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demonstrate to potential investors/acquirers that approval in the US could be obtained via a streamlined and
FDA-approved development program.

* Investigation of a firm’s purported “trouble free IND” disclosed serious regulatory issues that, once disclosed,
dissuaded an investment fund Client from taking a significant position in the firm.

* Evaluation of the global regulatory requirements for a product development program disclosed that the approval
pathway and regulatory precedents in Europe were more straight forward than what the Client had previously
believed. The development of the product was shifted to a “Europe first” approach thus saving 1 to 2 years of
development time.

* Presentation of expert witness testimony established the accepted regulatory definitions alleged by a plaintift
thus facilitating a successful arbitration outcome.

* Regulation validation of a purported development program, for a product in early clinical trials, established the true

commercial value of the asset leading to an accelerated acquisition of the therapy.
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