Senior Statistical Programmer

Aveo Pharmaceuticals

Cambridge, MA

www.aveopharma.com
We are seeking an experienced statistical programmer who will assist in reviewing SAPs, developing and designing SAS computer programs that access, analyze, and report clinical trials data, in accordance with SAP, ICH guidelines, and applicable regulatory requirements.  Individual will be responsible for the development, maintenance, and production of data listings, summary, validation, and analysis programs that meet specifications described in trial documentation.  The position reports to Sr. Director of Biometrics.

Responsibilities: 

· Develop, maintain, and produce TLFs;

· Use, modify, and maintain existing SAS program code as necessary;

· Assist in the preparation of the regulatory submission-ready packages;

· Conduct programming and documentation for regulatory submissions; 

· Follow good programming practices and adequately document programs; 

· Create and maintain file structures for storing clinical data;

· Assist in reviewing DMP, CRF design, and other CDM documents;

· Assist in reviewing SAP and other related documents;

· Partner with CRO to perform any of the above tasks;

· Other duties as assigned. 

Qualifications: 

· At least 5 years industry (Pharmaceutical, Biotech, CRO) SAS programming experience or equivalent;

· Knowledge of clinical trials and experience in using SAS to report the results of clinical trials;

· Experience in constructing technical programming specifications and producing validated SAS programs;

· Experience in working with CDISC standards, including SDTM, and ADaM;

· Excellent knowledge of applied statistical methodologies;

· Excellent knowledge of SAS Macro, SAS/SQL, SAS/GRAPH, and SAS/STAT;

· Excellent knowledge of DM processes;

· Familiarity with RECIST and other oncology standards;

· NDA experience, including ISS/ISE;

· Excellent written, verbal, and interpersonal communication skills;

· Strong organizational and analytical skills.

Please apply online at http://www.aveopharma.com/careers/
About Aveo

AVEO Pharmaceuticals (NASDAQ: AVEO)</b> integrates a proprietary cancer biology platform with drug development and commercial expertise in its efforts to discover and develop targeted cancer therapeutics. The company's lead product, tivozanib, is an oral, triple VEGF receptor inhibitor with potential for a best-in-class profile. Tivozanib is currently being investigated in a global, randomized Phase 3 clinical trial called TIVO-1 comparing tivozanib to sorafenib in advanced kidney cancer, as well as additional clinical studies in other solid tumor types. AVEO's proprietary, integrated cancer biology platform offers the company a unique advantage in oncology drug development that both increases the probability of clinical success and provides a discovery engine for high-value targets. This approach has resulted in a promising pipeline of monoclonal antibodies against novel targets including HGF, ErbB3, RON, Notch and FGFR. For more information, please visit the company's website at www.aveopharma.com .

