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Sponsor-Lab Storyboard:

Past researchers have discovered that metastatic colorectal cancer patients with a mutation in the BRAF and/or KRAS genes are not responsive to anti-EGFR therapy with cetuximab and panitumumab. GeneXpert Pharmaceuticals Inc.  has perfected a new chemo treatment called COLREX targeted at these Colon Cancer patients. COLREXA is designed to work on a specific sub-population of subject with certain genetic bio-markers.  They have selected genetic tests that will look for these bio-markers. As part of an on-going agreement with the lab (Genie Lab), the sponsor will occasionally request results for the tests that have been completed.
GeneXpert has contracts with a number of investigator sites across the US to conduct the COLREXA study.  Each of the sites will send in colon tumor samples to Genie Lab for Gene Expression testing and analysis. Reverse transcription PCR (RT-PCR) will be using by Genie labs to quantify the gene expression. All samples used will need to pass pathology, clinical and laboratory QC requirements.  For example, the pathology criteria dictates that a minimum of 5% of the tissue must contain invasive cancer cells and RNA criteria must ensure a concentration of 1 ng/assay weel.
Upon receipt of the request from GeneXpert, Genie Lab will send the Gene Expression Array results to GeneXpert Pharmaceuticals along with any analysis results and interpretations.
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