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PROGRAM

Day 1 (Wed, May 5,2010) - Morning

08:30 - 08:50:  Registration
Welcome
08:50 - 09:00: Welcome

Abraham Rubinstein, School of Pharmacy, HU
Opening Lecture

Chair person: ~ Benjamin Sredni, Bar llan University and Chief
Scientist, Israeli Ministry of Health

Keynote lecture: Pharmaceutical Quality
for the 21st Century

Moheb M. Nasr

Director, Office of New Drug Quality Assess-
ment (QNDQA, CDER) FDA, USA

09:00 - 09:40:

QbD in Analytical Methods
Chair person:  Melvin Weinswig, UW

09:45-10:25:  Global transfer of analytical methods
Galen Radebaugh, Pfizer, USA

QbD in large molecules: the A-Mab case
study
Dan Kenett, Teva, Israel

10:30-11:10:

Coffee break 11:10-11:30

QbD and Process Design

Chair person:  Alon Seri-Levy, Sol-Gel Technologies, Israel

11:30-12:10:  Process development for topical products
Michal Arnon and Natalie Grabarnick, Perrigo,
Israel

12:15-12:55: Designing quality into specifications
development

Galen Radebaugh, Pfizer, USA
Lunch: 13:00 - 14:00

Day 1 (Wednesday, May 5,2010) - Afternoon
Preclinical Session
Chair person:  Abraham Rubinstein, School of Pharmacy, HU

14:00- 14:40: Rational selection of drug candidate for
liposomal remote-loading by data-mining
algorithms
Daniel Zucker and Yechezkel Barenholz, HU,
Israel

Qualification of impurities in product
development
Doron shinar, Teva, Israel

14:45 - 15:20:

Coffee break 15:25 — 15:40

Clinical Session

Chair person:  Aharon Schwartz, Teva

15:45 - 16:25: QbD and the critical path
Yafit Stark, Teva, Israel
16:30-17:10:  Virtual clinical trials for streamlining drug

development - the role of mathematical
models
Zvia Agur, Optimata and IMBM, Israel

17:15-17:50:  Optimizing the entire drug development

process using pharmacometric tools: From
preclinical to marketing

Serge Guzy, POP-Pharm, USA

19:00: Conference Dinner and get-together

Day 2 (Thursday, May 6,2010) - Morning

Risk Management and Lean Sigma

Chair person: Ron Kenett, KPA, Israel and UNITO, Italy

09:00 - 09:40:  Assuring supply chain integrity - quality
and counterfeiting
Louis Yu, Perrigo, USA

09:45 - 10:25:  Risk based facility audits
Esther Urkin, Perrigo, Israel

10:30-11:10:  Planning and deploying Lean Sigma

Baruch Magenheim and Hagit Shenkman,
Perrigo, Israel

Coffee break 11:15-11:45
QbD in Drug Products Development

Chair person:  Jean-Paul Lellouche, BIU, Israel

11:45-12:25:  Designed experiments in product development
David Steinberg, TAU, Israel
12:30-13:30:  Part 1: QbD approach in API synthesis

Avital Laxer, Teva, Israel

Part 2: QbD approach in drug product
manufacturing process
Dan Fishelovitch, Teva, Israel.

Lunch 13:35 - 14:25

QbD in Medical Devices Development
Chair person:  Ron Kenett, KPA, Israel and UNITO, Italy

14:25 - 15:05:  Quality by design for medical devices -
the regulatory perspective
Shosh Friedman, Push-Med, USA

Breakthroughs in medical devices -

the Israeli experience

Shlomo Shapira, previously - Elscint; now
Consultant of the Chief Scientist, Ministry of
Trade and Industry, Israel

15:10 - 15:50:

16:00 - 16:50:  Panel discussion on the future of QbD

Louis Yu, facilitator

M. Nasr, L. Yu, C. Zollmann, A. Seri, S. Friedman,
S.Guzy, E. Urkin, G.Radebaugh, M. Weinswig,
R.Kenett, M. Dalith

Participants:

16:50-17:90: Wrap up

Mel Weinswig, UW, USA
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