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You must read the following before continuing. The following applies to this document and the information provided in this presentation by Infant Bacterial Therapeutics AB (publ) (the “Company”) 
or any person on behalf of the Company and any other material distributed or statements made in connection with such presentation (the “Information”), and you are therefore advised to carefully 
read the statements below before reading, accessing or making any other use of the Information. In accessing the Information, you agree to be bound by the following terms and conditions.
The Information does not constitute or form part of, and should not be construed as, an offer of invitation to subscribe for, underwrite or otherwise acquire, any securities of the Company or a 
successor entity or any existing or future subsidiary or affiliate of the Company, nor should it or any part of it form the basis of, or be relied on in connection with, any contract to purchase or 
subscribe for any securities of the Company or any of such subsidiaries or affiliates nor shall it or any part of it form the basis of or be relied on in connection with any contract or commitment 
whatsoever. Specifically, this presentation does not constitute a “prospectus” within the meaning of the U.S. Securities Act of 1933, as amended.
The Information may not be reproduced, redistributed, published or passed on to any other person, directly or indirectly, in whole or in part, for any purpose. The Information is not directed to, or 
intended for distribution to or use by, any person or entity that is a citizen or resident of, or located in, any locality, state, country or other jurisdiction where such distribution or use would be 
contrary to law or regulation or which would require any registration or licensing within such jurisdiction. The Information is not for publication, release or distribution in the United States, the 
United Kingdom, Australia, Canada or Japan, or any other jurisdiction in which the distribution or release would be unlawful.
All of the Information herein has been prepared by the Company solely for use in this presentation. The Information contained in this presentation has not been independently verified. No 
representation, warranty or undertaking, express or implied, is made as to, and no reliance should be placed on, the fairness, accuracy, completeness or correctness of the Information or the 
opinions contained herein. The Information contained in this presentation should be considered in the context of the circumstances prevailing at that time and has not been, and will not be, 
updated to reflect material developments which may occur after the date of the presentation. The Company may alter, modify or otherwise change in any manner the content of this presentation, 
without obligation to notify any person of such revision or changes.
This presentation may contain certain forward-looking statements and forecasts which relate to events and depend on circumstances that will occur in the future and which, by their nature, will 
have an impact on the Company’s operations, financial position and earnings. The terms “anticipates”, “assumes”, “believes”, “can”, “could”, “estimates”, “expects”, “forecasts”, “intends”, “may”, 
“might”, “plans”, “should”, “projects”, “will”, “would” or, in each case, their negative, or other variations or comparable terminology are used to identify forward-looking statements. There are a 
number of factors that could cause actual results and developments to differ materially from those expressed or implied in a forward-looking statement or affect the extent to which a particular 
projection is realised. Factors that could cause these differences include, but are not limited to, implementation of the Company’s strategy and its ability to further grow, risks associated with the 
development and/or approval of the Company’s products candidates, ongoing clinical trials and expected trial results, the ability to commercialise IBP-9414 or IBP-1016, technology changes and 
new products in the Company’s potential market and industry, the ability to develop new products, the impact of competition, changes in general economy and industry conditions and legislative, 
regulatory and political factors. While the Company always intends to express its best judgment when making statements about what it believes will occur in the future, and although the 
Company bases these statements on assumptions that it believe to be reasonable when made, these forward-looking statements are not a guarantee of its performance, and you should not 
place undue reliance on such statements. Forward-looking statements are subject to many risks, uncertainties and other variable circumstances. Such risks and uncertainties may cause the 
statements to be inaccurate and readers are cautioned not to place undue reliance on such statements. Many of these risks are outside of the Company’s control and could cause its actual 
results to differ materially from those it thought would occur. The forward-looking statements included in this presentation are made only as of the date hereof. The Company does not undertake, 
and specifically decline, any obligation to update any such statements or to publicly announce the results of any revisions to any of such statements to reflect future events or developments.
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Enables expedited FDA review.

Priority Review 
Voucher

Safety and tolerability 
demonstrated. 

Phase II Completed

Well funded with cash on hand 
sufficient for development through 
approval (Q2/22 SEK 374M).

Raised eq. $100M

First North followed by 
NASDAQ main markets in 
2018.

IPO 2016

Breakthrough potential as first and only pharma grade probiotic 
to prevent life threatening infant diseases including NEC and 
sepsis by promoting Sustained Feeding Tolerance.

Pre-Commercialization Plan Initiated

Lactobacillus reuteri – a GI 
bacteria improving gut function 
and Sustained Feeding Tolerance.

Orphan Designation

Progressing in 10 countries.
Phase III Underway

Sweden - in licensed technology 
platform from Biogaia.

Founded 2013

IBT Corporate Milestones
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IBT has established strong core competences

Gastroenterology
• Enabling a healthy microbiome extends to multiple treatment options 

especially in combination with advanced gene modification possibilities 

Preterm Babies
• The need for preterm treatment solutions is enormous, where IBT has 

established comprehensive global network of KOLs and institutions

Pharma Grade Probiotics
• IBT is a global leader in developing LBPs with Phase III in 10 countries, 

including regulatory, clinical, CMC and commercial pathways to market
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Introducing IBP-9414: First Pharmaceutical Grade Probiotic

5

IBP-9414 on a mission (since 2013) to 

become the first pharma grade probiotic 

to prevent life threatening infant diseases 

including NEC and sepsis by promoting 

Sustained Feeding Tolerance
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IBP-9414 / Lactobacillus Reuteri enables good GI function

6

First naturally derived pharmaceutical grade probiotic
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IBP-9414 is addressing a major unresolved medical need

7

Preventive treatments are 
needed Despite all current efforts with neonatal 

intensive care - a 24 week GA baby stand a 50% 
chance of survival…
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IBP-9414 is targeting leading causes of mortality among preterm babies

8

NEC

BPD

Sepsis

Patel 2015
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9

IBP-9414 will resolve the clinical practice void that is a reality today 

Pharma grade 
probiotic to 
prevent life 
threatening 

infant diseases

IBP-9414

No pharmaceutical 
treatment available 

today

Unproven dietary 
supplements lack 

CMC quality 
controls 

Costly surgical 
intervention with 

long term 
consequences

Prevention needed 
due to rapid 

disease 
progression
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IBP-9414 is anticipated as the first and much needed regulated pharma 
grade probiotic for preterm infants

10* PEDIATRICS Volume 147, number 6, June 2021:e2021051485 

● “Probiotic products in the United States are available for use in 
the general category of dietary supplements, bypassing the 
rigor of the US Food and Drug Administration (FDA) approval 
process in safety, efficacy, and manufacturing standards.”

● “Given the lack of FDA- regulated pharmaceutical-grade 
products in the United States, conflicting data on safety and 
efficacy, and potential for harm in a highly vulnerable population, 
current evidence does not support the routine, universal 
administration of probiotics to preterm infants, particularly 
those with a birth weight of <1000 g.”

● The Connection Study referenced - “…a phase III randomized 
clinical trial to evaluate the safety and efficacy of 
Lactobacillus reuteri (IBP- 9414; NCT03978000) to prevent 
NEC in preterm infants is currently ongoing.”
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IBP-9414’s development is targeting two independent endpoints

11

Phase III – Two Primary Endpoints

NEC prevention Shortening of time to 
SFT

SFT = Sustained Feeding Tolerance
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12

IBP-9414 active ingredient has demonstrated a favorable effect on NEC

50% reduction in NEC 
with L.reuteri

70% reduction in NEC 
with L.reuteri

Randomized Control Trials

Historical Control Trials
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Result of regression analysis for the 248 infants reaching the 
10-day SFT definition

-7.65%

-6.71%

-2.75%

-5.85%
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1-day shortening of time to SFT

A shortening of this time should reflect increased growth and well-being of the VLBW infant.

Time to Sustained Feeding Tolerance (SFT) correlates to a multitude 
of important clinical events 

Accepted for publication, in press 
British Journal of Gastroenterology
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IBP-9414 Connection Study is progressing

14

• Current recruitment to Phase III is on track 
with >50 patients per month

• Projected to accelerate the momentum and 
also open Cohort C (babies 1000-1500 
grams) at 1400 recruited patients

• There is sufficient cash on hand, as 
planned, to complete the study

• 10,000 patient days of safety data on file

• Drug Monitoring Committee (DMC) held at 
300 and 600 

Open Cohort C

Quarter Ending
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15

HCPs respond that IBP-9414 will receive broad utilization

P&T committee members indicate inclusion across most large institutions and mid-sized institutions  

Source: Stakeholder Interviews; ClearView Analysis. AGA: American Gastroenterological Association; RCT: Randomized Controlled Trial. 

Addressable US 
Patients

Formulary 
Inclusion

Physician 
Preference

~70%
~90%

~40 K

Protocol 
Access

~36 K ~25 K ~25 K

~100%
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Source: Stakeholder Interviews; ClearView Analysis. 

25K patients treated with full access in two weight 
cohorts 

Treatment durations of ~7.7 and ~3.3 weeks expected 
(overall 5.6 weeks average), based on physician 
preference

Tested pricing of $5K was thought to be acceptable for 
NEC alone. Now price sensitivity for a + SFT profile was 
performed

US Sales estimated to be ~$630M

3

4

2

IBP9414 Commercial OpportunityKey Considerations

Average Treatment Duration

Patients Treated with IBP-9414

~10 K (<1,000 g infants)

~15 K (1,000-1,500 g infants)

~7.7 Weeks
<1,000 g

~3.3 Weeks
1,000 g – 1,500 g

2

Tested Pricing Per Week

$5.0 K 

~$630 M
4

3

16

11

25K Treated US Patients Expected to Generate $630M Peak Sales
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~55%
U.S. to EU Price Multiplier

Anticipated EU Sales
~$620 M 

Anticipated U.S. Sales
~$630 M 

~325%
U.S. to EU Prevalence Multiplier

Projected EU Revenue Potential

~55%
U.S. to EU Tx Duration Multiplier

17

EU preterm prevalence of 2.8% of 4.7M births = 130K 
treatable patients, ~325% multiplier vs 40K in the US  

EU average treatment duration is 3.1 weeks compared to 
US 5.6 weeks, ~55% multiplier

Evaluation of EU to US pricing analogues (e.g.  
surfactants) motivates a ~55% multiplier

EU Sales estimated to be ~$620M

3

4

2

Key Considerations

1

2

3

1

Overall EU Revenue Potential Similar to the US

4

EU label broader than US; <34Weeks babies in EU vs. <1500g in the USA



 
  

89

89

89

148

138

84

191

191

191

13

13

13

142

180

227

23

55

94

IBP-9414 has megabrand potential >$1.5B Peak Sales*

18* New market research conducted 2021. ROW estimated at 50% of EU   

→ Triple layer IP protection        
1) data exclusivity
2) patent protection
3) orphan drug status

→ >12 years exclusivity across 
EU, US, Japan and China

$M
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IBP-9414 our lead Phase III program

19

Medical 
Need

Mechanism 
of Action

Clinical 
Data

Safe

Aligned 
Regulatory 
Agencies

Highest 
GMPs 

Phase III 
Clinical

>12 Years 
Market 

Exclusivity

Aligned 
Payers

Orphan & 
Rare 

Pediatric 
Disease
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New Opportunity: Gastroschisis IBP-1016

20

Significant unmet need

• 2,000 diagnosed US infants per year

• Post surgery: gut motility is absent, and 
oral feeding not tolerated for extensive 
period

• Serious comorbidities including growth 
retardation, sepsis (31%), NEC (5%) 
and in hospital mortality (3.6%)

• High economic burden with hospital 
stay estimated at $200-$300M (20-30 
days at $5K per day for 2,000 infants)

Synergies with IBP-9414

• Same API (Lactobacillus reuteri)

• Both conditions in need of gut moving and 
functioning more quickly

• Adjacent patient target population
• IBP-9414 targets <1500g Bwt / GA 23-32 weeks
• IBP-1016 targets ~2500g Bwt / GA ~35 weeks

• Orphan drug potential

• Potential additional IP protection / biologics
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Thank you 

Infant Bacterial Therapeutics AB  

www.ibtherapeutics.com

21

https://ibtherapeutics.com/

