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Summary
· 6 years of excellent experience in Statistical programming support to clinical trials
· Experience with Phase I, II, Phase III.
· Good knowledge of CDISC standards, including SDTM, and ADaM.
· Developed and Validated datasets and TLFs as per SAP and internal standards.
· Worked on electronic submissions. 
· Extensive experience in ISS and ISE programming support
· Experience in reviewing study documents such as SAP.
· Dedicated, Hardworking and Good team player with excellent communication and analytical skills.
Technical Skills
· SAS Skills: SAS (Base SAS, SAS/STAT, SAS SQL, SAS MACRO, SAS/GRAPH,  SAS ODS)
· OS : UNIX, Windows
· RDBMS : Oracle, SQL Server and MS Access
· MS Office: MS-Word, MS-PowerPoint, MS-Excel, MS-Outlook and MS - Access  
Education
      B.S in Biotechnology Anna University, India
Experience
United Therapeutics, MD                                                                            April, 2011 - Present
Sr Statistical Programmer 
· Developed and Validated SAS programs for the creation of TLFs.
· Created SDTM mapping specifications and datasets based on SDTMIG 3.1.1 and 3.1.2
· Created ADaM/analysis specifications and datasets based on ADaMIG 1.0
· Validated/documented analysis datasets, Tables using double programming technique. 
· Worked on Individual studies and also on the pooling/integration (ISS) of studies.
· Prepared submission ready XPT files. 
· Helped Data management colleagues in writing SAS edit checks and ad-hoc requests.
· Provided inputs to project teams in terms of planning, timelines, and quality control. 
· Created new macros and modified existing macros
Arbor Pharmaceuticals, GA                                                                     Jan, 2009 – April, 2011
Statistical Programmer 
· Developed SAS programs for creation of analysis datasets, tables, listings, and graphs.  
· Validated/documented all outputs, and analysis datasets. 
· Reviewed SAP mock-up tables, listings, analysis datasets specifications and provided feedback to statistician
· Involved in CRF Annotation.
· Involved in day to day activities related to SAS Programming. 
· Carried out all activities according to SOPs. 
PDS Biotechnology, IN                                                                               May, 2007 – Jan, 2009
Statistical Programmer 
· Created Analysis datasets from raw datasets based on the dataset specifications
· Created TLGs using the derived datasets based on the tables shells
· Helped data management clean raw datasets using SAS Edit checks 
· Worked on multiple studies at the same time under tight timelines.
· Validated Derived datasets and TLGs using double programing techniques for all the datasets and key outputs and code review for non-key outputs.
· Maintained QC/validation test plan.
