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Flexibility and Networking Highlight . I .
e o A Kind B Drug Information Association (DIA), ESAME Foundation & AMIFE

The Clinical Forum was developed to maximise
the synergies between the various areas of

expertise, enhance cross-functional teamwork and | ) m
allow delegates excellent multi-disciplinary farmar ﬂdU siria B EDIEAMIENTOS INNOVADORES “I —

networking opportunities. Centro de Desarrollo Tecnologico

The Forum will feature a total of eleven confer-
ences, workshops and training courses,
covering the areas of Clinical Data Management,
eClinical, Clinical Research and Development, .
Clinical ~ Trial  Management,  Information Innovation

Technology,  Pharmacovigilance,  Statistics, Innovative Medicines
Knowledge M t, Medical Writi - - .

B O e Clinical Development of Innovative Medicines
Medical Information & Communications and o ] ) o
Therapeutical Innovation. Pricing & Reimbursement of Innovative Medicines

All  conferences and workshops will run
independently but with pricing that provides

optimum value to attendees. This innovative

BRI le il provide delegates with the flEBIE Professionals in medical affairs, clinical research, drug development,

to attend crossover sessions and effectively “build regulatory affairs, outcomes research, pharmacovigilance, clinical research
their own conference” to their specifications. . . . . .

operations, quality assurance, clinical data management, biostatistics,
Register now for the most comprehensive and pricing & reimbursement, marketing, study sites.

best value clinical conference in Europe this year,

with rates including VAT from:
To register online, please visit www.esame.org

or contact ESAME on +34 918 06 21 26, Fax: +34 918 04 53 35

If you would like to combine this workshop with other meetings, workshops or training
(in English) that form part of the DIA Clinical Forum (October 15-19) and take advan-
, , a tage of significant cost savings as a result, please visit the DIA website at
For further information on the DIA Clinical Forum . X . .
2007, please contact the DIA Europe Customer www.diahome.org and click on the Clinical Forum icon, or contact
Services Department +41 61 225 51 51; email: DIA Europe on Telephone +41 61 225 51 51; Fax: +41 61 225 51 52;

diaeurope@diaeurope.org; or visit the DIA website Email: diaeurope@diaeurope.org
www.diahome.org.



09:00

09:30

09:45

10:00

10:40

11:10

11:50

12:30

13:30

REGISTRATION

DIA, ESAME Foundation & AMIFE Welcome and Opening
Brigitte Franke-Bray

Director DIA Europe, Switzerland

Gonzalo Hernandez

Director ESAME Foundation & Scientific Director Health LEIA,
Spain

Jorge Gonzalez-Esteban

President AMIFE, Asoc. Espanola Médicos Industria
Farmacéutica, Spain

Session Chair:

Xavier Carné

Head of Clinical Pharmacology Department, Hospital Clinic,
Barcelona

What is Innovation in Biomedicine?

What does Therapeutic Innovation Mean in Medical
Practice?

Agustin Gémez de la Camara

Head of Clinical Epidemiology Department,

Hospital 12 Octubre, Madrid

Coffee-Break

Life Cycle Plan for Registration of Innovative Medicines
What Sort of Clinical Development Plan should be
Planned for the Registration of an Innovative Drug?
José Maria Giménez Arnau

Chief Scientific Officer, Novartis Spain

Therapeutic Innovation

When a new Drug or a New Indication is Considered a
Therapeutic Innovation?

Dolores Montero

Agencia Espafiola del Medicamento y Productos Sanitarios

Debate - Discussion

Lunch

15:00

15:10

15:40

17:30

18:30

Session Chair:

Jorge Gonzalez-Esteban

President AMIFE (Asociacion Espafiola de Médicos de la
Industria Farmacéutica)

Health Outcomes Research Plan for P&R of Innovative
Medicines

What Sort of Health Outcomes Research and
Pharmacoeconomics Plan should be Planned for an
Innovative Drug?

Javier Soto

Head of Health Outcomes Research and Pharmacoeconomics
Department, Pfizer

Pricing & Reimbursement of Innovative Medicines
When should an Innovative Therapy be Funded by
Health Authorities?

Pharmaceutical Industry

Javier Urzay

Director Department Service to the Associated
Platform of Innovative Medicines
Farmaindustria

Expert in Health Services Research

Pablo Lazaro y de Mercado

Director TAISS — Advanced Technologies of Research
in Health Services, Madrid

Comunidad Auténoma

Antonio Torres

Director General de Calidad, Investigacion y Gestion
del Conocimiento, Consejerfa de Salud, Junta de
Andalucia, Sevilla

Debate - Discussion

Closing Remarks
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Workshop organizado por la DIA, ESAME y AMIFE
sobre MIEDICAMENTOS INNNOVADORES

:Cuando un Nuevo Medicamento es una Innovacion Terapéutica?

(ESTE TALLER SE CELEBRARA EN CASTELLANO)

MitErcoLes, 17 pe ocTuBre DE 2007, EN EL HoTEL AuDITORIUM DE MADRID, ESPANA

solflz

CHOJC TMFORMATION ASLOCINTIGN
THis EVENT IS PART OF THE

CuinicaL Forum 2007

Ocroser 15 - 19, 2007
Aubitorium Maprip HoteL, MADRID, SPAIN

Flexibility and Networking Highlight
This One-of-A-Kind Event!

The Clinical Forum was developed to maximise
the synergies between the various areas of
expertise, enhance cross-functional teamwork and
allow delegates excellent multi-disciplinary
networking opportunities.

The Forum will feature a total of eleven confer-
ences, workshops and training courses,
covering the areas of Clinical Data Management,
eClinical, Clinical Research and Development,
Clinical ~ Trial ~ Management, Information
Technology, Pharmacovigilance, Statistics,
Knowledge Management, Medical Writing,
Medical Information & Communications and
Therapeutical Innovation.

All  conferences and workshops will run
independently but with pricing that provides

optimum value to attendees. This innovative
structure will provide delegates with the flexibility
to attend crossover sessions and effectively “build
their own conference” to their specifications.

Register now for the most comprehensive and
best value clinical conference in Europe this year,
with rates including VAT from:

For further information on the DIA Clinical Forum
2007, please contact the DIA Europe Customer
Services Department +41 61 225 51 51; email:
diaeurope@diaeurope.org; or visit the DIA website
www.diahome.org.

Xavier Carné
Jefe del Servicio de Farmacologia Clinica,
Hospital Clinic, Barcelona

Jorge Gonzalez Esteban

Presidente de
AMIFE (Asociacion de Medicina de la Industria Farmacéutica en Espafia)

Drug Information Association (DIA), La Fundacion ESAME y AMIFE

- GLEIN

Centro de Desarrollo Tecnologico

L .
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Innovacién en Biomedicina

Medicamentos Innovadores

Desarrollo Clinico de Medicamentos Innovadores
Precio y Reembolso de Medicamentos Innovadores

Profesionales de los departamentos médicos, registros, 1+D, investigacion
clinica, investigaciéon de resultados en salud y farmacoeconomia, precio y
reembolso, relaciones institucionales, marketing, y farmacovigilancia.

Para inscribirse visite www.esame.org o contacte
con Fundacion ESAME en el niimero de teléfono +34 918 06 21 26
o enviando un fax al numero +34 918 04 53 35.
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INSCRIPCION

Apertura y Bienvenida a cargo de DIA, Fundacién ESAME
y AMIFE

Brigitte Franke-Bray

Directora DIA Europa, Suiza

Gonzalo Hernandez

Director Fundacion ESAME y Director Cientifico LEIA Salud,
Espana

Jorge Gonzalez-Esteban

Presidente AMIFE, Asoc. Espafnola Médicos Industria
Farmacéutica; Espafia

15:00

15:10

15:40

Sesion presidida por:

Xavier Carné.

Jefe del Servicio de Farmacologia Clinica , Hospital Clinic,
Barcelona

{Qué es Innovaciéon en Biomedicina?
¢Qué Innovaciones Cientificas son consideradas como las
mas relevantes? y ; Qué significa Innovacion Terapéutica
en la Practica Médica?

Agustin Gémez de la Camara

Jefe del Servicio de Epidemiologia Clinica,

Hospital 12 Octubre, Madrid

Café

Plan de Ciclo de Vida para el Registro de Medicamentos
Innovadores

¢Como debe ser el Plan de Ciclo de Vida para el Registro
de un Medicamento Innovador?

José Maria Giménez Arnau

Chief Scientific Officer, Novartis Spain

Innovacion Terapéutica

¢Cuando se considera una Innovacion Terapéutica a un
Nuevo Medicamento o a una Nueva Indicacion?
Dolores Montero

Agencia Espafiola del Medicamento y Productos Sanitarios

17:30

18:30
Debate

Almuerzo

Sesién presidida por:

Jorge Gonzalez-Esteban

Presidente AMIFE (Asociacion Espafiola de Médicos de la
Industria Farmacéutica)

Plan de Investigaciéon de Resultados en Salud y
Farmaeconomia de los Medicamentos Innovadores
¢Como debe ser el Plan de IRS y de Farmacoeconomia de
un Medicamento Innovador?

Javier Soto

Jefe del Departamento de Investigacion de Resultados en
Salud y Farmacoeconomia, Pfizer

Precio y Reembolso de Medicamentos Innovadores
¢Como deberia ser la Evaluacion del Valor Terapéutico y
Farmacoeconémico de un Medicamento Innovador?

¢ Cual podria ser el Precio de un Medicamento Innovador
en funcion del Grado de Innovacion y de su Valor
Médico-Terapéutico, Social y/o Farmacoeconémico?
¢Cuando una Innovacion Terapéutica deberia ser
Financiada?

Industria Farmacéutica

Javier Urzay

Director Departamento Servicio al Asociado
Plataforma de Medicamentos Innovadores
Farmaindustria

Experto en Investigacion en Servicios de Salud
Pablo Lazaro y de Mercado

Director, Técnicas Avanzadas de Investigacion en
Servicios de Salud - TAISS, Madrid

Comunidad Auténoma

Antonio Torres

Director General de Calidad, Investigacion y Gestién
del Conocimiento, Consejeria de Salud, Junta de
Andalucia, Sevilla

Debate

Clausura



