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he objective of High Throughput Formulation is to speed up formulation development by rapidly progressing the purified

biotherapeutic protein/peptide into a drug product that can be evaluated in clinical studies. There is an impending crisis in the
pharmaceutical industry. Over the past 20 years, heavy investment into drug discovery research, genomics, proteomics, systems
biology, and high throughput screening has resulted in an overwhelming number of potential drug candidates. Now research is no
longer the bottle neck, development is. We are now faced with the challenge to develop more drug candidates with less material,
in shorter time frames, with better stability and appropriate drug delivery systems/devices. Efficient formulation strategies will
be discussed that involve implementation of nanotechnologies to perform complex analytics, use of advanced algorithms and
experimental designs that minimize number of experiments and maximize the information from the data. New approaches for
formulating biotherapeutics will be discussed that utilize thermodynamic parameters rather than traditional analytical approaches to
identify stable formulations prior to performing time-consuming and expensive stability analysis on many candidate formulations.
Examples of such approaches to formulation development will be presented.
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