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1.2 United States FDA Guidance for Immunogenicity Assay Development
William Hallett (U.S. Food and Drug Administration)

1.3 The revised EU immunogenicity guidance on therapeutic proteins
Meenu Wadhwa (Biotherapeutics Group, National Institute for Biological Standards and
Control)

1.4 Current Challenges in the Analysis of Immunogenicity and the Regulatory Landscape: Feedback from
the EBF Focus Workshop
Jo Goodman (MedImmune, on behalf of the EBF)
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Stephen White (GlaxoSmithKline, on behalf of the EBF)
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2.3 UTOPIA: THE SCIENCE OF A MODERN GUIDELINE Feedback from the EBF.
Philip Timmerman (Janssen R&D, on behalf of the EBF)
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2.4 ICH M10 bioanalytical method validation, from AAPS perspective
Faye Vazvaei (Roche)
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