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Oral Mucosal Immunotherapy (OMIT):
A New Patient-Adherent Allergy Treatment Platform

Convenient Daily 

Immunotherapy 

Administration

Food-Specific Desensitizing Agents Delivered Via Toothpaste

Specialized Toothpaste:

Keeps Teeth Clean

While Stabilizing Allergens
Specific Food-Derived 

Proteins
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Peanut Allergy – Peanut INT301 Target Market
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Peanut Allergy

• Over 6mm in U.S. suffer from peanut allergy 
(~350K in Canada)

• 1.6mm are children

• Peanut allergy tripled in children 1997-2008 

• Continues to increase

• Challenges of living with peanut allergy

• Only option is avoidance

• High social burden

• Loss of productivity of caregivers

Patients/Practitioners/Payors Seeking Protection From Accidental Exposure



Serviceable Market Potential for Peanut Allergy 
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Peanut Allergy 

Afflicted 

Population

US peanut allergic population 6.0 million

US peanut allergic children 1.6 million

77% aged 4-18 1.2 million

83% diagnosed with PA 1.0 million

Assume ~60% will seek medical advice/treatment 600,000

Assume ~2% of adult PA sufferers to seek therapy 90,000

Serviceable Market for Intrommune 690,000

• Acquisition of 25,000 patients/year (<4% of addressable market) for INT301 to become 

blockbuster product (>$1 billion annual revenue) at Year 5 at $8,000/patient/year, with 

patients staying on for average of 5 years

Wall Street expectation for 

PA disease modifying 

therapy is $5,000-

$10,000/patient/year

100,000 New PA Sufferers In US/Year



Go-To-Market Strategy (U.S.)

• Presumptive first to market (AIMT) will “condition” market
• Educate allergists about food allergy therapy

• Up-dosing procedures training

• Expect CPT codes in place 2021/2022 and wide-scale reimbursement

• Intrommune would need <80 reps to target 5,000 U.S. allergists
• Initial target will be allergists & select ENTs who offer OIT

• Present INT301 data at meetings for AAAAI, ACAAI, AAOA, EAACI (Europe), etc.

• Generate stakeholder awareness by partnering with food allergy 
organizations
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Intellectual Property
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• Global portfolio (includes US, EU, China, India)

• 2 patent families

• 1st patent family covers broad OMIT concept
• Six patents granted since 2016 (USA, EPO, AUS, JPN)

• 2nd patent family covers formulation 

• Global protection expected through 2033 

• Additional IP filings planned

• Freedom to operate

Exclusive Global IP License For Food Allergy Immunotherapy



OMIT Targets Entire Oral Mucosa
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OMIT Toothpaste Tissue Contact

Number of LCs in different anatomical locations of the oral cavity

Optimizes Exposure To Oral Immune Cells

Allam JP, et al.  Allergy. 2008; 63(6):720-727.



OMIT: A Clinically De-Risked Biotech Opportunity
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Sublingual IT for Peanut 

Allergy is Effective

2016 Clinical PoC

OMIT Alleviates

Allergic Symptoms 



Peanut SLIT Studies: Precedent for INT301
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PI/First Author Study Status Primary Outcome Subjects Duration Safety Efficacy

Wesley Burks/Edwin

Kim
Published 20111

1st clinical evidence of 

desensitization
18 children age 1-11

12 months, 

ongoing follow-up

No emergency 

epinephrine in 4,182 

active doses

20x increase in peanut safely 

consumed

Wesley Burks/David 

Fleischer

Published 20132,

20153

1st double-blind placebo 

controlled trial

40 subjects age 12-

37
68 weeks

1 of 11,854 active 

doses required 

epinephrine

Statistically significant 

desensitization in majority

Robert Wood Published 20154

Compare efficacy & safety 

of peanut SLIT 

(3.7mg/day) vs. OIT 

(2000mg/day)

21 children age 7-13 18 months
SLIT significantly 

superior in safety

SLIT effective; OIT efficacy 

superior, but 4/11 dropped out

Wesley Burks
Ongoing, Interim 

data5,6 Effect of early intervention 50 children age 1-11 66 months
No safety issues 

reported

Desensitization to median 

2900mg at 48 months; 

Sustained unresponsiveness 

[interim data]

Robert Wood
Ongoing, 

unpublished7

Efficacy and safety of 

dissolving sublingual film

15 subjects age 18-

50
18 months Unpublished Unpublished

Wesley Burks
Ongoing, 

unpublished7

FARE-sponsored early 

intervention
50 subjects age 1-4 36 months Unpublished Unpublished

1. Kim E et al. JACI 2011(3);127:640-6.

2. Fleischer DM et al. JACI 2013;131(1):119-27.

3. Burks AW et al. JACI 2015;135(5):1240-1248.e3.

4. Narisety SD et al. JACI 2015;135(5):1275-1282.

5. Hamad A  et al. Poster # 193 AAAAI 2017.

6. Yang L  et al. JACI 2017 139(2): Abstract 559.

7. Ongoing, unpublished trials identified through database searches at clinicaltrials.gov



OMIT Successfully Tested - Airborne Allergy
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Reisacher, W, et al. Int. J. of Pharm. Compounding. 2014; 18(4):287-290.

OMIT Respiratory Clinical Investigation

Location Weill Cornell Medical College

Grant Funding Empire State Development’s Division of Science, Technology and 

Innovation (NYSTAR)

Size 24 allergic rhinitis patients

Duration 12 months

Design • Open label

• 12 patients using OMIT vs. 12 patients using SLIT allergy drops

• “Real-World” allergen treatment

Results • Safe and efficacious 

• Supports improved adherence compared to SLIT drops

• Reduction in symptom scores and medication use

• Biomarker trends (IgE, IgG4) indicate development of 

immunological tolerance



Competitive Advantage: INT301 (Peanut Allergy)
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Efficacy Safety
Adherence 

Support
Comment

Oral Mucosal IT

(OMIT)
High Excellent Excellent

Intrommune

Private

Oral IT

(OIT)
High Low Low

AIMT 

$1.3B

Epicutaneous IT

(EPIT)
Low Excellent Low

DBVT

$0.6B ($2.4B)

Market Cap 5/13/2019

Market Cap 5/13/2019 (10/11/2017)



Allergy & Asthma Network Surveys

Sample: 259 HCPs

Sample: 137 Peanut Allergy Patients and Parents
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• ~90% likely to switch patients to new therapy that 

has fewer side effects

• >80% of doctors and 90% of patients would try 

OMIT

64.2%

25.4%



INT301 Development: Regulatory Strategy
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July 2018: Pre-IND meeting with FDA
• Highly collaborative

FDA agrees with Intrommune plans for:

• IND submission

• Phase Ib study in adults with:
• Abbreviated dosing schedule

• Safety and tolerance endpoints

Secondary endpoints provide preliminary efficacy information



Expected Value $300-$400mm

INT301 Phase 1b Budget Forecast
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Milestone
Milestone 

Spend

Total 

Spend
Target Raise

IND Approval $1.4mm $1.4mm $1.4mm

Phase 1: First Dose $1.6mm $3.0mm $8-10mm

Phase 1: Four-Week Draft 

Safety Read* $0.6mm $3.6mm
Strategic 

Discussions

Phase 1: Results $1.4mm $5.0mm
Sale/Partnership

/IPO

Phase 2: Go/Start

(CMC & Phase 2/3 Trial)** $3.0mm $8.0mm

Approval $152.0mm $160.0mm

*   DBVT worth $145mm post Phase 1b data
** AIMT worth $650mm post Phase 2a data

Expected Value ~ $50mm



Milestones

 Obtained Exclusive Rights to OMIT for 
Food Allergy

 Designed Clinical Program (AAAAI Ad 
Board/KOLs)

 Closed Seed Round

 Developed INT301 Formulation 

 Pre-IND Meeting – July 2018

 Angel Led Financing (First Close 2018)
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□ Complete Financing

□ IND Filing – Mid-2019

□ Phase 1B Clinical Trial – 2019

□ Phase 2/3 Launch – 2020

Completed Forthcoming



Company Leadership

Erick Berglund, PhD
Chief Science Officer & Co-Founder

Goethe University, PhD

Boston University School of Medicine, MS

University of New Hampshire, BS

25 Years of Scientific, Start-Up, and Intellectual 
Property Experience 

Anthony Robinson, MS, CRNP, MBA
Chief Operating Officer

MCP Hahnemann, MS

Pennsylvania State University, MBA

Cornell University, BS

20 Years of Clinical and Pharma Development 
Experience

Michael Nelson, JD
CEO & Co-Founder

New York University School of Law, JD

Cornell University, BS

20 Years of Start-Up, Finance ($2 Billion) 
Legal Experience 

Michelle Mantia
Operations Manager

Baruch College, BS

Actuarial Science & 5 Years 
Project Management Experience

David Fleischer, MD 
Associate Professor of Pediatrics - Allergy

Children's Hospital Colorado

University of Colorado Denver School of Medicine

Thought Leader/Researcher

Matthew Greenhawt, MD, FAAP, MBA 
Assistant Professor of Pediatrics - Allergy

Children's Hospital Colorado

University of Colorado Denver School of Medicine

Key Opinion Leader/Researcher

Scientific & Clinical Guidance

William Reisacher, MD
Senior Scientific Advisor & Co-Founder

Associate Professor of Otolaryngology

Weill Cornell Medical College

Associate Attending Otolaryngologist

Inventor – Respiratory Allergy Expert

Tonya Winders
Stakeholder Outreach Advisor

Allergy & Asthma Network CEO
Allergy Mom

Danya Glabau, PhD
Medical Affairs Advisor

Cornell University, PhD

Cornell University, MA

Allergy Anthropology Research
Trusted by Key Constituencies
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