BFS IOA American Meeting 2011

Venue: Marriott Charleston, South Carolina, USA International
Date: September 28-30, 2011

Agenda

Tuesday September 27

19.00 - Welcome get-together reception

Wednesday September 28

08:30 - 09:00 Registration

09:00 - 09:15 Welcome and Introduction by the BFS IOA Chairman
Peter Akerman, BFS IOA Chairman (AstraZeneca, Sweden)

09:15 - 09:45 Quality Assurance on BFS Containers - latest state of technology
Patrick Schlatter, Wilco Switzerland

09:45 - 10:15 BFS Technology Current Developments — featuring: BSL-2 maropack facility, HVLD,
Rotary & Electric Technology, Remote Diagnostics
Tim Kram, Rommelag, USA

10:15 - 10:45 Coffee & tea break

10:45 - 11:15 ISPE — new base line for design of BFS plants
Sterling Kline, Integrated Project Services

11:15 - 11:45 Latest Developments in Leak Detection
Brian Ball, Nikka Densok USA Inc.

11:45 - 12:15 Advanced In-Process Controls and Real-Time Automated Methods for Monitoring the
Quality of BFS Packages
Andrea Simonetti, Bonfiglioli Engineering S.r.1. Italy

12:15 - 13:15 Lunch

13:15 - 13:45 Basic Extruder Validation
Dr. Martin Haerer, Holopack, Germany

13:45 - 14:15 Case study: Extruder Validation study on polymer extruded at different temperatures
- a follow up to earlier published data
Patrick Poisson, United Therapeutics Corp

14:15 - 14:45 BFS Technology - Regulatory Compliance - a Practical approach
Colleen Juliano, Nephron Pharmaceuticals

14:45 - 15:15 Coffee & tea break

15:15 - 16:15 Presentation of the BFS IOA Point to Consider Document
BFS IOA Board

16:15 - 16:30 Closing Remarks
Peter Akerman, BFS I0A Chairman (AstraZeneca, Sweden)

18:00 - Departure from hotel

18:30 BFS IOA Dinner at McCrady's Restaurant

Meeting main sponsor

Rommelag | SABIC

Meeting co-sponsors

Ampac | Bonfiglioli | DuPont | Nikka Densok | The Ritedose Corp.
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Interventions — company approach
Sandra Marguillier, Pfizer Belgium

Martin Haerer, Holopack Germany

Peter Akerman, Astra Zeneca Sweden

Bob Sikora, Ritedose USA

Leachables & Extractables from Polymers
Piet Christiaens, Toxikon

Extractables — a start

Dr James A Stern, Lyondell Basell

Coffee & tea Break

Market driven innovations in BFS

Rajeev Kabbur, Brevetti Angela, Italy

Regulatory Update

Dr. Martin Haerer, Holopack, Germany

PDA Interest Group for BFS Technology and Flexible Containers - Update
Peter Akerman, BFS I0A Chairman (AstraZeneca, Sweden)
BFS I0A Annual General Meeting 2011

Jesper Laursen, Officer of Operation (MELITEK, Denmark)
Final Discussions and Next Steps (Close of Meeting)
Peter Akerman, BFS IOA Chairman (AstraZeneca, Sweden)
Box Lunch

Bus from Marriott Charleston to Hilton Columbia

Dinner at Liberty Tap Room & Grill

Friday September 30 — tour at The Ritedose Coproration
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Departure by bus to The Ritedose Corporation
The Ritedose Corporation - Introduction

Tour of The Ritedose Corporation BFS plant

Return from The Ritedose Corporation by bus to Hilton

Meeting main sponsor

Rommelag | SABIC

Meeting co-sponsors

Ampac | Bonfiglioli | DuPont | Nikka Densok | The Ritedose Corp.



