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Background

COVID-19 is predominantly a respiratory illness, with respiratory
failure being the most frequent cause of mortality (¥86% total).
As SARS-CoV-2 spreads throughout the
daughter virions are shed almost exclusively into the airway

respiratory tract,
mucus, making the virus difficult to reach with systemic
therapies and necessitating large doses of drug when given by IV
or IM. With the support of USAMRDC and MTEC, Inhalon
demonstrated the safety and tolerability of IN-006, an inhaled

treatment for COVID-19, in a recently completed Phase 1 clinical
study. This study also demonstrated the feasibility of inhaled
delivery which can overcome the limitations of other routes of

administration.

About Inhalon Biopharma: Inhalon is a clinical-stage, inhaled

immunotherapy company developing prophylactic and
therapeutic antibodies (mAb) for acute respiratory infections.
Inhalon has a patented, proprietary muco-trapping mAb platform
technology with broad IP coverage of inhaled mAb delivery. In
addition to working on treatments and preventative measures
for COVID-19, Inhalon is currently advancing the development of
inhaled mADbs (RSV),

metapneumovirus (MPV), and influenza. Inhalon is a non-

against respiratory syncytial virus

traditional contractor.
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Inhalon’s Inhaled Antibody Platform
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Inhalon’s Breakthrough:
Glycans potently crosslink
antibody targets to mucins
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Muco-trapping antibodies bind, neutralize, and trap virus.
Trapped viruses are cleared from the lungs through normal

\_ /
4 N

Studies have shown that SARS-CoV-2, just like SARS-CoV-1,
NL63 coronavirus, and other respiratory viruses, infects the

Spread of SARS-COV-2 in the Lung

airway epithelium via the apical membrane. More importantly,
airway cells shed viruses back into the airways, which then
propagate to the lower respiratory tract over time. Thus, direct
delivery of mAbs into the lung will be far more effective at
halting the spread of the infection, and require much lower
doses of mAb, providing more immediate and effective antiviral
activity.

Respiratory viruses
predominantly shed progeny
back into airway mucus

airway mucus

SARS, RSV, MPV, PIV
spreads by shedding in
the airway mucus

Basolateral

Apical

Infection does not
spread from cell to
cell or systemically

Surface PFU/mL
Apical 1077
Lung Epithelium Cross-Section Basal 1074

Small molecules and systemic mAbs cannot reach

mucociliary clearance.
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Nebulized Drug Delivery

Inhale mist
3-5 minutes

Battery operated
nebulizer

Muco-trapping
antibodies

>5 pm Unlike nasal sprays,
Trapped in upper airways . .
nebulization generates
1-5pm aerosols that deliver
) Deep lung deposition .
i um antibody throughout the

‘|Reach pulmonary alveoli
through diffusion

\ 500 nm

entire respiratory tract
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Aerodynamic Particle Size Distribution
After Nebulization of IN-006

pathogens in the airway mucus
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Inhaled IN-006 Phase 1 Clinical Study
Phase 1 Study Design

Phase 1 Safety and Tolerability Study of IN-006 in Healthy Volunteers
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102 adults assessed for eligibility

79 excluded
54 did not meet eligibility criteria
13 declined participation
12 other reasons
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23 randomly assigned

17 assigned IN-006 6 assigned placebo
5 Cohort 1 2 Cohort 1
6 Cohort 2 2 Cohort 2
6 Cohort 3 2 Cohnrtl3
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17 received IN-006 6 received placebo

k
6 included in analyses

17 included in analyses

Figure 1: Trial Profile

Cohort 1: IN-006 (30 mg) or placebo administered as a single dose
Cohort 2: IN-006 (90 mg) or placebo administered as a single dose
Cohort 3: IN-006 (90 mg) or placebo administered daily for 7 days

IN-006, an inhaled formulation of regdanvimab, provided as a formulated liquid by Celltrion, Inc.
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Inhaled IN-006 Phase 1 Clinical Study

Phase 1 Safety Data

IN-006 30 mg
Single dose
(n=5)

IN-006 90 mg
Single dose
(n=6)

IN-006 90 mg
7 daily doses
(n=6)

Placebo
(n=6)

All IN-006

(n=17)

Participants with any TEAE 3 (60%) 3 (50%) 4 (66.7%) 10 (58.8%) 2 (33.3%)
Participants with nebulization- 1 (20%) 0 1(16.7%) 2(11.8%) 0
related TEAE*

Number of TEAEs 6 5 6 17 4

Number of participants with TEAEs by SOC and preferred term

2 (40%) 1(16.7%) 2 (33.3%) 5 (29.4%) 2 (33.3%)
0 0 2 (33.3%) 2 (11.8%) 0
: 116.7%) 0 169% 0
2 (40%) 0 0 2(11.8%)  2(33.3%)
: 1(16.7% : 169% o
Respiratory, thoracic and 1(20%) 2 (33.3%) 1(16.7%) 4 (23.5%) 0
mediastinal disorders
1 00% o o 169% o
0 2 (33.3%) 0 2 (11.8%) 0
: : 1067%)  169% o0
Musculoskeletal and 0 0 1(16.7%) 1 (5.9%) 0
: : 1067%)  169% o0
General disorders and 0 1(16.7%) 0 1 (5.9%) 1(16.7%)
administration site conditions
Complication associated 0 1(16.7%) 0 1 (5.9%) 0
with device**
: 0 : 0o 1067
1 (20%) 0 1(16.7%) 2 (11.8%) 0
Forced expiratory volume 0 0 1(16.7%) 1 (5.9%) 0
1 (20%) 0 0 169% 0
1 (0% 0 0 169% 0

100% of subjects completed the study through Day 29. No SAEs observed.

IN-006: An Inhalable SARS-CoV-2-Directed mAb

Inhalon Biopharma: Thomas Moench, Jeff Hutchins, Samuel K. Lai, Brian Farrer, Frances Faurot, Lakshmi Botta, Erin Autio, Morgan McSweeney
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\AII AEs resolved without sequelae.
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Inhaled IN-006 Phase 1 Clinical Study

Phase 1 Pharmacokinetics Data
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e Cohort 2 (SAD 90 mg)
e Cohort 3 (MD 90 mg)

1 5 10 15 20 25 30
Day

1000000 -+

® Cohort 1 (SAD 30 mg)
¢ Cohort 2 (SAD 90 mg)

900000 4

500000

Median
Nasal T

max

(hours)

Median
Nasal C, .,

(ng/mL)
135 3

700000

600000+

Cohort 1

500000 -

400000+

367 3

Cohort 2

300000 -

100000

0

1000000 -+

® Cohort 3 (MD 90 mg daily x 7)

900000 4

500000

100000

o® L 4 L |
I ! T ! T ! T ! I ! T ! T ! T ! I ! T ! T ! T ! I ! T !

0 24 48 2 96 120 144 168 192 216 240 264 288 312 336

\_
-

\_

/
\
Inhaled Cocktail Phase 3 Clinical Study

Title: To Evaluate the Safety and Efficacy of Inhaled CT-P63 and CT-P66
Combination Therapy in Symptomatic Patients With COVID-19 Not Requiring
Supplemental Oxygen

Estimated Enrollment: 2,200 patients

Allocation: Randomized

Intervention/Treatment: CT-P63 and CT-P66 / Placebo

Primary Outcome Measure: Time to clinical recovery up to Day 14
Secondary Outcome Measure: Overall safety up to Day 90
Estimated Start Date: April 2022

Clinicaltrials.gov ID: NCT05224856
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Contact

Thomas Moench, M.D.
tmoench@mappbio.com

Jeff Hutchins, Ph.D.
jhutchins@inhalon.com
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Disclaimer: TM, JH, SL, BF, FF, LB, EA, MM are employees of Inhalon Biopharma/
Mucommune and hold shares in Inhalon Biopharma. SL is founder of Mucommune, LLC and
currently serves as its interim CEO. SL is also founder of Inhalon Biopharma, Inc, and
currently serves as its CSO as well as on its Board of Directors. SL’s relationships with Inhalon
are subject to certain restrictions under University policy. Supported in part by the U.S. Army
Medical Research and Development Command through OTA W81XWH-15-9-0001. Opinions,
interpretations, conclusions, and recommendations are those of the authors and are not
necessarily endorsed by the U.S. Government.
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