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L UNDI 28 SEPTEMBRE
Presentations (40’) : Talk (25") + Q/A (15

9h00 - 9h45 Accueil des participants (Welcome)
9h45 - 10h00 Mot du Président (Introduction)
10h00 - 10h40 « Non-clinical Requirements to Support FIM »
(Toxicology) Nancy CLAUDE (IRI Servier, France)
10h40 - 11h20 « Starting Dose and Dose Escalation in FIM StudBeneral
(NCE) Principles »

Bruno REIGNER (F. Hoffmann-La Roche, Suisse)
11h20 - 11h50 Pause Café (Coffee Break)
11h50 - 12h30 « PK/PD Projections for EIH for Small Molecules »
(NCE) Thierry LAVE (F. Hoffmann-La Roche, Suisse)
12h30 - 14h00 Repas (Lunch)

14h00 - 14h40 « Selection of Human Starting Dose for Drugs Used i

(NCE - Oncology) ©ncology »
Ulrike PFAAR (Novartis, Suisse)

14h40 - 15h20 « First in Man Phase | Studies in Oncology: Pragmat

(NCE - Oncology) Rules »
Jocelyne BERILLE (FNCLCC, France)

15h20 - 15h50 Pause Café (Coffee Break)

15h50 - 16h35 Assemblée Générale

16h35 - 17h15 « Concrete Examples of Complex FIH Studies WheradJs
(NCE) Translational Pharmacokinetic and Pharmacodynamic

Predictions is Essential for Clinical Development&:ss »
Alvaro PEREIRA (Aepodia, Belgique)



Diner a 'OZU - 2, Avenue des Nations Unies. 750H88is- Tel : 01.40.69.23.90

M?° Trocadéro -- Accueil a 19h30 pour la visite de I'’Aquarium du Taodléro (1h.)

M ARDI 29 SEPTEMBRE
Presentations (40’) : Talk (25") + Q/A (15

8h45

9h20 - 10h00
(NCE - Statistics)
10h00 - 10h40
(NBE)

10h40 - 11h20
11h20 - 12h00
(NBE)

12h00 - 13h30
13h30 - 14h10
(NBE)

14h10 - 14h50
(NBE - Oncology)

14h50 - 15h30
15h30 - 17h00

Accueil des participants (Welcome)
« Adaptive Dose Selection Strategy in Early Phase »
Francois VANDENHENDE (ClinBay, Belgique)

« PK/PD Projections for EIH of Biologics: The Godiie
Bad and the Ugly. »

Wolfgang RICHTER (F. Hoffmann - La Roche, Suisse)
Pause Café (Coffee Break)

« Prediction of a Therapeutic Dose Range and Reyianel
Safe Starting Dose in FIH Trial in a Selective euatti
Population. Implications of tha-vitro MABEL to Clinical
Strategy and Early Phase Development. »

Marion DEHEZ (UCB Pharma, Royaume Uni)
Repas (Lunch)

« Modeling Pre-Clinical Data to Support Choice dbrfF
Dose in Human for Biologics »

Helen KARCHER (Novartis, Suisse)

« First Dose Estimation for Monoclonal Antibodie€ase
Studies with Oncology Drugs »

Antoine DESLANDES (Sanofi-Aventis, France)
Pause Café (Coffee Break)

« Teaching PK in the 21th Century : Adapt the Sypplthe
Demand. »

Table Ronde animée par-M. SCHERRMANN & Xavier
DECLEVES (Univ. Paris), Joseph CICCOLINI (Univ.
Marseille) et Etienne CHATELUT (Univ. Toulouse).



