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GENERAL INFORMATION

OBJECTIVES OF THE WORKSHOP

The potential to conduct clinical trials with an
adaptive design has stimulated much excitement in
the pharmaceutical industry, for both statisticians and
non-statisticians alike. Considerable efforts have been
made in academia, industry and regulatory circles in
developing appropriate statistical and clinical trial
methogolog and in defining boundaries for the use
of adaptive zesign in confirmatory trials.

The first EMEA-EFPIA workshop on adaptive
design was aimed at gaining a common understanding
of the usefulness an§ the %mitations of confirmatory
trials conducted with an adaptive design.

The second EMEA-EFPIA workshop will aim at
addressing questions from the 1" workshop and at
gaining a common understanding of what could be
considered “Good Adaptive Practices”. Case studies
will be used to introduce discussion on the ke

methodological issues and give industry, EU and U

regulators the opportunity to share their views.

WHO SHOULD ATTEND THIS WORKSHOP?

REGISTRATION

Participants are invited to use the attached
registration form.

Registration forms must be received by 27" March
2009 at the latest.

ACCOMMODATION

The meeting is aimed at both statisticians and non-
statisticians from the pharmaceutical industry and
from regulatory agencies.

A basic understanding of clinical trial methodology
will be assumed, but extensive knowledge of
statistical methodology will not be necessary to follow
the presentations and resulting discussions.

Participants are _invited to make their own
arrangements. BFPIA will not arrange any hotel

booking.
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REGISTRATION FORM

EMEA- EFPIA 2" Workshop on Adaptive Design in Confirmatory Trials
2" April 2009

First NAME: .o Family NAME: ..o s
COMPANY OF ASSOCIATION! .evvuiuiiiiiiisiiiiict e b bbb bbb s8R bbb
COMPANY AQAIESS: ottt bbb bR bR R R
TelePhONE: ..o FPAKE o
ErAIL: oo R R R R AR AR R AR R R
Will attend the EMEA-EFPIA 274 workshop on Adaptive Design in Confirmatory Trials

Daate: o SIGNALULE! oot

To be returned to Elisa Siviglia (elisasivigli@efpia.org) , Rue du Tréne 108 — Boite 1 — B-1050 Bruxelles.
Telephone: +32.2.626.25.55. Telefax: +32.2.626.25.66



