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STATEMENT

on the EC Proposal for a Regulation on Standards of Quality and Safety
for Substances of Human Origin intended for Human Application

Munich, 8 September 2022

In July 2022, the European Commission adopted the proposal for a regulation on standards
of quality and safety for substances of human origin (SoHo) intended for human application.
Previously unregulated at EU level, this new proposal has extended its scope of SoHo to
“human breast milk”. We, the European Foundation for the Care of Newborn Infants,
welcome and support the aims of ensuring safety and protection for recipients and donors by
clarifying regulatory aspects of donor human milk.

In Europe and worldwide, preterm birth, low birthweight, asphyxia, congenital abnormalities,
infections and birth trauma are the main causes of neonatal death. Mother’s own milk is the
preferred option for infant nutrition of these vulnerable newborns to achieve optimal growth,
development, and health. When mother’s own milk is not available, donor human milk is the
next best alternative.

In light of the draft regulation and in order to guarantee that the highest level of safety for
these infants and their nutritional needs are met, we request European policy makers to
ensure that this proposal:

1. Recognises human milk as the best option for preterm, sick and low birthweight
infants and has, at its core, the theme of ensuring a safe, secure supply for all
mothers in need of donor human milk for their infants.

2. Notes that human milk is produced and expressed by the lactating mother with the
sole purpose of feeding her own baby. Therefore, mother’'s own milk must be
excluded from the definition of SoHo as set out in this proposal and should
emphasize donor human milk.

3. Ensures equitable access to safe donor human milk for preterm, sick and low
birthweight infants as a key theme and accounts for the practical specifics of
human milk and its donation.

4. Endorses recognition, support and regulation of human milk banks in Europe.

Ensures that the regulation does not endanger the functioning of already well-

established donor human milk services across the European Union, particularly

with regards to potential financial costs and perceived legal and administrative
obstacles.

6. Includes the need for EU-wide research and data collection of human milk
donation and use.
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Making sure that preterm, sick and low birthweight infant conditions and consequent needs
are recognized and best care is provided will save lives and improve quality of life. Human
milk-based nutrition must be considered a European public health issue and a human right
for all these infants.
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Silke Mader, Chairwoman of the Directors Board and Founder
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Prof. Dr. Luc Zimmermann, Senior Medical Director
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Dr. Johanna Kostenzer, Head of Scientific Affairs

Further information

1. EFCNI Working Group on Human Milk Regulation. Making Human Milk Matter - The need
for regulation in the European Union. Policy Recommendations. Munich: EFCNI. 2020.
www.efcni.org/wp-
content/uploads/2021/01/2021 01 21 EFCNI_MakingHumanMilkMatter PolicyRecomme
ndations_final-small.pdf

2. Kostenzer J. Making human milk matter: the need for EU regulation. The Lancet Child &
Adolescent Health. 2021. 5(3):161-3.
https://linkinghub.elsevier.com/retrieve/pii/S2352464221000213

3. Matthaus V, Haiden N, Abou-Dakn M, Berns M, Eglin K, Flemmer A, et al. Empfehlungen
zur Forderung von Frauenmilchbanken in Deutschland, Osterreich und der Schweiz (D-A-
CH-Raum). Monatsschr Kinderheilkd. 2018. 166(8):721-9.
https://doi.org/10.1007/s00112-018-0447-9

4. EFCNI, Arbeitsgruppe Frauenmilchbanken. Positionspapier: Empfehlungen zur Férderung
von Frauenmilchbanken in Deutschland, Osterreich und der Schweiz (D-A-CH-Raum).
EFCNI; 2018. https://www.efcni.org/wp-
content/uploads/2018/03/EFCNI_Frauenmilchbank Positionspapier web.pdf

5. Arslanoglu S, Corpeleijn W, Moro G, Braegger C, Campoy C, Colomb V, et al. Donor
Human Milk for Preterm Infants: Current Evidence and Research Directions. Journal of
Pediatric Gastroenterology and Nutrition. 2013. 57(4):535-42.
https://pubmed.ncbi.nim.nih.qov/24084373

6. Weaver G, Bertino E, Gebauer C, Grovslien A, Mileusnic-Milenovic R, Arslanoglu S, et al.
Recommendations for the Establishment and Operation of Human Milk Banks in Europe:
A Consensus Statement From the European Milk Bank Association (EMBA). Front
Pediatr. 2019. 4,7:53. https://doi.org/10.3389/fped.2019.00053

7. Klotz D, Wesotowska A, Bertino E, Moro GE, Picaud JC, Gaya A, Weaver G. The
legislative framework of donor human milk and human milk banking in Europe. Maternal
and Child Nutrition. 2021. https://doi.org/10.1111/mcn.13310

EFCNI Statement EC Proposal SoHo [2/2]


http://www.efcni.org/wp-content/uploads/2021/01/2021_01_21_EFCNI_MakingHumanMilkMatter_PolicyRecommendations_final-small.pdf
http://www.efcni.org/wp-content/uploads/2021/01/2021_01_21_EFCNI_MakingHumanMilkMatter_PolicyRecommendations_final-small.pdf
http://www.efcni.org/wp-content/uploads/2021/01/2021_01_21_EFCNI_MakingHumanMilkMatter_PolicyRecommendations_final-small.pdf
https://linkinghub.elsevier.com/retrieve/pii/S2352464221000213
https://doi.org/10.1007/s00112-018-0447-9
https://www.efcni.org/wp-content/uploads/2018/03/EFCNI_Frauenmilchbank_Positionspapier_web.pdf
https://www.efcni.org/wp-content/uploads/2018/03/EFCNI_Frauenmilchbank_Positionspapier_web.pdf
https://pubmed.ncbi.nlm.nih.gov/24084373
https://doi.org/10.3389/fped.2019.00053
https://doi.org/10.1111/mcn.13310

