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There are about 50 scientists form pharmaceutical companies, CROs and national institutes
attended the workshop. The workshop had introduction presentations covering overview,
perspectives from pharmaceutical companies and CROs in 15 minutes followed by 60 minutes
open discussion. The workshop provided an opportunity for attendees to exchange opinions,
experiences, and practices with the ultimate goal of having a better understanding of how to apply
a tiered approach as part of the bioanalytical strategy.

The workshop reviewed the recent development and current status of strategy and practice of tiered
approach in bioanalysis. The recommendations from various bioanalytical societies and
organizations such as Global Bioanalytical Consortium (GBC) and European Bioanalytical Forum
(EBF) were discussed. The current position and opinions, such as the concept of scientific verses
regulatory validations, stage-appropriate and assay-appropriate validations, from EBF were
discussed in details.

The audience expressed the concern in executing tiered bioanalytical approach in routine work in
both pharmaceutical companies and CROs. The workshop discussion in general agreed with the
concerns as outlined in the recent EBF publication [1] about “if there is real added value to propose
a variation on an established theme”. Since “a bioanalytical laboratory may need to setup a fully
assay validation after all” the relevance of saving a few days of time in early phases of development
and value of the creation of a second set of standards were questioned. The workshop suggests
further discussion of the topic in conferences and workshops. Selected slides and some references
are attached.
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