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biotechnology products. G Shankar et al. J Phar Biom Analysis 48(2008): 1267-1281

• Validation of immunoassays used to assess immunogenicity to therapeutic monoclonal antibodies. D

Geng et al. J Phar Biom Analysis 39(2005): 364-375

• CLSI EP05-A3: Evaluation of Precision of Quantitative Measurement Procedures {2014)

• CLSI EP06-A: Evaluation of the Linearity of Quantitative Measurement Procedures: A Statistical

Approach {2003)

• CLSI EP09-A3: Measurement Procedure Comparison and Bias Estimation Using Patient Samples (2013)

• CLSI EP10-A3: Preliminary Evaluation of Quantitative Clinical Laboratory Measurement Procedures

(2006)

• CLSI EP15-A3: User Verification of Precision and Estimation of Bias (2014)

• CLSI EPl 7-A2: Evaluation of Detection Capability far Clinical Laboratory Measurement Procedures

(2012)

• CLSI EP28-A3C: Defining, Establishing and Verifying Reference lntervals in the Clinical Laboratory (2010}

• Bioanalytical method validation, Guidance far industry, US Department of Health and Human Services,

FDA, CDER, CVM, Draft (2013).
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Ali assays are studied according to assay procedure. 
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