Breath Therapeutics is pursuing

groundbreaking therapies by unleashing

the true potential of inhaled drug delivery.

People living with rare lung diseases are at the center of everything we do
Founded in 2016 and based in Munich,

Pipeline focused on breakthrough inhalation

Emerging biotech with 18+ employees

Lead product candidate, L-CsA-i, currently

therapies for respiratory orphan diseases.

Germany and Menlo Park, California.
and plans to grow operations.

in Phase 3 clinical studies for the treatment
of bronchiolitis obliterans syndrome (BOS)

Series A financing in 2017 raised $46

following lung transplantation.

million.

Bronchiolitis Obliterans Syndrome (BOS)
BOS is a rare, fatal lung disease with no
approved therapies.

BOS is most commonly seen in patients

following lung transplantation (LTx) and

1

allogeneic hematopoietic stem cell

Rapidly progressive inflammatory disease

transplantation (alloHSCT).

that irreversibly destroys the airways of the

lung and usually leads to respiratory failure

and death within 2 to 4 years after diagnosis.
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Historically known as “popcorn lung”, BOS

was first seen in patients with environmental

exposures and autoimmune disease and it is
believed that BOS is often misdiagnosed.
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Liposomal Cyclosporine A for Inhalation (L-CsA-i)
L-CsA-i is a novel investigational liposomal
formulation of cyclosporine A designed
for inhaled delivery to the lungs via a
customized nebulizer (PARI’s eFlow®
Nebulizer).
Systemic cyclosporine is a highly potent
immunosuppressive drug, cornerstone of
lung transplant medicine.
L-CsA-i has ~ 1,100 patient-months of
exposure.

L-CsA-i has received orphan drug designation
from FDA and EMA.
Investigational drug-device combination
is designed to increase effective dosing to
small airways of the lung and minimize overall
systemic drug exposure.
Drug nebulizer system is specifically
designed for inhalation of L-CsA-i.
Fast, portable, with patient self-monitoring
capability.

BOSTON Program

Two global Phase 3 studies were initiated in
Q1, 2019.

The BOSTON program is evaluating

Liposomal Cyclosporine A for Inhalation

Additional studies include L-CsA-i for BOS

the treatment of BOS.

with BOS.

(L-CsA-i), as a first potential therapy for

following alloHSCT and for pediatric patients

The BOSTON studies are designed to bring L-CsA-i to patients with BOS.

BOSTON-1

L-CsA-i for BOS following single lung transplant [Ph3] (Initiated Q1 2019)

BOSTON-2

L-CsA-i for BOS following double lung transplant [Ph3] (Initiated Q1 2019)

BOSTON-3

Extension trial of BOSTON-1 and BOSTON-2

BOSTON-4

L-CsA-i for BOS following Allogeneic Hematopoietic Stem Cell Transplantation

BOSTON-5

L-CsA-i for pediatric patients with BOS

MANAGEMENT TEAM:

BOARD OF DIRECTORS:

CONTACT INFO:

Jens Stegemann, Ph.D.

Jens Stegemann, Ph.D.

Bonnie Ortega

Anne Burger

Graziano Seghezzi

C: +1 858 245 3983

Chief Executive Officer, Co-Founder
Chief Financial Officer, Co-Founder
Oliver Denk, Ph.D.

Chief Operating Officer, Co-Founder
Gerhard Boerner, Ph.D

Chief Scientific Officer, Co-Founder
Noreen Henig, M.D.

Chief Medical Officer
Peter Shadday

Chief Commercial Officer

Chief Executive Officer, Co-Founder

VP, Corporate Communications

Managing Partner at Sofinnova

E: b.ortega@breath-therapeutics.com

Karl Nägler, Ph.D.

USA

Partner at Gimv

633 Menlo Avenue, Suite 230

Arthur Franken

Partner at Gilde Healthcare
Renu Gupta, M.D.

Principal of Global Bio-Pharma
INVESTORS:
Gimv

| Sofinnova

|

Gilde Healthcare

Menlo Park, CA 94025 USA
GERMANY

Aldringenstraße 4 (2nd Floor)
80639 Munich, Germany

Breath-Therapeutics.com

REFERENCES:
1. An international ISHLT/ATS/ERS clinical practice guideline: diagnosis and management of bronchiolitis obliterans syndrome. Meyer KC, et al. Eur Respir J 2014; 44:
1479–1503 | DOI: 10.1183/09031936.00107514
2. The International Thoracic Organ Transplant Registry of the International Society for Heart and Lung Transplantation: Thirty-fifth adult lung and heart-lung transplant
report—2018; Focus theme: Multiorgan Transplantation. Chambers DC, et al. J Heart Lung Transplant; Volume 37, Issue 10,1169 – 1183
3. Company internal market research based on country-specific reports for lung transplants and stem cell transplantations

Forward-looking Statements
This fact sheet may contain forward-looking statements which reflect management’s expectations regarding Breaths Therapeutics’ objectives, plans, goals, strategies, future growth, financial condition,
results of operations, cash flows, performance, business prospects and opportunities. All statements other than statements of historical facts included in this fact sheet, including statements regarding
Breath Therapeutics’ objectives, plans, goals, strategies, future growth, financial condition, results of operations, cash flows, performance, business prospects and opportunities, may constitute forwardlooking information. By its very nature, forward-looking information requires Breath Therapeutics to make assumptions and is subject to inherent risks and uncertainties which give rise to the possibility that
the predictions, forecasts, expectations or conclusions will not prove to be accurate, that Breath Therapeutics’ assumptions may not be correct and that Breath Therapeutics’ objectives, strategic goals and
priorities will not be achieved. Although Breath Therapeutics believes that the predictions, forecasts, expectations or conclusions reflected in the forward-looking information are reasonable, it can give no
assurance that such matters will prove to have been correct. Such forward-looking information is not fact but only reflects management’s estimates and expectations. These forward-looking statements
are subject to uncertainties and other factors that could cause actual results to differ materially from such statements. forecasts, expectations or conclusions will not prove to be accurate, that Breath
Therapeutics’ assumptions may not be correct and that Breath Therapeutics’ objectives, strategic goals and priorities will not be achieved. Although Breath Therapeutics believes that the predictions, forecasts,
expectations or conclusions reflected in the forward-looking information are reasonable, it can give no assurance that such matters will prove to have been correct. Such forward-looking information is not
fact but only reflects management’s estimates and expectations. These forward-looking statements are subject to uncertainties and other factors that could cause actual results to differ materially from such
statements.

