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Dear Colleagues,
our department is an academic institution which
aims at providing expertise and special infrastructure on clinical drug development with the
ultimate goal to develop and evaluate innovative
therapeutic interventions and diagnostic
technologies.
Our strengths are complex labor-, equipmentand time-intensive studies exceeding the basic
requirements for bioequivalence or standard
tolerability testing. The department is dedicated
to the medical care of study participants and has
an availability of 12 beds partly with the option of
intensive care monitoring. Project management,
administrative support, pharmaco-vigilance,
biostatistics and reporting is available from the
university-based Clinical Trials Coordination
Center.
We are looking forward to support you in all
aspects of drug development.
Sincerely

The Medical
University of
Vienna is one of the
most prestigious
medical schools
worldwide

Established in 1992, the department is a clinical
institution at the Medical University of Vienna. It
is located in the Vienna General Hospital (AKH),
a specialized tertiary care hospital with 2000
standard care and 144 intensive care beds and
one of Europe´s largest medical centers with 36
clinical divisions, treating 100.000 inpatients per
year, and with 300 outpatient clinics managing
1,700,000 patient visits per year.
Organization
Section of Cardiovascular Medicine
Section of Clinical Pharmacokinetics /
Pharmacogenetics and Imaging
Section of Hematology & Immunology
Section of Ophthalmo-Pharmacology
Working Group Drug-Development and Healthcare
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Experienced full time staff of ~70, dedicated to
clinical research only including:
9 specialists in internal medicine
4 specialists in clinical pharmacology
2 cardiologists
2 specialists in ophthalmology
2 pharmacists
1 general practitioner
25 physicians in training
7 study nurses

Access to Trial Patients

Experience with Clinical Trials

Techniques

Select Publications

Active cooperation with the clinical departments
of the Vienna General hospital assures access to a
wide range of patient populations.

Successful completion and publication of over 500
drug trials (academic and industry-sponsored)
including numerous first in man (FIM) trials and
studies with medical devices during the period
1995-2013 ensure ample GCP-standard experience
including cooperation with health authorities,
national, european and FDA inspections and the
Ethics Committee. Competitive regulatory environment in Austria for FIM and phase 1 studies (35
days to first-subject-in is feasible in Austria).

Beyond the usual phase I-IV capabilities we offer a
wide array of special innovative techniques, such as:
• Microdialysis for topical BE studies
• Skin and tissue biopsies
• Broncho-alveolarlavage (BAL) sampling
• PK-PD imaging with MRI and PET
• Extracorporeal circulations (ECMO, HD, LVAD,
Apheresis)
• Coagulation activation studies
• Activated samarium labeling, Tc99 labeling
• Mass balance studies by use of 14Clabeled
compounds
• Endotoxemia in man (airways and systemic)
• Neuropathic and nociceptive pain models in
humans
• Ocular blood flow and high resolution
morphology assessment

• The risks of risk aversion in drug regulation.
Nat Rev Drug Discovery. 12:907-16 (2013)
• Safety and immunogenicity of a novel multivalent
OspA vaccine against Lyme Borreliosis in healthy adults: a double–blind, randomized, dose–
escalation phase I/II clinical trial.
Lancet Inf Dis 8:680-9 (2013)
• A randomised double-masked trial comparing
the visual outcome after treatment with ranibizumab or bevacizumab in patients with neovascular
age-related macular de-generation.
Br J Ophthalmol. 97:266-71 (2013)
• Effect of latanoprost on choroidal blood flow regulation in healthy subjects. Invest Ophthalmol
Vis Sci 52:4410-5 (2011)
• A clinical trial of a whole-virus H5N1 vaccine derived from cell culture. New England Journal of
Medicine 358 24: 2573-2584 (2008)
• AIR inhaled insulin versus subcutaneous insulin:
pharmacokinetics, glucodynamics, and pulmonary function in asthma.
Diabetes Care. 31:735-4 (2008)
• Pulmonary pharmacokinetics and safety of
nebulized duramycin in healthy male volunteers. Naunyn Schmiedebergs Arch Pharmacol
78(3):323-33 (2008)
• Pharmacokinetics and pharmacodynamics of the
dual FII/FX inhibitor BIBT 986 in endotoxin-induced coagulation.
Clin Pharmacol Ther 81:858-66 (2007)
• 5-aminosalicylic acid release from a new controlled-release mesalazine formulation during gastrointestinal transit in healthy volunteers. Aliment
Pharmacol Ther. 23:137-44 (2006)
• Combined PET and microdialysis for in vivo assessment of intracellular drug pharmacokinetics
in humans. J Nucl Med 46:1835-41 (2005)

Volunteers
With more than 7000 study participants in our
database (young and elderly) and being the only
major institution conducting healthy volunteer
trials in the 2,5 Mill. Vienna urban area ensures
that recruitment is a non-issue.
Regulatory Experience
Delegation of experts to the European Medicines
Agency – EMA (CAT, COMP, SAWP). Involvement
in more than 200 EMA - Scientific Advice and
Protocol Assistance Procedures.
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