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09:00-09:30 | Welcome and opening remarks

09:30-10:15 .Over'we\.x/ of the small versus large molecule manufacture. Regulatory
implications

10:45-11:30 | Biotech bulk drug substances/APIs-what can go wrong?

11:30-12:15 | Cross Contamination

13:15-14:00 | Validation

14:00-14:45 Finding deficiencies during inspection — An FDA perspective
Regulatory findings and differences between small versus large

15:15-16:15 .
molecule facilities.

16:15-17:00 | Laboratory controls and testing of small and large molecules.
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08:30-09:00 | Critical process steps in small and large molecule manufacturing

09:00-09:30 ;ﬁjfzggiil;naﬁon controls for small and large molecule

09:30-10:00 | Technology Transfer Insights

10:30-11:00 | GMPs for IMP - A company approach

11:00-11:30 | Manufacturing of biologics

13:00-17-30 Ecglérr ;?Olraiig)stech manufacturing facility and quality control

FEIKR (106FE4HTH)
8:00-09:00 Regulatory approaches on atypical APIs
9:00-9:30 Survey results from questionnaire on Atypical APIs

10:00-11:30 Case sFudy I: 'Case stud‘ies 2‘: |
An atypical API PIC/S aide memoire discussion

11:30-12:00 | Continuous processing of an API

12:00-12:15 | Workshop feedback

12:15-12-45 The': EU Guidelines on pripgiples of Good Distribution Practice of

active substances for medicinal products for human use.
12.15-12.45 | Closing Session and announce next meeting
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