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Abstract

1. For preterm and very low birthweight infants, the mother’s 
own milk is the best nutrition. Based on the latest informa-
tion for mothers who give birth to preterm and very low 
ELUWKZHLJKW�LQIDQWV��PHGLFDO�VWD௺�VKRXOG�HQFRXUDJH�DQG�DV-
sist mothers to pump or express and provide their own milk 
whenever possible.

��� ,I�WKH�VXSSO\�RI�PDWHUQDO�PLON�LV�LQVXFLHQW�HYHQ�WKRXJK�WKH\�
receive adequate support, or the mother’s own milk can-
not be given to her infant for any reason, donor human milk 
should be used.

3. Donors who donate their breast milk need to meet the 
Guideline of the Japan Human Milk Bank Association.

4. Donor human milk should be provided according to the 
medical needs of preterm and very low birthweight infants, 
UHJDUGOHVV�RI�WKHLU�IDPLO\¶V�¿QDQFLDO�VWDWXV�

5. In the future, it will be necessary to create a system to sup-
ply an exclusive human milk-based diet (EHMD) consisting 
of human milk with the addition of a human milk-derived hu-
PDQ�PLON� IRUWL¿HU� WR� SUHWHUP� DQG� YHU\� � ORZ� ELUWKZHLJKW� LQ-
fants.

Keywords: donor human milk, exclusive human milk-based 
diet, human milk, human milk bank.

Introduction

For preterm infants, especially for very low birthweight infants and 
high-risk neonates with gastrointestinal and heart disease, the 
¿UVW�FKRLFH� IRU�HQWHUDO� IHHGLQJ� LV� WKHLU�PRWKHU¶V�RZQ�PLON��7R�EH�
DEOH�WR�H[SUHVV�WKH�PRWKHU¶V�RZQ�PLON�DV�HDUO\�DV�SRVVLEOH��RE-
VWHWULFV�DQG�QHRQDWDO�LQWHQVLYH�FDUH�XQLW��1,&8��VWDႇ�VKRXOG�SUR-
YLGH�VLJQL¿FDQW�VXSSRUW�IRU�PRWKHUV�EDVHG�RQ�VFLHQWL¿F�HYLGHQFH�

Some mothers may not be able to provide enough breast milk 
HYHQ�ZLWK�VXႈFLHQW�VXSSRUW�RU�IHHG�LW�IRU�YDULRXV�UHDVRQV��7KH�(X-
ropean Society for Paediatric Gastroenterology, Hepatology and 
1XWULWLRQ��(63*+$1���DQG�WKH�$PHULFDQ�$FDGHP\�RI�3HGLDWULFV�
(AAP) recommend that donor human milk (1) that is pasteurized 
and managed by established human milk banks is provided to 

the baby (1,2) in such cases. In the neonatal intensive care units 
�1,&8V�� LQ� -DSDQ�� ZKHQ� WKH�PRWKHU¶V� RZQ�PLON� FDQQRW� EH� RE-
tained, “donated unpasteurized breast milk” (2) that is not pasteur-
ized is sometimes used. (Donor human milk is breast milk that has 
been processed in an established human milk bank and proved 
to be sterile by culture tests. Donated unpasteurized breast milk 
LV�EUHDVW�PLON�SURYLGHG�E\�ZRPHQ�RWKHU�WKDQ�WKH�LQIDQW¶V�PRWKHU�
that is frozen but not pasteurized. Bacterial tests are not usually 
FRQGXFWHG��DQG� WKH�ZRPHQ¶V�FRQGLWLRQ�ZKHQ�H[SUHVVLQJ�±�H�J���
ZLWK�RU�ZLWKRXW� WDNLQJ�FROG�PHGLFLQH��VPRNLQJ��DQG�GULQNLQJ�±� LV�
also unknown.)

Policy statement

However, we have to consider the risks of “donated unpasteurized 
breast milk” because outbreaks of multidrug-resistant bacteria via 
breast milk have been observed. (3) In addition, while the Pediat-
ric Society has issued a statement regarding Advocacy on Human 
Breast Milk traded over the Internet, even healthy infants should 
avoid receiving breast  milk from women whose health status is 
unknown.(4)

Several reviews have been published indicating that donor hu-
man milk provided from established human milk banks is useful 
for preventing complications such as neonatal necrotizing entero-
colitis (1, 5-12) in preterm infants. As a  result,  human milk banks 
have been established in countries around the world, including 
Asia, and systems that allow any  NICU  to use donor human milk 
if needed have been created. The Japan Human Milk Bank As-
sociation (JHMBA) was established in 2017, and the association 
is in the process of creating a  system to provide donor human 
PLON�ZKHQ�LQIDQWV�FDQQRW�KDYH�WKHLU�PRWKHUV¶�RZQ�PLON��,I�PRWKHUV�
cannot provide enough breast milk or feed it even with appropriate 
support, using donor human milk provided by human milk banks is 
also recommended in Japan. Some mothers may be discouraged 
because they have to use donor human milk for their infants, and 
WKH\�IHHO�WKDW�WKH�ODFN�RI�ODFWDWLRQ�LV�WKHLU�RZQ�IDXOW��0HGLFDO�VWDႇ�
should pay attention to these psychological considerations for the 
mother and tell her that it is a "treatment" in a broad sense and 
that it is possible to feed their own milk after expressing success-
fully. While using donor human milk, support, and consideration of 
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“In addition, while the Pediatric Society has 
issued a statement regarding Advocacy 
on Human Breast Milk traded over the 
Internet, even healthy infants should avoid 
receiving breast  milk from women whose 
health status is unknown.(4)”
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WKH�PRWKHUV¶�IHHOLQJV�DQG�HPRWLRQV�E\�FRRSHUDWLRQ�ZLWK�WKH�VWDႇ�
of various occupations are needed.

In preterm and very low birthweight infants, as feeding breast milk 
alone leads to a lack of the nutrients needed for the growth and 
GHYHORSPHQW�RI�WKH�LQIDQWV��KXPDQ�PLON�IRUWL¿HU�LV�XVXDOO\�DGGHG��
+RZHYHU�� ERYLQH�PLON�GHULYHG� IRUWL¿HU� LQFUHDVHV� HQWHUDO� IHHGLQJ�
intolerance, (13) onset of milk allergy, (14) fatty acid calcium stone 
IRUPDWLRQ�������HWF��$Q�H[FOXVLYH�KXPDQ�PLON�EDVHG�GLHW��(+0'��
is human milk with the addition of a human milk-derived human 
PLON� IRUWL¿HU�� DQG� VXEVWDQFHV� GHULYHG� IURP� ERYLQH� PLON� DUH� QRW�
added at all. In recent years, there have been many reports on the 
EHQH¿WV�RI�(+0'V��DQG�LW�ZLOO�EH�QHFHVVDU\�IRU�-DSDQ�WR�FUHDWH�
V\VWHPV�VXSSO\LQJ�(+0'V�

��� 7KH�PRWKHU¶V�RZQ�PLON�LV�WKH�EHVW�QXWULWLRQ�IRU�SUHWHUP�DQG�
YHU\� ORZ�ELUWKZHLJKW� LQIDQWV��DQG�1,&8�VWDႇ�VKRXOG�UHFRP-
mend and support breastfeeding.

��� 7KH�QH[W�RSWLRQ��LI�WKH�PRWKHU¶V�RZQ�EUHDVW�PLON�LV�QRW�REWDLQ-
DEOH�RU�VXႈFLHQW�� LV�GRQRU�KXPDQ�PLON� WKDW�KDV�EHHQ�SDV-
teurized in established human milk banks.

��� ,Q� WKH� IXWXUH�� LW�ZLOO�EH�GHVLUDEOH� WR�SURYLGH�(+0'��KXPDQ�
milk supplemented with human milk-derived human milk for-
WL¿HU��WR�SUHWHUP�DQG�YHU\�ORZ�ELUWKZHLJKW�LQIDQWV�

Background and content of this policy statement

The best nutrition not only for preterm and very low birthweight 
infants but also for newborns and infants, in general, is their moth-
HUV¶�RZQ�PLON��6WDUWLQJ�EUHDVWIHHGLQJ�RI�SUHWHUP� LQIDQWV�ZLWK� WKH�
PRWKHU¶V�PLON�DIWHU�ELUWK�KDV�YDULRXV�DGYDQWDJHV��VXFK�DV�D�SUH-
YHQWLYH�HႇHFW�RQ�QHRQDWDO�QHFURWL]LQJ�HQWHURFROLWLV��FKURQLF� OXQJ�
disease, and acquired sepsis, as well as improvement of neurode-
velopmental outcomes thereafter.  It has been reported that even 
preterm mothers are able to enhance lactation by starting to ex-
press within several hours after delivery and expressing by using 
a combination of a hospital-grade electric pump and their hands. 
7KHUHIRUH��EDVHG�RQ�FXUUHQW�VFLHQWL¿F�NQRZOHGJH�� LW� LV�GHVLUDEOH�
that all NICUs provide breastfeeding support. There are some 
1,&8V�WKDW�GR�QRW�IHHG�LQIDQWV�DQ\WKLQJ�XQWLO�WKHLU�PRWKHU¶V�RZQ�
milk is obtained. In that case, the problem is how long the infants 
have to wait before the breast milk arises as fasting may cause 
atrophy of the gastrointestinal mucosa and bacterial translocation 
in the infants. In recent years, it has been reported that there has 
been an improvement in short-term prognosis in very low birth-
weight infants by starting enteral nutrition as soon as possible af-
ter birth. Therefore, there is a tendency to start enteral nutrition 
within 24 h  of birth. (13) In order to start enteral nutrition in a situa-
WLRQ�ZLWKRXW�WKH�PRWKHU¶V�RZQ�PLON��ZH�RIWHQ�XVH�LQIDQW�IRUPXOD�IRU�
low birthweight infant or “donated unpasteurized breast milk” that 

is non-pasteurized milk. The formula and “donated unpasteurized 
breast milk” have disadvantages because the formula increases 
the risk of neonatal necrotizing enterocolitis, and the donated un-
pasteurized breast milk has the risk of viral and bacterial infection. 
On the other hand, donor human milk that has been appropriately 
managed and pasteurized in established human milk banks is 
considered to be generally safe because microorganisms such as 
viruses and bacteria are killed. (16-20)

From the above, in order to standardize the safe enteral nutrition 
of preterm and very low birthweight infants after birth, we would 
like to recommend the use of donor human milk provided by hu-
man milk banks.

When establishing enteral nutrition, we need to use human milk 
IRUWL¿HU��,W�KDV�EHHQ�UHSRUWHG�WKDW�XVLQJ�D�KXPDQ�PLON�GHULYHG�KX-
PDQ�PLON� IRUWL¿HU�QRW�GHULYHG� IURP�ERYLQH�PLON�SURYLGHV�YDULRXV�
advantages, such as the earlier establishment of enteral nutrition, 
a shortened period of parenteral nutrition,  and a reduction in the 
complications often seen in very premature infants (e.g., neona-
tal necrotizing enterocolitis, chronic lung disease, and retinopathy 
of prematurity), and a shortened period of hospitalization. (20,21) 
In the future, we will also have to create systems for supplying 
(+0'�LQ�-DSDQ�

Human milk bank

Current status of human milk banks worldwide and the his-
tory of the establishment of the bank in Japan. 

There is a movement worldwide to establish human milk banks, 
and more than 600 banks operate and manage donor human milk 
LQ�RYHU����FRXQWULHV��7ZHQW\�VHYHQ�QRQ�SUR¿W�KXPDQ�PLON�EDQNV�
that are members of the Human Milk Banking Association of North 
America have already been established, and three additional 
banks were newly established over the past year. Human milk 
banks have also established in Asia (e.g., China, Korea, Taiwan, 
Singapore, Viet-Nam, India, and the Philippines). In Japan, the 
*XLGHOLQH�IRU�WKH�(VWDEOLVKPHQW�RI�D�%UHDVW�0LON�%DQN�ZDV�FUHDWHG�
as a shared research project of the Health and Labor Science 
Research (Next-generation Development Basic Research Project 
IRU�2YHUFRPLQJ�&KLOGUHQ¶V�'LVHDVHV��6WXG\�RI�3UHYHQWLRQ�RI�0RWK-
HU�WR�&KLOG�+7/9���7UDQVPLVVLRQ��&RKRUW�6WXG\�DPRQJ�2ႇVSULQJ�
of HTLV-1 Infected Mothers) over three years from April 2014 to 
0DUFK�������$IWHU�DSSURYDO�E\�WKH�(WKLFV�&RPPLWWHH�RI�WKH�6KRZD�

“Starting breastfeeding of preterm 
infants with the mother’s milk after 
birth has various advantages, such as a 
SUHYHQWLYH�H௺HFW�RQ�QHRQDWDO�QHFURWL]LQJ�
enterocolitis, chronic lung disease, and 
acquired sepsis, as well as improvement 
of neurodevelopmental outcomes 
thereafter.”

“It has been reported that using a 
KXPDQ�PLON�GHULYHG�KXPDQ�PLON�IRUWL¿HU�
not derived from bovine milk provides 
various advantages, such as the earlier 
establishment of enteral nutrition, a 
shortened period of parenteral nutrition,  
and a reduction in the complications 
often seen in very premature infants 
�H�J���QHRQDWDO�QHFURWL]LQJ�HQWHURFROLWLV��
chronic lung disease, and retinopathy of 
prematurity), and a shortened period of 
KRVSLWDOL]DWLRQ���������”
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University Koto Toyosu Hospital in 2014, a draft of the Standard 
Operating Procedure was created based on the guidelines of the 
+XPDQ�0LON�%DQNLQJ�$VVRFLDWLRQ�RI�1RUWK�$PHULFD�±�WKDW� LV��WKH�
*XLGHOLQHV�IRU�WKH�(VWDEOLVKPHQW�DQG�2SHUDWLRQ�RI�D�'RQRU�+XPDQ�
Milk Bank 2013. It was also created by consulting the guidelines 
RI� WKH�(XURSHDQ�0LON� %DQN�$VVRFLDWLRQ� �L�H���*XLGHOLQHV� IRU� WKH�
(VWDEOLVKPHQW�DQG�RSHUDWLRQ�RI�D�GRQRU�KXPDQ�PLON�EDQN��DQG�WKH�
1DWLRQDO�,QVWLWXWH�IRU�+HDOWK�DQG�&OLQLFDO�([FHOOHQFH��L�H���*XLGH-
OLQHV� IRU� WKH�(VWDEOLVKPHQW� DQG�RSHUDWLRQ�RI� KXPDQ�PLON� EDQNV�
in the UK). (22-24) Based on this draft, comments from experts 
LQ�WKH�¿HOGV�RI�IRRG�K\JLHQH��KD]DUG�DQDO\VLV�DQG�FULWLFDO�FRQWURO�
points (HACCP), nutrition, and microbiology, and neonatal doctors 
(Director, the Japan Society of Perinatal and Neonatal Medicine) 
ZHUH�JDWKHUHG��DQG�WKHQ�WKH�¿UVW�6WDQGDUG�2SHUDWLQJ�3URFHGXUH�
was created. After revisions following discussions with research 
members of the Ministry of Health, Labor and Welfare (MHLW), 
the current Standard Operating Procedure was prepared. Then, 
the operation of a breast milk bank was started at Showa Univer-
sity Koto Toyosu Hospital, in accordance with the Standard Oper-
ating Procedure.

With that background, the Japan Human Milk Bank Association 
was established in May 2017. Here are descriptions of the opera-
WLRQ�RI�WKH�EDQN�

Registration of donors

Performs medical checkups and serum screening tests (HIV, 
HTLV-1. HBV, HCV, syphilis), etc., and explains how to express, 
preserve, and deliver breast milk. In general, as the health condi-
tion of women who donate “donated unpasteurized breast milk” 
is unchecked, there is variability in the quality of the shared milk.

Sterilization of breast milk

There are several methods to pasteurize breast milk. As holder 
SDVWHXUL]DWLRQ�DW�������&�IRU����PLQ�LV�WKH�VWDQGDUG�PHWKRG�LQ�(X-
rope and the USA, the Japan Human Milk Bank Association also 
adopted the same pasteurization conditions.

Providing donor human milk

The Japan Human Milk Bank Association provides donor human 
milk only to neonatal intensive care facilities.  The donor human 
milk has a label with a batch number and expiration date. This 
batch number is linked to the donor.

Safety of donor human milk

Human milk is a biological product; therefore, whether from an 
LQIDQW¶V�RZQ�PRWKHU�RU�D�GRQRU�PRWKHU��WKHUH�ZLOO�DOZD\V�EH�FRQ-
cerns about contamination. Possible contaminants are infectious 
agents such as viruses and bacteria, and drugs they have taken. 
There is a risk of infection from "donated unpasteurized breast 
milk," even if it is the breast milk from a  woman who is negative 
for HIV, HTLV-1, HBV, HCV, and syphilis in screening tests for 
GRQRUV���+ROGHU��SDVWHXUL]DWLRQ�KDV�EHHQ�VKRZQ�WR�EH�HႇHFWLYH�LQ�

removing infectious contaminants, and there has been no report 
that infections such as  hepatitis or HIV  have been caused by 
donor milk  provided by a previously established breast-milk bank. 
(2)

*URZWK�ZLWK�KXPDQ�PLON�GHULYHG�KXPDQ�PLON�IRUWL¿HU

:KHQ�GRQRU�KXPDQ�PLON�LV�XVHG��KXPDQ�PLON�IRUWL¿HUV�VKRXOG�EH�
added to lead to the appropriate growth of preterm and very low 
birthweight infants.

Cost burden

Whether the cost of donor milk is borne by the hospital or the 
LQIDQW¶V� IDPLO\� LV�D�PDMRU� LVVXH�� �6RFLHW\�ZLGH�DFWLRQ� LV� UHTXLUHG�
to make it possible for all babies who need donor human milk to 
receive it. Feeding with donor human milk can lead high-risk chil-
dren to better health. (25) Whether or not preterm and very low 
birthweight infants use donor human milk should be decided upon 
EDVHG�RQ�PHGLFDO�MXGJPHQW��QRW�WKHLU�IDPLO\¶V�¿QDQFLDO�VWDWXV�

Future issues

2UJDQL]DWLRQ�RI�KXPDQ�PLON�EDQNV��$FFRUGLQJ�WR�WKH�UHVXOWV�RI�D�
questionnaire survey obtained from 168 NICUs in Japan in 2016, 
PRVW�IDFLOLWLHV�SULRULWL]HG�WKH�SURYLVLRQ�RI�PRWKHU¶V�RZQ�PLON�WR�YHU\�
low birthweight infants whose birthweight is less than 1,000 g  as 
a  method to supply calories and nutrients for one month after 
ELUWK��:KHQ� LQVXႈFLHQW�EUHDVW�PLON�ZDV�REWDLQHG�� WKH\�SURYLGHG�
an infant formula for low birthweight infants. (26) The usability of 
donor human milk has been reported in countries where human 
milk banks have been established, and new human milk banks 
are being established every year to make donor human milk ac-
cessible. It was revealed that 75% of NICUs in Japan considered 
human milk banks to be necessary. (27) As mentioned above, the 
Japan Human Milk Bank Association was established in 2017, 
and NICUs using donor human milk have increased since 2018. 
We have to inform pediatric and neonatal care personnel about 
the utility of donor human milk provided by the human milk bank 
and establish as many human milk banks as necessary to meet 
domestic demand.

Standardized enteral nutrition for preterm and very low birth-
ZHLJKW� LQIDQWV��$V�D� UHVXOW� RI�PHWD�DQDO\VLV�� LW� KDV�EHHQ�VKRZQ�
that neonatal necrotizing enterocolitis is reduced by about 1/5 
when standardized enteral nutrition of preterm and very low birth-
weight infants is used. (28) Using standardized ent- eral nutrition 
with donor human milk instead of low-birth-weight infant formula 
should be recommended when mothers cannot express breast 
milk or feed it.

6XSSO\LQJ�(+0'��3URODFWD�%LRVFLHQFH��,QF��,Q�WKH�8QLWHG�6WDWHV��
there is one company that manufactures human milk-derived hu-
PDQ�PLON� IRUWL¿HU�E\�XVLQJ�D�SURFHVV�VXFK�DV�XOWUD¿OWUDWLRQ� IURP�
GRQRU�KXPDQ�PLON��7KHUH�DUH�IRXU�W\SHV�RI�IRUWL¿HUV��L�H�����������
����DQG������+�0)���DQG�DGGLWLRQDO�SURWHLQV�DQG�FDORULHV�FDQ�EH�
SURYLGHG�DFFRUGLQJ�WR�HDFK�LQIDQW¶V�FRQGLWLRQ��,W�DOORZV�DOO�LQIDQWV�
to receive optimal milk. On the other hand, it is unrealistic to pur-
FKDVH�WKLV�DW�WKH�H[SHQVH�RI�WKH�SDWLHQW¶V�IDPLO\�EHFDXVH�RI�WKH�
KLJK� FRVW� RI� WKH� IRUWL¿HU�� +RZHYHU�� DV� GHVFULEHG� DERYH�� (+0'�
has been shown to reduce the complications of preterm and very 
ORZ�ELUWKZHLJKW�LQIDQWV�������,W�PLJKW�UHGXFH�WKH�HႇRUW�UHTXLUHG�IRU�
respiratory circulation management, parenteral nutrition manage-
PHQW�� DQG� IXQGXV�H[DPLQDWLRQ��$V�D� UHVXOW�� SURYLGLQJ�(+0'� WR�
infants makes it possible to reduce medical expenses. A publi-
cation on health economics states that there is no overall loss 
to facilities, even if the facilities pay for the human milk-derived 
KXPDQ�PLON�IRUWL¿HU�������7KH�&DQDGLDQ�3UHPDWXUH�%DELHV�)RXQ-
GDWLRQ� UHTXLUHV� WKH�&DQDGLDQ�JRYHUQPHQW� WR�SURYLGH�(+0'� IRU�

“Whether the cost of donor milk is borne 
by the hospital or the infant’s family is 
a major issue.  Society-wide action is 
required to make it possible for all babies 
who need donor human milk to receive it.”
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all premature infants in Canada (KWWSV���ZZZ�FRPPXQLW\ZLUH�FD�
HQ�������������EUHDVW�PLON�HYHU\�SUHHPLH).

-DSDQ¶V�QHRQDWDO�FDUH�LV�RI�WKH�KLJKHVW�TXDOLW\�LQ�WKH�ZRUOG��&RQ-
sidering the problem of the declining birthrate in Japan, it is im-
SRUWDQW� IRU� SHGLDWULFLDQV� WR� FRQWLQXH� WKHLU� HႇRUWV� WR� LPSURYH� WKH�
long-term prognosis for each premature infant. We must appeal to 
WKH�-DSDQHVH�VRFLHW\�DQG�WKH�JRYHUQPHQW�VR�WKDW�(+0'�FDQ�EH�
VXSSOLHG�UHJDUGOHVV�RI�WKH�SDWLHQW¶V�IDPLO\¶V�¿QDQFLDO�VWDWXV�
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“As a result, providing EHMD to infants 
makes it possible to reduce medical 
expenses. A publication on health 
economics states that there is no overall 
loss to facilities, even if the facilities pay 
for the human milk-derived human milk 
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