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Examples of FDA-Approved Drugs and Companion Diagnostics in Clinical Practice.*

Approved Drug Mechanism Approved Companion Diagnostic
Herceptin (trastuzumab) Targets HER2 to treat metastatic breast HER2 immunohistochemistry tests, HER2
cancer gene-amplification tests
Erbitux (cetuximab) Targets EGFR to treat metastatic colorectal EGFR immunohistochemistry test
cancer
Gleevec (imatinib) Targets the cell-surface tyrosine kinase re- c-kit immunohistochemistry test
ceptor c-kit in gastrointestinal stromal
tumors

* EGFR denotes epidermal growth factor receptor, and HER2 human epidermal growth factor receptor type 2. 1
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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® Draft Guidance for Industry: Clinical Pharmacogenomics: Premarketing
Evaluation in Early Phase Clinical Studies (2011.1)

® Draft Guidance for Industry and Food and Drug Administration Staff: In Vitro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® Draft Guidance for Industry: Enrichment Strategies for Clinical Trials to Support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)



FDAQAVINZAMEIZCERT S

N22bH 452 2D EES

o OAUINZFAUEZMEDERE
— EEHOART4YMRLHFINIBEBETHETH5HD
- EERODEELEEERDIRINKREVEELXHEET LD
- BEERBEILCEERT V21—l AE. 5D LEF) OEHICRICEZE

EZF—95LD

o BEHELAKER

FDADERGEDMEDELIEX, AV /A VBEENRIET HE
EmOBENE-RERERETTOILEH AL TEE.
EXROAVE-REMNIV A=A UBHEIKEFT IEE. EESR
A REFICZEE Aavailable THAHNE,

— RAIEL TNV BEREDO AT EREDRIN R,
EEGORINET, AN UEHEOHERAEHRE.
OAVNZFUBHEO RN XETEIRNRELGSHEAREDHEREERE.
AVN=A VDR EA G T DEEMDBAFEETEICOLT, RHOFDA
EDEHERHER,



EMADH 3G ERIEEREEN I RF

Lhnda

® 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 Dota 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) 6
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