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Training Course Agenda

617 — Fundamentals of Life Sciences Cleanrooms and Controlled Environment
Production

DAY 1

8:30 Welcome and Introductions
9:00 What is a Cleanroom?
' US and EMEA Standards and Guidance
10:30 Coffee/Tea Break
10:45 Sources of Contamination
12:00 Lunch
13:00 Review of Different Production Spaces in Life Sciences: Biologics & Parenterals
14:30 Coffee/Tea Break
14:45 Activity: Cleanroom (Gown Up and See Parenteral Filling)
16:00 End of Day 1
18:00 Optional Dinner/Tour at Rock Bottom Brewery for Bioprocess Tour (15 min walk) $50

DAY 2

8:30 Recap Day 1
9:00 Review of Different Production Spaces in Life Sciences: Medical Device, Solid Dosage, Vet
10:30 Coffee/Tea Break
10:45 Review of Different Production Spaces in Life Sciences: Compounding Pharma, Basic Microbiology,
) Hygiene, Aseptic Technique
12:00 Lunch
13:00 Microbiology Lab Module and Role Play
14:30 Coffee/Tea Break
14-45 FDA 483 ReV|ew.
Summary, Questions and Homework
16:00 End of Training Course




