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EXPERIENCE Kardigan Princeton, NJ
Associate Director, Statistical Programming, Development May 2026 — Present

e Clinical Analytics & AI Platforms: Architected enterprise data visual-
ization and Al tools that automate clinical trial reporting and enable secure,
interactive exploration of trial data, significantly accelerating cross-functional
decision-making.

e Data Engineering & Infrastructure: Established a standardized, repro-
ducible analytics environment across the organization. Developed secure data-
access pipelines that eliminated the need for local data copies, strictly enforcing
data governance.

e Enterprise Compliance & Security: Spearheaded the secure rollout of in-
ternal analytics platforms. Partnered with IT and QA to lead a risk-based
validation strategy, ensuring all systems met strict regulatory standards (21
CFR Part 11, GAMP 5).

e Strategic Leadership: Directed statistical programming deliverables across
major cardiovascular programs. Championed digital transformation initiatives
by integrating modern automation while maintaining rigorous CDISC and GxP
compliance for regulatory submissions.

Merck Rahway, NJ
Lead Scientist, Statistical Programming Nov 2021 — May 2026
e Strategic Leadership & Governance: Provided strategic leadership for
statistical programming across multiple concurrent Phase 1-3 cardiovascular
studies; contributed to the development of Statistical Programming SOPs and
reusable code frameworks.

e Study Delivery & Technical Oversight: Oversaw end-to-end statistical
programming deliverables including SDTM, ADaM, TLFs; led NDA/BLA eS-
ubmission packages (Define.xml v2.1, eCTD, ADRG) in a 21 CFR Part 11
validated environment.

e Innovation, Automation & AI: Architected an enterprise Al platform with
LLM/RAG pipelines enabling programming productivity gains; created py4csr
(PyPI), an open-source Python framework for automated clinical study report-
ing.

e Vendor Oversight & Collaboration: Cooperated closely with CRO pro-
gramming vendors to ensure compliance with internal standards and submission-
ready quality; served as SME on the Data Standards Committee.

Regeneron Basking Ridge, NJ
Senior Statistical Programmer Jun 2020 — Nov 2021
e Clinical Programming & Delivery: Developed SDTM and ADaM datasets
for Phase 1-3 oncology trials, including solid tumors and dose-escalation studies;
implemented RECIST 1.1 tumor response endpoints.
e Rapid Delivery & Vendor Integration: Delivered ad-hoc analyses for
DSMB meetings and regulatory interactions; managed external vendor data
integration ensuring CDISC compliance.

Boehringer Ingelheim Ridgefield, CT


https://jaimeyan.com

SKILLS

EDUCATION

Statistical Programmer Feb 2018 — Jun 2020

e Integrated Analyses & Standards: Developed ISE/ISS pooled datasets

for oncology and cardiovascular regulatory submissions; designed reusable SAS
macro libraries improving efficiency.

e Automation & Quality: Established automated Pinnacle 21 compliance

workflows; contributed to DaVinci open-source initiative (R Shiny visualiza-

tion).
Talentech Monmouth Junction, NJ
SAS Programmer May 2017 — Feb 2018

e Built foundation in clinical trial programming: generated TLFs using standard
ADaM datasets with strict CDISC compliance; developed core SAS macro ex-
pertise.

e Technical Skills: SAS (Certified), R, Python, SQL, Linux, Git; statistical
computing environment (SCE) optimization.

e Regulatory & Standards: CDISC (SDTM, ADaM, Define-XML), Pinnacle
21, 21 CFR Part 11, ICH GCP; NDA/BLA eCTD submissions.

e Domain Expertise: Phase 1-3 Clinical Development, Cardiovascular, Oncol-
ogy (RECIST 1.1), Pharmacokinetics (PK).

e Leadership & Operations: Strategic programming leadership, CRO/vendor
oversight, SOP development, Al/automation framework governance.

Harrisburg University of Science and Technology PA, US
PhD, Data Science (Expected 2026) Aug 2022 — Present
Research: AI/ML applications in clinical development with focus on regulatory com-
pliance, validation, and automation governance

New Mexico Tech NM, US
Master of Science, Applied Mathematics & Engineering Jun 2017
Jilin University Changchun, China
Bachelor of Science Jun 2015

CERTIFICATIONS o SAS Certified Advanced Programmer for SAS 9

e SAS Certified Base Programmer for SAS 9



