Clinical Research

Leading Clinical Research

We will take you through the labyrinth of clinical trials directly
to your target — innovative, safe and effective drug
or medical device
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Contract Research Organization
with HQ in Prague, Czech Republic

Operations in Europe
with focus on Central and Eastern Europe

Our core region (CEE) is known for:

v Qualified, highly motivated investigators
v’ Excellent recruitment

v High data quality

v’ Cost-effectiveness

v’ Trial-friendly regulatory climate
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v’ Regulatory submission
v’ Subject recruitment
v" Clinical conduct

v' Medical writing

v' Data management

v’ Statistical analysis

v’ Study report

v" CRA and/or Investigator GCP and I1SO 14155 Trainings
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Project Managers

CRAs - all with University degree, regularly trained
in GCP and I1SO 14155

Medical Writers
QA/QC Managers
Data manager / Statistician

Training division

External group of experts
covering all therapeutical areas
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Therapeutic Area Experience:
v
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Cardiovascular Diseases
Gynecology/Urology
Ophthalmology
Rheumatology

Oncology

Dermatology

Pediatric and Vaccination studies
CNS incl. Neurosurgery
Respiratory Diseases
Gastroenterology, Hepatology
Diabetology

Orphan Drugs

Infection Disease
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LCR

Quality standards

Quality management system certified according to 1SO 9001:2008 for:

v" Clinical Trials of Medicinal Products

v" Clinical Investigations of Medical Devices
v Non-interventional Trials

v" Medical Writing

v Trainings

= Functional QA/QC system, relevant SOPs in place

= Regulatory Authority Inspections on Clinical Trials and Clinical
Investigations repeatedly without any findings

www.clinical-research.cz



LCR

\e:4

é ASSOCIATION
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AICROS is a network of local & well established CROs businesses
providing full range clinical research services on a global scale.

Region covered so far includes almost all European countries, Israel,
North and South America and Japan

Four major principles:
* Integrated training curriculum
* Bi-annual members’ audits to secure the high level of quality in services provided
* Anticorruption procedures
* Sharing financial results to show financial stability
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LCR clients

Pharmaceutical companies
Medical Devices Manufacturers

Since 2009: 67 projects, more than 600 sites
and 6.000 subjects
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WHY LCR?

v Deep knowledge of local investigators and clinical
trials I-1V

v'  Very good reputation with regulatory authority,
100% approved trials

v' Very stable teams: low CRA turnover, management
team stable since the company foundation

v'  Experience with combination products (that combine
drugs, devices, and/or biological products)

v" Highly customized projects and individualised budget
calculations

v 100% repeated business
v' Proven recruitment record
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Last but not least

"Details make the difference between good and
excellent clinical trials. We pay close attention to
details to achieve the highest level of excellence.”

Jiri Paseka, MD
Managing Director and Founder
jiri.paseka@clinical-research.cz
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