

Pennsylvania’s HB 1001 PN 1126, the Keystone Mothers’ Milk
Bank Act, will worsen disparity for premature infants. If the bill
passes, extremely premature infants being cared for in neona-
tal intensive care units (NICUs) in Pennsylvania would no longer
have access to nutritional fortifiers made from 100% donor breast
milk. There is no net gain; babies would be placed at risk for nec-
rotizing enterocolitis needlessly, mortality would increase, and
NICU costs would rise exponentially.

“Pennsylvania’s HB 1001 PN 1126, the
Keystone Mothers’ Milk Bank Act, will worsen
disparity for premature infants. If the bill
passes, extremely premature infants being
cared for in neonatal intensive care units
(NICUs) in Pennsylvania would no longer
have access to nutritional fortifiers made
from 100% donor breast milk. ”

The language of the bill is clear. Access would be restricted. There
is no question as to the extent of those patients who would be
affected. Extremely premature infants have different and more
critical nutritional needs that are not easy to meet. The American
Academy of Pediatrics (AAP) has provided direction on the use of
an added fortifier to mother’s own milk or pasteurized donor hu-
man milk to provide the requisite protein, calories, and minerals to
support growth and development in preemies born weighing less
than 1,500g. (1)

Bovine fortifiers are available, but they are potentially life-threat-
ening. There are increased complications in premature babies fed
a bovine fortifier. Neonatologists often delay giving cow milk fortifi-
er, resulting in growth and developmental delays. A metanalysis of
two randomized clinical studies demonstrated that for every 10%
increase in the volume of fluid containing cow milk given to prema-
ture infants weighing less than 1,250 grams, the risk of necrotizing
enterocolitis (NEC) increases by 11.8%; surgical NEC, by 20.6%;
and sepsis, by 17.9%. (2)

An exclusively human milk fortifier does exist. The availability of
this fortifier has changed clinical practice and substantially re-
duced the risk. Development of this product required extensive
research and development. The manufacturer of this product is
the only manufacturer of a fortifier made exclusively from donor
breastmilk. Providing extremely premature infants an exclusively
human milk diet during the early postnatal period is associated
with a lower risk of death, NEC, NEC requiring surgery, and sep-
sis in these most at-risk infants. (2, 3, 4) It decreases hospital
costs, since a single case of NEC or sepsis can cost upwards of
$250,000 to treat. (5, 6, 7)

A fortifier made from human milk has been associated with lower
risks. Importantly, extremely premature infants will have a de-
creased risk of immediate, life-threatening complications and can
be given fortifier sooner, thus providing better nutritional support
during a period where they are most at risk.

The Keystone Mothers’ Milk Bank Act threatens access to these
life-saving donor breast milk-based fortifiers in Pennsylvania
NICUs by prohibiting remuneration of mothers who donate their
surplus milk to produce this fortifier, mothers who provide this life-
saving milk from their own bodies. Pumping milk is time intensive
and expensive. The process requires electricity to operate the
pump and freezer, constant attention to sterility and hygiene, and
effort to ship the expressed milk. Remuneration is not unreason-
able for the excess breast milk these women provide.

The Keystone Mothers’ Milk Bank Act, as drafted, prohibits, “re-
muneration of value provided to a milk donor by an entity.” Effec-
tively, this could mean that the one company that produces a hu-
man milk-based human milk fortifier would not be able to provide
this product in Pennsylvania. Many fragile premature infants in
Pennsylvania’s NICUs depend on this product. Implementation of
this act would be an unmitigated disaster for Pennsylvania NICUs
most fragile premature infants, many who are already at increased
risk from disparity.

Moreover, NICUs depend on donor breastmilk to feed preemies
when mothers’ milk is unavailable, but the Keystone Mothers’ Milk
Bank Act could allow adulterated, contaminated, and improper-
ly handled breastmilk to reach NICU babies. The standards for
screening, processing, and storing breastmilk in the current itera-
tion of the bill are not stringent enough to meet the need and fail
to reference the comprehensive safety standards published by the
US Food and Drug Administration (FDA) for all other foods.

Further, there is no requirement to screen breastmilk for opiates,
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nicotine, or certain other drugs of abuse. As the AAP endorses,
regulations regarding the handling of breastmilk by milk banks
should be in the hands of the FDA and the Centers for Disease
Control and Prevention (CDC), which have the resources and
integrity to implement and enforce these essential regulations.
Regulations must be neither propriety nor left to individual, un-
regulated entities. Regardless of the source, the protection of the
public is at stake.

Legislators must listen to the concerns of experts in neonatology
regarding this bill. These most fragile preterm infants must be pro-
tected. The intent may be good, but the ramifications are clear. “A
good intention, with a bad approach, often leads to a poor result.”
(8) Please give our most at risk, most fragile premature babies
what they need in the safest way possible. The bill, in its present
form, will make this goal more challenging to achieve.

“The intent may be good, but the
ramifications are clear. 'A good intention, with
a bad approach, often leads to a poor result.”’

References:

1. American Academy of Pediatrics. Breastfeeding and the Use
of Human Milk. February 2012. Pediatrics. 129(3): 827-841.
doi:10.1542/peds.2011-3552.

2. Abrams SA, et al. “Greater Mortality and Morbidity in Ex-
tremely Preterm Infants Fed a Diet Containing Cow Milk
Protein Products.” Breastfeeding Medicine. June 2014. 9(6):
281-0285. doi:10.1089/ bfm.2014.0024.

3. Cristofalo EA, et al. “Randomized Trial of Exclusive Human
Milk versus Preterm Formula Diets in Extremely Prema-
ture Infants.” The Journal of Pediatrics. December 2013.
163(6):1592-1595. doi: 10.1016/]. jpeds.2013.07.011.

4. Sullivan S, et al. “An Exclusively Human Milk-Based Diet is
Associated with a Lower Rate of Necrotizing Enterocolitis
than a Diet of Human Milk and Bovine Milk-Based Products.”
The Journal of Pediatrics. April 2010. 156(4):562-567. doi:
10.1016/j.jpeds.2009.10.040.

5. Ganapathy V, et al. “Costs of Necrotizing Enterocolitis and
Cost-Effectiveness of Exclusively Human Milk-Based Prod-
ucts in Feeding Extremely Premature Infants.” Breastfeed-
ing Medicine. February 2012. 7(1):29-37. doi: 10.1089/
bfm.2011.0002.

6. Assad M, et al. “Decreased Cost and Improved Feeding
Tolerance in VLBW Infants Fed an Exclusive Human Milk
Diet.” Journal of Perinatology. March 2016. 36:216-220. doi:
10.1038/jp.2015.168.

7. Muraskas J, et al. “The ~Cost of Saving the Tiniest Lives:
NICUs versus Prevention.” American Medical Association
Journal of Ethics. October 2008. (10)10:655-658.

8. Edison, T. “A good intention, with a bad approach, of-
ten leads to a poor result.” https://www.goodreads.com/
quotes/6589870-a-good-intention-with-a-bad-approach-of-
ten-leads-to”

NT

Corresponding Author

Mitchell Goldstein, MD

Professor of Pediatrics

Loma Linda University School of Medicine
Division of Neonatology

Department of Pediatrics

mgoldstein@Ilu.edu

National Coalition for Infant Health Values (SANE)

Safety. Premature infants are born vulnerable. Products, treat-
ments and related public policies should prioritize these fragile
infants’ safety.

Access. Budget-driven health care policies should not pre-
clude premature infants’ access to preventative or necessary
therapies.

Nutrition. Proper nutrition and full access to health care keep
premature infants healthy after discharge from the NICU.

Equality. Prematurity and related vulnerabilities disproportion-
ately impact minority and economically disadvantaged families.
Restrictions on care and treatment should not worsen inherent
disparities.
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