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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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http://bioanalysisforum.jp/images/2017_8thJBFS/011_Points_to_consider_in_anti-drug_antibody_analysis_used _for_immunogenicity_assessment_of_biopharmaceuticals.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/012_United_States_FDA_Guidance_for_Immunogenicity_Assay_Development.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/013_The_revised_EU_immunogenicity_guidance_on_therapeutic_proteins.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/014_Current_Challenges_in_the_Analysis_of_Immunogenicity_and_the_Regulatory_Landscape_Feedback_from_the_EBF_Focus_Workshop.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/021_Recent_progress_on_topics_of_bioanalysis_at_ICH_S3A_and_M10.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/023_UTOPIA_THE_SCIENCE_OF_A_MODERN_GUIDELINE_Feedback_from_the_EBF.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/022_Expectation_on_ICH_M10_from_JBF.pdf

2.4 ICH M10 bioanalytical method validation, from AAPS perspective
Faye Vazvaei (Roche)
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http://bioanalysisforum.jp/images/2017_8thJBFS/024_ICH_M10_bioanalytical_method_validation_from_AAPS_perspective.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/031_Quantification_of_therapeutic_proteins_in_biological_samples_by_liquidchromatography_mass_spectrometry.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/033_Protein_quantification_by_various_LCMS_systems.pdf
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P.13 9th EBF Open Symposium T F§4% 3 Scientific Validation: Feedback from JBF Discussion
Group
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http://bioanalysisforum.jp/images/2017_8thJBFS/P14_Japan_Society_of_Quality_Assurance_Survey_results_on_the_audit_of_bioanalysis.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/P15_Japan_Society_of_Quality_Assurance_Audit_perspective_for_bioanalysis_in_clinical_trials.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/P1_DG2016-20_HP.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/P2_DG2016-21_HP.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/P4_DG2016-23_HP.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/P6_DG2016-25_HP.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/P7_DG2016-26_HP.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/P8_DG2016-27_HP.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/P5_DG2016-24_HP.pdf
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http://bioanalysisforum.jp/images/2017_8thJBFS/051_Discussion_about_the_audit_activities_for_bioanalysis_study.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/062_ Biomarker_Research_Using_Mass_Spectrometry_in_Non-Clinical_Studies.pdf
http://bioanalysisforum.jp/images/2017_8thJBFS/07_Closing_remarks.pdf



