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Forward-Looking Statements

This presentation contains ñforward-looking statementsò as defined in the Private Securities Litigation Reform Act of 

1995 regarding, among other things, clinical development plans, anticipated milestones, product candidate benefits, 

potential market size, product adoption, market positioning, competitive strengths, product development, and other 

clinical, business and financial matters. Any statements contained herein that are not statements of historical facts may 

be deemed to be forward-looking statements. These statements are based on current expectations of future events. 

If underlying assumptions prove inaccurate or known or unknown risks or uncertainties materialize, actual results could 

vary materially. Risks and uncertainties include, but are not limited to, our limited operating history, our need for 

additional financing to achieve our goals, our dependence on our lead product AR101, the need for additional clinical 

testing of AR101, uncertainties relating to the regulatory process, uncertainties relating to the timing and operation 

of clinical trials, potential safety issues, possible lack of market acceptance of our product candidates, the intense 

competition in the biopharmaceutical industry, our dependence on exclusive third-party suppliers and manufacturers, 

and limitations on intellectual property protection. A further list and description of these risks, uncertainties and other 

factors can be found in our report on Form 10-Q filed on May 8, 2018. Copies of this filing are available online at 

www.sec.gov or www.aimmune.com. Any forward-looking statements made in this presentation speak only as of the 

date of the presentation. We do not undertake to update any forward-looking statements as a result of new information 

or future events or developments.

http://www.sec.gov/
http://www.aimmune.com/
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Aimmune Therapeutics:

The Food Allergy Therapeutics Company

Provide kids, young adults 

and their families 

protection, peace of mind, 

and freedom from food 

allergies. 

Our Urgent 
Priority
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There Is a Large and Growing 

Need for Food Allergy Treatments

1. Clark S et al. J Allergy Clin Immunol. 2011;127(3):682-3.

2. Gupta R, et al. JAMA Pediatr. 2013;167(11):1026-31.

3. National Institute of Allergy and Infectious Diseases, National Institutes of Health. Retrieved 

from www.niaid.nih.gov/topics/foodallergy/research/pages/reportfoodallergy.aspx.

4. United States Census Bureau Quick Facts (2015 estimates).

5. Gupta RS, et al. Pediatrics 2011;128(1):e9-17.

6. EAACI. Food Allergy & Anaphylaxis Public Declaration.

>30M
People have food allergies in 

the United States and Europe3-6

ÅResponsible for 200,000 visits to U.S. 
emergency rooms each year1

ÅCost American families ~ $25 billion a 
year, with ~ $4 billion attributed to direct 
medical expenses2

ÅLiving with food allergies means living 
with constant risk and uncertainty 

ÅFood allergies can lead to life-threatening 
reactions 

ÅThere are no approved treatments for 
food allergies
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Aimmune was founded to 
address the collective call 
to action from food allergy 
leaders and patient advocates 
for the development of an 
FDA-approved biologic oral 
immunotherapy (OIT) for the 
treatment of food allergies.

5
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AimmuneIs Developing the CODITÊ Approach 

to Treat Food Allergies

Goal: Gradually increase the bodyôs ability 
to tolerate larger amounts of allergenic food 
proteins without mounting an allergic reaction. 

ÅA standardized oral immunotherapy 
(OIT) protocol with precise oral 
dosing

ÅFDA-regulated biologic products

ÅTraining and education

Characterized Oral Desensitization ImmunoTherapy 

~12 visits to the allergist twice 

a month for 6 months and daily 

at-home dosing between visits

Convenient daily 

dose taken with food
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Pre-IND Phase 2 Phase 3

Our Pipeline of CODITÊ Treatments for Food Allergies

PALISADE Core Efficacy and Safety Study
(Ages 4-55) 

RAMSES Real-World Experience Study 
(U.S. / Canada) 

ARTEMIS European Trial 

AR201: Egg Allergy

AR301: Walnut Allergy

AR101: Peanut Allergy

ARC004 PALISADE Roll-Over Study

Completed ïMet 
Primary Endpoint, 
Ages 4-17* 

ARC005 Pediatric Study

AR101 + Adjunctive Dupilumab

Initiate

2019

Initiate

2019

Next
Milestone

BLA by YE 2018
MAA by 1H 2019

Data 2H 2018

Data 1Q 2019

Data Cut 2H 2018

Initiate P3 2H 2018

Initiate P2 2H 2018

File IND 2018

File IND 2019

AR101

Biologic Drug
Products and Protocols

Fast Track and Breakthrough

Therapy Designation (Ages 4-17) 

*Primary Endpoint: The proportion of patients who could tolerate at least 600 mg of peanut protein (~2 peanuts) in an exit double-blind, placebo-controlled food challenge 
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Industry Leaders Share Our Vision

*Regeneron will sponsor the trial, with Aimmune to provide clinical supply of AR101 and food challenge materials 

Building AR101 ValuePipeline Expansion
Scientific Discovery 

and Innovation

Å$145M strategic equity 

investment (Nov 2016)

Å$30M participation in equity 

financing (Feb 2018)

ÅTwo-year working collaboration

ÅAimmune retains full global 

rights to all CODITÊ pipeline 

assets, including AR101

ÅClinical collaboration (Oct 2017) 

with AimmuneïRegeneron/Sanofi 

Joint Development Committee

ÅPhase 2 of AR101 with 

adjunctive dupilumab expected 

to start in 2018*

ÅPlan to explore sustained 

unresponsiveness in peanut 

allergy 

ÅLeading handler, processor, and 

exporter of peanut and tree nuts

ÅExclusive supply of AR101 

starting material through 2034

ÅAlliance focused on protecting 

people with peanut allergies 

ÅEquity stake in AIMT



Aimmuneôs First CODITÊ Focus: 

Peanut Allergy
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1.1M
1.2M

1.3M
1.4M

1.4M

1.7M

1.8M

2.0M

2015E 2020F 2025F 2030F

Millions of Patients

(Ages 1 to 55)

Prevalence in the United States and EU5

5.4M

6.4M

7.3M

8.2M

There Is a Large and Growing Need for Peanut Allergy Treatments

Sources: Gupta (2011, 2013), Avery (2003), Cummings (2010), Sicherer (2010), Venter C (2010), Hourihane JO (2007), Nicolaou (2010), World Bank, Aimmune internal analysis

U.S. 
Ages

4 to 17

EU5
Ages

4 to 17
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Avoiding Peanut Protein Is Very Difficult

Peanut Protein Can
Be Difficult to Detect  

People With Peanut 
Allergies Can Be Sensitive 
to the Amount of Peanut 

Protein Found in a Fraction 
of a Peanut Kernel1,2

One Accident 
Can Be Fatal

1. Allen K, et al. Allergen reference doses for precautionary labeling (VITAL2.0): Clinical implications. J Allergy Clin Immunol. 2014; 133(1): 156-164 

2. Deschildre A, et al. Peanut-allergic patients in the MIRABEL survey: characteristics, allergistsô dietary advice and lessons from real life. Clinical & Experimental Allergy; 46:610-620
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There Is a Significant Burden of Living with Peanut Allergy 

1. Aimmune proprietary market research based on anaphylaxis codes (not accounting for physician under-coding) over an average 3-year observation period; Symphony Health Patient Claims (Jan 2011-Jun 2017)

2. MyFoodAllergyTeam Survey (N=129, conducted April 2017)

~40%
of Patients Experienced 

Anaphylaxis After
Already Being Made 

Aware of Their
Condition1

Peanut Allergy Can Substantially Diminish 
Quality of Life of Patients and Their Families

Reported that Peanut 
Allergy Makes it 
Hard to Attend 
Social Events2

76%
Reported that Peanut 

Allergy Interferes 
with Quality 

of Life Overall2

83% ñThereôs always that 
fear when you canôt be 
with her. You donôt want 
to roll the dice and take 
any chances.ò -Caregiver

Constant Risk and Uncertainty 
Due to Likelihood of Reaction 

to Accidental Exposure
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Therapeutic Goals of AR101 Align With What Patients Want

ñBite-Proofò level protection
e.g., a childôs bite of a peanut butter sandwich (~2 peanuts)

Ability to tolerate at least 600 mg (~2 peanuts)2

No or reduced reactions Reduced symptom severity 

Certainty Daily oral maintenance dosing with AR101

Rapid effect Efficacy outcomes after ~12 months on therapy3

1. Based on qualitative interviews with 200+ allergists, patients and physicians, quantitative surveys with >300 allergists and >400 parents in the United States and EU

2. Defined as successful consumption of at least 600 mg peanut protein with no more than mild symptoms in an exit double-blind, placebo-controlled food challenge

3. ~6 months up-dosing and ~6 months maintenance  

We Designed PALISADE 

Phase 3 to Evaluate:

Market Research1 Shows 

Parents and Patients Want:
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Primary endpoint:

Difference between 

groups = 63%

(95% CI: 53,73)

p<0.00001

Phase 3 PALISADE Results 

(Ages 4 ï17)

AR101 (n=372) Placebo (n=124)

Primary and Key Secondary Efficacy Endpoints Met Safety Over 12 Months of Treatment
600 mg peanut protein is approximately 2 peanuts

*Responders based on Intent-to-Treat, defined as subjects who tolerated each dose level with no more than mild symptoms at the exit double-blind, placebo-controlled food challenge; p<0.00001 for treatment difference >15%

Jones S, et al. AAAAI 2018 

Å More than 111,000 doses of AR101 administered 
(307 patient-years of exposure)

Å No suspected, unexpected serious adverse 
reactions

Å No life-threatening adverse events

Å 4 (1.1%) subjects experienced treatment-related 
serious adverse events

ī One case of severe anaphylaxis (subject 

withdrew from the trial)

Å 6.7% gastrointestinal adverse events that led to 
discontinuation 

ī One case of eosinophilic esophagitis (resolved 

after study discontinuation)


