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AiCuris Initiates Clinical Development of
AlIC499, a Novel Resistance-Breaking
Antibiotic against a Broad Range of MDR
Gram-Negative Bacteria

Program supported by the Innovative Medicines Initiative

Wuppertal, January 4th, 2016 - AiCuris Anti-infective Cures GmbH, a leading company in the
discovery and development of drugs against infectious diseases, today announced the start of a
new clinical program with AIC499, an innovative beta-lactam antibiotic against a broad range of
multidrug-resistant (MDR) Gram-negative bacteria in complicated urinary tract infections (cUTI) and
complicated intra-abdominal infections (clAl).

As a first step in the clinical development, the first-in-human phase 1 trial is currently ongoing to
primarily evaluate the safety, tolerability and pharmacokinetics of single ascending doses of
intravenous AlC499. The study is randomized, single-blind, placebo-controlled and conducted in 48
healthy volunteers in a single center at the Medical University of Vienna, Austria. This single dose
part will be followed by a multiple ascending dose part in 36 volunteers.

The phase 1 and phase 2 clinical development of AIC499 is being supported by the Innovative
Medicines Initiative (IMI) within the COMBACTE-MAGNET project. COMBACTE MAGNET is a
highly innovative programme in which the academic and private partners across Europe, including
AiCuris and the Medical University of Vienna, are collaborating to combat the threat of antimicrobial
resistance in Gram-negative bacteria worldwide.

“As an EFPIA partner providing AIC499 in COMBACTE-MAGNET we are delighted to initiate the
next step in the development of our novel resistance-breaking antibiotic with the support from IMI.
In combination with a beta-lactamase inhibitor (BLI), AIC499 has already shown very potent
antibacterial preclinical activity against Gram-negative pathogens", said Dr. Holger Zimmermann,
CEO of AiCuris Anti-infective Cures GmbH. “Gram-negative pathogens are considered to be
amongst the most serious threats to public health and a major unmet medical need. We are
convinced that, with its unique profile and extensive coverage, AIC499 has the potential to become
a highly effective antibiotic for patients with severe infections including those caused by multi-
resistant pathogens. We are expecting first results from this phase 1 study in mid-2017.”

About antimicrobial resistance (AMR)

With the rapid emergence and spread of MDR bacterial infections, antimicrobial resistance (AMR)
has become a major global public health threat. Patients in intensive care units (ICUs) are
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particularly vulnerable to infections. Increasingly, these infections are resistant to a range of
antibiotics, leaving doctors with only few options to treat their patients.

About AIC499

AIC499 is an innovative beta-lactam antibiotic which addresses the urgent unmet medical need
arising from hospital-acquired infections with Gram-negative bacteria. In combination with a BLI,
AIC499 shows very potent antibacterial activity against Gram-negative pathogens including multi-
drug resistant strains of Pseudomonas and Acinetobacter species. Due to its unique profile and
extensive coverage, AlIC499 has the potential to become a very powerful treatment option for
present and future resistant Gram-negative infections.

About COMBACTE-MAGNET

The Innovative Medicines Initiative (IMI) New Drugs 4 Bad Bugs (ND4BB) program has been
launched by the European Union and the European Federation of Pharmaceutical Industries and
Associations (EFPIA). The COMBACTE-MAGNET (Combatting Bacterial Resistance in Europe -
Molecules against Gram-Negative Infections) project is investigating new approaches to prevent
and treat life-threatening infections caused by multidrug-resistant Gram-negative bacteria. The goal
of this project is to stimulate antibacterial drug development in Europe by an unprecedented
partnership between leading experts from universities, hospitals, and pharmaceutical companies.

About Innovative Medicines Initiative (IMI)

The Innovative Medicines Initiative (IMI) is working to improve health by speeding up the
development of, and patient access to, innovative medicines, particularly in areas where there is an
unmet medical or social need. It does this by facilitating collaboration between the key players
involved in healthcare research, including universities, the pharmaceutical and other industries,
small and medium-sized enterprises (SMESs), patient organizations, and medicines regulators. IMI
is a partnership between the European Union (represented by the European Commission) and the
European pharmaceutical industry (represented by EFPIA, the European Federation of
Pharmaceutical Industries and Associations).

For more information please visit the IMI website under www.imi.europa.eu.

About AiCuris Anti-infective Cures GmbH

AiCuris was founded in 2006 as a spin-off from Bayer and focuses on the discovery and
development of drugs against infectious diseases. The company’s majority investor is SANTO
Holding. The company is developing drugs for the treatment of viruses such as human
cytomegalovirus (HCMV), herpes simplex virus (HSV), hepatitis B virus (HBV), and adenoviruses.
In the field of antibacterials, AiCuris seeks to develop innovative treatment options for life-
threatening, (multidrug)-resistant hospital-treated pathogens. In 2012, AiCuris signed a license
agreement with Merck & Co (MSD), one of the largest agreements of its kind in the European
biotech industry. The agreement covers the development and commercialization of novel drug
candidates against HCMV. Letermovir, the most advanced compound under this agreement, met
the primary endpoint in a pivotal phase 3 clinical trial in patients undergoing bone marrow
transplantation.
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Friedrich-Ebert-Str. 475/Geb. 302
42117 Wuppertal

Phone +49 202317630
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Email business@aicuris.com
Web  www.aicuris.com
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40545 Dusseldorf

Phone +49 211 529 252 22
Fax  +49 211529 252 29
Email anne.hennecke@mc-services.eu
Web www.mc-services.eu

This project has received support from the Innovative Medicines Initiative 1 Joint Undertaking under
grant agreement No [115737],resources of which are composed of financial contribution from the
European Union's Seventh Framework Programme (FP7/2007-2013) and EFPIA companies’ in

kind contribution.

Disclaimer:

This press release reflects the views only of the author, and neither IMI nor the European Union,
EFPIA, nor any Associated Partners can be held responsible for any use which may be made of the

information contained therein
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