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Call for Submissions — Proposal P1028:

We, Morinaga Milk Industry Co., Ltd. are writing this letter in order to give some opinions regarding
Proposal P1028. We insists that we do not need to conduct a separate pre-market assessment as a
novel food prior to use if there are similar or identical safety acknowledgements such as GRAS as an
example and there are also multiple studies indicating benefits for children and infants, and the
following proposed change will not need to include. Details are stated as follows.

Ref: 5.4 L(+) lactic acid producing microorganisms (page 42)

1. Usage history and Safety proof of Bifidobacterium strains
Bifidobacteria are a natural component of the normal human gut microflora. Especially, our
Bifidobacterium strains stated as follows were proved its safety and widely used in infant formula
all over the world. We can say that they are not categorized as Novel food.

a. Bifidobacterium longum BB536

Its safety for infant formula use was approved by some global strict standards. Such as
USA GRAS (GRN877) and Chinese New food ingredient.

Bifidobacterium longum BB536 was first commercially available in Japan in 1977. At
present, several products containing B. longum BB536 are available in various countries.
The availability of B. longum BB536 in Europe began in 1986 with the production of
Morinaga Bifidus Yogurt in France, followed by Sweden in 1989. In 1994, B. longum BB536
was sold as a frozen starter to dairy companies in Germany, Russia, Poland and other EU
countries.

In Australia, Bubs organic, LLC. has been using BB536 in their infant formula. In addition,
BB536 has been used in Australian NICU and proved its safety (Rao et al., 2021).

b. Bifidobacterium breve M-16V

Its safety for infant formula use was approved by some global strict standards. Such as
USA GRAS (GRN454, 455) and Chinese New food ingredient.

B. breve M-16V was introduced into the Japanese marketin 1976 in a dietary supplement.
In 1982, Morinaga added B. breve M-16V to a growing-up powdered formula for the first
time and has since added it to several other products in various countries.



2.

3.

M-16V has been used in Australian NICU and proved its safety (Rao et al., 2021).

c. Bifidobacterium infantis M-63

Its safety for infant formula use was approved by USA GRAS (GRN1003).

B. infantis M-63-containing ingredients for use in infant formulas in international markets
since 2006. M-63 is also widely used in infant formula, and follow-on formula in various
countries, such as Spain, France, Indonesia, China and so on.

M-63 has been used in Australian NICU and proved its safety (Rao et al., 2021).

Examples of International regulation regarding probiotics usage for infant formula

There are already some positive list system for probiotics which can be used in infant formula in
the world. Since these registration requirement are quite severe, we believe that these lists can
be helpful in order to skip or shorten the pre-assessment process by FSANZ. Because some
probiotics ingredients are already used in infant formula launched in Australia, these lists are also
helpful to avoid the confusion in market.

FDA GRAS in USA

According to USA FDA, substances used in infant formula must be generally recognized as
safe (GRAS) and those that are used in accordance with the FDA's food additive regulations
(FFDCA 201(s) and 409). We can refer the probiotics list which are obtained GRAS status in
FDA website, and our Bifidobacterium, Bifidobacterium longum BB536, Bifidobacterium
breve M-16V, Bifidobacterium infantis M-63, have already obtained FDA GRAS status.
New Food Ingredient in China

In China, there are probiotics positive lists showing the approved ingredients to add in final
products targeted <3 years age. As there are only less than 15 strains in this list, we believe
that this list shows the well-proved safety. Our Bifidobacterium longum BB536 and
Bifidobacterium breve M-16V are listed in.

Examples of studies regarding probiotics usage for infant formula
Lists of research papers on the three strains described in 1-a, b, and c are attached. In each list,
the following numbers of papers in the list correspond to articles related to infants or children.

In the study list of BB536: 12, 19, 28, 52, 69, 102, 106, 110, 136, 139, 142, 147,152, 160, 173,
221, 232, 233

In the study list of M-16V : 40, 66, 114, 121, 122, 47, 49, 64, 110, 57
In the study list of M-63 . 6, 27, 28, 29, 30, 12, 18, 17

These results provide evidence for the benefits of these strains in children and infants. In other
words, it is not necessary to conduct a separate pre-market assessment again.
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