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To CDER Docket: 
I write on behalf of the Health and Environmental Sciences Institute's (HESI) Committee on the Application of Genomics to Mechanism-based Risk Assessment with respect to the recently issued draft guidance document on Pharmacogenomics. The HESI committee is a cross industry consortium effort which benefits from the significant involvement of academic and regulatory representatives in our mission to advance the understanding of the utility of genomics approaches to non-clinical safety assessment issues.

The committee has been highly active in the external environment in helping define data exchange formats, database structures and in generating non-proprietary gene expression datasets (in concert with other endpoint data such as pathology and clinical chemistry) to move this science forward on the basis of shared experience.


The committee would like to extend to the agency its offer of support and collaboration with matters related to the following issues:

· data standards;

· data exchange formats and processes;

· full and abbreviated report submission formats; and

· data analysis issues.

It is the belief of our membership that we represent the broadest base of practitioners in this area and as such can offer valuable experience-based perspective in forwarding these applications in a regulatory environment. We hope the agency recognizes the value of this experience and that it will place the committee at its disposal for either specific collaborative initiatives or for general input on the above matters.






Signed,
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