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SUMMARY
Principal Statistical Analyst and Data Science Leader with extensive experience in pharmaceutical/CRO statistical programming, supporting biometrics, clinical development, and regulatory affairs teams. In-depth understanding of clinical and statistical programming processes and standards, including regulatory requirements (GCP, ICH). Expert in implementing CDISC standards (CDASH, SEND, SDTM, ADaM, define.xml, Reviewer’s Guides) to ensure data integrity, traceability, and regulatory compliance across NDA/BLA submissions.  Extensive experience with SAS, including macros, and R.  Proven leader in managing multiple concurrent projects and cross-functional teams, with a track record of creating buy-in and negotiating timelines across clinical development and regulatory affairs. 
PROFESSIONAL EXPERIENCE
President/Owner Statprog Inc							10/2012 - present
· Independent statistical programming consultant, operating through Statprog Inc. since 2012, running concurrent client engagements; often as the lead or sole programming resource on Phase II studies for multiple sponsors at once (see recent positions below and others: Astrazeneca, GSK, Biogen, Aravive)
·  Served as a leader across multiple concurrent clinical programming engagements, working collaboratively with clinical development, biometrics, and regulatory affairs to meet project deliverables and timelines.
· Generate and oversee production programming deliverables (tables, listings, figures) for study reports and integrated summaries, ensuring consistency with departmental procedures and CDISC standards
· Responsible for all programming activities within assigned therapeutic projects, including implementation of strategic initiatives and process enhancements.
· Oversee QA services, SOP creation, and training programs, including SDTM and ADaM training initiatives. to drive operational excellence.
· Provide technical leadership in SAS, R, and Python for complex analysis and reporting.
· Ensure programming and corresponding documentation meet regulatory reporting requirements, including electronic data submission (eCTD, BIMO) and comply with corporate and therapeutic standards (TLFs, SEND, SDTM, ADaM, define.xml, GCP, ICH).
· Develop ISS/ISE specifications including TLFs and contributed to CSR writing and review.
Selected Projects (Representative)
· Phase II Legacy Safety Study - converted legacy data to CDISC standards and created eCTD package with define.pdf.
· Global NDA Submission (Oncology) - Delivered complete CDISC package (define.xml, Reviewer’s Guide, annotated CRFs); supported regulatory queries post‑submission.
· Pre-clinical Data Analysis of Acute Tissue Bundles Validation Testing – Convert raw non-clinical datasets into SEND-aligned structures to support downstream analysis of histology and pathology endpoints.
Senior Consultant - Bitterroot Pharma 					06/2025 – 06/2026
Manage statistical programming for Phase II pharmacokinetics and Pharmacodynamics atherosclerosis study:
· Develop statistical outputs and graphical presentations for Data Review Committees and Board meetings.
· Deliver critical statistical programming support across multiple projects.
· Design and maintained a robust SAS macro library to improve efficiency and consistency in reviewing clinical data in raw and standardized formats (CDISC).
· Create R programs as needed for ETL (Extract, Transfer, Load) data processes and clinical data review
· Support CSRs, manuscripts, and scientific publications.
Senior Statistical Programming Managing Consultant - Yale University            03/2023 - 04/2025
Manage statistical programming for Phase II efficacy and safety COVID-19 study:
· Documented processes, supported validation activities, and automation to enhance quality of deliverables
· Led a major COVID-19 project, achieving 100% milestone completion through proactive planning and risk mitigation.
· Supported timeline development and budget forecasting to ensure project success.
· Directed programming strategies and ensured adherence to CDISC standards (CDISC, CRF annotations, define.xml, etc...).
· Programmed statistical outputs (TLFs) and adhoc summaries
· Provided statistical programming input (ADaM datasets, SDTM) for regulatory deliverables such as CSRs, manuscripts, and scientific publications.
Principal Statistical Data Analyst (Consultant) - StageBio			09/2024 - 06/2025
· Converted raw nonclinical datasets into SEND-aligned structures to support downstream analysis of histopathology and toxicology endpoints.
· Analyzed histopathology data: create statistical summaries using SAS and graphs using R (mean and scatter plots with confidence limits)
Senior Statistical Programming & Regulatory Submission Managing Consultant - Nestlé Health Science 									03/2019 -12/2025
Led statistical programming for Phase II allergy and Immunology studies:
· Led statistical programming teams through full regulatory submission package creation (CDISC database, define.xml, reviewers' guide).
· Directed end‑to‑end programming strategy, standards, and specifications (TLFs and SDTM/ADaM). 
· Managed CRO and vendor programming teams, ensuring quality, compliance, and timely deliverables. 
· Partnered cross‑functionally (Biometrics, Data Sciences, Clinical, DM) and reviewed key study and data governance documentation
Senior Statistical Programmer Consultant – Astrazeneca		06/2014 -05/2019
Led statistical programming for Phase II Kidney Disease and Hypercholesterolemia studies:
· Led the programming contribution to project-level strategy (deliverables, task assignment, timelines, validation plans, and reporting templates)
·  Led the development of the project-level reporting data standards and their specifications, e.g., reporting/analysis datasets, reporting programs, and outputs.
· Coordinated Programming resources at the project level to ensure the quality of programming deliverables.
· Contribute to SDTM and ADaM training
· Created summary safety and efficacy tables/graphs for post-submission regulatory requests and Development Safety Update (DSUR) and Periodic Benefit-Risk Evaluation Reports (PBRER) summaries.
EDUCATION
Ph.D., Data Science (2021–2024) National University, San Diego, CA
Dissertation: Impact of Risk Assessment Instruments on US Pretrial Detention Rates
Tools and methods: Large-scale observational data curation, Python, R, SAS
Certificate, Applied Statistics (2018–2019) Texas A&M University, College Station
M.A., Mathematics (1998–2000) Indiana University, Bloomington, IN
Maîtrise, Applied Physiques (1990–1993) Université Pierre et Marie Curie (Paris VI), Paris, France
LEADERSHIP & PROFESSIONAL SKILLS
· Project & Program Management
· Quality Assurance & Compliance
· SOP Development & Training
· Strategic Planning
· Operational and Team Leadership
· Stakeholder Engagement
· Process Optimization & Innovation
TECHNICAL SKILLS AND LANGUAGES
· Statistical Programming: SAS, R (haven,tidyverse, ggplot2), Python
· Clinical Data Standards: CDISC, SDTM, ADaM, SEND, CDASH, Define.xml
· Tools: SAS Enterprise Guide, SAS LSAF, Tableau, MySQL Workbench, Github repository
· Regulatory & Validation: Regulatory Deliverables (eCTD, BIMO), Data Validation
· English (fluent), French (fluent), Spanish (intermediate), Sango (fluent)
TEACHING EXPERIENCE
French Language Instructor – Alliance Francaise  	01/-2026 - present
· Teach private and group courses for intermediate (A1 to B2‑level) learners.
· Design lesson plans that emphasize structured practice, real‑life communication, and cultural context.
· Facilitate interactive conversation sessions to build confidence and fluency.
· Adapt instruction to varied learning styles and backgrounds.
Teaching Assistant- Mathematics – Indiana University, Bloomington 	08/1998 – 12/2000
· Supported undergraduate mathematics courses through tutoring, grading, and classroom assistance.
· Worked closely with students to reinforce core concepts and problem‑solving strategies.
· Assisted faculty in course delivery and assessment.

