PDA Training Course Agenda

Parenteral Drug Assoclation PDA #
\Kj/ Title: Fundamentals of an Environmental Monitoring Program

102
8:30 Introductions, Objectives and Expectations
9:00 Section 1: Introduction to TR#13
10:00 Section 2: Definitions and Acronyms
10:30 Coffee/Tea Break
10:45 Section 3: EM Classifications and Regulatory Expectations
12:15 Lunch
13:00 Section 5a: EM by Application and Rapid Technologies (Activity)
14:30 Coffee/Tea Break
14:45 Section 5b: Personnel Monitoring (Activity)
15:30 Section 5c: Monitoring During Sterility Testing
16:00 End of Day 1
8:30 Section 4a: Cleaning, Disinfection and Sanitization (Activity)
9:30 Section 4b: Sample Site Selection (Activity)
10:30 Coffee/Tea Break
10:45 Section 4b: Sample Site Selection (Activity) — cont.
12:15 Lunch
13:00 Section 4c: Sampling Frequency
13:45 Section 4d: Levels/Limits, Data Collection and Interpretation (Activity)
14:30 Coffee/Tea Break
14:45 Section 4e: ID of Organisms and Investigations (Activity)

16:00 End of Training Course




