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FDA Guidance for Industry: Bioanalytical Methods Validation (2001)
— revision DRAFT (2013)
— revision DRAFT2 (under internal consultation)

EMA  Guideline on Bioanalytical Method Validation (2011)

MHLW Guideline on Bioanalytical Method Validation
for Chromatography (2013), for Ligand Binding Assay (2014)

Health Canada (2012)
ANVISA (2012)
MEDS (2013)
CFDA (2015)
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Member Name
EMA Alfredo Garcia-Arieta
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Members
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Step 4 Adoption of an ICH Harmonised Guideline
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