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 — 09:45

09:45 - 10:40

10:40 -11:10

11:10 - 13:00

13:00 — 13:45

13:45 -14:30

14:30 — 15:45

15:45 -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

Andrew D. Hopkins PGDip, Senior Director, Lachman Consultants

Coffee Break and walk to the Academy

Workshop in 2 Groups

Get to Know the Isolator (Academy)

11:10-12:05 e Alain Ribstein , , SKAN

Filters in Practice (Academy)
12:05 - 13:00

¢ Guido Herzberg , , SKAN Switzerland
Lunch Break

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

Alain Ribstein SKAN

Requirements for Environmental Monitoring

Tracy Moore , CEO, TM Pharma Group

Coffee Break

Cleaning SKAN CleanlIP - SKANalytix

Max Mittelviefhaus , Research Manager, SKAN AG

Q&A from Day 1

Thursday, 12 March

CET Standard Time (UTC +1:00)
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09:00 - 09:10 Recap Day 1
Theory/Practical
Gloves on the Isolator (Theory)
09:10 — 09:35 e Andreas Kindscher ,, SKAN Germany

e Alex J. Kappani , Product Management, SKAN AG
09:10—10:15

Microbiological Monitoring on Gloves (Theory/Practical)
09:10 — 10:15 ¢ Andreas Kindscher ,, SKAN Germany

e Alex J. Kappani , Product Management, SKAN AG

10:15-10:45 Coffee Break and walk to the Academy

Gloves on the Isolator (Practice)

10:45 — 12:30 Andreas Kindscher ,, SKAN Germany

Alex J. Kappani Product Management SKAN AG

12:30 — 13:30 Lunch Break

Biological Indicators Bl's

13:30-1350  chantal Past, , SKAN
Decontamination (Theory)

13:50 — 1450 Martin Novak MSc, Technology Lead, SKAN AG
Theresa Ladwig Dipl Ing, MASBEM Sterility Assurance Service Manager SKAN AG
Decontamination (Praxis Academy)

14:50 — 15:05 Mathilde Jemelen , Sales Engineer, SKAN AG

Theresa Ladwig Sales Engineer SKAN AG

15:05-15:45 Q&A from Day 2
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