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PDA DAY 1: Morning Session
NS>

* Introduction & Regulatory Aspects of E/L

 Polymers 101 - Glass 101

« The Mechanism of Polymer Leaching
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PDA DAY 1: Afternoon Session
\xz/

« POQRI PDP/ODP Chemistry Workgroup

 |SO 10993 Part 18 - Chemical Characterization for medical
devices

« Toxicology 101

« The Analytical Approaches, used in E/L Research

Connecting People, Science and Regulation®




PDA DAY 2: Morning Session
NS>

e Setting-up Extractable & Leachable Studies

 Errors In Screening & How to address them
« USP UPDATE

 E/L For Biodisposable and Single Use systems

Connecting People, Science and Regulation®




PDA DAY 2: Afternoon Session
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« Small Volume Parenterals: E&L Considerations

« Large Volume Parenterals & Simulation Study Set-up

« Closing Gap between Extractables & Leachables

Connecting People, Science and Regulation®




