International AGENDA

/?pe'a@? BFS I0A Asian/Pacific meeting 2016
ssocilation

November 27-29, 2016

Hotel Ana Crowne Plaza | Toyama, Japan

November 27

Welcome and Get-together reception (Ana Crowne Plaza, room Kujyaku)

7:00 pm BIHLD (ANAYSIOTSHARTIEIL, B8 L)

November 28

Registration (Asuka)

8:00 B (EAE RE)

Welcome and Introduction by the BFS IOA Chairman

8:15 BFS IOA=ER #&¥
Peter Akerman, BFS IOA Chairman

Study on Extruder Validation
8:40 IHZAMN = —=D)I\)F -3 45T
Stefan Kiesel, Rommelag Services

Case study: Autoclave validation
9:15 EHIBN : A-ML-TON)F-23>
Peter Akerman, AstraZeneca Sweden

Coffee & tea break (Asuka A11)

9:50 i (=218 ASUKA)

Ophthalmics - Physiology, Formulation, BFS-Packaging
10:20 mEREE — &4 - ®F|-BFSEE
Martin Haerer, Rommelag CMO

Impact of the new USP 661 guidance - resin supplier view

10:55 $TUPS661 (9 ADFE — LI HT5(7-0=
Nicholas Mok, Borouge Polymers

Current Status & New Developments in Blow Fill Seal

11:30 Blow Fill Seal DIRIAEFARFEFE
Klaus Schuster, Rommelag Engineering

Lunch (Asuka A11)

12:05 BE (2218 ASUKA)

Environmental Monitoring in BFS Cleanrooms - A Risk Based Approach
1:00 BFSOU—=2IL—AICBIRIRIBEZAUSYT — URIR-ZAO7TIO0-F
Kevin Downey, Teva Runcorn

Technical presentation (TBC)
1:35 BT 733> GHllFEICHER)
Hidenari Shoji, Otsuka OPF

Case Study: BSL2 Fill and Finish using Advanced Aseptic BFS Technology

2:10 SHIFAT - BFS2 S=ITEBFSEiZ{EfcFeiE- J1Zy> 1
Martin Haerer, Rommelag CMO

Coffee & tea break (Asuka A11)

2:45 a8 (=218 ASUKA)

STERI-Shroud® - Innovative technology for sterilization of Grade A filling Zone
3:15 STERI-Shroud® - JL—RAFEIEY —>OIBE(CH I 22 FHI LAl
Andy Goll, Weiler Engineering
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Modification of conventional BFS process to produce 60% more
3:50 Rajeev Kabbur, Brevetti Angela

Handling and sterilization concepts of BFS containers

4:25 BFSE2OERERE I T~
Peter Portugal, Bosch / SBM

Tosoh Medical Polyethylene
5:00 BRY—OEER RJIFLY
Genzo Kikuchi, Tosoh Corporation

Dinner at Toyama Dai-ichi Hotel, 10-10 Sakuragicho, Toyama

7:00 sas

November 29

Multi dose eye drop containers without preservatives
8:00 BASRIAMERAYILF R— X RIRERZR

Klaus Schuster, Rommelag Engineering

Latest development of High Voltage Leak Detection System for BFS products
8:35 RHMOBFSEMASEERFEERE
Yuichiro Ogino, Nikka Densok

Providing value-added BFS products with plastic parts assembly

9:10 TI2FvI N\ — VB HFF L BT IMEB FSE DRt
Yasushi Ohkubo, Pharmapack Co., Ltd.

Coffee & tea break (Asuka A11)

4 _
9:45 i (=21 ASUKA)

Pharmapack Osawano Overview
10:15 Tr—XI\WIKXREF TIHENT (THY7—05ER)
Kohtaro Ishikawa, Pharmapack Co., Ltd.

BFS IOA Point to consider and PDA Technical Report for BFS

10:50 BFS IOA &5 ¢ BFSICBI S 2PDASE L R— bk
K .Downey, BFS IOA Technical Officer / M. Haerer, BFS I0OA Regulatory Officer

Closing Remarks by the BFS IOA Chairman

11:25 BFS IOA=ER M0
Peter Akerman, Chairman

Lunch (Asuka A11)

1:30 BE (2215 ASUKA)
12:30 Bus transport to Pharmapack
T7 =X IHANNZEE
) Plant Tour at Pharmapack
1:00 Tr—R N TIB RS
Bus back to hotel
4:00 _ .
INTFILANIN RIS &Y
) Arrive back at hotel
4:30 RFIVEIE

Meeting Main Sponsors:
rommelag | Nikka Densok | Pharmapack

Meeting co-sponsors:
Brevetti Angela | Weiler Engineering



