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Susan Tiedy-Stevenson's practice focuses on the premarket approvals and
clearances of medical devices, diagnostics, and biologic products, as well as
GMP issues related to these products.

Susan has more than 18 years of broad-based managerial and hands-on
regulatory and quality experience in the biotechnology and medical device
industries, having served as Vice President of Regulatory/Clinical Affairs,
Quality Assurance, and Quality Control, and Director of Regulatory Affairs
and Quality Assurance for in vitro diagnostics, medical device, and biologic
product companies. In these positions, Susan was responsible for the
negotiation and establishment of preclinical and clinical study programs with
contract testing facilities and medical investigators and for the development
of regulatory strategies and premarketing submissions to the FDA and
international authorities.

Susan has developed, implemented, and monitored device and biological
GMP programs for both domestic and international facilities and has served
in the capacity of the principal company representative in manufacturing
facility inspections conducted by FDA and European inspectors.

Susan has been an invited speaker to workshops and conferences
sponsored by the Regulatory Affairs Professional Society (RAPS), the
Association of Medical Diagnostic Manufacturers, the Biotechnology Industry
Organization (BIO), the Williamsburg BioProcessing Foundation, and as a
CIMIT CRAASH lecturer and has made presentations on biotechnology
issues and regulations ranging from in vitro diagnostics to manufacturing of
cellular therapy products. She has also taught numerous courses on FDA
regulatory submission requirements to medical device companies including
510(k) natification, premarket approval applications, and CLIA Waiver
applications to domestic and international medical device companies.
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