Associate Director Biostatistics 
MA

The Associate Director, Biostatistics will manage the Biostatistics activities for one or more clinical development program groups within Biometrics. Oversee the entire design, development and evaluation process for the technical/statistical infrastructure for the conducting and evaluation of all clinical trials, from inception to completion.  Responsible for the implementation of assigned projects and services, as well as the work performance and technical development of staff.  Provide expert technical guidance to Biostatisticians and other staff on project teams, fostering interdisciplinary understanding within the groups and integrating activities with those of other groups, departments and project teams. A PhD with 9 years or MS with 12 years of pharmaceutical experience is required.
Manager Biostatistics
NJ

The Manager, Statistics will get involved in the study design stage to develop sound and efficient studies. Write the statistical analysis section in the protocol that fits regulatory requirements and write the statistical analysis plan that clearly and in full detail specifies the strategy to analyze the data before the data are unblinded.   Review all protocols on the international drug development project for consistency and strategic appropriateness.  Interpret statistical results for clinical colleagues.   Review all the related reports to monitor the quality and accuracy.  Validate the programmers' output to control the accuracy of the study results.   Requirements:  knowledge of the statistical procedures employed in the analysis of Phase I through Phase IV studies; experience in the usage of computers and SAS Programming; knowledge of current US and International regulatory requirements that relate to statistical considerations for new drug applications.  A PhD with 4 years or MS with 6 years of pharmaceutical experience is necessary.  
Project Statistician

CA

The Biostatistics Senior Manager will participate in Global Development Team (GDT) meetings.  Contribute to strategy via writing statistical elements of Global Development Plans.  Lead and project-manage all GDT statistical activities according to agreed resource and timeline plans.  Develop and maintain standardized statistical approaches and methodology for all GDT activities.  Lead statistical aspects with regulatory bodies worldwide.  Create statistical text for study concept documents and protocols (study design, endpoints, sample size, methods for analysis).  Review and approve randomization specifications.  Create statistical analysis plans and templates for tables, listings and graphs.  Review and approve dataset specifications and key study-related documents produced by other functions (e.g. CRFs, Data Management Plans, etc).  Write, test, validate and execute software programs to produce datasets and tables, listings and graphs (statistical analysis outputs) for inclusion within CSRs, CSS, CSE, publications and other communications.  Participate in the finalization of protocol deviations and analysis sets.  Approve database freeze.  Unblind, load and check accuracy of treatment assignment data.  Create flash reports and statistical text for CSRs, clinical publications and other communications.  Plan and execute statistical review and QC of CSRs, clinical publications and other communications.  Assist in planning and contribute to compilation of CSS and CSE.  Oversee the work of outsourcing partners and vendors at study level.  Create Requests for Proposals from outsourcing vendors for statistical services.  Contribute to decisions on selection of outsourcing partners.  Participate in the development and review of Policies, SOPs and other controlled documents.  Participate in study and system audits.   A MS with 6 years or PhD with 4 years of pharmaceutical experience is necessary.  
