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PROFESSIONAL SUMMARY
Ph.D. Pharmacologist and Medical Data Reviewer with over 7 years of industry experience partnering with Clinical Development and Data Management teams to deliver high-quality, inspection-ready clinical data for Phase I-III trials. Lead medical data review and medical coding for over 20 studies—including oncology trials—in a fast-paced CRO setting. Proficient in identifying and resolving medical data discrepancies, protocol deviations, and data errors within various EDC systems. Possess a deep understanding of clinical data management processes and documentations. Skilled in leveraging tools like Standardised MedDRA Queries (SMQs) and Standardised Drug Groupings (SDGs) to detect Adverse Events of Special Interest (AESIs), Dose-Limiting Toxicities (DLTs), and prohibited medications. Serve as the functional lead and primary point of contact for medical/safety data review and coding.
CORE COMPETENCIES
· Medical Data Review: Adverse Events (AE/SAE), Prior and Subsequent Anticancer Therapies, Concomitant Medications and Procedures, Medical History, Disease History, Physical Examinations, Vital Signs, Protocol Deviations, Laboratory Data, etc.
· Oncology Safety Monitoring: Monitor critical oncology safety parameters, including verification of CTCAE grading, identification of DLTs during dose-escalation phases and AESIs.
· Data Management Process and Documentation: Data Management Plans, eCRF Specifications, CRF Completion Guidelines, Data Validation Plans, Edit Checks, and EDC User Acceptance Testing (UAT).
· Regulatory & Coding: MedDRA, WHODrug Global, SMQ Analysis, SDG Analysis, ICH-GCP Guidelines.
· Technical Tools: MedDRA, WHODrug Global, Medidata Rave, Veeva, InForm, Excel.
PROFESSIONAL EXPERIENCE
EVEREST CLINICAL RESEARCH | Markham, Ontario, Canada
Senior Clinical Safety Data Associate I | Dec 2022 – Present
Clinical Safety Data Associate II | Dec 2021 – Dec 2022
Clinical Safety Data Associate I | Dec 2018 – Dec 2021
Medical Data Review:
· Develop study-specific Safety/Medical Data Review Plans for critical data: laboratory data, AEs, SAEs, AESIs, DLTs, concomitant medications, prior/subsequent anticancer therapies, and medical/disease history.
· Perform data reviews according to the Safety/Medical Data Review Plan utilizing programmed SAS listings; leverage analysis tools such as MedDRA SMQs and WHODrug SDGs to identify safety signals, protocol deviations, and prohibited medications.

Cross-Functional Collaborations:
· Work with Clinical Data Managers and Project Managers to ensure high-quality data collection. Document, report, and follow up on issues regarding patient eligibility, protocol deviations, safety checks, and data consistency in a timely manner.
· Participate in the review of trial protocols, eCRFs, CRF Completion Guidelines, and Data Management Plans with the Clinical Data Management team.
· Provide medical advice and coding support to Clinical Data Management, Programming, and Biostatistics teams, when required.
Process Improvement & Mentorship:
· Authored and optimized Standard Operating Procedures (SOPs) for Medical Data Review, streamlining the review workflow and enhancing data quality outputs.
· Designed and delivered medical background knowledge training sessions to the internal study team, elevating the clinical acumen of non-medical staff.
· Function as a lead in providing training on Medical Data Review and Medical Coding SOPs; Serve as a mentor and provide oversight for junior team members.
Medical Coding:
· Executed medical coding and Quality Control (QC) reviews for medical events and medication terms, ensuring strict alignment with study protocols and coding standards.
· Subject Matter Expert in MedDRA and WHODrug coding dictionaries.
EDUCATION
Certificate of Achievement in Pharmacology - Clinical Drug Development | 2025
Harvard Medical School Professional, Corporate, and Continuing Education
· Curriculum: Comprehensive training in Clinical Trial Methodologies, Regulatory Review, Data Safety Monitoring, and Epidemiologic Considerations in drug development.
Doctor of Philosophy (Ph.D.), Pharmacology | 2013 – 2018
University of Alberta, Edmonton, Alberta, Canada
· Thesis Focus: Validating endothelial KCa channels as "druggable" targets for cardiovascular disease treatments.
Bachelor of Science (B.Sc.), Biological Sciences and Chemistry | 2009 – 2013
University of Alberta, Edmonton, Alberta, Canada
KEY PUBLICATIONS
· Wei R, Lunn SE, Tam R, Gust SL, Classen B, Kerr PM, Plane F. Vasoconstrictor stimulus determines the functional contribution of myoendothelial feedback to mesenteric arterial tone. The Journal of Physiology. 2018; 596(7): 1181-1197.
· Kerr PM, Wei R, Tam R, Sandow SL, Murphy TV, Ondrusova K, Lunn SE, Tran CHT, Welsh DG, Plane F. Activation of endothelial IKCa channels underlies NO-dependent myoendothelial feedback. Vascular Pharmacology. 2015; 74: 130-138.
· Complete publication list available on Google Scholar.
