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INVITATION

The ECPM Course is a well-established postgraduate education and training programme
designed for professionals working in the field of medical product development sciences and
is part of the ECPM Training Platform. The programme is targeted at representatives from
industry, service industry, academic and government decision- and policy-makers who already
have a good grounding in the basics and will benefit from a more in-depth, comprehensive
and systematic immersion into modern medical product development, regulation and market
introduction.

ECPM is a university institute within the Medical Faculty of the University of Basel and is a
member of the Pharmacenter (Center of Pharmaceutical Sciences, University of Basel). The
ECPM Course is accredited by the International Federation of Associations of Pharmaceutical
Physicians (IFAPP) and certified by the University of Basel within the Bologna Title System.
ECPM has the coordinating role in the Education and Training project of IMI (Innovative Medli-
cines Initiative) called Pharmatrain. This project has the aim of harmonising the content and the
quality of training in pharmaceutical medicine/drug development sciences throughout Europe.

The ECPM Course teaches integrated product development which is science-based, efficient,
high quality and emphasis is placed on requirements for rational and rapid development of
a new product for the global market. The course provides comprehensive instructions for
integrating cutting-edge concepts and best practices in medical product development and
regulatory sciences.

The course programme covers all aspects of pharmaceutical medicine and drug development
sciences as defined by the new Pharmatrain syllabus (see www.pharmatrain.eu). This includes
the discovery and development of new medicines, biopharmaceutical sciences, clinical phar-
macology and trial methodology, good clinical practice and ethics, pharmacovigilance and epi-
demiology, biostatistics, regulatory affairs, health economics, project management, marketing
and new therapeutic approaches. Participants will be involved in lectures, panel discussions,
team-oriented case studies and interactive learning.

Participation in the ECPM Course provides the opportunity to integrate work and education,
to discuss with experts face-to-face or online, to gain in-depth knowledge while building an
international network, and to put this into perspective with your own career plan.

A faculty network of experts from European and US universities, pharmaceutical and biotech-
nology companies and regulatory authorities (including the EMA, FDA and Asian regulatory
agencies) carry the teaching responsibility.

We cordially invite you to participate in the ECPM Course.

QWV\/) LAN\LUQ Mu

Prof. Thomas D. Szucs Dr. Annette Mollet
Director Head Training and Education
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Module 3

Content

Prof. Stephen Senn,
Professor of Pharma-
ceutical and Health
Statistics, University
of Glasgow

“Itis a joy and a
privilege to teach in
the ECPM Course.
The students are
enthusiastic, knowled-

geable and committed.

As a lecturer on the
course | am always
impressed by the
standard of questions
| receive and the
animated discussions
which follow the talks.”

June 25 - 28, 2012
Learning and Confirming Trials: Finding and Confirming the Right Dose

The planning, the choice of different trial designs, the randomisation
modes and the choice of endpoints are discussed. The different aspects
of the conduct of a trial, i.e. study monitoring, principles of good clinical
practice (GCP), adverse event monitoring (risk/benefit assessment) and
data management are demonstrated. A basic introduction to biostatistics
is given.

Lectures What Constitutes an Integrated Strategic Clinical and Regulatory
Development Plan?
Planning, Design and Conduct of a Successful Clinical Trial
Why are Drugs Developed at Too High of a Dose?
Dose Finding Studies
Design of a Clinical Trial Protocol and Investigational Drug Brochure
Designing Appropriate Data Analysis Plans
History, Development and Application of Good Clinical Practice
Introduction to Biostatistics
Planning and Analysis of Controlled Clinical Trials
Factors Associated in Conducting a Successful Clinical Trial
Role of Biometrics in Drug Development
Statistical Planning of a Clinical Trial
Randomisation in Clinical Trials
Design for Randomised Clinical Trials
Clinical Trials in Special Populations
Quality Assurance
Ethical Issues Associated with the Conduct of Clinical Trials
Fraud in Clinical Trials
Case Studies Review of Published Literature
Evidence Based Medicine
Planning of a Pivotal Study in Stroke
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Module 4

Content

Professor Carl Peck,
Former Head of

FDA's CDER,;

Center for Drug
Development Science,
CDDS, UCSF

Washington Center, DC

“The ECPM Course
provides a practical way
to gain a comprehensive
command of contem-
porary concepts and
best practices for
developing pharmaceu-
tical and biotechnology
products.”

September 3 - 6, 2012
Confirming Trials: Methodology and Biostatistics

The different tests and methods of biostatistics are discussed. The appli-
cation of different trial designs is simulated, within-trial decisions, data

management, extraction, manipulation and storage of data.

Lectures

Case Studies
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An Examination of Why Phase Il Clinical Trials Fail
Statistical Concepts in Prospective Planning and Design

Review of Current Indication Specific Regulatory Guidelines

Statistical Concepts in the Interpretation of Results and Assessment of

Evidence

Handling of Missing Data

Data Collection, CRF Creation and Handling
Multiplicity in Clinical Trials

Good Biometrics Practice
Meta-Analyses in Drug Development
Active Controlled Equivalence Trials
Non-Inferiority Setting

Statistical Analyses of Safety Data
Adaptive Trial Design

Multivariate Analyses

Simulation of Clinical Trials

Adverse Event Monitoring and Handling
Presentation of Data and Final Report
Bayesian trial designs and data analyses
Multicenter Studies, Large Scale Trials

Clinical Data Management and Database Design

Interim Analysis

Elaboration of a Statistical Plan of a Clinical Trial









EXAMINATION AND CERTIFICATION



ORGANISERS

The ECPM Course is organised by The European Center of Pharmaceu-
tical Medicine, a university institute at the University of Basel, Switzerland.
ECPM is also a member of the Pharmacenter Basel-Zurich (Center of
Pharmaceutical Sciences, University of Basel and Swiss Federal Institute
of Technology, Zurich). The ECPM Course was established in partnership
with the EUCOR medical schools of the Universities of Basel, Freiburg
i.Br. and Strasbourg and the pharmaceutical industry.

COURSE VENUE

Pharmacenter, University of Basel
Klingelbergstrasse 50, Basel, Switzerland.

Bus to «Bernoullianum» from:

Railway station SBB and SNCF: No. 30

Railway station Badischer Bahnhof: No. 33

Airport Basel-Mulhouse: No. 50 change at railway station SBB to No. 30
Walking distance from Marktplatz (center): 15 Minutes

REGISTRATION FEE

The tuition fee for the entire course amounts to CHF 13 000.—-. A reduced
fee of CHF 12500.- applies to the ECPM Consortium, Continuing
Training Centers of SGPM (Swiss Society of Pharmaceutical Medicine)
and SWAPP (Swiss Association of Pharmaceutical Professionals) and for
companies who register more than 10 participants. The special fee for
members of Universities and regulatory authorities is CHF 5500.—. The
fee includes course material, lunches, coffee breaks and final examina-
tion. For the oral/essay examination CHF 850.— will be charged.

The entire tuition fee is payable on confirmation of attendance by June
30, 2011. The payment may be made in two instalments, first payment
on June 30, 2011 and second payment on June 30, 2012.

In case of cancellation before May 31, 2011, the tuition fee less
CHF 600.- for administrative expenses will be returned. There will be no
refund on cancellations after this date.

On request, hotel accommodation can be booked for the entire course
cycle at a reduced rate which will be booked by ECPM. Please see appli-
cation form.
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REGISTRATION

Registrations are reviewed by the Steering Board and will be confirmed
on an ongoing basis starting January 2011. Deadline for application is
December 31, 2010. As enrolment is limited, prospective participants are
encouraged to apply well in advance. Registration can be done via the
internet www.ecpm.ch, mail or fax.

ECPM Course participants will be registered as students at the University
of Basel at no cost. To obtain the student card a separate form (requiring
a printed photo) will be provided by the university.

Applications together with a one-page curriculum vitae and a copy of
the University diploma (or a certified English or German translation)
should be submitted to:

ECPM

Mrs Amanda N. de Sola Pinto
Institute of Pharmaceutical Medicine
University of Basel
Klingelbergstrasse 61

CH-4056 Basel, Switzerland

Phone +41 61 265 7650
Fax +41 61 265 7655
E-mail ecpm@unibas.ch
Web page www.ecpm.ch
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ECPM ALUMNI

The ECPM alumni club is open to all participants who attended a full
course cycle. The alumni are regularly informed about the ECPM activi-
ties and are invited to the continuing education seminars at a reduced fee.
These workshops are accredited for the continuing medical education.

ECPM TRAINING PLATFORM

The European Center of Pharmaceutical Medicine provides several post-
graduate and continuous education courses on its Training Platform for
professionals working in the different fields of medical product develop-
ment sciences.

We are pleased to offer the new MDDS Programme Master of Advanced
Studies (MAS) in Drug Development Sciences on the ECPM Training
Platform covering the entire Drug Development Process. This programme
extends the European Course in Pharmaceutical Medicine which pro-
vides the basic knowledge of the entire value chain from molecule to
marketplace. For further information please refer to www.ecpm.ch.

The MDDS programme will be part of the IMI (Innovative Medicines
Initiative, a joint undertaking between the EU, Academia and EFPIA)
training initiative. Please see more details on www.pharmatrain.eu.

© ECPM 2010
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ECPM

Institute of Pharmaceutical Medicine
University of Basel
Klingelbergstrasse 61

CH-4056 Basel, Switzerland

Phone +41 61 265 7650
Fax +41 61 265 7655
E-mail ecpm@unibas.ch
Web page www.ecpm.ch
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