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“With a mountain of growing evidence that 
human milk is best for all babies – and 
HVSHFLDOO\�FULWLFDO�IRU�SUHPDWXUH�LQIDQWV�
VSHQGLQJ�WLPH�LQ�WKH�1HRQDWDO�,QWHQVLYH�
&DUH�8QLW��1,&8����GHPDQG�IRU�GRQRU�
human milk has grown year after year. ”
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Introduction

Breastfeeding is proven to reduce the risk of a wide range of ill-
nesses and conditions. Compared with formula-fed children, 
Children that receive breastmilk have a reduced risk of ear, skin, 
stomach, and respiratory infections, diarrhea, sudden infant death 
V\QGURPH��DQG�QHFURWL]LQJ�HQWHURFROLWLV��,Q�WKH�ORQJHU�WHUP��EUHDVW-
fed children have a reduced risk of obesity, diabetes, asthma, and 
FKLOGKRRG� OHXNHPLD������� 3UHPDWXUH� LQIDQWV� EHQH¿W� HYHQ� PRUH�
from human milk. Decreases in cardiovascular disease and hy-
pertension have been seen in ex-premature infants not exposed 
WR�FRZ¶V�PLON�LQ�WKH�¿UVW�IHZ�ZHHNV�RI�OLIH�������

)RU�SUHWHUP�LQIDQWV�ERUQ�DW�OHVV�WKDQ�������JUDPV��WKH�HYLGHQFH�
RI�WKH�EHQH¿WV�RI�DQ�H[FOXVLYH�KXPDQ�PLON�GLHW��GHYRLG�RI�IRUHLJQ�
SURWHLQ� �GH¿QHG�DV�PRWKHU¶V�PLON�DQG�RU�SDVWHXUL]HG�GRQRU�PLON�
SOXV�D�KXPDQ�PLON�EDVHG�IRUWL¿HU���LV�FRQFOXVLYH��1XPHURXV�VWXG-
LHV���������������SXEOLVKHG�LQ�PDMRU�MRXUQDOV�H[DPLQH�WKH�GLႇHUHQFH�
between feeding premature infants who receive cow milk versus 
KXPDQ�PLON��7KH�VWXGLHV�VKRZ�D�FOHDU�DQG�GLUHFW�UHODWLRQVKLS�EH-
tween exposure to cow milk-based nutrition and an increased risk 
RI�VLJQL¿FDQW�PRUELGLWLHV�RI�SUHPDWXULW\��

7KHVH�VWXGLHV�GHPRQVWUDWH� WKH� IROORZLQJ�EHQH¿WV� IRU� LQIDQWV� UH-
ceiving an exclusive human diet compared to those exposed to 
FRZ�PLON�EDVHG�SURGXFWV�������������

• 6LJQL¿FDQW�UHGXFWLRQV�LQ�WKH�LQFLGHQFH�RI�QHFURWL]LQJ�HQWHUR-
FROLWLV��1(&��

• Decreased length of hospital stays 

• 5HGXFWLRQ�RI�WKH�QXPEHU�RI�WRWDO�SDUHQWHUDO�QXWULWLRQ��731��
days 

• Reduced feeding intolerance 

• Improved weight and length velocity with the proper feeding 
SURWRFRO�DQG�WKH�XVH�RI�D�KXPDQ�PLON�EDVHG�IRUWL¿HU�

• Lower mortality 

• Reduced incidence of late-onset sepsis 

• Reduced incidence of retinopathy of prematurity

• Reduced incidence of bronchopulmonary dysplasia (BPD)

In recent years, the use of donor human milk and human milk-
derived products has dramatically increased. With a mountain of 
growing evidence that human milk is best for all babies – and 
especially critical for premature infants spending time in the Neo-
natal Intensive Care Unit (NICU) - demand for donor human milk 
KDV�JURZQ�\HDU�DIWHU�\HDU��7KH�+XPDQ�0LON�%DQNLQJ�$VVRFLDWLRQ�
RI�1RUWK�$PHULFD��+0%$1$���WKH�ODUJHVW�GLVWULEXWRU�RI�SDVWHXUL]HG�
donor human milk, published in their annual report that the distri-
EXWLRQ�RI�SDVWHXUL]HG�GRQRU�PLON�KDV� LQFUHDVHG�VHYHQIROG�VLQFH�
2000. HMBANA distributed less than half a million ounces in 2000; 
,Q��������FORVH�WR�����PLOOLRQ�RXQFHV�ZHUH�GLVWULEXWHG��������'RQRU�
human milk is a standard of care in approximately 90% of the 
OHYHO���DQG���1,&8V�DFURVV�WKH�FRXQWU\�������7KLV�LV�DQ�XQGRXEW-
HGO\�SRVLWLYH�WUHQG��ZLWK�GR]HQV��RI�VWXGLHV�VKRZLQJ�WKH�EHQH¿WV�RI�
keeping premature infants on a diet of strictly human milk and not 
ULVNLQJ�H[SRVXUH�WR�IRUHLJQ�SURWHLQV��7KLV�WUHQG�KDV�VDYHG�FRXQW-
less lives and reduced the cost of care for these vulnerable infants 

while sending them home to their families even sooner. (12, 13, 
����2QH�VWXGLHG�GHPRQVWUDWHG�D���������VDYLQJV�SHU�GD\��DQG���
IHZHU�GD\V�RQ�731���������

However, one critical component has received very little attention 
with this growing trend: the safety of donor human milk and hu-
man milk-derived products and the milk banks that sell them. Un-
less the milk is processed under intense scrutiny, human milk is at 
risk of viral and bacterial contamination. What every parent and/or 
provider needs to know, especially as donor human milk becomes 
a more common standard of care, is that at present, there is no 
uniform, minimum set of safety standards, quality protections, or 
oversight for these products, regardless of from what milk bank 
they originate.

We have long studied and worked to eliminate the transmission 
of viruses, bacteria, and drugs that can be passed through the 
WUDQVIHU�RI�KXPDQ�WLVVXH��1HZO\�LGHQWL¿HG�SDWKRJHQV�OLNH�6$56�
CoV-2, coupled with the opioid crisis, recent increases in vaping 
RI�QLFRWLQH�DQG�RWKHU�VXEVWDQFHV��DQG�WKH�OHJDOL]DWLRQ�RI�PDULMXD-
na have contributed to increased risks when any human tissue 
LV� XVHG�DQ\ZKHUH�� SDUWLFXODUO\� LQ� WKH�1,&8��7KH�HႇHFW� RI� WKHVH�
SRWHQWLDOO\� KDUPIXO� FRQWDPLQDQWV�RQ�EUHDVWPLON� LV� GLႈFXOW� WR� DV-
certain or quantify because of an inability to gauge the level of 
exposure transmitted through milk.  What we do know, however, is 
that exposure to even minute doses of many of these substances 
can lead to severe and life-long negative consequences for ill and 
fragile premature newborns. (22, 23)  Moreover, because of the 
long-term consequences of exposure to these contaminants, evi-
dence of exposure may not even present until long after birth or 
hospital discharge. Claims of safety and a paucity of traceable 
pathology notwithstanding, there is no credible way of assessing 
human donor milk because of the inconsistency inherent in these 
H[SRVXUHV��7KH�ODFN�RI�FRQVLVWHQW�UHJXODWLRQ�DQG�RYHUVLJKW�RI�WKLV�
vital medical tissue, human milk, places infants at unnecessary 
risk. 

Human Donor Milk: How the Risks to Infants Have Changed



“Nevertheless, there was a yet crueler 
truth to HIV infection, one we never saw 
coming. Vertical transmission of HIV 
LQIHFWLRQ�ZDV�QRW�RQO\�SRVVLEOH�WKURXJK�
direct transmission of the virus through 
SUHJQDQF\��EXW�DOVR�WKURXJK�EUHDVWPLON�”

³'HVSLWH�ODZV�SURVFULELQJ�KDUVK�SHQDOWLHV�
for the furnishing of any cannabis to 
PLQRUV��HYHQ�LQ�EUHDVWPLON�������WKH�
FRQVHTXHQFH�RI�GH�HPSKDVL]LQJ�WKH�ULVN�LQ�
WKH�DGXOW�SRSXODWLRQ�KHLJKWHQV�WKH�FRQFHUQ�
for newborns. ”
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What Are the Risks?

0LON� LV�ERWK�D� WLVVXH�DQG�D�ELRORJLF�ÀXLG�GHULYHG� IURP�D�KXPDQ��
like blood and plasma. Despite the best technology available and 
a mature understanding of the risks inherent in blood donation 
SUDFWLFHV�� FOLQLFLDQV� LQ� WKH� ����V� IRXQG� WKHPVHOYHV� GH¿FLHQW� LQ�
UHFRJQL]LQJ� WKH� KDUELQJHU� RI� WKH� HQFURDFKLQJ� $FTXLUHG� ,PPX-
QRGH¿FLHQF\� 6\QGURPH� �$,'6�� HSLGHPLF�� 7HFKQRORJ\� KDG� SUR-
gressed to the point where threats to the blood supply, including 
KHSDWLWLV� DQG�EDFWHULDO� LQIHFWLRQ�� FRXOG�EH� UHOLDEO\� LGHQWL¿HG�DQG�
mitigated. Intravenous (IV) drug users were discouraged from giv-
ing blood because of these risks. Blood shelf stability had been 
established, and a uniform reporting mechanism had been set 
in place to guard against unexpected outcomes. However, in the 
HQG��DOO�RI� WKHVH�SUDFWLFHV�ZHUH� LQVXႈFLHQW� WR�GHDO�ZLWK�+XPDQ�
,PPXQRGH¿FLHQF\�9LUXV��+,9��EHFDXVH�WKH�YLUXV�UHVSRQVLEOH�IRU�
WKH�FKDOOHQJH�ZDV�QRW�D�SUHYLRXVO\� LGHQWL¿HG�SDWKRJHQ�DQG�ZDV�
QRW�RQ� WKH� WHVW�SDQHO��$W�ULVN�EHKDYLRUV��GH¿QHG�FRQGLWLRQV��DQG�
IDFWRUV� UHVSRQVLEOH� IRU� WKH�GLVHDVH¶V�FRQWLQXHG�VSUHDG�ZHUH�\HW�
to be discovered. An entire generation of people living with he-
mophilia, dependent on plasma from multiple donors, were prac-
WLFDOO\�ZLSHG�RXW�E\�VFUHHQLQJ�SUDFWLFHV� WKDW�ZHUH� LQVXႈFLHQW� WR�
UHFRJQL]H�WKH�ULVN������

Moreover, victims of trauma, those with chronic anemia, and even 
pregnancy complications were exposed to tainted blood. By the 
time the risks were known, it was too late. Millions of people world-
ZLGH�ZHUH�XOWLPDWHO\�DႇHFWHG��DQG�+,9�FRQWLQXHV�WR�UHSUHVHQW�D�
challenge to communities worldwide.

Nevertheless, there was a yet crueler truth to HIV infection, one 
we never saw coming. Vertical transmission of HIV infection was 
not only possible through direct transmission of the virus through 
pregnancy, but also through breastmilk. Between one-third and 
one-half of infants born to an HIV-positive mother subsequently 
ZHQW�RQ�WR�GHYHORS�+,9�LQIHFWLRQ�DQG�IXOO�EORZQ��$,'6������������
7KH� WUDJHG\�ZDV�QRW� IXOO\�HOXFLGDWHG�XQWLO�\HDUV�DIWHU� LGHQWLI\LQJ�
WKH�LQLWLDO�ULVN�JURXSV��:LWKRXW�WKH�GHYRWHG�HႇRUWV�RI�D�PRWKHU�DI-
IHFWHG�E\�WKLV�FDODPLW\�DQG�WKH�FRQFHUWHG�HႇRUWV�RI�KHU�SXEOLF�VXS-
porters, AIDS may have been remained relegated to its assigned 
position as a disease of moral failure as opposed to a severe 
KHDOWK�FRQFHUQ�IRU�DOO�RI�XV��LQFOXGLQJ�EUHDVWIHHGLQJ�LQIDQWV������

:H� OHDUQHG�PDQ\� OHVVRQV� IURP�WKH�+,9�HSLGHPLF�RI� WKH�����V��
LQFOXGLQJ�WKDW�HQKDQFHG�YLJLODQFH�PXVW�EH�HQIRUFHG�WR�UHFRJQL]H�
ongoing threats proactively. We must learn from this. When con-
sidering human donor milk and human donor milk-derived prod-
ucts, we must adopt a more vigilant approach, particularly when 
milk is delivered to preterm and medically fragile infants in the 
1,&8��0DQ\�RI�WKHVH�WKUHDWV�FDQ�EH�PLWLJDWHG�E\�SDVWHXUL]DWLRQ�
and other processes, assuming they are conducted appropriately. 
+RZHYHU��RWKHU�FRQWDPLQDQWV�FDQQRW�EH�UHVROYHG�E\�SDVWHXUL]D-
tion alone.  Given the current trend towards increased demand for 
human donor milk and the emergence of new milk banks entering 
WKH�¿HOG��ZH�PXVW�DFW�QRZ�WR�PLWLJDWH�WKH�ULVN��

7KHVH�WKUHDWV�LQFOXGH�

x� Bacterial contamination

x� Viral transmission

x� 1LFRWLQH�� PDULMXDQD�� KRPHRSDWKLF� UHPHGLHV�� UHFUHDWLRQDO�
GUXJV��DQG�RWKHU�VXEVWDQFHV� WKDW�PRWKHUV�PD\�QRW� UHDOL]H�
pass readily through the breastmilk

x� Over-the-counter medications (e.g., Sudafed), opioids, and 
other prescription pain medications for c-section, dental 
work, chronic pain, or depression

x� %UHDVWPLON�IURP�XQTXDOL¿HG�GRQRUV

x� Milk from other sources, including bovine, ovine, soy, and 
oat milk

%\�ZD\�RI� H[DPSOH��ZH� NQRZ� WKDW� LQIDQWV¶� H[SRVXUH� WR� QLFRWLQH�
results in myriad issues, including liver and lung damage, the po-
tential of an increased susceptibility to diabetes owing to a reduc-
WLRQ�LQ�SDQFUHDWLF�EHWD�FHOO�SURGXFWLRQ��DQG��PRVW�QRWDEO\��VLJQL¿-
FDQW�GLႇHUHQFHV�LQ�LQIDQW�VOHHS�ZDNH�F\FOH��([WHQVLYH�H[SRVXUH�WR�
nicotine in utero�KDV�EHHQ�DVVRFLDWHG�ZLWK�ZLWKGUDZDO�������7KHVH�
HႇHFWV�PD\�EH�H[DFHUEDWHG�LQ�WKH�SUHWHUP�LQIDQW�����������:KDW�
LV�PRUH��DSSUR[LPDWHO\�����RI�ZRPHQ�ZKR�TXLW�VPRNLQJ�GXULQJ�
pregnancy resume smoking following the delivery of their babies, 
RIWHQ�ZLWKLQ�WKH�¿UVW�����ZHHNV�SRVWSDUWXP�������0LON�EDQNV�WKDW�
WHVW� LQFRPLQJ�PLON� ¿QG� WKDW�QLFRWLQH�DQG� LWV�PHWDEROLWHV�DUH� WKH�
most common contaminant in donated human milk.  It is impor-
tant to note that the infants in these studies were term infants.  
%HFDXVH�RI�WKH�VPDOO�SRSXODWLRQ�DQG�HWKLFV�LQYROYHG��UDQGRPL]HG�
FRQWURO�WULDOV�RI�SUHWHUP�LQIDQWV¶�H[SRVXUH�WR�QLFRWLQH�DUH�QRW�DYDLO-
DEOH���+RZHYHU��VHYHUDO�VWXGLHV�IRFXVLQJ�RQ�ULVN�LGHQWL¿FDWLRQ�DQG�
FRQYHQWLRQDO�ZLVGRP�GLFWDWH�WKDW�DQ\�HႇHFWV�RQ�D�WHUP�LQIDQW�PD\�
EH�PDJQL¿HG�LQ�D�VPDOOHU�SUHWHUP�LQIDQW��������������

&DQQDELV�H[SRVXUH� LV� LQFUHDVLQJ��DV�PDQ\�VWDWHV� OHJDOL]H�PDUL-
MXDQD�IRU�ERWK�PHGLFLQDO�DQG�UHFUHDWLRQDO�XVH��'HVSLWH�ODZV�SUR-
scribing harsh penalties for the furnishing of any cannabis to mi-
QRUV��HYHQ�LQ�EUHDVWPLON�������WKH�FRQVHTXHQFH�RI�GH�HPSKDVL]LQJ�
the risk in the adult population heightens the concern for new-
ERUQV��7+&��D�SULQFLSDO�FRQVWLWXHQW�RI�PDULMXDQD��ZDV�PHDVXUDEOH�
LQ�PRVW�EUHDVW�PLON�VDPSOHV�XS�WR���GD\V�DIWHU�PDWHUQDO�PDULMXDQD�
XVH�����������7KH�HQKDQFHG�SRWHQF\�RI�PDULMXDQD�LV�FRQFHUQLQJ�
since the only study on long term neurodevelopmental outcomes 
ZDV�FRQGXFWHG�ZKHQ�7+&�FRQFHQWUDWLRQV�LQ�PDULMXDQD�ZHUH�HV-
WLPDWHG�WR�EH�RQH�WKLUG�RI�WRGD\¶V�OHYHOV�������$V�7+&�HQWHUV�WKH�
bloodstream one hour after use and persists for up to six days, it 
may not be possible to use cannabis and avoid infant exposure. 
7KHUH�LV�EXLOGLQJ�HYLGHQFH�WKDW�WKLV�H[SRVXUH�PD\�UHVXOW�LQ�FRJQL-
WLYH��VRFLDO��DQG�PRWRU�GHIHFWV����������

Why Are the Risks Greater Today Than Ten Years Ago?

Human milk is medicine for sick and premature newborns. Be-



³'XH�WR�WKH�LQFUHDVHG�GHPDQG�LQ�WKH�
market and a steady stream of new 
organizations entering the market to meet 
WKDW�GHPDQG��LW�LV�FULWLFDOO\�LPSRUWDQW�WR�QRW�
RQO\�KDYH�DQ�XQGHUVWDQGLQJ�RI�WKH�W\SHV�
RI�SUDFWLFHV�WKDW�DUH�LQ�SODFH�EXW�WR�KDYH�
minimum safety standards for managing 
WKH�ULVNV�DQG�UHSRUWLQJ�GHYLDWLRQV�IURP�
DFFHSWHG�SUDFWLFH�WKDW�FRXOG�DGYHUVHO\�
D௺HFW�WKH�PLON�VXSSO\�”
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\RQG� WKH� DSSDUHQW� QXWULWLRQDO� EHQH¿W�� D� KXPRUDO� FRPSRQHQW� LQ-
cludes substances that provide a level of immunoprotection not 
DWWDLQDEOH�WKURXJK�RWKHU�VRXUFHV���,W�SURYLGHV�KHDOWK�EHQH¿WV�IRU�
all newborn infants but is of critical importance for these high-risk 
LQIDQWV��+XPDQ�PLON�SURYLGHV�VLJQL¿FDQW�PLWLJDWLRQ�RI�WKH�H[FHVV�
risk for those at risk of growth failure and developmental delay. 

7KH�LQFUHDVHG�XVH�RI�GRQRU�KXPDQ�PLON�DQG�GRQRU�KXPDQ�PLON�
derived products has saved countless lives and improved NICU 
FDUH�DURXQG�WKH�FRXQWU\�DQG�WKH�ZRUOG��6WDWLVWLFDOO\�VLJQL¿FDQW�LQ-
creases in weight, length, and head circumference growth have 
EHHQ�QRWHG���+XVWRQ�������'HFUHDVHG�ULVN�RI�QHFURWL]LQJ�HQWHUR-
FROLWLV��1(&���JURZWK�IDLOXUH��DQG�LQIHFWLRQ�KDYH�EHHQ�GRFXPHQWHG�
extensively. Furthermore, because of the increased use of donor 
KXPDQ�PLON�� WKHUH�KDV�EHHQ�VLJQL¿FDQW�JURZWK� LQ� WKH�QXPEHU�RI�
human milk banks that collect, process, and sell donor human 
PLON� ±� ERWK� IRU�� DQG� QRW�IRU�SUR¿WV�� ,W� KDV� EHFRPH� LQFUHDVLQJO\�
LPSRUWDQW� WR� UHFRJQL]H� WKH� LQFUHDVH� LQ� ULVN� DVVRFLDWHG�ZLWK� WKLV�
growth. HMBANA, for example, has nearly doubled the number of 
milk banks they operate on the continent. In that same period, we 
KDYH�VHHQ�VHYHUDO�IRU�SUR¿WV�DQG�RWKHU�FRPPHUFLDO�HQWLWLHV�HQWHU�
the scene. Over 30% of hospitals with advanced services used 
donor milk in the NICU in 2013; this percentage has increased 
dramatically since that time, as evidenced by the increase in the 
demand for donor breast milk and the proliferation of human milk 
EDQNV��%\�������WKH�QXPEHU�RI�OHYHO���DQG���1,&8¶V�ZLWK�DFFHVV�
WR�GRQRU�KXPDQ�PLON�ZDV��������������

Due to the increased demand in the market and a steady stream 
RI�QHZ�RUJDQL]DWLRQV�HQWHULQJ� WKH�PDUNHW� WR�PHHW� WKDW�GHPDQG��
it is critically important to not only have an understanding of the 
types of practices that are in place but to have minimum safety 
standards for managing the risks and reporting deviations from 
DFFHSWHG�SUDFWLFH�WKDW�FRXOG�DGYHUVHO\�DႇHFW�WKH�PLON�VXSSO\��)XU-
thermore, if issues do arise, it is especially critical to track and 
WUDFH�WKH�VRXUFH�RI�WKH�LVVXH���������

How Do We Mitigate the Risk?

Few if any of the milk banks that sell human donor milk have gov-
ernmental regulations outside of registering with the US Food and 
Drug Administration (FDA) as a food manufacturer. Some milk 
banks have voluntary, self-enforced guidelines. Most human milk 
banks rely on self-generated screening, production, safety, and 
quality guidelines that are neither publicly nor independently au-
dited or enforced.  Although some of these banks operate as not 
IRU� SUR¿W�� WKLV� GHVLJQDWLRQ� GRHV� QRW�PLWLJDWH� VDIHW\� DQG� WUXWK� LQ�
PDUNHWLQJ��)XUWKHU��WKLV�ODLVVH]�IDLUH�KRQRU�V\VWHP�GRHV�QRW�UHF-
RJQL]H� WKH� LQKHUHQW� ULVN� RI� FROOHFWLQJ�� SURFHVVLQJ�� DQG� GLVWULEXW-

LQJ� D� KXPDQ�ELRORJLF� ÀXLG��ZKLFK� LV�ZK\� DOO� RWKHU� ELRORJLFV� DUH�
UHJXODWHG�E\�WKH�JRYHUQPHQW��7KH�RQO\�H[FHSWLRQV�DUH�PLON�EDQNV�
operating in California, Maryland, and New York, where the milk 
banks must obtain a tissue bank license. Still, these tissue bank 
licenses do not even begin to address what is necessary to regu-
late and administer the full scope of breast milk supplementation. 
7KLV�UHTXLUHPHQW�PD\�EH�ZK\�WKH�$PHULFDQ�$FDGHP\�RI�3HGLDW-
rics stated that “federal or state guidelines are needed regarding 
the preparation, handling, and transfer of human milk as well as 
WKH�RSHUDWLRQ�RI�GRQRU�KXPDQ�PLON�EDQNV«´��������7KHVH�JXLGH-
OLQHV�PD\�EH�LQVXႈFLHQW��:KHUH�VDIHW\�LV�SDUDPHQW��VWULFW�UHJXOD-
tions and policies not dissimilar to the blood and plasma industry 
must be put into place.

For products derived from human milk that go beyond strictly pas-
WHXUL]HG�GRQRU�KXPDQ�PLON��UHJXODWLRQV�YDU\��ZLWK�IRUWL¿HUV�PRUH�
strictly regulated by the FDA as an exempt infant formula. How-
ever, even here, improvement in the guidance and recognition 
of a uniform reporting requirement similar to the plasma industry 
would enhance consumer protection, and ensure as a safer prod-
uct for the most vulnerable babies.

,W� VKRXOG� EH�QRWHG� WKDW� WKH� GLႇHUHQFH�EHWZHHQ� UHJLVWHULQJ� DV� D�
food manufacturer and being regulated as exempt infant formula 
LV�VLJQL¿FDQW��$�GLႇHUHQW�EUDQFK�RI�WKH�)'$�UHJXODWHV�IRRG�PDQX-
facturers. Regulations are mainly concerned with outward-facing 
risks inherent to the manufacturing process. Because food prod-
uct variation is accepted, precise guidance dosing, treatment, 
DQG�VSRLODJH� UHSRUWLQJ�RFFXU�DW�D�GLႇHUHQW� OHYHO�RI� VLJQL¿FDQFH����
Audits, inspections, and adverse event reporting do not have the 
VDPH�OHYHO�RI�VLJQL¿FDQFH�RU�FRQVHTXHQFH�LI�WKH\�WDNH�SODFH�DW�DOO��
7KH�YDVW�PDMRULW\�RI�KXPDQ�PLON�EDQNV�DUH�UHJXODWHG�DV�RUGLQDU\�
IRRG�SURGXFWV�DQG�WKXV�QRW�VXEMHFW�WR�ULJRURXV�RU�IUHTXHQW�LQVSHF-
tion or oversight. (41)

%UHDVWPLON� DQG� LWV� GHULYDWLYHV� DUH� LQKHUHQWO\� GLႇHUHQW� IURP� WKH�
typical food item or even infant formula.  For example, the current 
guidance does not require testing the donor milk for the viruses, 
EDFWHULD��GUXJV��DQG�DGXOWHUDQWV�RXWOLQHG�DERYH��7KH�YHUDFLW\�RI�
donor self-reporting is critical to the success of this system. At 
EHVW�� LQ� VRPH� FDVHV�� QRQ�SUR¿W�PLON� EDQNV� DUH� ³VHOI�UHJXODWHG�´�
with voluntary guidelines but no uniformity or requirements for 
WHVWLQJ��VDIHW\��DQG�TXDOLW\�SURWRFROV�EH\RQG�SDVWHXUL]DWLRQ��)XU-
WKHU��WKHUH�LV�QHLWKHU�D�VWDQGDUGL]HG�PHWULF�IRU�VDIHW\�QRU�SRVW�KRF�
analysis required should a problem with the accepted local proto-
col arise.

Do we know if there have been any infants negatively impacted? 
+DUP�FDQQRW�EH�PRQLWRUHG�HႇHFWLYHO\�XQGHU�WKH�FXUUHQW�V\VWHP��
What is more, there is no absolute requirement to report adverse 
HYHQWV��,QGLYLGXDOL]HG�VDPSOH�TXDOLW\�FRQWURO�LV�QRQ�H[LVWHQW��5DQ-
GRPL]HG�WHVWLQJ�VWDQGDUG�LQ�WKH�IRRG�PDQXIDFWXULQJ�LQGXVWU\�SUH-
cludes the best practice to test every batch of donor milk before 
DQG�DIWHU�LW�KDV�EHHQ�SDVWHXUL]HG��SURFHVVHG��DQG�SDFNDJHG�

Screening for breaches or variations in practices is dependent 
on the prevalence of the breach or variation. If one percent of 
WKH�VDPSOHV�DUH�DႇHFWHG��D�VFUHHQLQJ�SURFHVV�FKHFNLQJ�RQH�RXW�
RI�����VDPSOHV�ZRXOG�RQO\�EH�SUHGLFWHG�WR�¿QG�WKH�GHYLDWLRQ�DI-
ter screening 100 intervals of 100 or after 10,000 samples had 
SDVVHG�WKURXJK�WKH�PDQXIDFWXULQJ�SURFHVV��6LJQL¿FDQW�ULVN�FDQ-
QRW�EH�DYRLGHG�ZKHQ�VLJQL¿FDQW�FRPSRQHQWV�RI� WKH�PDQXIDFWXU-
ing process involving the production, expression, and collection of 
EUHDVWPLON�DUH�RXW�RI�WKH�PDQXIDFWXUHU¶V�GLUHFW�FRQWURO������

A more rigorous testing system is required. Screening may be ap-
SURSULDWH�IRU�IRRG�LWHPV�ZLWK�JHQHUDOO\�DFFHSWHG�VDIHW\�SUR¿OHV�DQG�
where these items are destined for adult consumption. However, 
where variations are less well tolerated and potential risks greater, 
screening protocols must give way to enhanced testing designed 



“Given the extremely fragile nature of the 
YHU\�ORZ�ELUWK�ZHLJKW�SUHPDWXUH�LQIDQWV��
DOO�RUJDQL]DWLRQV��IRU�RU�QRW�IRU�SUR¿W��ZKR�
manufacture and distribute or sell human 
PLON�SURGXFWV�PXVW�MRLQ�LQ�GHYHORSLQJ�
a standard of care methodology for the 
H[SUHVVLRQ��VWRUDJH��WHVWLQJ��DQG�SURSHU�
safety regulations of this vital resource.”
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WR�DFFRPPRGDWH�WKH�LQGLYLGXDOL]HG�ULVN�DQG�QHHG�IRU�EDWFK�LGHQ-
WL¿FDWLRQ�DQG�UHFDOO� LI� LQGLFDWHG��SDUWLFXODUO\�ZKHQ�WKDW�SURGXFW� LV�
EHLQJ�IHG�WR�SUHPDWXUH�DQG�PHGLFDOO\�IUDJLOH�LQIDQWV��������

How Do These Risks Impact the Babies?

In November 2019, three premature infants died due to bacterial 
contamination of the equipment used to measure and mix donor 
PLON�DW�*HLVLQJHU�0HGLFDO�&HQWHU�LQ�'DQYLOOH��3$�������7KH�VFUXWLQ\�
involved in the maintenance, preparation, and quality assurance 
ZDV�LQVXႈFLHQW�WR�SUHYHQW�H[FHVV�PRUELGLW\�DQG�PRUWDOLW\��3URDF-
tive anticipation of the next deviation and progressive quality im-
provement of existing processes are crucial in preventing system 
IDLOXUHV�DQG�WKHLU�GHYDVWDWLQJ�HႇHFWV�RQ�RXU�PRVW�DW�ULVN�SDWLHQWV�

(YLGHQFH�DOVR�SRLQWV� WR�ERWK� VKRUW� DQG� ORQJ�WHUP�KHDOWK� LVVXHV�
of preemies exposed to many exogenous substances with no 
place in breastmilk. Neonatal Abstinence Syndrome (NAS) has 
LQFUHDVHG�GUDPDWLFDOO\�DQG�FRQWLQXHV� WR� LPSDFW�KHDOWKFDUH��7KH�
long-term implications of exposure to nicotine, cannabinoid, and 
other newer substances on neurodevelopment, respiratory condi-
tions, and growth parameters cannot be fathomed. Screening for 
WKHVH�SUDFWLFHV� RQ�D� KDSKD]DUG� EDVLV� IDLOV� WR� DFNQRZOHGJH� WKH�
ULVN��7KH�UHVSRQVLEOH�DSSURDFK�WR�DFNQRZOHGJLQJ�WKHVH�SUDFWLFHV�
is enhanced testing of threats, both known and anticipated, with 
HႇRUWV�GHGLFDWHG�WR�ULVN�UHGXFWLRQ��

Conclusion:

7KH�status quo of self-regulated, voluntary guidelines in human 
GRQRU�PLON�LV�DQWLTXDWHG�DQG�LQVXႈFLHQW��JLYHQ�WKH�JURZWK�RI�WKH�
XVH�RI�KXPDQ�GRQRU�PLON� LQ� WKH�1,&8��7KH�ULVN�RI�EDFWHULDO�DQG�
viral infection, coupled with continually changing pathogens and 
adulterants, must not be discounted. Safety measures should not 
be interpreted as a monopoly or “competitive advantage” they 
must compel a deeper level of understanding and collaboration, a 
responsibility that we must all share.  It can no longer be accept-
able for a doctor to reach for a human milk product that does not 
meet these rigorous, yet common sense, safety standards simply 
because it is what is available.  As testing equipment for these po-
tential concerns is widely available, no entity should be granted a 
SDVV�RQ�FRPSOLDQFH��7KH�ODFN�RI�VWURQJ�JRYHUQDQFH�UHODWLQJ�WR�WKH�
use of best available guidance on safe practices does not excuse 
a lack of vigilance. 

Given the extremely fragile nature of the very low birth weight pre-
PDWXUH�LQIDQWV��DOO�RUJDQL]DWLRQV��IRU�RU�QRW�IRU�SUR¿W��ZKR�PDQXIDF-
WXUH�DQG�GLVWULEXWH�RU�VHOO�KXPDQ�PLON�SURGXFWV�PXVW�MRLQ�LQ�GHYHO-
oping a standard of care methodology for the expression, storage, 
testing, and proper safety regulations of this vital resource. Al-
though regulations are in place for regulating food products, medi-
cations, biologics, and the blood and plasma industry, human milk 
and its derivatives are clearly distinct from other classes. Albeit 

a food product, human milk is clearly a biologic and medication 
DV�ZHOO��7KH�ULVNV�LQKHUHQW�LQ�WKHVH�SURGXFWV�DUH�QRW�GLVVLPLODU�WR�
those in the blood and plasma industry. At this point, too much 
time has gone by, and too many lives have been placed at risk for 
this issue to be relegated to an area that is betwixt and between. 
7KHUH�LV�QR�H[FXVH�IRU�WKH�ODFN�RI�VWURQJ�JXLGDQFH�DQG�UHJXODWRU\�
HQIRUFHPHQW��7KH�JRYHUQPHQW�PXVW�RYHUVHH�WKLV�LQGXVWU\�
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