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® Introduction a—
® Overview of Bioburden and Biofilms RS
9:30-10:50 eBioburden Generation Bl
*Growth and Survival e
*Impact of Fluid Flow on Biofilms
10:50-11:10 ix LN
® Design, Control, and Prevention
Considerations iP ¥
11:10-12:30 | «Qverview of Microbial-Control Strategy B
*Design Considerations AN
*Cleaning and Sanitization Program
12:30-13:30 = %
® Bioburden and Biofilm Detection and
Characterization g g ow
13:30-14-50 eSampling points, frequency and strategy
YT *Recovery and analysis of biofilms Bl 4
*Microbial levels, limits and detections s
® |[nvestigation and Remediation
14:50-15:10 i* g
® Contamination Scenarios
*Biofilm in biologics purification equipment
*Biofilm in WFI system
eInsufficient hot water sanitization of a cold WFI loop| £ 7 ¥
15:10-16:30| e<Contaminated purified-water loop due to
open-point-of-use dead leg 7|
*Nonsterile batch contamination by an external
biofilm
® Typical Bioprocess Controls and Detection
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