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Accelerating the Biotech Value Chain by

implementation of High-Throughput

Technologies

83 AGC Biologics,

Director, Analytical Development

Helle G. Wendelboe
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Fortebio’s Octet Analytical Instruments:

A complete solution for GxP/GMP Laboratories

&3 Pall ForteBio Marketing Applications Manager
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M Session 4
Accelerating the Biotech Value Chain by implementation of High-Throughput Technologies

;&% AGC Biologics, Director, Analytical Development

Helle G. Wendelboe
B Session 5
ForteBio’s Octet Analytical Instruments: A complete solution for GxP/GMP Laboratories
;&% Pall ForteBio Marketing Applications Manager

David O. Apiyo, PhD
Octet systems now have a comprehensive set of tools for compliance that equips them to operate in the regulated
environment. They come with rigorous installation and qualification (IQ/OQ) services along with maintenance support and
documentation required for instrument qualification. The 21 CFR part 11 software has tools necessary to achieve
compliance such as secured and controlled user access, electronic signatures, comprehensive audit trails documenting
critical actions and digital signatures to ensure data integrity. They are ideal in the fast completion of design of experiments
(DOEs) that are essential in identifying and controlling critical quality attributes that ensure consistent and reliable quality of
biopharmaceutical products reaching the market. In this seminar, we will introduce ForteBio’s Octet GxP product offerings
and give an example of an user generated Octet GMP assay.
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