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Agenda

Time Topic Presenter
8:00 a.m. Welcome Laura Hansen, PhD
VP, Investor Relations, Aimmune
8:05 a.m. Aimmune Overview Stephen Dilly, MBBS, PhD
Chief Executive Officer, Aimmune
8:25 a.m. Ai mmuneds AR101 Clinical D e \ Daniel Adelman, MD
for the Treatment of Peanut Allergy Chief Medical Officer, Aimmune
8:45 a.m. The Community Allergist and the Stephen Tilles, MD
Role of Professional Organizations University of Washington
Northwest Asthma and Allergy Center
9:00 a.m. Treating Peanut Allergy: Perspectives from a Current Ellen Sher, MD
Principal Investigator of Oral Immunotherapy Allergy Partners of New Jersey
Drexel University College of Medicine
9:15 a.m. Preparing for Potential Commercialization of AR101 Jeff Knapp
Chief Operating Officer, Aimmune
9:50 a.m. Looking Ahead: Anticipated Milestones Jeff Knapp
Chief Operating Officer, Aimmune
9:55 a.m. Q&A with Speaker Panel Mary Rozenman, PhD (Moderator)

SVP, Corporate Development and Strategy, Aimmune
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Forward-Looking Statements

This presentatiohooknhgi asafiemewasd as defined in the Prdnrat e

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 November 07, 2017. 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.
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Aimmune Overview

Stephen Dilly, MBBS, PhD
Chief Executive Officer, Aimmune




Allergy & Immunology Experts Speaking Today

Daniel Adelman, MD

UCSF
Aimmune Therapeutics

Disclosures:

Aimmune Therapeutics Employee

Stephen Tilles, MD

University of Washington
Northwest Asthma and
Allergy Center

Disclosures:

Consultant: Aimmune, DBV Technologies,
Sanofi, Before Brands, DOTS Technology

Clinical Research Principal Investigator:

Aimmune, DBV Technologies, AnaptysBio,

Astellas, Sanofi

Ellen Sher, MD

Allergy Partners of New Jersey

Disclosures:

Clinical Research Principal Investigator:
Aimmune
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AR101: Investigational Treatment for Peanut Allergy {CODIT”

bcd

subjects who tolerate at least 1,000 mg of peanut protein in the EU.

N 4
A Oral biologic immunotherapy; first CODITE application

A Breakthrough Therapy Designation for peanut-allergic
patients 4-17 years old

A Approximately 60% efficacy in Phase 2 on an intent-to-
treat basis for the Phase 3 endpoint of tolerating at least
600 mg of peanut protein (~ 2 peanuts) in the exit food
challenge’

A In Phase 2, greater than 96% of treatment-related
adverse events were mild, consistent with exposure
to low levels of food allergen (itchy mouth, hives,

Gl intolerance); remaining 4% were moderate

al
Source: Bird JA et al. The Journal of Allergy and Clinical Immunology: In Practice. Published online: October 30, 2017 \

*The primary endpoint of the PALISADE Phase 3 trial is the proportion of subjects who tolerate at least 600 mg of peanut protein in the U.S. and the proportion of @
m
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AR101 Phase 2 Data Supported Advancement into Phase 3 Trials

The Journal of Allergy and Clinical Immunology:

This is the first randomized, placebo-

In Practice

Original Article controlled phase 2 peanut OIT study with

Efficacy and Safety of AR101 in Oral entry and exit double-blind, placebo-

Immunotherapy for Peanut Allergy: Results of

ARCO01, a Randomized, Double-Blind, controlled food challenges using a
Placebo-Controlled Phase 2 Clinical Trial - o
current good manufacturing practice

J. Andrew Bird, MD", Jonathan M. Spergel, MD, PhD", Stacie M. Jones, MD®, Rima Rachid, MD“, Amal H. Assa’ad, MD",
Julie Wang, MD', Stephanie A. Leonard, MD?, Susan S. Laubach, MD*", Edwin H. Kim, MD', Brian P. Vickery, MD'/,
Benjamin P. Davis, MD, PhD", Jennifer Heimall, MD", Antonella Cianferoni, MD, PhD", Andrew J. MacGinnitie, MD, PhD,
Elena Crestani, MD", and A. Wesley Burks, MD'; for the ARC001 Study Group Dullas, Tex; Philadelphia. Pa; Little Rock,
Ark; Boston. Mass; Cincinnati, Ohio; New York. NY: San Diego. Calif; Chapel Hill NC; Brisbane. Calif; and lowa City, lowa

What is already known about this topic? Two randomized controlled trials have used differing methods to demonstrate i
desensitization after peanut oral immunotherapy (OIT).

clinical and immunomodulatory changes
What does this article add to our knowledge? This is the first ized, placeb d phase 2 peanut OIT

(cGMP) manufactured characterized
biologic drug product demonstrating
m”mwmwm“xmmmmmmmm ﬂ iIndicating desensitization.

BACKGROUND: Peanut oral unmmolﬁ erapy, using a variety METHODS: A randomized, double-blind, placebo-controlled
of approach haba. i ulwasmdulzd t 8 US centers. Eligible subjects were 4 to
d itizad shave 26 years old, sensitized o peanut, and had dose-limiti

all
g
been approved lur din/ luwl symptom wSl‘H mg of peanut protein in a screening double-

OBJECTIVE: We performed the fir: |lu.-2 multicentered blind, ]l ebo rolled food cha ”uyL (DBPCEKC). Subjects

study to asess the sfe nd effic of AR101, a novel oral were randoe Ld l 1 w daily AR101 ¢ l] cebo and gradually
biologic drug ,m.h.u up-dosed from 0.5 to 300 mg/day. The pe 11,.,..\. was
gm mune-
Source: Bird JA et al. The Journal of Allergy and Clinical Immunology: In Practice. Published online: October 30, 2017 K [HERARELTICS




ARCO001 Phase 2 Met Its Primary Efficacy EndpointA

Percentage of Subjects Who Tolerated Specific Test Dose Levels Without Dose-Limiting
Symptoms at 6-Month Exit Food Challenge

300 mg is ~ 1 peanut

Intent-to-Treat (ITT)"

n=29 active, n=26 placebo

Completers
n=23 active, n=26 placebo

p < 0.0001
100 100
p<0.0001 p < 0.0001
80 80
p<0.0001
60 60
40 40
20 20
0 0
o 19% 0% L . 0%
Placebo AR101 Placebo AR101 Placebo AR101 Placebo AR101
Single Highest 300 mg 600 mg Single Highest 300 mg 600 mg

Tolerated Dose:

Tolerated Dose:

ADefined as the proportion of subjects were abl e t o swdose-Enstingfsymptbnys atext DBPC ~a sing
The six AR101 subjects who discontinued treatment before the exit Double-Blind Placebo-Controlled Food Challenge were considered nonresponders. aimmune-
Source: Bird JA et al. The Journal of Allergy and Clinical Immunology: In Practice. Published online: October 30, 2017 k [HERARELTICS
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Three Key Parameters in Drug Development

Product Protocol

Patient
Selection

@immune




The AR101 Production Process

A Our Florida plant can produce AR101 for
peanut allergy for the global market

A Contains 20,000+ square feet of space and
will handle full-scale cGMP (current Good
Manufacturing Practices) commercial
production of AR101 in anticipation of
potential regulatory approvals

A In early 2018, the plant will have capacity to
manufacture approximately 450 million
capsules of AR101 per year (sufficient to
treat ~0.5M patients p.a.)

CMC is an Important, Often Neglected Aspect of Drug Development
g@mune"
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AR101 Investigational Dosing Schedule: Based on Standardized
Steps with the Flexibility to Personalize the Rate of Up-Dosing

AR101 Investigational Treatment Protocol

Ongoing Maintenance

Each Up-Dose is 300 mg
Conducted at the

300 mg Sachets for At-Home
Daily Maintenance Dosing

Initial
Escalation

6 mg

Calendar Pack for
At-Home Dosing

A Begin with low dose (0.5 mg), first home dose is 3 mg (~1% of a peanut)

A Time between up-dosing is two weeks, or longer based on patient needs

A In-office up-dosing flexibility to accommodate patient medical needs and family schedules ~
aimmune-
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Patient Selection: Exploring the Potential to Predict Patient

Experience to Peanut Allergy Treatment with AR101

ARCO001/ARCO002 Retrospective Cohort Analysis Based on psigE

Proportion of subjects
who tolerated 300 mg post
~6 months of up-dosing

ITT

Low / Moderate / High (<100 kU/L) Very High (>100 kU/L)

Completers

ITT Completers

Flexibility during
up-dosing,

e.g., drug hiatus,

staying at the
same dose, or
down-dosing,
may benefit
these patients

n=27 n=28
Treatment-related Withdrawal 0 10
Failed Exit Challenge 0 1
Mean Skin Prick Test at Entry 15 mm 13 mm
Mean Tolerated Dose at Entry 20 mg 19 mg
% of Peanut Allergic Patients ~80% ~20%

across published data

Source: ARC001 and ARC002 Phase 2 data

13 *One non-treatment related withdrawal in the <100 pslIgE cohort
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Drug Development Lessons Learned
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Benefit and Risk Assessment

Approval Lies in Demonstrating a Positive Relationship of Benefit and Risk Uncertainty

Risk Uncertainty Benefit

1. Observed safety signals 1. Relevance of the

2. What might have been endpoint to the disease
missed (uncertainty) 2. Reliability of data

3. Unintended — 3. Magnitude of
consequences observed effect

of treatment - 4. Consistency of effect
Speed of onset

o1

Does Treatment Make the Situation Better or Worse?

15 k
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Benefit and Risk Assessment

Approval Lies in Demonstrating a Positive Relationship of Benefit and Risk Uncertainty

Risk Uncertainty Benefit

1. Observed safety events 1. Relevance of the

2. What might have been endpoint to the disease
missed (uncertainty) 2. Reliability of data

3. Unintended — 3. Magnitude of
consequences observed effect

of treatment - 4. Consistency of effect
Speed of onset

o1

A Key Consideration I n Peanut Alle
Securityo as Patients Who Believe
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Benefit and Risk Assessment

Approval Lies in Demonstrating a Positive Relationship of Benefit and Risk Uncertainty

Risk Uncertainty Benefit

1. Observed safety signals 1. Relevance of the

2. What might have been endpoint to the disease
missed (uncertainty) 2. Reliability of data

3. Unintended — 3. Magnitude of
consequences observed effect

of treatment - 4. Consistency of effect
Speed of onset

o1

A Robust and Reliable Treatment Effect is Important to the Assessment
of an Acceptable Tolerability and Safety Profile

17




Understanding the Clinical Trial Endpoint: Tolerated Dose

Double-Blind, Placebo-Controlled Food Challenge Is a Surrogate for Accidental Exposure

A DBPCFC is done at trial

Patients Receive Increasing Doses of Peanut Protein Every 20-30 Minutes entry and exit
ENTRY A Subjectivity of symptom
React 3 10 30 100 based endpoint requires
React React React React strict blinding of
Milligrams of Peanut Protein assessing physician to
treatment group.
EXIT 3 10 30 100 300 ‘ 600 ‘ 1,000 Jroup
Tolerate : :
A Given dose level is

Tolerate Tolerate Tolerate Tolerate Tolerate Tolerate Tolerate

tolerated if patient
successfully ingests it
with no dose-limiting
symptoms

Dose is OToleratedod i f I ngested w

300 mg is ~ 1 peanut
600 mg is ~ 2 peanuts (e.g., approximately a childbés bite of peanut butter sandwich)

@immune
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Amount of Peanut Protein Triggering an Allergic Reaction in
Real Life: Lessons from the MIRABEL Survey on Peanut Allergy

A Observational study conducted in France, Belgium and Luxemburg

A 70 allergists participated

A 785 patients of whom 85% were initially allergic

A 30% of patients reported severe or potentially severe allergic reactions

A For 238 allergic patients (36%), the allergist could estimate the amount of food triggering the
allergic reaction

The Eliciting Dose was 0100 mg in ~57% of Patients

(median eliciting dose 125 mg)

Source: Deschildre A, et al. Peanut-allergic patients in the MIRABEL survey: characteristics, allergists' dietary advice and lessons from real life. Clin Exp Allergy. gm mune-
19 2016 Apr;46(4):610-20 k TTTTTTTTTTTT
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Understanding the Clinical Trial Endpoint: Tolerated Dose

Double-Blind, Placebo-Controlled Food Challenge Is a Surrogate for Accidental Exposure

ARi gorous oOmask
agreed with FDA prior to

ENTRY . 0 "0 100 study start. Include,s
React bl inded Oasses

React React React React each site
Milligrams of Peanut Protein

Average Accidental Exposure Level Triggering an Allergic Reaction®

A Endpoint set to give

%’;ate 3 10 30 100 300 ‘ 600 ‘ 1,000 O0safety margin
likely accidental

exposure levels

Tolerate Tolerate Tolerate Tolerate @ Tolerate

Primary Phase 3 Endpoint for U.S. is Tolerating
600 mg and for EU is 1,000 mg in the Exit Food

Challenge, as Agreed with FDA and EMA

300 mg is ~ 1 peanut
600 mg is ~ 2 peanuts (e.g., approximately a childbés bite of peanut butter sandwich/f

*Deschildre A, et al. Peanut-allergic patients in the MIRABEL survey: characteristics, allergists' dietary advice and lessons from real life. Clin Exp Allergy. 2016 almmune-
Apr;46(4):610-20 k THERAPEUTICS




Building the Right Team with the Right Mix

Experienced
Team of Drug
Developers

with 30+
NDAS, BLAS
and MAAS

21

CHIRON

SB SmithKline Beecham
Genentech

APT
ofp Schering-Plough

ADAMAS™

Deep Domain
Experience in
Food Allergy
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