Simulating E-Studies using HRAM-GCMS and HRAM-LC/MS/MS Screening at 1 ng/mL level
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covered, requiring highly sensitive screening methods, to achieve
the 100% ID rate now requested by FDA and EMA.

Study Layout: Simulation studies or classical layout?

The design of extractables studies is heavily influenced by their
specific goals, e.g.. whether the aim is material characterization or
at assessing realistic and worst-case potential leachables.

Classical layout for extractables studies:
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Search NIST, Wiley... (“as with
quad spectra”)

ChemSpider, PubChem .. with
proprietary software

 Unknown compounds can be identified due to high
mass accuracy and resolution of the systems

» |dentification of compounds up top 2500 Da is
possible by PCI-HRAM-GC/MS
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