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Status RECRUITING

Phase Not Applicable

Sponsor Société des Produits Nestlé (SPN)
Enrollment 188 participants

Key Eligibility Criteria

Inclusion (6)

» Written informed consent has been obtained from at least one parent (or other legally acceptable representative \[LAR)], if
applicable)

* Infant's parent(s)/LAR is of legal age of majority, has parental authority, must understand the consent form and other relevant
study documents, and is willing and able to fulfil the requirements of the study protocol

« Infant gestational age is d 34 weeks as determined by the first day of the mother's last menstrual period or by fetal ultrasound
« Infant birth weight d 2500g
« Infant postnatal age d 14 days

...and 1 more (see full listing online)

Exclusion (8)
« Infant is clinically unstable, for example:

« Infant has hemodynamic instability as evidenced by clinical signs of sepsis, hypotension (MAP \< 5th percentile for age for at
least three hours), or is receiving vasopressor drugs

* Infant has received an exchange transfusion within the past 48 hours
« Infant has had an episode of severe asphyxia at birth (PH less than 7.0)
« Infant has signs of necrotizing enterocolitis according to modified Bell staging criteria (stage IIA or higher)

... and 3 more (see full listing online)

Locations (6 total)

Kepler Universitatsklinikum Linz, Linz, Austria

Evangelisches Waldkrankenhaus Spandau, Berlin-Spandau, Germany
Kinderklinik Darmstadt, Darmstadt, Germany

...and 3 more locations

https://clinicaltrials.gov/study/NCT06212427
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