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Investigational Medicinal Product

e A pharmaceutical form of an active substance or
placebo being tested or used as a reference in a
clinical trial, including a product with a marketing
authorisation when used or assembled (formulated
or packaged) in a way different from the
authorised form, or when used for an unauthorised
Indication, or when used to gain further information
about the authorised form. (Annex 13 to Vol.4
GMP)
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IP COP Mission

The ISPE Investigational Products Community of
Practice is a principal global organization with a common
global strategic vision that supports industry
professionals world-wide with interest or professional
experience in all aspects of the investigational products
supply chain by providing relevant, timely and cutting-
edge information and services, and access to solutions
and resources.
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Investigational Products COP

* Dynamic forums to network and share common interests,
current and best practices

« Training seminars and online seminars covering various topics

* A vibrant, interactive online community with real-time
discussions offering global networking opportunities and access
to the IP COP Body of Knowledge

* Providing expertise and experience across countries and
companies through its committees

 Technical documents and best practice guides
* Interaction with Health Authorities
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Joining Strengths

Investigational
Products

Gommunity of Practice
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Investigational Products COP

Organization

» global council oversees all activities in the regions and define
the strategy, business goals and general objectives

* regional steering committees set objectives in each region and
s first contact in the COP

* sub-committees deal with various global activities to provide
service to the COP

» task teams are set up or continue to work on global or regional
topics
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Investigational Products COP

Current IP COP Council Members

 Mike Arnold Pfizer, Inc. USA

e Christopher Bland Novartis Switzerland

» Kristen DeVito (Chair) Aptuit USA
 Massimo Eli (Vice-Chair) Schering Plough Italy

e Christine Milligan Fisher CS United Kingdom

 Rob Pizzie Schering Plough USA
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Current EU Steering Committee Members

Istvan Balvanyos
Petra Bielmeier

Chris Bland (Vice-Chair)

Elizabeth Cooper
Vincent Devreux
Laurent Dhervilly
Evelyn Ego
Massimo Eli (Chair)
Karen Gram

Efim Kelman
Olivier Maizy

Gedeon Richter
Roche

Novartis

Astra Zeneca
Eli Lilly

Pfizer
Bayer-Schering

Schering Plough
Novo Nordisk
Evidence
Sanofi-Aventis

Christine Milligan (Secretary) Fisher

Rebecca Prowse

Esther Sadler-Williams

Robert Smith

Bernd Steffens (Past-Chair)

GlaxoSmithKline
Aptuit

Genzyme

Boehringer Ingelheim

Hungary
Switzerland
Switzerland
United Kingdom
Belgium
United Kingdom
Germany
Italy
Sweden
Russia
France
United Kingdom
United Kingdom
United Kingdom
United Kingdom
Germ  any
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2006-2007 Accomplishments

Successfully merged NA RSC and EU RSC into one Global IP COP — 2007-2008
all subcommittees will be global with Chair/Vice Chair leadership structure

Contributed to launch of IP COP Website pages, contributing and maintaining
content and growing membership.

Published ISPE Good Practice Guide: Development of Investigational Therapeutic
Biological Products

Established collaboration with PDA to define and agree on viable systems and
processes that will support eliminating the need to add expiry dates to IMP study
labels.

Providing comments to the EMEA on Viral safety for IMP.
Providing comments back to the EMEA on EU Batch Certification for IMP.

Developed Guidance for Investigational Products preparation of IMPs for studies in
Japan

Delivered one Webinar and scheduled a 5 part IP Webinar Program for late 2007-
early 2008

Delivered 3 E-letters to our community

Delivered Workshops,Educational Sessions and Networking Events at Annual
Conferences Jains,
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Top 2008 IP COP Council Priorities

* Focus activities on improving efficiency, interaction,
and communication of global subcommittees.

o Target the biotechnology sector as a means for
Increasing COP membership.

« Establish contacts and potential interaction with
other geographic regions, chapters/affiliates, and
special interest groups outside of ISPE.

 |nvolve more IP COP members In activities of IP

COP by encouraging participation in
subcommittees, task teams, and serving as Web
site facilitators.

1
ENGINEERING PHARMACEUTICAL INNOVATION @9



Investigational Products COP

Current Subcommittees

 Regulatory (Robert Smith-EU)

* Review and comments on draft guidelines and documents
from health authorities; guidance documents for IP COP

« Annual Meeting (Kunal Jaiswal-NA)

» preparation of September Conference in EU and IP COP
session at ISPE Annual Meeting in USA in November

« Communication (Rebecca Prowse-EU)

» Set-up, update and maintenance of the IP COP website;
review of contents; facilitation of discussions

e Education (Alisa Wright-NA)

 Preparation of training courses and seminars; concepts for
training needs
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IP COP Regulatory Subcommittee

e Maintain country regulatory requirements and
expand if appropriate.

* Develop procedure for commenting/working on
regulatory documents, including interaction with
ISPE's RAC.

* Adhere to regulatory requirements related to Ips
and comment on draft legislation, if appropriate.

* Provide regulatory updates as needed to IP COP
members via the IP COP Web site.
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IP COP Annual Meetings Subcommittee

e Explore innovative ways to utilize the Web site to
reach the broader IP community and promote the
Annual Meetings.

e Strive to improve Annual Meetings educational
sessions as validated through feedback forms.

e Collaborate with ISPE to increase the number of
attendees at the 2008 IP COP educational
sessions.

e Continue to involve COP members-at-large in the
planning and delivery of educational sessions at
the Annual Meetings.
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IP COP Communications Subcommittee

* Develop the IP COP Web site into the leading
source of relevant and timely information in the IP
area as well as providing an interactive site that
promotes the discussion and sharing of knowledge
and experiences among members.

* Provide a quarterly news update to COP members
that includes topical areas of interest.

« Facilitate and encourage innovation within the IP
COP through the use of Web tools.

« Expand involvement of COP members-at-large,
especially in the area of discussions.
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IP COP Education Subcommittee

 Develop 3-4 part distance learning program to be
provided as online seminars or as CDs on IP
development and delivery processes.

« Develop marketing plan for IP education delivery.

* Research reasons for lack of attendance at educational
offerings and where improvements might be found for
communication of offerings.

« |dentify and develop ideas for attracting young
professionals to educational offerings that include
traditional and non-traditional means of presenting
Information and training.

» Develop list of hot topics for educational and written
article presentations and include drugs, delivery
systems, medical devices, analytical methods, etc.

i,
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Investigational Products COP

Current Task Teams

o Japan (Markus Kiefer)

 Benchmarking and generation of a guidance on preparation
of IMPs for studies in Japan

« Distribution (Ruediger Lomb)

» Country specific database, discussion forum on IP COP
website

e Use-by date labeling (Vincent Devreux)

« Evaluation of options to avoid use-by date labeling in EU;
preparation of a guidance document for IP COP
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Investigational Products COP

Benefits as IP COP member

» share knowledge and experience

* participate in e-discussions, forums, polls, etc for
benchmarking / best-practice

e access to up-to-date information, guidance
documents etc

» Regulatory challenges are discussed with a global view

* opportunity to contribute in task teams and
subcommittees

e network opportunities
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Investigational Products COP

(ﬂ#l}-‘; Investigational
how to join the IP COP \\Q“i#}/ Products

Community of Practice

e go to www.ispe.org and click on ,Communities of Practice*
» then click on ,Go to COPs* and create your account
» select IP COP as your COP

e getin contact with Steering Committee Members,
Subcommittees and Task Teams
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Grazie! ......
Auguri di Buon Natale a tutti !!!

....... Domande?




