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Sponsor-Agency Storyboard:

GeneXpert Pharmaceuticals Inc. has done extensive biomarker research in Colon Cancer. They now want to share their discoveries with FDA genomic scientists.  Out of the discussions with the agency, GeneXpert wishes to cover the following topics:
1. Identification of methods (fold-change, t-statistic) used to identify differentially-expressed genes.

2. Validation of bio-markers once the appropriate validation method has been selected. (Analysis data: correlation of bio-markers to clinical outcome)
Notes:  May not need to have one message structure to carry all of the data.  Raw data in one message and analysis data in a second message.  Results in external file.
3. Information required by the agency to approve bio-markers.
Notes:  different levels of information.

Individual:  raw gene data, correlation results to outcome/interpretation
Cohort set of individuals:  correlation of results to outcome based on individual bio-marker or set of bio-markers.  
We can report the gene information once and link it to the appropriate individuals.  Link is based on the correlation number. Haplotype marker if this is sequence data. SNPs, Allele and correlation.  Call it bio-marker if it is expression data.
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