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Determination of Anti-drug Antibody by ECL Method for Drug Interference
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EPO Cmax FDA  draft guidance? 250 500 ng/mL
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1) Guidance for Industry, Assay Development for Inmunogenicity Testing of Therapeutic Proteins

Draft Guidance, U.S. Department of Health and Human Services Food and Drug administration, December 2009.
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http://www.scas.co.jp/analysis/pdf/tn359.pdf
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http://www.scas.co.jp/analysis/pdf/tn371.pdf
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