Fig. 3
US regulatory framework

The US regulatory framework is based on 4 white papers, which have been published in The Journal
of Immunological Methods and The Journal of Pharmaceutical and Biomedical Analysis
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Major analytics-related aspects were condensed in a FDA “Guidance for Industry” (Draft, 2009)

“Assay Development for Immunogenicity Testing of Therapeutic Proteins”

http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/UCM192750.pdf
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