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WHY DO WE NEED
evidence-based toxicology (EBT)?

Toxicology and the delivery of effective safety assessment critically
relies on concepts and understanding generated by basic scientific
research and must therefore adapt constantly to advances in
knowledge.

However, particularly from the perspective of regulatory toxicology, ,
some of the assessment paradigms and methodologies were
established decades ago and have changed little in response to
scientific progress. At the same time, changes in our understanding
of human disease, changes in the types of product now requiring
safety assessment, and changes in the legislative landscape and
public expectations pose significant challenges for industry,
academia and regulators alike.

It is necessary to challenge the status quo and ensure that as a
matter of course best scientific practice and technical sophistication
is reflected in safety assessment practices such that current and
future challenges can be met.

It is important therefore to ensure that structures are available that
will encourage, facilitate and support a process of critical appraisal
and renewal of the toxicological repertoire available for safety
assessment. Part of this process is to embrace “evidence-

based toxicology” such that the best possible scientific
evidence is applied to judge product safety and likely
risks to human health.




EVIDENCE-BASED MEDICINE
as a role model?

Over the last two decades clinical medicine has developed new approaches that focus
strongly on scientific evidence. “Evidence-based medicine” seeks to ensure that any
decision relevant for the health of patients is based on the best evidence available. A
suite of assessment methods and decision-aiding tools, as well as structures for their
implementation in the decision-making process, have been developed. Collectively
these have served to strengthen significantly the scientific basis of medicine.

Against this background it has been suggested recently (Guzelian et al., 2005;
Hoffmann & Hartung, 2006] that evidence-based medicine with its established tools
and concepts might serve as a template for toxicological safety assessment, helping
to ensure that toxicological practice is fit for purpose, embracing the latest scientific
and technological advances and is equipped to meet its challenges.

FORUM on EVIDENCE-BASED TOXICOLOGY

The first international Forum devoted to consideration and development of evidence-
based toxicology has been established. This forum aims to explore the concept of
evidence-based toxicology and to launch an initiative to ensure that the opportunities
now available are exploited. The Forum will provide an opportunity for delegates to
participate from its inception in an exciting concept aimed at ensuring the constant
renewal and continuing scientific sophistication.

REGISTRATION
how to get there and where to stay

REGISTRATION

Will be available online on http://www.ebtox.org or via e-mail to ebt.forumf@jrc.it
The number of participants is limited and will be handled on a “first register, first
serve basis”. There is no registration fee.

LOCATION
The Forum will be held at the conference centre “Spazio Villa Erba”

near Cernobbio at the upper Italian lake of Como at the foot of the Italian Alps
from October 15 to 18, 2007.

TRAVEL
Closest airports are Milano Malpensa, Milano Linate and Bergamo Orio al Serio,
linked by rail services to Como and Cernobbio.

ACCOMMODATION
Hotel accommodation within walking distance of the conference centre and at
reduced rates can be booked via the forum webpage http://www.ebtox.org




‘\

oo

7

EBT.

%000%

EUROPEAN
COMMISSION

=

@ anr

@) CONTACTS
EC-JRC, IHCP, ECVAM = —
Via Fermi 1, | - 21020 Ispra (VA), Italy e
Internet: http://www.ebtox.org
e-mail: ebt.forum(@jrc.it

@D EBT LOCAL ORGANIZING TEAM
Antonella Bottini, Sandra Coecke, Claudius Griesinger,
Thomas Hartung, Sebastian Hoffmann, Agnieszka Kinsner

@D SCIENTIFIC STEERING GROUP
Lutz Edler Institute for Biostatistics, Deutsches Krebsforschungszentrum, Mainz, Germany
Philip Guzelian Department of Pharmacology, University of Colorado, USA
Wallace Hayes Harvard School of Public Health, MA, USA
lan Kimber Syngenta Ltd, UK
Edmund Neugebauer Institute for Research in Operative Medicine, University Witten/Herdecke,
Germany
Pierluigi Nicotera MRC Toxicology Unit, University of Leicester, UK
Ellen Silbergeld Bloomberg School of Public Health, Johns Hopkins University, Baltimore, USA
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