infection through the administration.of a bacteria, a bacteria nutrient, and
an antimicrobial agent. Theé,e references  however, relate solely to adult
administration and do.not disciose the admm!stratfon of prob:éﬁcs o
infants to trnat rasptratory fract infections or AOM ‘
[00020] The gut microfiora i in infants is known to be far less developed
than that of an adutt. While the microfiora of an adult human consists of
‘more than 10*° microorganisms and nearly 500 species, same, being
harmful and some being beneficial, the microflora of an znfant containg
only a fraction of those microorgamsms ‘both i in absoiute number but aiso
in species diversity. »Becguse the bacterial .papuiaians and species vary
so immenssly betwaén the gut' of an infant and the gut of an adult, it
. cannot be assumed that a probiotic aﬁministraﬁoé 'des'i_gn.ed for an adult
wouid necassarﬂy be beneficial for an infant.
foog21] i wouid be beneﬁc:ai therefore o pz'owde a probzottc remedy
_ for the treaiment and or prevention of r&sp:ratory mfectzons and AOM in
mfants ' ' ,
‘ _ SUMMARY OF THE INVENTION
. [00022] Briefly, the present inventiendisclosure is directed to a noveE method for

prevennng or treating respzratory mfecilorts in infants,; comprising
admlmstar;ng to the infant a therapeutically effective amount .of at Eeast
-ong Bmdobactenum specles in con;unctmn with a‘k isast oné probtoiic
| bacterial specres that promotes the growth and adh&rence of the selected
' strain of Bifidobacteria in the intestine. In one embadiment, the
Bifidobacterium species can be chosen from among the Bifidobacteria that
demonstrate immunomodulatory properties. These species may include,
for sxample, B. bifidum, B. adolescentis, B. animalis, B. Jacis, B, infantis,
. B. longum, and B. thenmphdum A particular spécies useful in the
present invention is B. lactis Bb-12. '
[00023]  Inone embodzment the probiotic tﬁa‘t p}*ofho’cnsﬁiﬁdabacteﬁa
adherence is a member of the Lactobacillus species, such as, for
“example, L. rhamnosus GG ( LGG) L delbrueckii subsp bulgar:cus ora
combmaﬁon of both.



In one aspect, there is provided an infant formula for use in preventing development of

respiratory infection and/or acute otitis media, the infant formula comprising:

a lipid or fat;

a protein source selected from the group consisting of whey protein, casein protein,

nonfat milk, and hydrolyzed protein;

one or more Bifidobacterium species comprising Bifidobacterium factis Bb-12: and

one or more bacterial species comprising Lactobacillus rhamnosus GG.

In another agpect, there is provided an infant formula for use in preventing development of

respiratory infection and/or acute otitis media, the infant formula comprising:

a lipid or fat;

a protein source selected from the group consisting of whey protein, casein proiein,

nonfat milk, and hvdrolyzed protein:

one or more Bifidobacterium species; and

one or more adherence-promoting probiotic.

In another aspect, there is provided the use of the infant formula as defined herein in the

manufaciure of a medicament for preventing development of respiratory infection and/or

acute otitis media.

In another aspect, there is provided the use of the infant formula as defined herein in the

manufacture of a medicament for preventing development of respiratory infection and/or

acute otitis media.
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CLAIVS:

1. An infant formula for use in preventing development of respiratory infection and/or acute
otitis media, the infant formula comprising:

a lipid or fat;

a protein source selected from the group consisting of whey protein, casein protein,
nonfat milk, and hydrolyzed protein;

one or more Bifidobacterium species comprising Bifidobacterium lactis Bb-12; and

one or more bacterial species comprising Lactobacillus rhamnosus GG.

2. The infant formula of Claim 1, wherein the lipid or fat is present at about 3 to about 7g

per 100 kcal.

3. The infant formula of Claims 1 or 2, wherein the protein source is present at about 1 to

about 5g per 100 kcal.

4. The infant formula of any one of the breceding Claims, wherein the respiratory infection
is selected from the group consisting of upper respiratory infection, influenza, croup,

respiratory syncytial virus, bronchitis, bronchiolitis and pneumonia.

§. The infant formula of any one of the preceding Claims, wherein the amount of both the
one or more bacterial species comprising Lactobacillus rhamnosus GG and the one or more

Bifidobacterium species is between 10° and 10" cfu per day.
8. The infant formula of any one of Claims 1 to 4, wherein the amount of both the bacterial

species comprising ere-ormorea Lactobacillus rhamnosus GG and the one or more

. Bifidobacterium species is between 10° and 10° cfu per day.
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7. The infant formula of any one of the preceding Claims, wherein the tatio of the
Bifidobacterium lactis Bb-12 and the Lactobacillus rhamnosus GG is between about 5:1 and

1:5,

8. The infant formula of any one of Claims 1 to 6, wherein the ratio of the Bifidobacterium

lactis Bb-12 and the-ere-srmare Lactobacillus rhamnosus GG is between about 10:1 and

1:10.

9. The infant formula of any one of Claims 1 to 8, wherein the ratio of the Bifidobacterium

lactis Bb-12 and the@ne—e%-hqe;:e Lactobocillus rhamnosus GG is about 1:1.

10. An infant formula for use in preventing development of respiratory infection and/or acute
olitis media, the infant formula comprising:

a lipid or fat;

a protein source selected from the group consisting of whey protein, casein protein,
nonfat milk, and hydrolyzed protein;

one or more Bifidobacterium species; and

one or more adherence-promoting probiotic.

11. The infant formula of Claim 10, wherein the lipid or fat is present at a level of about 3 fo

about 7g per 100 keal.

12. The infant formula of Claims 10 or 11, wherein the protein source is present at a level of

about 1 to about 5g per 100 keal.
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