What is Infantile Colic?

Infantile colic is a common condition that is frustrating for parents

and caregivers. Colic can be considered a behavioral phenomenon and
involves long periods of inconsolable crying and hard-to-calm behavior.!
The fact that crying occurs for no apparent cause is one of the main
reasons it is distressing and worrisome for parents.!

Colicky Babies Have a Less Diverse Microbiota

Why babies have colic is not fully understood, but it has been postulated
that it is caused by various factors such as a disturbance of pathways in
the central nervous system, psychosocial causes (e.g. parental anxiety)
or gastrointestinal discomfort.13-°

Over the past decades, the role of the gut microbiota has come into focus
as studies have shown that babies with colic have lower counts of intestinal
lactobacilli as well as increased concentrations of coliform compared to
babies without colic.?%1?

Interest in the role of the microbiome in the pathophysiology of infant colic
has rapidly increased. It has been suggested that altered microbiota affect
gut motility and gas production, leading to colicky behavior.!1?

The Only Probiotic with Evidence in Colic

Until now, available remedies for colic have been limited. BioGaia’s L. reuteri
Protectis is a probiotic originally isolated from human breast milk with a
proven safety and efficacy profile.* L. reuteri Protectis is the only probiotic
with scientific evidence in infantile colic.*

Study Re(#vction in Crying Rec!uction in Crying
ime by Day 7 Time by Day 21
Mi 2015 YES YES
Chau 2014 YES YES
Szajewska 2013 YES YES
Savino 2010 NS YES
Savino 2007" YES YES

YES: Significant compared to placebo  NS: Non-significant T Significant compared to simethicone

*These statements have not been evaluated by the Food and Drug Administration.
This product is not intended to diagnose, treat, cure, or prevent any disease.
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Infantile Colic /80%

Less crying and more smiling

A proven solution to help colicky babies’




Less Crying and Fussing in Colicky Babies™
Compared to placebo, L. reuteri Protectis:*

® Significantly reduced daily crying and fussing time

® Reduced daily crying and fussing 54% versus 16% on day 21

® Resulted in a 71% success ratef versus 21% after 21 days

Duration of Crying and Fussing
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*Infants with 50% or more reduction in daily average crying and fussing time from baseline

BioGaia has expert
recommendations for both
improving and preventing
infantile colic™
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*These statements have not been evaluated by the Food and Drug Administration.
This product is not intended to diagnose, treat, cure, or prevent any disease.
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BioGaia "Baby Helps Colicky Infants’

5 independent studies have shown a reduction in crying time
in colicky infants****5*8

2 preventive studies have shown a reduced onset of colic
as well as reduced crying time in healthy infants***#

8 meta-analyses have been conducted, all with the same
conclusion: L. reuteri Protectis is the only probiotic with
a proven efficacy in infantile colic, especially in breastfed
and mixed fed infants**'-#®

How does L. reuteri work?

BioGaia’s Lactobacillus reuteri Protectis is derived from human breast milk.29-3!
It is indigenous to the human digestive tract and one of the few probiotics that
have co-evolved with humans since the beginning of time. L. reuteri Protectis:*3%"4!
® Colonizes both the stomach and the small intestine
® Promotes the growth of good bacteria and inhibits pathogens
® Promotes healthy gut motility

® Releases effector molecules that promote healthy gut-brain communication

Reduced Excessive Crying and Improved
Family Quality of Life™

Compared to placebo, L. reuteri Protectis:*
@ Significantly reduced daily crying and fussing time

® Resulted in a 75% success ratef versus 18% after 14 days

Success Rate in Colicky Infants
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t> 50% reduction in the daily average crying time t Follow-up one week after termination of intervention

7 5% success rate with
BioGaia compared to 18%
with placebo within 2 weeks”™
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Improved Family Quality of Life*
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f Follow-up one week after termination of intervention



