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SUMMARY OF QUALIFICATIONS
· Over seven years of experience in pharmaceutical industry in the areas of biostatistics and SAS programming. 
· Worked on Phase I to III clinical trials in Oncology (Melanoma, Solid tumor), Cardiovascular. 
· Skillful in statistical methods, including model development, survival analysis, regression analysis, categorical analysis, multivariate analysis, univariate analysis etc. 
· Expert in SAS (Base, Macro, STAT, ODS, under UNIX and PC systems) and R programming. 
· Familiar with PC windows 7/10, CDR, UNIX operating systems. 
· Proficient verbal and written communication and interpersonal skills. 
· NDA experience within the submission team in cardiovascular area (Hokusai-VTE Study) 


EDUCATION
PhD candidate in Statistics                                                                                                              Present
Temple University | Philadelphia
· 3.75/4.0 GPA 
· Concentration: 
Bayesian/Empirical Bayesian Statistics; Confidence Intervals in Multiple Testing
· Course work: 

	· Probability and Statistics Theory
	· Statistical Methods

	· Categorical Data Analysis
	· Nonparametric Methods

	· Advanced Statistical Inference
	· Design of Experiments



Master of Science in Statistics                                                                                                    May 2012                                                                                                  
Michigan State University | East Lansing, MI                                                                                             
· 3.7/4.0 GPA 
· Course work: 

	· Theory of Probability and Statistics
	· Applied Statistical Method

	· Analysis
	· Time Series Analysis

	· Sample Surveys
	· Intro Statistical Genetics

	· Stochastic Processes and Application
	· Projects in Industrial Math



Bachelor of Science in Information and Computing Science                                                     Jul 2010                                                                                               
Shenyang University of Technology | Liaoning, China
· [bookmark: OLE_LINK5][bookmark: OLE_LINK6]3.72/4.0 GPA 
· 2nd Prize in University Scholarship


PROFESSIONAL EXPERIENCES                                                                                                                                            
Company: Celgene | Berkeley Height, NJ	                                                                  Jun 2018 - Present                                                                                                          
Principle Statistician    
· Serve as the lead statistician in phase II and III Oncology studies related to Lung cancer. Work cooperatively with cross-functional team members and vendors to provide statistical support as needed and realize successful project completion.
· Conduct statistical analyses including, but not limited to, survival analysis, Cox proportional hazard Model, CART (Classification and Regression Tree) Analyses, as well as power and sample size estimation.
· Work on a research of Non-proportional hazard in various method: piecewise hazard, restricted mean survival time (RMST), weighted log-rank test and Max-Combo test, etc.
· Participate in preparing and finalizing clinical study report (CSR), and contribute to completion of CSR.
· Work with internal team to complete CT.gov submission, including reviewing the reports to ensure accuracy and clarity.
· Involve in creation of protocols amendment, checking for the appropriate use of statistical methods and analyses.
· Collaborate with clinical team and medical affair team to provide statistical support for publications, abstract, manuscript, and presentation at congresses, e.g. ESMO.
· Develop Summary of Clinical Safety (SCS) Statistical Analysis Plan (SAP) for the ABRAXANE (nab-paclitaxel) Pancreatic Cancer supplemental New Drug Application (sNDA).
· Create and validate a wide variety of analysis datasets, and produce specifications for analysis datasets, tables, listings, and figures.
· Generate and review ISS specification and integrated analysis datasets.
· Prepare ad-hoc analysis to respond to reviewer’s comments.

Company: Bristol-Myers Squibb | Hopewell, NJ	                                                   Jan 2017 – Jun 2018                                                                                                        
Statistician      
· Serve as the protocol statistician in phase II and III Immuno-Oncology Melanoma studies involving subjects with Histologically Confirmed Stage III or Stage IV Melanoma. Perform as the main contact person in Global Biometric Sciences department, attend project related meetings as representative from bio-statistics department, negotiate and maintain timelines. 
· Support statistical outputs for phase I Pan-tumor study, phase II and III clinical trials related to Melanoma and across indications (Lung, RCC). 
· Collaborate with clinical team, and publication team to provide scientific support for clinical study report, publications, congresses, presentations and submissions, e.g. ASCO, ESMO, SMR, JCO, JAMA, ANNONCOL, etc. 
· Create core Data Presentation Plan to harmonize different indications and studies to be standard, and contribute on global standards table, listing and figures requirement. 
· Work on various analysis, e.g. Survival Analysis (Overall Survival, Progression-free Survival, etc.), Cox Proportional Hazard Model, Categorical Analysis (Cochran-Mantel-Haenszel method, Chi-square test), Univariate Analysis, Multivariate Analysis, Confidence Interval and Landmark Analysis, etc. 
· Participate in designing and generating derivation and Table/Figure template for exploratory analysis, e.g, Treatment Free Survival, Receiver Operating Characteristic (ROC) Curve, and Free of Subsequent Therapy Rate, etc. 
· Generate Regression Tree by using CART (Classification and Regression Tree) Analyses in R programming, regression tree analysis did a recursive partitioning of patients into subgroups that best maximize the differences in Overall Survival. 
· Create and validate specifications for analysis datasets, tables, listings, and figures, including defining complicated derivation of variables (e.g. TBP), handling missing data. 
· Familiar with RECIST 1.1 for response derivation. 
· Contribute to generate and review outputs for submission of a phase 3 study. 
· Review Protocol, conduct Statistical Analysis Plan, Data Presentation Plan and TLG shells in accordance with the project protocols. 
· Collaborate vendors to generate and review CSR outputs. 
· Review outputs and specifications for annual safety update, e.g. PBRER, IB. 
· Generate ISS/ISE specifications for integrated analysis. 
· Coordinate the statistical activities, interacted with medical monitor, data management, project manager and programming team to ensure quality of data and statistical results. 
· Communicate with clinical partners, translates scientific questions into statistical terms and statistical concepts, provided statistical summary and interpretation for results of outputs. 
                                                                                 
Company: Bristol-Myers Squibb | Hopewell, NJ	                                                  Oct 2015 – Jan 2017                                                                                                         
Statistical SAS Programmer    
· Provided comprehensive programming support for project teams, including development of programming strategies, standards, specifications and programming analysis. 
· Contributed to various Ad-hoc analyses for phase I-III melanoma studies upon request from clinical, market access or publication department, and supported publications and congresses, e.g. ASCO, ESMO, SMR, JCO, JAMA, ANNONCOL, etc. 
· Served as lead programmer for a Melanoma phase II study involving subjects with Melanoma Metastatic to the Brain, interacted with vendors regarding project standards, programming conventions, programming specifications and file transfers. 
· Worked on multi-center phase I multiple indications (Melanoma, Lung, RCC) study to generate statistical results from Legacy data upon request of publication. 
· Performed outputs for annual safety update, e.g. PBRER, IB. 
· Validated derived ADaM datasets (using PROC COMPARE in SAS), TLFs and provided comments to CRO. 
· Worked on both developing and validating ADaM datasets and TLFs for in house request; trouble shooting for programing issues. 
· Contributed to Integrated Summary of Safety (ISS), Integrated Summary of Efficacy (ISE) for integrated analysis. 
· Generated graphs for oncology efficacy analysis, such as Kaplan-Meier Plots, Forest Plots, Waterfall Plots, Swimmer Plots, Spider Plots, Box Plots, etc., so proficient with PROC LIFETEST, PROC PHREG, PROC GPLOT, PROC TEMPLATE, PROC SGRENDER and Annotate datasets, etc. 
· Participated in maintaining and improving Macro programs, like Kaplan-Meier Plots, Forest Plots, etc. 
· Created and reviewed SDTM and ADAM programming specifications. 
· Converted CSV, XLS, XLSX, XPT file to SAS datasets (SAS7BDAT). 
· Coordinated multiple tasks and maintain the timeline. 
· Generated, Reviewed and resolved issues in open-CDISC report. 

Company: Daiichi Sankyo | Edison, NJ	                                                            Aug 2012 – Aug 2015                                                                                         
Statistical SAS Programmer            
· Worked on phase II/III clinical trials in Cardiovascular, Hokusai-VTE study. 
· Served as a member of the submission teams to FDA for the VTE study (this study has filed NDA successfully). 
· Performed ad-hoc analysis and generated reports for statisticians. 
· Performed independent validations for vendor created derived datasets and tables. 
· Developed, modified, validated and implemented SAS programs and Macros to generate Tables, Listings and Figures (TLF) from SDTM and ADaM datasets according to SAP and Table Shell. 
· Built or applied existing macros to produce Ad-Hoc tables. In these macros, DATA step and various statistical procedures like PROC REPORT, PROC FREQ, PROC TABULATE, PROC MEANS, PROC SUMMARY, PROC UNIVARIATE, PROC GPLOT, and PROC FORMAT are applied to generate various data tables, patient data listings and reports according to SAP. 
· Imported or exported datasets from different sources like Excel spreadsheets or raw data file or xpt file. 
· Directed SAS outputs to RTF or HTML or CSV files by SAS ODS. 
· Conducted regression, correlation studies and analyses of variance by using PROC LOGISTIC, PROC GLM, and PROC ANOVA. 
· Reviewed specification; prepare documents and test required programs for generating analyses datasets and deliverable results. 
· Generated, Reviewed and resolved issues in open-CDISC report. 


CERTIFICATIONS
· Principles of Clinical Pharmacology
· SAS Certified Base Programmer for SAS 9 Credential
· SAS Certified Advanced Programmer for SAS 9 Credential
· Passed EXAM P (Probability) of SOA (Society of Actuaries)
· Passed EXAM FM (Financial Mathematics) of SOA (Society of Actuaries) 

