PEDIATRIC GASTROENTEROLOGY & CLINICAL NUTRITION

Soy Protein Isolate Formulas

in Pediatric Clinical Nutrition

A Comprehensive Literature Review & Product Specification Analysis

PRIMARY CASE STUDY: My Baby Pro-Soya™ - FSMP, Birth to 5 Years

o Introduction & Clinical Rationale

Infant nutrition during the first 1,000 days is a critical
window that shapes long-term immunological, metabolic and
neurodevelopmental outcomes. Exclusive breastfeeding
remains the WHO gold standard; however, IgE-mediated
cow’s milk protein allergy (CMPA), congenital lactase
deficiency, severe secondary lactose intolerance after
gastroenteritis, and dietary or ethical restrictions can require
a safe, nutritionally complete breast-milk substitute (BMS) or
Food for Special Medical Purposes (FSMP).

Soy Protein Isolate Formula (SPIF) has been a therapeutic
option since the early 20th century. Modern formulas use
highly purified, non-GMO soy protein isolate fortified with
crystalline L-methionine, L-carnitine and taurine, giving
a reported PDCAAS of 1.0, comparable to whey-casein
profiles.

CORE CLINICAL PARADIGM

Maternal milk is the optimal source of infant nutrition;
secretory IgA and anti-infective factors protect against
gastroenteritis and respiratory infection. Specialised
formulas such as My Baby Pro-Soya are designated for
special medical purposes under medical supervision.
Unregulated replacement or improper reconstitution raises
infant morbidity and mortality risk.
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Product Case Study at a Glance

PRODUCT SUPPLY CHAIN / TRADE

My Baby Pro-Soya™ — FSMP, birth to 5 years; soy protein NZ-sourced milk solids - Nova Nutrition (Vietnam) - UEA

isolate-based, lactose-free Ltd (BD)

REGULATORY ALIGNMENT CLINICAL FOCUS

BDS CAC 72 - IPHN Regulation - BSTI Standard - Halal CMPA, lactose intolerance, galactosemia, and

certified vegan/religious dietary requirements — under medical
supervision
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SOY PROTEIN ISOLATE FORMULAS - PEDIATRIC CLINICAL NUTRITION Biochemistry - Synbiotics

° Biochemical Profile & Functional Ingredients

Advanced SPIFs, exemplified by My Baby Pro-Soya, use a multi-component matrix that aims to mirror the functional
bioactivity of human milk while eliminating lactose and bovine B-lactoglobulin.

NUTRITIONAL IRelif= o130 4 (AL e el it CLINICAL & PHYSIOLOGICAL SIGNIFICANCE
DOMAIN COMPOUNDS
. Soy protein isolate, L-carnitine Hypoallergenic, lactose-free nitrogen source; supports lipid
Protein base . . .
tartrate, taurine transport and retinal / cardiac development.

Lipid profile Sunflower, rapeseed, soy & palm oils;  Balanced PUFA / MUFA ratio; long-chain PUFAs support

ARA & DHA cerebral cortex development and visual acuity.
Carbohydrate Maltodextrin, HMO 2-FL, GOS, FOS Iso-osmolar.energ)./ release, Iact.ose-f'ree; preblotlc.support
of mucosal immunity and gut microbiome maturation.
Probiotic Lactobacillus reuteri DSM 17938 Studied strain for reducing infantile colic and gut-motility

disorders, and limiting pathogenic colonisation.

€) Bioavailability, HMOs & Synbiotic GI Support

Early soy formulas were criticised for anti-nutritional
factors — phytates, trypsin (protease) inhibitors and
aluminium content. Modern enzymatic processing and
high-temperature short-time (HTST) heat treatment
effectively deactivate heat-labile urease and protease
inhibitors, and strategic fortification offsets phytate-related
mineral binding to maintain zinc, calcium and iron
homeostasis.

Recent designs integrate 2'-fucosyllactose (2’-FL) with
non-digestible prebiotic fibres (GOS and FOS) and the live
probiotic L. reuteri DSM 17938. This synbiotic matrix
modulates the gut-microbiota-brain axis, promotes
beneficial Bifidobacteria, and may reduce the severity of
functional gastrointestinal disorders.
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CLINICAL PEARL ¢

Check the product label for reconstitution instructions that
preserve probiotic viability while meeting national
microbiological-safety guidance.
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FIGURE 1 - Synbiotic gut-barrier reinforcement pathway

Soy isolate + HMO 2’-FL + GOS / + L. reuteri DSM Clinical outcome
maltodextrin FOS 17938

Lactose-free nitrogen & Prebiotic substrate - Beneficial colonisation, Improved tolerance &
energy anti-pathogenic decoy Bifidobacteria gut-barrier support
effect
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SOY PROTEIN ISOLATE FORMULAS - PEDIATRIC CLINICAL NUTRITION Dosing - Safety

° Dosing, Administration & Osmolality Safety

To prevent hyperosmolar diarrhoea, metabolic strain or nutritional insufficiency, strict volumetric reconstitution is
mandatory: 1 level 4.5 g scoop per 30 mL of previously boiled water, as in the reference product.

INFANT AGE BOILED WATER SCOOPS (4.5 g) FEEDS / 24 h
1st & 2nd week 90 mL 3(~13.59) 6
3rd & 4th week 120 mL 4 (~18.0 g) 6
2nd month 150 mL 5(~22.59) 6
3rd & 4th month 180 mL 6 (~27.0 g) 6
5th & 6th month 210 mL 7 (~31.509) 3-4
After 7th month 240 mL 8 (~36.0 g) 2-3
~
SAFE RECONSTITUTION & HANDLING
Powdered infant formula is not a sterile product. Use freshly boiled water, wash hands and sterilise utensils, and
follow the current WHO/FAO guidance (water kept = 70 °C when mixing, then cooled to feeding temperature). Feed
promptly and discard any feed left standing beyond 1 hour. Never re-feed stored leftovers: inadequate water
temperature or prolonged storage permits growth of Cronobacter sakazakii and other Enterobacteriaceae. Always
follow the product label and national regulator instructions.
J

For healthcare professionals only. Not a substitute for clinical judgement. Breastfeeding remains the optimal source of infant nutrition. Page 3 of 4



SOY PROTEIN ISOLATE FORMULAS - PEDIATRIC CLINICAL NUTRITION Governance - Guidelines - Conclusion

e Public Health Safety & Regulation

Global regulation of FSMP requires harmonisation between
Codex Alimentarius standards and regional regulators.
Powdered soy formulas must show zero detection of
Salmonella enterica and Cronobacter sakazakii. Heat
processing must fully destroy endogenous soybean lectins and
anti-nutrients without advanced Maillard reactions that impair
lysine bioavailability.
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MICROBIOLOGICAL SAFETY

o Comparison of International Guidelines

AAP

American Academy of Pediatrics

Accepts SPIF for term infants with
galactosemia, hereditary lactase
deficiency, or where a vegetarian
diet is required. For CMPA,
extensively hydrolysed (eHF) or
amino-acid formulas are generally
preferred; SPIF may be considered
as a lower-cost option in infants >
6 months.

Pathogens in powdered formula must be controlled through
adequate water temperature and immediate consumption.

Reconstituted formula must never be re-fed after extended
standing, owing to exponential bacterial multiplication.

ESPGHAN

Paediatric Gl, Hepatology & Nutrition

Advises against SPIF in the first 6
months of life because of
isoflavone (phytoestrogen)
content; accepts use after 6
months for cow’s-milk-protein
intolerance or where religious /
vegan diets apply.

REGULATORY STATUS
BDS CAC 72 - IPHN - BSTI -

Halal certified — compliance with

the national Breast-milk Substitutes framework is mandatory.

NATIONAL
BSTI - BDS CAC 72 - IPHN (Bangladesh)

Requires compliance with the
Breast-milk Substitutes Act, IPHN
registration, BSTI standardisation
(BDS CAC 72) and mandatory Halal
certification for commercial
distribution.

° Summary & Conclusion

Soy protein isolate formulas — fortified with essential L-amino acids, DHA / ARA, HMOs and probiotics — are a
scientifically supported, nutritionally complete therapeutic option for infant food hypersensitivity and metabolic

conditions. Products such as My Baby Pro-Soya™

align with global nutritional standards and local regulatory

frameworks (BDS CAC 72 / IPHN), making them viable clinical tools under professional medical
supervision. Selection should follow the infant’s age, diagnosis and current guideline recommendations.

For healthcare professionals only. Not a substitute for clinical judgement. Breastfeeding remains the optimal source of infant nutrition.

Page 4 of 4



