Toxicology and Regulatory Affairs

DUE DILIGENCE
SERVICE

toXcel provides comprehensive technical support for all aspects of Due Diligence. Working with le-
gal and accounting groups (either independent or collaborating contractors), we serve the following
clients and issues: (Pharmaceutical, Biotechnology, Chemical, and Consumer Product Companies)

e Mergers and Acquisitions where a strict vulnerability analysis is required to determine liability
under TSCA 88(e), FIFRA 86(a)(2) for US legislation; EU and other OECD member states.

o Analysis of regulatory vulnerability and assessment of emerging regulatory issues.

e Novel compound development when venture capital sponsors require additional funding and
need a structured business plan to present to potential investors.

o Supporting legal and financial groups in technical matters to elucidate the critical issues in
product development.

o Costing product development programmes to input into the investment requirements and iden-
tify the target end points for taking options and further financial positions.

e Providing expert third party technical support for review of confidential documents for accept-
ability to the relevant authorities for all aspects of safety evaluation.

e Access co-development strategies to optimise investment potential.

o Assess validity of Mode of Action data.

We have highly qualified regulatory toxicologists and other allied specialists who routinely evaluate
data and compile study programmes and are fully aware of the parameters that investors consider to be
critical to the decision-making process and expect to have addressed.

toXcel participates fully in this multidisciplinary process and has experienced partners for comprehen-
sive execution of all critical components. toXcel can participate as a technical advisory partner with
an existing client team or provide a full operational group.
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