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Necrotizing enterocolitis (NEC) is a devastating and often fatal disease
affecting preterm infants with no available preventive therapy

Infant Bacterial Therapeutics is developing the pharmaceutical drug IBP-
9414 for the prevention of NEC in preterm infants

The clinical development program involves a Safety and Tolerability Trial
(presented here) followed by a large, Pivotal Efficacy Trial

Purpose and Objective of this clinical trial is to evaluate the safety of IBP-
9414 at 2 dose levels in preterm infants at risk of NEC

IBP-9414 is a live bacterial therapeutic

Dietary supplements containing live bacteria (probiotics) are suggested to
be effective in preventing NEC but they are not subject to FDA premarket
review and approval requirements for safety and effectiveness or to the
manufacturing and testing standards for products regulated as drugs by

FDA

o A premature infant within a US NICU died in 2014 of gastrointestinal
mucormycosis caused by mold from a contaminated probiotic dietary
supplement

o FDAissued an Important Drug Warning to alert NICUs who use
probiotics to treat, mitigate, cure or prevent a disease or condition to
submit an Investigational New Drug Application (IND) for FDA review

WA

Methods

Randomized, double blind, dose escalation placebo-controlled Safety and
Tolerability study.

IND opened by FDA in December 2015.

Registered on ClinicalTrials.gov: NCT02472769.
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Birth weights 1001-2000 g
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10° CFU/day IBP-9414 (High Dose) or Placebo

Cohort C
Birth weights 500-1000 g
Low Dose IBP-9414 or Placebo

Vs
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Cohort D

30 patients/cohort
Total 120 patients

Birth weights 500-1000g
High Dose IBP-9414 or Placebo

Randomization

Follow-up for
6 months after
last dose

Screening &

Primary Outcome

Fecal Analysis — Real Time qPCR Analysis

Inclusion criteria

e (Gestational age <32w+6d

e <48 hours of age

e Birth weight 1,001 — 2,000 g (A&B)
500 — 1,000 g (C&D)

e \Written informed consent

Exclusion criteria

e Participation in another clinical trial

e Infants in extremis

e Congenital or acquired gastrointestinal
pathology

e Other condition of the infant which in the opinion

Treatment period
14 days
One dose per day

of the attending neonatologist preclude
participation.

IBP-9414

e Freeze-dried powder in a prefilled, single-dose glass
vial for reconstitution by hospital pharmacy

in sterile water

e Administration through nasogastric or orogastric tube
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