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Containment system for closed handling of class 3
compounds (14:15-15:25)

Siegfried Ltd.,Switzerland,President of Siegfried Actives Dr. Hubert Stuckler

The presentation briefly introduces Siegfried, a custom manufacturer for active pharmaceutical Ingredients (APIs) and
intermediates under cGMP as well as solid oral dosage forms. With its history as a pharmaceutical company, the current focus
on cGMP products, its three business units and production sites in the US and Europe, Siegfried is ideally suited to support
development activities and the commercial supply chain of its pharmaceutical clients worldwide. Siegfried's chemical and
pharmaceutical development capabilities are shown, highlighting project phases and criteria as well as the new chemical
development building featuring acGMP wall to separate the operator's room from the technical installations. Chemical
manufacturing - one of Siegfried's core competences -is summarized, with special emphasis on the API finishing steps
(cristallization, drying, milling, blending). In a case study we report on a recent development project, demonstrating the
advantages of using a custom manufacturer. Finally, our recent plant upgrades for closed handling of class 3 products are
demonstrated.

Update on Current FDA Thinking (15:30-17:00) ISPE Margetts Associates Dr.Tony Margetts

The presentation will be about current thinking on using a risk based approach. One example is what is happening to Part 11
(21 CFR Part 11) The Part 11 guidance states that decisions on implementation of controls should be based on a justified and
documented risk assessment and a determination of the potential of the system to affect product quality and safety, and record
integrity. Some examples of current thinking for Part 11 will be given. The talk will also consider Process Analytical Technology
(PAT) The FDA are stating that a risk based approach should be used for using Process Analytical Technology Traditionally
validation shows that all the component parts of the equipment, systems and process are under control within pre-defined
specifications A process control engineer would typically call this approach an ‘open loop’ system with no feedback PAT introduces
the concept of process models with feedback and this approach requires a modified approach.
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