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Healthy airway With asthma Asthma attack

Normal
airway

Constricted
airway during
an asthma
attack

Contracted airway
smocth muscle

Airway Increased

airway
smooth smooth muscle
muscle
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AEZ shiM = 7|7(0f chet MRAt=et O B2 H7t Eag Z0(2t AZ st
<HE 6y TAZ 2|H(Cochrane review) L Z1} Q0F
AQLQ final scores at 12 3 429 Mean Difference 0.28
months of follow-up (IV. Random, 95% Cl) | [0.07, 0.50]
Bronchial thermoplasty Mean Difference 0.44
HEISUS sz 2 1471 v Random, 95% Cl) | [0.10,0.79] | moderate
,,,,, management | | ]
Bronchial thermoplasty Mean Difference 018
SEUS S 1 288 | (\/ Random, 95% C) | [-0.09, 0.45]
bronchoscopies
ACQ final scores at 12 months 3 429 Mean Difference -0.15
of follow-up (IV. Random, 95% Cl) | [-0.40, 0.10]
Bronchial thermoplasty Mean Difference 03
versus medical 2 M1 (v Random, 95% C)) | [0.63,-0.02] moderate
management ' ! !
Bronchial thermoplasty Mean Difference 0.01
Versus sham 1 288 |\ Random, 95% CI) | [:0.23,0.21]

bronchoscopies

Participants admitted to
hospital because of respiratory 3 429 Risk Ratio 3.50 high
adverse events (treatment (M-H, Random, 95% Cl)| [1.26, 9.68] 9

period)

Participants admitted to
hospital because of respiratory Risk Ratio 1.12

adverse events (post- 3| 429 (H, Random, 95% CI) [0.44,2.85] Moderate

treatment period)

Use of rescue medication

at 12 months of follow-up 3 429 Mean Difference -0.68

(short-acting bronchodilator (IV, Random, 95% Cl) | [-3.63, 2.28]

puffs per week)

\I?g(r):ucshrlﬁlemgarlmoplasty 5 141 Mean Difference -2.65 low

(IV. Random, 95% Cl) | [-11.24, 5.95]

management

Bronchial thermoplasty
versus sham 1 288
bronchoscopies

Mean Difference -0.10
(IV. Random, 95% Cl) | [-3.38,3.18]
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Primary outcome
. - improvement in asthma
A Prospegtlve quality of life
Observational Study
of Biopredictors Secondary outcomes
of Bronchial Device: | - Baseline predictors of
1 NCT Thermoplasty 190 Asthma Alair severe exacerbations Aug
01185275 Response in system | - Baseline predictors of 2017
Patients With Severe healthcare uti_lization
Refractory Asthma - Baseline predictors of
(BTR Study) SE ORI
- Predictive models of
response to BT
Primary outcome
- Subjects experiencing
severe exacerbations
Secondary outcomes
Post-FDA Approval - Rates of Severe
Clinical Trial Device: exacerbations
) NCT Evaluating Bro'nch|a| 300 Severe Alair - Respiratory adverse Dec
01350336 | Thermoplasty in Asthma | System events 2019
Severe Persistent [Phased] | - Emergency room visits for
Asthma (PAS2) respiratory symptoms
- Hospitalizations for
respiratory symptoms
- Respiratory Serious
Adverse Events
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Registry of Bronchial

Primary outcome
- Incidence of severe
asthma exacerbations

Secondary outcomes

- Asthma Quality of Life
Questionnaire (AQLQ)
score

NCT Thermoplasty (BT) 275 Asthma Dz\(;?re. - Emergency department Dec
02104856 Procedures EMEA BT system visits for asthma 2018
Registry symptoms
- Hospitalizations for
asthma symptoms
- Unscheduled office
visits including urgent
care visits for asthma
symptoms
Bicentric Prospective S
Study, Evaluating Device: .
Bronclhial ALARR, Primary outcome
NCT THERMOPLASTY radio- - smooth muscle surface Nov
01777360 | in a Patient G0 gituie feglengy e 2015
Presenting Severe c?theter Secondary outcomes
Uncontrolled Asthma [Pﬁ;feg] - respiratory function
(ASMATHERM)
Primary outcome
- Asthma Control
Test (ACT) score
Secondary outcomes
- Percentage of symptom-
i free days
?trw%?rcnhcl)?)llasty: Procedqrei - Number of adverse
02(')\17%-2 57 | Mechanism of 50 Asthma ?rrr:)enr(r;f:ga_l ) gver;té : q 2'\3%
Action and Defining last eak Expiratory Flow
Asthma Phenotype plasty (PEF) .
- Exhaled nitric oxide (NO)
- Forced Expiratory Volume
in 1 Second (FEV1)
- Non-contrast Computed
Tomography (CT) scan of
the thorax
Primary outcome
- Bronchial smooth muscle.
Secondary outcomes
Study of ] Qu(_est|onna|re of Quality
Physiopathological Liaiiez of life (AQLQ)
: ALAIR | - Questionnaire of asthma
NCT Mechanisms and Catheter. Nov
Results of Treatment 15 Asthma ~ter. | control (ACT) i
01974921 | \\ith Bronchial Radio- | - Number of exacerbations | 2014
Thermoplasty in frequency | - Number of
SevE AGTHTE system hosp_|ta||zat|ons '
- Respiratory function
- Radiological findings
(thorax HRCT scan)
- Inflammatory markers
Procedure: Primary outcome
Efficacy of Bronchial bronchial | - Quality o Li.fe
NCT Thermoplasty in 9 Asthma thermo- Questionnatre fqr — Feb
02031263 Korean plasty Korean Ashtmatics 2015
system | Secondary outcomes
[Phase4] | - Acute exacerbation
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Primary outcome
- analysis of the risk and
benefit profile with
questionnaire ACT and
AQLQ
Secondary outcomes
- Analyze the changes in
Bronchial the state of innervation
Thermoplasty: Effect and nerve receptors
NCT on Neurona_l _and Seyere Device: bgfore a_nd after BT on Dec
8 01839591 Chemosensitive 12 Persistent | catheter histological samples of 2015
Component of the Asthma ALAIR the bronchial mucosa
Bronchial Mucosa Other outcomes
(BT-ASMN) - Evaluate the effect
of BT on the run
neurogenic inflammation
by analysis of the
chemical mediators
of inflammation on
histological samples of
the bronchial mucosa
Drug:
HXe MRI | primary outcome
guided | change in Asthma
‘ treatment| ity of Life
Bronchial sequence | o estionnaire (AQLQ)
NCT Thermoplasty fqr for BT o lorsaline Mar
9 01832363 Se\(ere Asthmatics 30 Asthma Other: s q 2016
Guided by HXe MRI Standard | Secondary outcomes
(HXe-BT) " — Assesgmen_t of HXe MRI
sequence | 35 @nimaging biomarker
for BT for as_thma disease
(control) | severity
[Phase 1]
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Wechsler
ME

RCT

(AIR2

trial)

adults diagnosed with
asthma who required
regular maintenance
medications of inhaled
corticosteroids (>1000
ug/d beclomethasone or
equivalent) and a long-
acting B2-agonist.

* Ch| i
(67} 30MEY)

n=288
-BT: 190

- Sham: 98

n=190

-BT_1y:
181

- BT_2y:
166

n=190
- 1y: 181
-2y: 165
-3y: 162
-4y: 159
-5y: 162

- Z2¥: bronchial
thermoplasty

- L2z Sham
bronchoscopies

Tyear

2years

Syears

Funded by
Asthmatx
Inc.

Main outcome

- Asthma Quiality of Life
Questionnaire (AQLQ)
score (change from
baseline)

Secondary outcomes

- Percentage symptom-
free days (change from
baseline)

- Total symptom score
(change from baseline)

- Number of puffs of
rescue medication used
(change from baseline)

- Percentage days rescue
medication used (change
from baseline)

- Asthma Control
Questionnaire (ACQ)
score (change from
baseline)

- Morning peak expiratory
flow (change from
baseline)

- Pre-and post-
bronchodilator FEV1
(predicted)

- Number of severe
exacerbations (per
participant per year)

- Percentage of
participants experiencing
severe exacerbations

- Respiratory-related
unscheduled physician
office visits

- Emergency department
(ED) visits (per participant
per year)

- Hospitalisations in
the post-treatment
period (percentage of
participants)

- Days lost from work/
school or other activities
due to asthma (days/y)




~NoonN

Cox G

Thomson
NC

RCT
(AIR
trial)

patients with moderate
or severe persistent
asthma, requiring
daily therapy with
inhaled corticosteroids
equivalent to a dose
of 200 ug or more of
eclomethasone and
long-acting B2-agonist
at a dose of 100 pg or
more of salmeterol or
equivalent to maintain
reasonable asthma
control.

* Cp|gel
(4742 114E])

n=109

-BT: 55

- o= 54

* 2AM:101
(52vs49)

n=69
- BT. 45
-9F=24

- ¥ bronchial
thermoplasty
plus medical
management

- L2 medical
management
alone
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Tyear

BT:
Syears
org:
3years

Funded by
Asthmatx
Inc.

Main outcome
- Mild exacerbation rate
(change from baseline)

Secondary outcomes

- Severe exacerbation rate

- Pre-bronchodilator FEV1
(percentage predicted)

- Post-bronchodilator FEV1
(percentage predicted)

- Peak expiratory flow
(morning and evening)
(change from baseline)

- Asthma Control
Questionnaire (ACQ)
score (change from
baseline)

- Use of rescue
medications

- Use of maintenance
medications

- Asthma Quiality of Life
Questionnaire (AQLQ)
score (change from
baseline)

- Total symptom score
(change from baseline)

- Percent of symptom-
free days (change from
baseline)

- Respiratory adverse
events during treatment
period

- Hospitalisations during
treatment period for
respiratory adverse
events (percentage of
participants)

- Hospitalisations during
post-treatment period
(number of participants)

~NoonN

Pavord ID

w—-onN

Pavord ID

RCT
(RISA
trial)

adults with
symptomatic, severe
asthma despite
treatment with
fluticasone or equivalent
at 750 pg/day, a long-
acting B2-agonist, and
other medications.

N
(374 8AIEY)

n=32
-BT: 15
-9=117

n=15
- 1~5y: 14

- Z21¥: bronchial
thermoplasty
plus medical
management

- i 2= medical
management
alone

Tyear

Syear

Funded by
Asthmatx
Inc.

Main outcome
- Respiratory adverse
events per participant

Secondary outcomes

- Use of maintenance
medications

- Use of rescue
medications

- Total symptom score

- Morning and evening
peak expiratory flow
(PEF)

- Pre-bronchodilator FEV1
(percentage predicted)

- Post-bronchodilator FEV1
(percentage predicted)

- Asthma Control
Questionnaire (ACQ)
score

- Asthma Quiality of Life
Questionnaire (AQLQ)
score

- Symptom-free days
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Safety of BT
- adverse events
2 = adults with mild to Efficacy outcomes
A .
8 8 Cox G o(cﬂez‘s_e:rL ORISRl n=16 bhronch|a: 2years ijsrj[gsnda?g - Pulmonary function tests
series) _ thermoplasty inc. | - Peak expiratory flow
6 * HIFA AT (2MIE) - Symptom-free days
- AHR
- Rescue medication
Efficacy
- Asthma Control
5 a 62-year-old female s rted Questionnaire (ACQ)
= ) upported,  score
9 0 | Doeing 3(31@-‘[1 with severe, refractory _ bronchial by NIH | - bronchodilator FEV1
case | asthmasymptomswho | n=1 6month -
1 DC ) | el BT it thermoplasty grant T32| - Severe exacerbation
3 SppEET o s HLO7605 | - Hospitalisations in the
treatment period
- airway smooth muscle
(ASM) mass
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