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Guidance for Industry: Pharmacogenomic Data Submissions (2005.3)

Draft preliminary concept paper: Drug-Diagnostic Co-Development
Concept Paper (2005.4)

Guidance for Industry: E15 Definitions for Genomic Biomarkers,
Pharmacogenomics, Pharmacogenetics, Genomic Data and Sample
Coding Categories (2008.4) [ICH-E15]

Draft Guidance for Industry and Food and Drug Administration
Staff: In Vitro Companion Diagnostic Devices (2011.7)

Guidance for Industry: E16 Biomarkers Related to Drug or
Biotechnology Product Development: Context, Structure, and Format of
Qualification Submissions (2011.8) [ICH-E16]

Draft Guidance for Industry: Enrichment Strategies for Clinical Trials to
Support Approval of Human Drugs and Biological Products (2012.12)

Guidance for Industry: Clinical Pharmacogenomics: Premarket
Evaluation in Early Phase Clinical Studies and Recommendations for
Labeling (2013.1)
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® Position Paper on Terminology in Pharmacogenomics (2002.11)

® Reflection Paper on the Use of Pharmacogenomics in the Pharmacokinetics
Evaluation of Medicinal Products (2007.4)

® Reflection Paper on Pharmacogenomic Samples, Testing and Data Handling
(2007.11)

® |CH E15 Definitions for Genomic Biomarkers, Pharmacogenomics,
Pharmacogenetics, Genomic Data and Sample Coding Categories (2007.11)
[ICH-E15]

® Draft; Reflection paper on pharmacogenomics in oncology (2008.4)

® Draft; Reflection paper on co-development of pharmacogenomic biomarkers
and assays in the context of drug development (2010.7)

® Draft; Reflection paper on Methodological Issues with Pharmacogenomic
Biomarkers in Relation to Clinical Development and Patient Selection (2010.7)

® |CH guideline E16 Genomic biomarkers related to drug response: context,
structure and format of qualification submissions (2010.9) [ICH-E16]

® Guideline on the Use of Pharmacogenetic Methodologies in the

Pharmacokinetic Evaluation of Medicinal Products (2012.2)
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