Senior Biostatistician for growing and dynamic Bioinformatics Department.

A biopharmaceutical company dedicated to the discovery, development and commercialization of new drugs that target major unmet clinical needs in kidney disease, inflammation and neurodegenerative diseases.   Located in the attractive northwest suburbs of Dallas, TX. 

 

Member of the Bioinformatics team that will act as the primary contact with the vendor(s) for all biostatistics related activities, program or verify statistical table, listings, figures, and analysis datasets, write (or review) statistical analysis plans (SAPs), help manage clinical trials efficiently by providing accurate and consistent information to internal business/functional units so that appropriate decisions can be made regarding publications or future trial design.

 

RESPONSIBILIITES:

 

Plan/implement biostatistical components of clinical trials, including any or all of the following:

· Collaborate in the process of protocol development by choosing an appropriate study design including statistical methodologies, calculating necessary sample size to achieve a pre-specified power, writing the statistical section of the protocol. Sample size calculations may require some literature search to ensure that the study assumptions are correct. 

· Participate in the review of case report forms (CRFs) to confirm all appropriate protocol criteria and data required to support the planned analysis are being captured and to ultimately ensure quality data. 

· Review overall plan randomization schedule(s) as well as manage the vendor to ensure that there are no errors present and protocol required stratifications are incorporated in the plan. 

· Validate IVRS randomization implementation to ensure that there are no errors present and protocol requirements are met. 
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