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Regulatory Aspects of the Use of Human Biomaterials in Drug Development

1. Drug-Drug Interactions:

Examples from the Clinic, and the Role of In Vitro Studies with Human Tissue
John Dikran Balian
Clinical Assistant to Office Director

Office of Clinical Pharmacology & Biopharmaceutics
FDA, USA
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2. Human Biomaterials in Drug Development: Scientific and

Regulatory Considerations

Charles Tyson
SRI International, USA
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