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Introduction

FrieslandCampina Ingredients would like to thank the Food Standards Australia New
Zealand (FSANZ) for providing the opportunity to submit submissions in the 2" call of
submissions on the assessment of A1155 - 2’-FL and LNnNT in infant formula and other
products. We thank FSANZ for their consideration of the comments and views
described in this submission.

This submission has been carefully drafted by FrieslandCampina Ingredients.
FrieslandCampina Ingredients believes that every child has the right to grow up
healthy. Our aim is to bring value-added, healthy and functional ingredients and
solutions to the market in close cooperation with customers, especially in the areas
where nutrition matters most.

FrieslandCampina Ingredients believes that breastfeeding is the preferred method of
feeding an infant. If, however, breast feeding or breast milk is not available for the
infant, the only suitable alternative method of feeding is an infant formula product.

FrieslandCampina Ingredients supports the FSANZ assessment that voluntary addition

of 2’-FL alone or in combination with LNnT is safe and suitable for addition to infant
formula products and formulated supplementary foods for young children.

Comments

FrieslandCampina Ingredients does not support the position to prohibit the
addition of 2’-FL alone, or with LNNnT, in combination with existing
oligosaccharide permissions.

Prohibition of use with Existing Oligosaccharide Permissions

FSANZ proposes to prohibit the addition of 2’-FL alone, or with LNnT, in combination
with existing permissions for GOS and inulin-type fructans (ITF) for infant formula
products and formulated supplementary foods for young children (FSFYC). FSANZ
states this preliminary position is based on the evidence available to assess the
tolerance of infants to the total combination of oligosaccharides.

FrieslandCampina Ingredients does not support the position to prohibit the addition of
2’-FL alone, or with LNnT, in combination with existing oligosaccharide permissions.
This is based on the following arguments, which are consecutively elaborated below.

FrieslandCampina Domo B.V. : FrieslandCampina Domo is a tradename of FrieslandCampina Domo B.V. (registrat on number
01164917), with its registered off ce in Amersfoort, The Netherlands. FrieslandCampina Domo B.V. is a subs diary of Royal
FrieslandCampina N.V. The general terms and conditions of purchase respectively sale and delivery of Royal FrieslandCampina
N.V., that have been registered at the Chamber of Commerce under registration number 11057544, are applicable to all
transactions and undertakings resulting there from.
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First studies indicate that combinations with other oligosaccharides are safe
Other oligosaccharides have complementary effects to 2'-FL

3. Prohibition of combinations with other oligosaccharides is not consistent with
other legislation

N

1. First studies indicate that combinations with other oligosaccharides are safe

The total level oligosaccharides in human milk is reported to be 10-15 g/L!. This level
and the composition of human milk oligosaccharides is determined by maternal
genetics, lactation stage and environmental factors. In the past few decades, it has
become common practice to supplement infant formula products with other types of
oligosaccharides (e.g. galacto-oligosaccharides (GOS, fructo-oligosaccharides (FOS)
and/or polydextrose (PDX)) at levels up to 8 g/L. Several studies have shown that
addition of oligosaccharides at such levels to infant formula is well tolerated by infants
and has no impact on healthy growth2-%, These findings indicate that oligosaccharide
supplementation of infant formula poses no safety or tolerance risk for infants up to 8
g/L and suggest that even levels up to 15 g/L are well tolerated by infants. This
supports the combination of 2’-FL alone, or with LNnT, at levels proposed in the
Application with oligosaccharides previously permitted for use in infant formula. By
permitting only 2’-FL at a concentration of 2.4 g/L, the total oligosaccharide level in
infant formula could not approach levels found in human milk.

In addition, a number of recent clinical trials have shown combinations of 2’'-FL with
other oligosaccharides to be well tolerated when added to infant formula. A study in
healthy infants showed that the combination of 0.2 g/L 2’-FL + 2.2 g/L GOS and a
combination of 1.0 g/L 2’-FL + 1.4 g/L GOS were well tolerated and had no impact on
infant growth?. More recently, a study showed that the combination of 0.2 g/L 2’-FL +
2.0 g/L FOS was well tolerated in healthy infants®; and another trial showed that
addition of 0.2 g/L 2’-FL + 1.8 g/L FOS to a partially hydrolyzed formula was safe and
well tolerated by extremely fussy infants®.

Although these studies did not use the maximum amount of oligosaccharides
permitted in the Code, it would be inconsistent with the data to prohibit all
combinations of 2’-FL alone (or with LNnT) with other oligosaccharides in foods for
this age group.

2. Other oligosaccharides are expected to have complementary effects to 2’-FL

Next to the fact that 2’-FL has been described as a potent prebioticl? specifically
stimulating the growth of bifidobacteriall12, 2’-FL is ascribed to have the ability to
inhibit binding and/or infectivity of pathogens!3-15, As such, 2'-FL supplementation of
infant formula may reduce the risk of infections, which has already been suggested
from association studies'® as well as the first intervention studies!”.

As for 2’-FL, GOS are also known for their effects on gut microbiota composition,
stimulating growth of bifidobacteria and lactobacilli'®1°, However, on top of that,
several studies have shown health benefits of GOS for infants, which have not (yet)
been demonstrated for 2'-FL:

GOS is reported to improve stool consistency!8:29, to contribute to easy defecation?!:22,
to stimulate the absorption of calcium?3 and iron?* and to reduce the risk of allergy
development (when combined with FOS)?25:26,

In addition to these clinical data suggesting added benefits of combining 2’-FL with
e.g. GOS, recent preclinical studies have also suggested that the combination of 2'-FL
with GOS:FOS can reduce rotavirus-induced diarrhea in rats with additive effects on
certain mechanisms of action?’; and that the combination of 2’-FL with scFOS:IcFOS
enhances influenza vaccine responses in mice?8.



So, based on the effects described for 2’-FL and other oligosaccharides (e.g. GOS,
FOS), it is expected that they can have complementary effects, warranting
combinations to be added to infant formula for optimal health and protection of
infants.

3. Not consistent with other legislation

In our view, the proposal to prohibit the use of 2'-FL with other oligosaccharides is
contrary to the requirements of FSANZ ACT Sections 3(d), 13(1)(d) and 18(2)(b) of
the Food Standards Australia New Zealand Act 1991 concerning the promotion of
consistency with international food standards.

The proposed prohibition of combining 2’-FL with other oligosaccharides is inconsistent
with existing permissions of these novels foods. 2’-FL alone, or with LNNnT, is
permitted for use in infant formula products in humerous countries (e.g., European
Union, United States, Singapore) without conditions related to other oligosaccharides.
Developing permissions for novel foods that are inconsistent with existing permissions
presents challenges to the recognized importance of harmonized food standards as
globalization of the food supply continues.

Also, if Single Ingredients are approved for application in infant formula, they are
generally allowed in combination (accounts for MFGM, LF, probiotics, casein, whey,
etc). It is not feasible (nor ethical) to test all possible combinations of ingredients, nor
do we feel that to be necessary for the combination of 2’-FL with other
oligosaccharides as substantiated under point 1.

Conclusion
In the absence of public health and safety concerns and considering the evidence
supporting health benefits, FrieslandCampina Ingredients:
« agrees with FSANZ's conclusion regarding public health and safety concerns
associated with 2’-FL and LNnT
e supports FSANZ's proposal to permit a maximum of 2.4 g/L for 2’-FL alone, or
in combination with LNnT, with no more than 0.6 g/L of LNnT
 does NOT support the prohibition of use with existing oligosaccharide

permissions
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