BITENS

ICH Quality - Implementation Working Group
Integrated Implementation Training Workshop
ICHQ8,Q9&Q10
Tallinn, Estonia | Sokus Hotel Viru | 2-4 June 2010

This is the latest agenda for the training workshop showing structure and content. The final agenda is
under development by members the Q-IWG and planning committee. Please watch the PDA and ISPE
Websites for more information as the final agenda is actualized by the Q-IWG.

All times are approximate.

Wednesday, 02 june 2010
Moderator: Jean-Louis Robert, Q-IWG

Session A Welcome and Introduction

13:00 Welcome Remarks & Introductions
Jean-Louis Robert, Rapporteur of ICH Q-IWG

13:20 How 8, Q9 & Q10 guidelines work together through the product life cycle
Moheb Nasr, Q-IWG

Session B, How Q8, Q9 &:Q10.work in a life cycle‘approach’

13:40 Case Study - Product Development
Jean Wyvratt, Q-IWG

14:30 Case Study - Regulatory Assessment
Elaine Morefield, Q-IWG

15:20 Refreshment Break

15:50 Case Study - Implementation and PQS considerations
Nigel Hamilton, Q-IWG

16:40 Case Study - Inspections at a manufacturing site
Jacques Morenas, Q-IWG

17:30 Panel discussion and planning for next day breakouts

18:00 End of Day 1

18:30 Networking Event / Reception
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FiTEH6

ICH Quality - Implementation Working Group
Integrated Implementation Training Workshop
ICHQ8,Q9 & Q10
Tallinn, Estonia | Sokus Hotel Viru | 2-4 June 2010

Thursday, 03 June 2010

SessionC Breakouts and Team Discussions

The workshop attendees will be divided into 4 different groups or teams:
Team 1, Team 2, Team 3 and Team 4

There will be four parallel tracks addressing four key Topics on Thursday:

Leaders: Moheb Nasr, Georges France
(Japan tba)

Track A - Design Space

Leaders: Bob Baum, Jean-Louis Robert
(Japan tba)

Track B - Control Strategy

Leaders: David Cockburn, Swroop Sahota
{(Japan tba)

Track C — Pharm Quality System

Track D — Quality Risk Mgmt Leaders: Stephan Ronninger, Diana Amador-Toro

{Japan tba)

8:30 The four teams will rotate thru all four Topics on Thursday

Design Space Control Strategy Pharmaceutical Quality Risk

Quality System Management

8:30-10:30 Team 1 Team 2 Team 3 Team 4

0:50-12:

10:50-12:50 Team 2 Team 3 Team 4 Team 1

13:50-15:50 Team 3 Team 4 Team 1 Team 2

16:10-18:10 Team 4 Team 1 Team 2 Team 3

18:15 End of Day 2
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BITEH6

ICH Quality - Implementation Working Group

Integrated Implementation Training Workshop

ICH Q8, Q9 & Q10

Tallinn, Estonia | Sokus Hotel Viru | 2-4 june 2010

Friday, 04 June 2010

Moderator:
SessionD

08:30

SessionE-

09:00
09:30
10:00

10.30

11:00

Panel & Open Discussion - ',

11:30

12:15

13:00

page 3/3

Stephan Rénninger, Q-IWG

Report on Q-IWG Activities —~ - - 5 o sl

Presentation on Q-IWG Status and Update
Georges France, Q-IWG

Reports from each Track/Topic including Q&A™ .

Track - Design Space
Moheb Nasr, Georges France

Track - Control Strategy
Bob Baum, Jean-Louis Robert

Track — Pharmaceutical Quality Systems
David Cockburn, Swroop Sahota

Coffee Break

Track - Quality Risk Management
Stephan Ronninger, Diana Amador-Toro

Open Q&A and discussion from floor
Moderator: Jean-Louis Robert

Discussion Panel: Jacques Morenas, Moheb Nasr, Yukio Hiyama,

Georges France, Fusashi Ishikawa, Bob Baum

Workshop conclusions and Next steps
Jean-Louis Robert

End of Workshop

IWG_Tallinn_Agenda _PDA Web_2010_02_23 v2

Draft 23 Mar 2010
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