POSITION Director of Statistics

Job Description:

At Kforce Clinical Research, we don't just offer jobs. We offer a rewarding career
experience, complete with professional development opportunities and a great benefits
package! We are intelligent business partners to some of the world's most valued
pharmaceutical companies and have evolved to create models of operational excellence
that incorporate Lean and Six Sigma philosophies. Using these tools, Kforce is able to
better plan and anticipate workloads and thus minimize the peaks of work that can swamp
you. This allows you to stay just as dedicated and still strike a balance between work and
home.

Currently, one of our top clients is in search of an exceptional Director of Statistics in
Cambridge, MA. The Director of Statistics provides leadership and guidance as the
statistical expert on a project team for Oncology projects. For one or more projects, this
role will be accountable for all statistical aspects of clinical studies and submissions,
including quality, relevance to regulatory perspective, and scientific validity. The
Director of Statistics acts as key statistical consultant within company is responsible for
project staffing, resource planning and allocation within the projects and assisting
Department Head with creation and implementation of policies. The Director of Statistics
may have regional or global management responsibility.

Specific Accountabilities:

Oversee statistical support to multiple project teams

o Collaborate with clinical and regulatory leads in defining general strategic
approach, creating clinical development plans (CDP), and producing individual
protocols

e Work independently, or with other statistical departmental members or
consultants, to develop effective statistical approaches applicable to project

« Statistically valid CDP involving one or more studies designed to lead to a key
decision point or submission. CDP, related protocols, and statistical analysis plans
(SAP) consistent with overall project objectives



Requirements:

e PH.D. in statistics or related discipline

e 7+ years of pharmaceutical experience, at least 5 years in Oncology, including
significant interactions with regulatory bodies, history of successful management
(4+ years), and expertise in one or more therapeutic areas

« Knowledge of regulatory guidelines / procedures in- and outside of US and
Europe

o Leadership role in societies or committees relevant to drug development or
statistics

« Ability to contribute to advancement of statistical or applied specialized area of
knowledge

o Experience managing direct reports, assembling teams, and implementing
working relationships with external agencies, such as CRO, consultant groups,
and research committees

o Ability to work in a fully self-directed manner

Due to the precise requirements of this position, we will only be contacting candidates
that meet all of the listed criteria.

Kforce Clinical Research has been serving the pharmaceutical industry since 1988. We
are truly a career destination and the employer of choice for skilled, dedicated
professionals like you. At Kforce, one of our core principles is: Great People = Great



Results! This means that we will work to find you the right career match through
exceptional customer service, a disciplined process, and personal respect. If you are
qualified and interested in the excellent career opportunities we have for you, apply
today!

Website:
http://jobview.monster.com/GetJob.aspx?JoblD=89127886&aid=81289677&WT.mc_n=
JSAHG10&fwr=true&cancel=http%3A%2F%2Fjobview.monster.com%2FGetJob.aspx%
3FJobID%3D89127886%26aid%3D81289677%26WT.mc_n%3DJSAHG10%26fwr%3D

true



