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The value of probiotics  
for infants 

Morinaga Milk Industry Co., Ltd., a leading Japanese dairy product company, 
recently announced its proprietary probiotic Morinaga Bifidobacterium longum 
BB536 has received FDA GRAS (Generally Recognized as Safe) approval relating 
to its use in term infant formula. This is a major milestone for Morinaga Milk in 
the United States. It also is further recognition of Morinaga’s extensive research, 
proving that the need to maintain a healthy intestinal microflora during early life 
has considerable benefits for lifelong well-being, as Dr. Chyn Boon Wong, 
Research Associate at Morinaga Milk, explains.

bacteria residing in the intestines of 

breastfed infants. Ever since then, 

Morinaga Milk has been engaged in 

research on the safety, functional health 

benefits, and mechanisms of action of 

HRB, to better understand their role in 

maintaining human health. Morinaga 

Milk focuses on B2B business in the 

global marketplace and is dedicated to 

providing its customers with the highest 

quality probiotic solutions that are not 

only clinically proven to be effective on 

human health, but also highly compatible 

with the human hosts. 

The functional ingredients manufactured 

and supplied globally by Morinaga Milk 

are probiotics, lactoferrin, lactulose, 

peptide, whey proteins, and aloe sterol, 

ingredients which are used in high value-

added nutritional products such as infant 

formulas, dietary supplements and 

functional foods. These functional 

ingredients are available all over the 

globe including North and South 

America, Europe, Asia-Pacific, and 

Middle-East. 

In Dr. Wong’s view, Morinaga Milk is 

some way ahead of the curve, especially 

when it comes to its expertise in HRB 

strains. The company has conducted 

considerable research to elucidate the 

physiological differences between 

bifidobacterial species that are naturally 

present in human gut (HRB) and those 

that are not (non-HRB). Accumulating 

evidence shows that HRB possess 

numerous unique physiological 

characteristics, which non-HRB do not 

have, contributing to their beneficial 

roles in promoting human health. “In 

fact, only those HRB species, commonly 

found in the infant gut microbiome, can 

utilise human milk oligosaccharides 

(HMOs) and are tolerant to the 

antibacterial factor (lysozyme) found in 

human breast milk,” Dr. Wong comments. 

Based at Morinaga Milk’s Tokyo 

headquarters, Dr. Wong is in charge of 

science communication and marketing 

activities related to the global B2B 

businesses that commercialise 

Morinaga’s HRB probiotics. With rich 

research experience and strong scientific 

background, Dr. Wong is dedicated to 

turn ground-breaking research into 

successful business opportunities. She 

joined Morinaga Milk in 2016, as a 

research scientist, where she was 

involved in fundamental science and pre-

clinical studies on bifidobacteria. 

Dr. Wong explains that Morinaga Milk is 

a key global probiotics manufacturer that 

excels in innovative technology and 

offers a premium line of probiotics and 

other functional ingredients to 

customers throughout the world. Pioneer 

in the probiotics bifidobacteria industry, 

the company possesses strong expertise 

in the research and development of 

probiotics bifidobacterial strains that 

support human health. It started research 

on Human-Residential Bifidobacteria 

(HRB) in the 1960s, inspired by the fact 

that bifidobacteria are the predominant 
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and mechanistic studies reveal that 

BB536 acts in concert with the gut 

microbiota to drive a fine-tuned 

intestinal and immune balance. Morinaga 

provides BB536 for use in various 

applications including dietary 

supplements, infant formulas and food 

products. 

“Initial neonatal gut microbial 

colonisation represents a crucial window 

of opportunity for shaping a healthy 

gastrointestinal tract and driving 

maturation of immune system,” Dr. Wong 

points out. “Insufficient or delayed 

colonization with beneficial commensal 

bacteria, particularly bifidobacteria, has 

been linked with the development of 

allergies, eczema, and other microbiome-

related disease pathologies. BB536 is one 

“In addition, HRB are superior to non-

HRB at producing folate and certain HRB 

species are particularly effective at 

eliminating potentially harmful food-

derived opioid peptides. New research 

also discovered that certain strains of 

HRB have a better functional capacity at 

producing indole-3-lactic acid, a unique 

metabolite that is involved in infant 

immune and neuronal development. 

These findings show that HRB species are 

ideal probiotics for consumption by 

humans at all ages, especially infants, and 

are more beneficial for promoting human 

health.”

Morinaga Milk offers a premium line of 

HRB probiotics that are highly 

compatible with the human gut. Its 

flagship product, Bifidobacterium 

longum BB536, is well-known for its 

stability, quality and wide-ranging 

effects, shown by more than 190 

scientific reports (as of March 2020), 

including numerous clinical studies. 

BB536 is a clinically effective, well-

established, multifunctional probiotic 

strain that provide a consistent beneficial 

effect in improvement of intestinal 

health, maintenance of intestinal 

microflora balance, regulation of immune 

response, anti-allergy, and protection 

against microbial infections. Key clinical 

MORINAGA MILK INDUSTRY CO., LTD.

33-1, Shiba 5-Chome
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Japan

Website: www.morinagamilk.co.jp

of the strains that can aid infants in the 

process of establishing a bifidobacteria-

dominant gut microbiota. Backed with 

clinical studies, ingestion of BB536 

promotes the colonization of 

bifidobacteria and supports healthy 

growth in both preterm and term infants. 

BB536 could also facilitate immune 

development and protect infants against 

immune-mediated health complications 

such as atopic dermatitis and eczema.”

On December 26, 2019, the U.S. Food and 

Drug Administration (FDA) issued 

Morinaga Milk with a GRAS Notice 

known as ‘no objection letter’, stating it 

has no questions regarding the safety of 

the probiotic strain B. longum BB536 

when used in infant formula. “The FDA 

GRAS approval for BB536 in infant 

formula highly recognizes its quality and 

safety in infants,” says Dr. Wong. 

“Affirmation of this newest status adds 

value to BB536, diversifying its 

application options available in the infant 

category.”


