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Infoset is a specialized consulting firm focusing on
the pharmaceutical sector. Infoset offers a set of
innovative solutions and exceptional services
answering the needs of modern management of
clinical data. Infoset is able to perform top notch
dedicated Data Management services at a
reasonable price.

Building on our innovative technology platform
(i-CDMS), we support and enable pharmaceutical,
medical device companies and CROs to integrate
and automate the management of their entire
clinical development process. Infoset aims to
fundamentally transform the way clinical trial data
is collected, analyzed and managed. Our services
cover the complete range of activities from CRF
design, data capture and data validation to
modeling and executive presentation through
standardized web enabled platforms and tailor-
made analytical environments.

Through our services organizations enjoy an
effective and more predictable methodology to
streamline trials processes, reduce cycle times,
decrease expenditures and gain earlier and safer
access to the correct results. Moreover the holistic
view of the full study cycle through i-CDMS reports
offers better control and top level quality services.
We continuously innovate the best practices and
technology to support clinical studies, so our
partners can focus to the important aspects of
clinical research.

“Your Data Management Partner”

-

Excellence in
Clinical Data Management

Key Facts

v' Over 20 successful projects with more
than 20.000 patients in a variety of
therapeutical areas in less than 2 years
Partners among top 5 international
pharmaceutical companies
First to introduce e-CRF for local
studies
First to introduce Study Support Center
with real time reporting and active
monitoring of study’s progress

INFOSET LTD

12 Kritis str. 15343, Athens
T: +30-211.8000.550

F: +30-211.8000.558

E: info@infoset.gr

W: www.infoset.gr
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E-CRF STUDIES
i-CDMS® is an innovative information web based system

......

offering a complete set of features for streamlining trial
monitoring and data entry, discrepancy management and
queries resolution, patient and site reporting. It provides a
role-based clinical database management system that
allows users access to the areas of functionality they are
eligible to use. It supports electronic studies (e-CRFs) and
offers full integration with other ancillary systems and
statistical programs. The clinical database is established in
CDMS according to the Data Management Plan (DMP) which
is developed, including the annotated CRF, Data Entry
Guidelines and Data Validation Plan (DVP) specifically for
each study. i-CDMS provides status reports and audit trails,

all accessible via the internet without any other special
requirement or installation need at the site.
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DATA MANAGEMENT PLAN is provided to define all tasks
associated with the entry, transfer and/or preparation of source data and derived items for entry into the clinical
trial database. With DMP we ensure quality, accuracy of data and compliance with regulations, such as GCP
guidelines, 21 CFR Part 11 and Health Insurance Portability and Accountability Act (HIPAA) requirements.

CRF DESIGN , ANNOTATIONS & VALIDATION. Infoset offers professional CRF design according to study
protocol and targets and also data fields optimization for EDC which enables tracing and monitoring of CRFs,
sites and patients. Also CRF annotation is applied both for electronic and paper based trials.

ELECTRONIC DATA CAPTURE is offered using top notch software to gather data along with the uncertainty
percentage of each character which aids the human validation step. Double data validation is applied satisfying
industry wide standards in fault tolerance. Remaining inconsistencies are flagged and upon confirmation
discrepancy queries are created.

STUDY SUPPORT CENTER of Infoset provides unlimited support to all trial participants. The Support Center is
operating all working days and hours by phone, email or online via i-CDMS for electronic studies. The support
can be passive or active, depending on the complexity, timeline and characteristics of each study and ensures
the feasibility of study’s milestones, the quick resolution of issues and the accuracy of the results.

QUERIES GENERATION & DCF SUBMISSION. Infoset provides the complete service of query resolution and
updating of queries responses in database. Data Clarification Forms (DCFs) are generated electronically and all
queries are tracked and identified with Query Lifecycle Statistics (QLS) metadata. Data managers, monitors, and
CROs know in real time the exact status of every query and the audit trail of the changes.

PHV HANDLING & DATA MANAGEMENT REPORTS Special process and detection systems is established for
detection and reporting of adverse effects. Infoset assures that proper SAE form has been submitted to the
sponsor's Pharmacovigilance department or other authority. In addition study progress is monitored by regular
reports that describe the full status down to the patient level.

GUARANTEED QUALITY AND DELIVERY SCHEDULE. Infoset guarantees delivery up
to 2 days after CRFs receiving regardless quantity or size and minimum data error
tolerance satisfying the strictest quality standards.

STATISTICAL ANALYSIS, CODING & CSR. Our team of knowledgeable and well
informed Statistical Programmers is dedicated to delivering quality services across a
wide range of therapeutic areas with the latest tools and methodologies. These include
full statistical analysis of the clinical trial and Clinical Study Report generation. Coding of
adverse events, medical history, medication and diseases with standard dictionaries
(MedDRA etc.) can also be applied.
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