PDA Manage Your Isolator for Aseptic

Processing Training Course
Agenda

Wednesday, 11 March

CET Standard Time (UTC +1:00)

08:30 —09:00

09:00 — 09:15

09:15-10:30

10:30 —11:00

11:00 — 12:30

12:30 - 13:30

13:30 — 14:30

14:30 — 16:00

16:00 — 16:30

16:30 - 17:00

17:00 — 17:30

Welcome and Introduction of Trainers and Participants

Isolator Basics (Theory)

Richard Denk , Senior Consultant Aseptic Processing, SKAN AG

Regulatory View on Annex 1

Tracy Moore , CEO, TM Pharma Group

Coffee Break and walk to the Academy

Workshop in 2 Groups

Get to Know the Isolator (Academy)

11:00-11:45 , Alain Ribstein , Sales Manager, SKAN AG

Filters in Practice (Academy)

11:45 - 12:30 e Jorg Kettner , CQE Coordinator, SKAN AG

Lunch Break

Walk through the SKAN Assemly Hall
Richard Denk , Senior Consultant Aseptic Processing, SKAN AG

Alain Ribstein Sales Manager SKAN AG

Manfred Holzer Strategic Product Manager E-Beam Technology SKAN AG

Requirements for Environmental Monitoring

Tracy Moore , CEO, TM Pharma Group

Coffee Break
SKAN Transfer Solutions

Attendee Questionnaire and Q&A from Day 1

Thursday, 12 March

CET Standard Time (UTC +1:00)

08:30 — 08:45

Recap Day 1
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Gloves on the Isolator (Theory)
08:45 — 10:00 Andreas Kindscher ,, SKAN Germany

Alex J. Kappani Product Management SKAN AG

10:00 —10:30 Coffee Break and walk to the Academy

Gloves on the Isolator (Practice)
10:30 — 12:00 Andreas Kindscher , , SKAN Germany

Alex J. Kappani Product Management SKAN AG

Clean @ SKAN

12:00 - 12:45 Lilia Lahouel , Cleaning Validation Manager, SKAN AG

12:45-13:30 Lunch Break

Biological Indicators (Bl's) for Bio-Decontamination with Hydrogen Peroxide

13:30-14:00 v eronika Zysk , Administrative Laboratory Specialist, SKAN AG
Decontamination (Theory)

14:00-14:30  p1artin Novak MSc, Technology Lead, SKAN AG
Cycle Development

14:30 - 15:00 Theresa Ladwig , Sterility Assurance Service Manager, SKAN AG
Decontamination (Praxis Academy)

1450 — 15:05 Vincent Guilhou , , SKAN AG

Theresa Ladwig Sterility Assurance Service Manager SKAN AG

16:30 - 17:15  Attendee Questionnaire and Q&A from Day 2

17:15-17:15 End of Training Course
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