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Our multidisciplinary team of experts approach vour business by reflecting, your
goals, Be it successful FDA submissions, regulatory reporting compliance,
electronic submission or simply an aggressive schedule, we can help, Our broad
perspective enables us to develop previse tools o support your obgctives. This
iranslates to expedient FDA approvals,

increased compliance and greater

profitability. Three interrelated professional units—Technical Solutions, Business
Prowess Enhancement, and Biostatistics & Clinical Studies—work topether o provide a
comprehensive continuum of services and systems. We can help you anticipate your

business needs and augment staff resounces.

technical solutions

Through unprecedented applications, our Technical Solutions Prolessionals provide the
systems and support necessary o integrate your manulacturing, clinical and repulatory
functions, Cur modular approach to software design enables us to rapidly construct indi-
vidualized T solutions, These solutions are then integrated and validated, the oultoone

of which is a seamless nebwork of data.

business process enhancement

Cur Business Process Enhancement Prolessionals improve your organization’s elficiency
e enable you te make optimal decisions, We use proven methods of project management,
change control, validation and audit. These methods

prioritization, process design,

ensure that compliance needs are met in a manner that is designed to fit your team.

biostatistics & clinical studies

O Biostatistics & Clinical Studies Professionals are adept at analvzing and managing,
data. Our team has substantial experience and expertise tacilitating, all phases of

the clinical study process from design through submission. Our track record

proves it These capabilities, combined with our expertise working, with

regulatory and scientitic leaders, provide vou with a total solulion in an

increasingly complex regulatory environment.
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