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Forward Looking Statement

Thispresentationis for confidentialandinformationalpurposesonly. Thispresentationshallnot constituteanoffer to sellor the solicitationof anoffer to sellor the solicitationof anoffer to buyany
securitiesof AITTherapeutics,Inc. (theά/ƻƳǇŀƴȅέύnor shallthere be anysaleof securitiesin any jurisdictionin which suchoffer, solicitationor salewould be unlawful prior to the registrationor
qualificationunderthe securitieslawsof anysuchjurisdiction.

Thispresentationmaynot be reproduced,photocopied,redistributed,publishedor usedfor anypurposeother than for theǊŜŎƛǇƛŜƴǘΩǎinformation. Eachrecipientof this presentationagreesthat all
information containedherein is of a confidential,materialnon-publicnature, that it will treat suchinformation in a confidentialmannerand that it will not, directly or indirectly,useor disclose,or
permit its agentsor affiliatesto useor disclose,anysuchinformation without our prior written consent.

TheCompanyfilesannual,quarterlyandother reportswith the SecuritiesandExchangeCommission(theά{9/έύincludingits AnnualReporton Form10-Kfor the yearendedDecember31, 2016(the
άCƻǊƳ10-Yέύwhich wasfiled on March31, 2017. Youmayget thesedocumentsfor free by visitingEDGARon the{9/Ωǎwebsiteat www.sec.gov. Fora more completediscussionof the risk factors
affectingour business,pleaserefer to the Form10-K.

Thispresentationincludesstatementsthat are,or maybe deemed,ΨΨŦƻǊǿŀǊŘ-lookingstatements.ΩΩIn somecases,theseforward-lookingstatementscanbe identified by the useof forward-looking
terminology, includingthe termsάōŜƭƛŜǾŜǎΣέάŜǎǘƛƳŀǘŜǎΣέάŀƴǘƛŎƛǇŀǘŜǎΣέάǘŀǊƎŜǘǎΣέάŜȄǇŜŎǘǎΣέάǇƭŀƴǎΣέάǇǊƻƧŜŎǘǎΣέάƛƴǘŜƴŘǎΣέάǇǊŜŘƛŎǘǎΣέάƳŀȅΣέάŎƻǳƭŘΣέάƳƛƎƘǘΣέάǿƛƭƭΣέάǎƘƻǳƭŘΣέάŀǇǇǊƻȄƛƳŀǘŜƭȅΣέ
ǇƻǘŜƴǘƛŀƭέor, in eachcase,their negativeor other variationsthereonor comparableterminology,althoughnot all forward-lookingstatementscontainthesewords.

Thesestatementsappear in a number of placesthroughout this presentationand include statementsregardingour intentions, beliefs, projections,outlook, analysesor current expectations
concerning,amongother things,the patient marketsizeandmarketadoptionof our productsby physiciansandpatients,the timing andcostof clinicaltrials for our productsor whether suchtrials
will be conductedat all, completionandreceivingfavorableresultsof clinicaltrials for our products,the developmentandapprovalof the useof nitric oxidefor additionalindications,the useof the
proceedsfrom this offering,FDAapprovalof, or other regulatoryactionwith respectto, the timing, costor other aspectsof the commerciallaunchof our productsand the commerciallaunchand
future salesof our productsor anyother future productsor productcandidates.

Bytheir nature, forward-lookingstatementsinvolverisksanduncertaintiesbecausethey relate to events,competitivedynamics,andhealthcare,regulatoryandscientificdevelopmentsanddepend
on the economiccircumstancesthat mayor maynot occurin the future or mayoccuron longeror shortertimelinesthan anticipatedor at all. Althoughwe believethat we havea reasonablebasisfor
eachforward-lookingstatementcontainedin this presentation,we cautionyou that forward-lookingstatementsare not guaranteesof future performanceand that our actualresultsof operations,
financialconditionandliquidity, andthe developmentof the industryin whichwe operatemaydiffer materiallyfrom the forward lookingstatementscontainedin this presentation.

http://www.sec.gov/


Á We have never generated any revenue from product sales and may never be profitable.

Á We will need to raise substantial additional funding before we can expect to become profitable from sales of our products. 

Á We are heavily dependent on the success of our product candidates, which are in the early stages of clinical development. We cannot give any   assurance that any of our 

product candidates will receive regulatory approval, which is necessary before they can be commercialized.

Á Clinical drug and medical device development involves a lengthy and expensive process with an uncertain outcome, and results of earlier studies may not be predictive of 

future study results.

Á Our delivery system may be classified as a Class III medical device by the FDA and require premarket approval (PMA) by the FDA, which is a rigorous, time-consuming and 

expensive process.

Á We rely on third parties to conduct our preclinical and clinical studies and perform other tasks for us. If these third parties do not successfully carry out their contractual 

duties, meet expected deadlines or comply with regulatory requirements, we may not be able to obtain regulatory approval for or commercialize our product candidates 

and our business could be substantially harmed.

Á The commercial success of any current or future product candidate will depend upon the degree of market acceptance by physicians, patients, third-party payers and 

others in the medical community.

Á If we are unable to obtain and maintain effective patent rights for our product candidates or any future product candidates, we may not be able to compete effectively in 

our markets.

Á We manage our business through a small number of employees and key consultants. We depend on them even more than similarly-situated companies.

Á International expansion of our business exposes us to business, regulatory, political, operational, financial and economic risksassociated with doing business outside of the 

United States or Israel.

Á Our main subsidiary with significant operations are located in Israel and, therefore, our results may be adversely affected by political, economic and military instability in 

Israel.

Risk Factors 

Risksassociatedwith our businessincludebut arenot limited to the following:
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AIT Therapeutics: Revolutionizing the Delivery of Nitric Oxide (NO)

AIT is a medical device company that has developed a platform Nitric Oxide generator system

Experienced 
Management Team

ÁDeepindustryexperiencedevelopingNOdeliverysystems

ÁProven experiencein gaining regulatory approvals for both drugs and
deviceson a globalbasis

Demonstrated 
Safety Profile

ÁMore than 2,100 treatments in over 85 patientsacross7 studiesatάƘƛƎƘέ
NOconcentrations

ÁNoSeriousAdverseEventsrelatedto NOtherapy

Proprietary Nitric 
Oxide Technology 

Platform

Á!L¢Ωǎpropriety generatorand deliverysystemgeneratesNOfrom room air,
eliminatingthe needfor expensiveandcumbersomecylinders

Á!L¢Ωǎsystemallows for multiple significantadvantagesover approvedNO
cylinder basedsystemscurrently used in hospitalsaround the world AND
mayallow for usein the homesetting

First 3 Indications 
Address Large 

Markets 

Target Patient Population
US Sales 

Potential* 
WW Sales 
Potential*

Launch 
Year**

Pulmonary Hypertension           
(in-hospital)

>$300m >$600m 2019

Bronchiolitis (in-hospital) >$500m >$1.2b 2021

Severe Lung Infections (e.g. NTM) >$1b >$2.5b 2023

*All figures are Company estimates for peak year sales: Global Sales Potential includes US Sales Potential
** Anticipated first launch on a global basis pending appropriate regulatory approvals
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Nitric Oxide (NO) is Naturally Occurring in the Human Body*

CELL PROLIFERATION
ANGIOGENESIS

CARDIOVASCULAR HEMOSTASIS
IMMUNE RESPONSE

APOPTOSIS

NEUROTRANSMISSION

ANTIBACTERIAL

* Bian K & Murad F. Nitric Oxide, (2014)  |  Bodgan C. Trends in Immunol, (2015)

Nitric Oxide
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GENERATOR PROFILE:

IŜƛƎƘǘ уέΣ ²ƛŘǘƘ мнέΣ 5ŜǇǘƘ мпέΣ Weight 15 lbs

TYPICAL NO CYLINDER PROFILE IN THE US:

Height 45έΣDiameter 7.5έΣWeight 45 lbs
(Weight for 2 cylinders on cart w/delivery
systemis175lbs)

NO Delivery System: Generator Replaces Cylinder 
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First Indication: Pulmonary Hypertension (PH) Overview 

NO is an established therapeutic option for patients suffering from Pulmonary Hypertension worldwide

Á Life-threatening syndrome resulting from 
restricted flow through the pulmonary arterial 
circulation, resulting in increased pulmonary 
vascular resistance 

Á Generally not diagnosed until disease is too 
advanced

Á NO is the de facto standard of care for PH in the 
hospital setting

(1) άtŜŘƛŀǘǊƛŎ tǳƭƳƻƴŀǊȅ IȅǇŜǊǘŜƴǎƛƻƴέ ςGuidelines from the American heart Association and American Thoracic Society
(2) Pulmonary Hypertension News ςάtǳƭƳƻƴŀǊȅ IȅǇŜǊǘŜƴǎƛƻƴ ŀƴŘ bƛǘǊƛŎ hȄƛŘŜέ
(3) Persistent Pulmonary Hypertension of the Newborn

ÁNO has been used as a long-term therapeutic option 
for patients with pulmonary hypertension

ÁApproved in the U.S. by the FDA in 1999 for 
PPHN(3)

ÁApproved in the EU in 2001 for PPHN(3) and 
cardiac surgery

ÁInhaled NO causes increase in the concentration 
level of intracellular Cyclic Guanosine 
Monophosphate (cGMP) and an activation of the 
soluble guanylate cyclase

ÁMuscles become more relaxed, enabling more 
fluid blood flow from the heart to the lungs

Pulmonary Hypertension Overview Effects of Pulmonary Hypertension(1)

Benefits of NO in Treatment of PH(2)

Narrowing of the Pulmonary Arteries

Failure of Right Ventricle
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PH Market Dynamics & AIT Plans

(1) MNK Company Reports 

Due to lack of innovation, one company has a >$500M(1) monopoly in the United States and a 
handful compete ex-US with similar, archaic technology:

AIT plans to dominate the space

Á USin-hospitalPHmarketwas$505m in 2017with 2018salesthrough9 monthsat $404m1

Á AITwill expandthe market

Á Servicehospitalsthat do not haveNOtodaydueto cylindersystem

Á Increaseusewith a lower costandeaseof usevs. cylindersystems

Á AITsystemhasbeengrantedaάŘŜǾƛŎŜŘŜǎƛƎƴŀǘƛƻƴέat FDA(Not a drug)

Á AITplanson filing with FDAin the first quarter of 2019for PPHN

Á Gatingfactor for regulatorysubmissionismanufacturing

Á ContractmanufacturerisSparton, a premiervendorin the space

Á Systemfor usewith breathingcircuit andmaskhasbeenmanufacturedat commercialscalewith
Spartonςprocesswill be repeatedfor usewith ventilatorsto facilitatesubmissionto FDA

Á AITto seekregulatoryapprovalon a globalbasisafter USsubmission

Á Ex-USregulatorysubmissionswill includePPHNandcardiacsurgerywhereappropriate

Á Late2019launchin the USwith a partner

Á AITanticipatesex-USlauncheswith a partnerbeginningin 2020

Á Ex-US<USmarketsales,but mayexceedthe USwith our system

Á AITanticipatesgarneringthe majorityof globalmarketsharewithƛǘΩǎpartner/s



9

Improved operating economics for the 
hospital

No significant capital investment 
required

No burdensome inventory and storage 
requirements

No need for additional oxygen

No special purging procedures or 
additional safety measures 

Functional in hospitals that are unable to 
use cylinder-based NO

Reduced training burden

Pregnant staff members not impacted

AIT does not have any 
expenses associated with 
a manufacturing facility 
for nitric oxide

AIT does not have any 
expenses associated with 
logisticsrelated to nitric 
oxide cylinders

Losing the High-Pressure Cylinder is a Significant Gain

Hospitals will have significant cost & logistics Advantages AIT will have significant cost Advantages
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Pulmonary Hypertension in-Hospital Development Timeline

Regulatory filings in 
EU & other key 

markets anticipated

2017 H1

Work begins on 
commercial 

viability of the 
generator

Funding secured to 
develop ventilator 
compatible system

Commercial scale of 
the generator clears 
major development 

milestone

Commercial development 
manufacturing run for the 

ventilator compatible 
device started

FDA 
Designates 

generator as 
a device

2018 H1 2019 H12018 H2 2019 H22017 H2

FDA 
Pre-sub meeting 

confirms additional 
clinical trial not 

required

FDA 
regulatory 

submission projected

FDA 
Approval 

anticipated
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Date Study Indication Primary Results

2011 Phase 1 Safety (n=10) All comers Safety ÅNo SAEs

2013 ς2014
Phase 2double blind 
randomized (n=43)

Bronchiolitis 
(all causes)

Safety & 
Efficacy

ÅNo SAEs
ÅHospital length of stay reduced by 24 hours in 

hospitalized infants

2013 - 2014 Phase 2 open label
(n=9)

Cystic Fibrosis (CF)
Safety & 
Efficacy

ÅNo SAEs
ÅLowered bacterialload 

2016
Compassionate use Israel 

(n=2)
NTM in 

CF patients
Efficacy

ÅNo SAEs
ÅImprovements in clinical & surrogate endpoints

2017
Compassionate use National 

Institute of Health(n=1)
NTM in 

CF patient
Efficacy

ÅNo SAEs
ÅImprovements in clinical endpoints

2017 Pilot open label (N=9)
Refractory NTM 

abscessus
Safety

ÅNo SAEs
ÅImprovements in clinical & surrogate endpoints

2018
Pilot study: double blind 

randomized (n=67)
Bronchiolitis 
(all causes)

Efficacy
ÅNo SAEs
Å21 hour reduction in hospital length of stay

Safety First ς!L¢Ωǎ IƛƎƘ /ƻƴŎŜƴǘǊŀǘƛƻƴ bh 5ŜƭƛǾŜǊȅ ŦƻǊ [ǳƴƎ LƴŦŜŎǘƛƻƴǎ

Our Nitric Oxide Delivery System Has a Demonstrated Safety Record at a concentration of 160 ppm NO

Treatments administered patients Different clinical
settings

Serious Adverse Events 
(SAEs) 

related to NO

2,100+ 85+ 7 0
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Second Indication:Bronchiolitis (BRO) Overview

Bronchiolitis is the leading cause of hospitalization for infants worldwide(1)

Á~150,000 infant hospitalizations per year in 
the US(2)

ÁSignificant impact on the elderly from 
equivalent viral infections with 177,000 
hospitalizations per year in the US(3)

ÁNo drugs approved for the treatment of 
BRO patients(4)

ÁStandard of care in the hospital is oxygen 
and hydration(5)

(1) Scand J Trauma Resusc Emerg Med. 2014; 22: 23.; WHO
(2) Pelletier et al. Direct medical costs of hospitalizations in the United States, Pediatrics 2006
(3) CDC (due to RSV only)
(4) American Academy of Pediatrics

Bronchiolitis Overview & Market Dynamics Market Size

ÁAIT estimates US market size to be >$2 B
and projects global market to be similar 
size to the US market with no competition

Á!L¢Ωǎ Ǝƻŀƭ ǿƻǳƭŘ ōŜ ǘƻ ǊŜŘǳŎŜ ƭŜƴƎǘƘ ƻŦ 
hospitalization in infants

ÁElderly population trials to follow infants
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Completed Two Pilot Bronchiolitis Trials 

Data from both Pilot Bronchiolitis trials demonstrated a significant reduction in length of 
hospital stay (LOS)

(1) : https://onlinelibrary.wiley.com/doi/epdf/10.1002/ppul.23905

2014 Trial Design and Highlights

ÁRandomized, Prospective, Double-blind 
Á43 patients (age: 2-12 months) with acute 

bronchiolitis (mostly due to RSV) and at least 
36 weeks of gestation
ÁbҐннΥ {ǳǇǇƻǊǘƛǾŜ /ŀǊŜ όhі ϧ ƘȅŘǊŀǘƛƻƴύ
ÁN=21: Supportive Care + 160 ppm NO for 30 

minutes 5x/day up to 5 days
ÁFollow up visits 2, 3 & 4 weeks post discharge
ÁSingle center at SorokaUniversity Medical 

Center in Israel
ÁData presented at ATS 2015 in an oral session
ÁReduced length of hospital stay by ~24hrs in 

patients who stayed in the hospital for at 
least 24 hours
ÁNo treatment related SAEs
ÁImprovements in composite endpoint 

(modified Tal score) and O2  consistent with 
improvement in LOS

Published in the December 2017 
Pediatric Pulmonology Journal(1)

http://: https://onlinelibrary.wiley.com/doi/epdf/10.1002/ppul.23905
http://: https://onlinelibrary.wiley.com/doi/epdf/10.1002/ppul.23905
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Completed Two Pilot Bronchiolitis Trials 

Data from both Pilot Bronchiolitis trials demonstrated a significant reduction in LOS

2018 Trial Design and Baseline Characteristics

ÁRandomized 67 subjects at 6 sites in Israel 
with a 1:1 randomization between 160 
ppm NO + supportive care (O2 + hydration) 
and supportive care alone

ÁSubjects were 0-12 months old with acute 
bronchiolitis requiring hospitalization with 
at least 28 weeks of gestation 

ÁPE (primary endpoint): the difference in 
hospital length of stay (LOS)

ÁSE (secondary endpoint): time to clinical 
improvement using the Modified Tal score 
όǎŎƻǊŜ җт ŀƴŘ ғмл ǘƻ ŜƴǊƻƭƭΣ Җ р ƛǎ Ǝƻŀƭύ

ÁSE: the difference in time to SpO2 of >92% 
ÁSE: Safety (specifically NO2 levels and 

methaemoglobinemia) and Tolerability
ÁTreatment was five 30 minute sessions per 

day not to exceed 25 treatments
ÁAll inhalations delivered by air/oxygen 

blender +NO via a simple mask with a 
minimum FiO2 of 21%

DATA PRESENTED AT THE 
SEPTEMBER 2018 EUROPEAN 
RESPIRATORY SOCIETY (ERS) 
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Completed Two Pilot Bronchiolitis Trials 

Data from both Pilot Bronchiolitis trials demonstrated a significant reduction in LOS

2018 Trial Results Presented at ERS 2018

Å Primaryendpoint of LOScalculatedfrom
enrollmentto time of hospitaldischarge

Å²ŜƭŎƘΩǎt-test: p=0.085ςstudy was not
poweredfor statisticalsignificance

Å Secondary endpoint 
of time to oxygen 
saturation of >92% 
calculated from 
enrollment

Å ²ŜƭŎƘΩǎ ǘ-test: 
p=0.053

Å Secondary endpoint 
of time to  modified 
Tal composite score 
of <5calculated 
from enrollment 

Å ²ŜƭŎƘΩǎ ǘ-test: 
p=0.20

Pivotal Study to Begin in the US in 4Q19 and Complete in 2Q20
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Losing the High-Pressure Cylinder Makes Home Use a Technical Reality

Losing high pressure cylinder makes NO accessible in a number of settings 

ÁOur system is simple to use and patients can self-administer 

Á3 simple steps:

ÁPlug in any standard electrical outlet

ÁPosition mask on face

ÁInsert AIT Smart Filter and press GO

ÁLight-weight and easy to transport

ÁCan be used almost anywhere with a standard electrical 
outlet

ÁPotential use in both acute and chronic lung disease
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Third Indication:Non Tuberculous Mycobacteria (NTM)

NTM is an FDA disease area of focus with limited options. Patients can die within a few years(1)

Á Acquired by inhalation from the environment 
ÁWater thought to be the main source
ÁWarmer climates have higher infection rates 
Á Patient to patient transmission possible

How is NTM Caused? (2) Who is at risk? (2)

Á Underlying lung disease and/or genetic predisposition
Á Cystic Fibrosis (CF) patients
Á COPD (chronic obstructive pulmonary disease)
Á Bronchiectasis patients
Á Immunosuppressive therapy 

NTM Market Dynamics?

There are a limited
number of players in
humanstudiesfor NTM

Mediansurvivalfor MACis
13 years while for non-
MACNTMit is4.6 years(6)

Over 180k NTM caseswere
estimated for 2014 in the
UnitedStates(3)

NTM costs estimated at
$1.7b(3) with MABSCcosts> 2x
MACcosts

37% of NTM confirmed Cystic
Fibrosispatients in the US are
MABSC(4)

AIT is initially targeting 
NTM abscessus(MABSC), 
the most aggressive and 
difficult to treat form of 

NTM.  AIT expects to seek 
approval in NTM MAC 
(mycobacterium avium 

complex) following 
MABSC approval

20%- 25%of all NTMcasesin a
South Korean database are
MABSC(5)

(1) https://www.fda.gov/downloads/Drugs/NewsEvents/UCM471341.pdf 
(2) Data: www.ntmfacts.com, FDA
(3) Strolloet al. The Burden of Pulmonary Nontuberculous Mycobacterial. Pub 27-July-2015
(4) Data presented at ATS 2017 (Derek Low et al, Medical University of South Carolina) 

(5) Data presented at ATS 2017 (Keun Burn Chung et al, Seoul National University College of Medicine) 
(6) YƻǘƛƭŀƛƴŜƴΣ IΦ Ŝǘ ŀƭΦ ά/ƭƛƴƛŎŀƭ CƛƴŘƛƴƎǎ ƛƴ wŜƭŀǘƛƻƴ ǘƻ aƻǊǘŀƭƛǘȅ ƛƴ bƻƴ-Tuberculous Mycobacterial Infections: 

tŀǘƛŜƴǘǎ ǿƛǘƘ aȅŎƻōŀŎǘŜǊƛǳƳ !ǾƛǳƳ /ƻƳǇƭŜȄ IŀǾŜ .ŜǘǘŜǊ {ǳǊǾƛǾŀƭ ǘƘŀƴ tŀǘƛŜƴǘǎ ǿƛǘƘ hǘƘŜǊ aȅŎƻōŀŎǘŜǊƛŀΦέ 
European Journal of Clinical Microbiology & Infectious Diseases 34.9 (2015)
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Pulmonary Infections: e.g. Non Tuberculous Mycobacteria (NTM)
Proprietary NO formulation yielded positive clinical results in humans in its single arm pilot NTM study

6MW Mean Inc. in Distance (meters) v. Baseline Mean % change in FEV1 from Baseline

Á9 CF patients with refractory MABSC were treated at 3 centers in Israel with NO added to background antibiotic therapy

Á160 ppm NO was given via mask for 30 min 5x/day for 14 days and 3x/day for 7 days

ÁPrimary endpoint of safety was met, with no NO-related serious adverse events (SAEs) observed

ÁKey secondary endpoints of 6-minute walk (6MW) and FEV1 are shown in the charts below

ÁBacterial load, as measured by qPCR showed a 65% reduction at day 81 versus baseline

ÁOne patient was culture negative at Day 51 and Day 81

ÁQuality-of-Life data showed positive trends on relevant questions (SF-36 used)

ÁTolerability not an issue as no patient requested that any treatment be stopped or not administered

Á3 patients treated under compassionate use experienced similar results (1 treated at NIH with generator, 1 culture conversion)

1.7%

2.8%

4.1%

3.2%

-1.6%-2.0%

-1.0%

0.0%

1.0%

2.0%

3.0%

4.0%

5.0%

Day 7 Day 14 Day 21 Day 51 Day 81

On Therapy Off Therapy On Therapy Off Therapy

Source: AIT management

DATA PRESENTED IN AN ORAL SESSION AT AMERICANTHORACIC SOCIETY (ATS) 2018
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Pulmonary Infections: e.g. Non Tuberculous Mycobacteria (NTM)

NO has direct killing effect on multi-drug resistant M. abscessusand P. aeruginosain vitro

Source: AIT management

Å M. abscessusB1 bacteria cultured in artificial
sputum were treated with increasingdoses of
NO(160, 250, and300ppm) for up to 10hrs .

Å Time-kill curves show susceptibility of M.
abscessusB1 (rough), B5 (smooth), B8 (rough),
and MRD (rough) clinical isolates, cultured in
artificial sputum, to continuous 250ppm NO
treatment. All M. abscessus strains show
susceptibilityto NOtreatment.

Å P. aeruginosa were cultured at 106 CFU/ml in
artificial sputum (2ml, planktonic), and treated
continuouslywith 200ppm NOfor up to 10hrs.

DATA PRESENTED AT THE 3RDWORLD BRONCHIECTASIS CONFERENCE IN 2018

http://: https://onlinelibrary.wiley.com/doi/epdf/10.1002/ppul.23905
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!L¢Ωǎ Dƻŀƭ ƛǎ ǘƻ ƛƴƛǘƛŀǘŜ ŀ ǇƛǾƻǘŀƭ ǘǊƛŀƭ ƛƴ ¦ƴƛǘŜŘ {ǘŀǘŜǎ ƛƴ нлнл

(1) https://www.fda.gov/downloads/Drugs/NewsEvents/UCM471341.pdf 

FDA Guidance(1)AIT Plans for Approval

ÁC5! ƛǎ ŀǎƪƛƴƎ ŦƻǊ άŜǾƛŘŜƴŎŜ ƻŦ ŜŦŦƛŎŀŎȅ ŦƻǊ ŀ 
clinically meaningful outcome evaluated in 
ŀŘŜǉǳŀǘŜ ŀƴŘ ǿŜƭƭ ŎƻƴǘǊƻƭƭŜŘ ǘǊƛŀƭǎέ

Á Based on discussions with FDA, AIT believes a 
placebo controlled trial with a PE of 6MWD, plus 
relevant SE endpoints (FEV1, bacterial load in 
sputum, culture conversion, QoL, safety) will be 
adequate for approval 

Á Prior to a pivotal study, a 12 week, single arm, 
multi-center pilot study in the US will begin in 
2H19 with the endpoints listed above where 
patients, infected with either MABSC or MAC, will 
self-administer at home, potentially at 
concentrations >160 ppm

Á Extensive in-vitro data already exists to support 
the direct killing effect of NO on MABSC and more 
studies will be available throughout 2019 on NTM 
and other bacteria

Á AIT expects to make its NO therapy available to 
NTM patients in the US in 2023

Á Potentially other severe, chronic and refractory 
infections, such as pseudomonas aeruginosa, can 
be targeted

Pulmonary Infections: Non Tuberculous Mycobacteria (NTM)

Timeline & Plan for Registration in the US

2020 2021 2022 2023

Pivotal Trial 

initiation planned

Pivotal Trial 

completion planned

FDA approval 

anticipated

2019

Pilot Study start anticipated: 

at-home use, 12 weeks, 

higher concentrations


