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SENIOR PROJECT MANAGER/ASSOCIATE DIRECTOR | CLINICAL OPERATIONS

Driving Global Clinical Trial Execution from Startup Through Closeout

Senior Project Manager within Clinical Operations with deep experience delivering early- and late-phase clinical trials across
infectious disease, oncology, rare disease, gene therapy, and vaccines. Brings a proven record of managing global, remote study
teams; overseeing CROs and vendors; and executing complex studies across multiple countries, sites, and regulatory
environments. Recognized for translating protocols into executable plans, stabilizing high-pressure programs, and keeping
trials moving forward through disciplined governance, transparent decision-making, and strong cross-functional coordination.
Operate comfortably in fast-moving sponsor and biotech environments, particularly during growth, accelerated development,
and regulatory-driven timelines. Provides immediate value by owning the full project lifecycle; study startup, vendor selection,
budget oversight, risk management, and closeout, while maintaining inspection readiness and patient focus.

CAREER HIGHLIGHTS
Led global Phase 1—3 clinical trials across the US, UK, Australia, and ex-US regions, including large-scale vaccine programs
and complex specialty studies. Served as primary operational lead for CROs, labs, IVRS, imaging, and supply vendors,
maintaining alignment across timelines, scope, and budgets. Supported database lock, CSR delivery, unblinded study
management, and regulatory-ready trial execution in high-visibility programs. Worked closely with Regulatory to implement
FDA and EU regulations.

EXECUTIVE STRENGTHS

Clinical Trial Project Management (Phase 1—3) | Study Startup, Activation, and Closeout | CRO & Vendor Oversight | Global
Trial Execution (US & ex-US) | Cross-Functional Team Leadership | Protocol & ICF Review Governance | Budget Oversight &
Change Order Management | Risk Identification & Mitigation | Clinical Supply & Drug Logistics Coordination | Regulatory &

GCP | Investigator & Site Engagement | Patient Recruitment & Retention Support | Data Management & Database Lock
Readiness | eTMF & Inspection Readiness | Oncology, Vaccine, Rare Disease & Gene Therapy Trials | Unblinded Study
Management | Vendor Contracting & RFP Evaluation | Timeline & Milestone Control | Remote Program Execution &
Governance | Stakeholder Communication

CAREER HISTORY

Global Clinical Operations Lead Consultant | Novavax Pharmaceuticals | Aug 2021 — Dec 2023

SCOPE: Global Clinical Trial Delivery (Phase 2—3) | Clinical Operations Leadership | Study Startup & Closeout | Vendor &

CRO Oversight | Cross-Functional Governance | Budget & Change Control | Regulatory & GCP Compliance | Remote Study

Execution

* Directed global execution of 4 COVID-19 vaccine trials (Phase 2—3 across the US, UK, and Australia) by coordinating
study startup, site activation, and ongoing trial operations across 100 sites and ~16,000 subjects, maintaining schedule
adherence and operational continuity through closeout.

* Managed study startup, protocol governance, and compliance controls by reviewing and approving protocols, ICFs, site
budgets, and protocol deviations, ensuring alignment with regulatory expectations and consistent execution across
geographically distributed teams.

* Led cross-functional delivery and data readiness activities by partnering with Data Management, Medical Writing, Clinical
Supply, and Medical Leads to support database lock, CSR completion, investigational product availability, and controlled
unblinding for 5 Phase 2 randomized, placebo-controlled studies.

*  Oversaw vendor performance and financial controls by managing CROs and specialty labs through study maintenance and
closeout, reviewing invoices and change orders, and coordinating with QA, Regulatory, Legal, and eTMF teams to
maintain inspection-ready documentation and budget alignment.

Clinical Operations Lead Consultant | Kantor Pharmaceuticals | Apr 2021 — Jul 2021

SCOPE: Infectious Disease Vaccine Trials (Phase 2/3) | Study Startup | CRO Selection & Contracting | Global Regulatory

Support | Vendor Oversight | Budget Governance | Remote Clinical Delivery
Led Clinical Operations delivery for an Infectious Disease (COVID) Phase 2/3 vaccine study by guiding study startup, site
selection, and study initiation activities across US and ex-US locations, ensuring operational readiness prior to trial
activation.

* Executed CRO selection and contracting activities by reviewing RFPs, negotiating CRO contracts, and aligning scope,
timelines, and deliverables with study requirements and operational constraints.

* Supported regulatory approvals outside the US by coordinating submission inputs, addressing country-specific
requirements, and partnering with global clinical stakeholders to enable timely study authorization.

* Maintained vendor and budget controls by overseeing CROs, clinical supplies, and central laboratories while reviewing
and approving study budgets to ensure alignment with approved scope and operational plans.

Global Clinical Operations Lead Consultant | Seqirus | Sept 2020 — Feb 2021
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SCOPE: Vaccine Study Startup | Phase 2 Infectious Disease Trials | Investigator Engagement | Site Activation | Vendor

Over51ght | Patient Recruitment Support
Directed Phase 2 Infectious Disease vaccine study startup by managing site selection, planning and delivering investigator
meetings, and coordinating study initiation activities to support on-time trial launch.

* Aligned cross-functional study execution by working with clinical colleagues to monitor startup progress, address
operational risks, and support recruitment planning throughout early trial phases.

* Oversaw vendor performance during startup and enrollment by managing CRO activities and tracking deliverables to
ensure adherence to protocol requirements and operational timelines.

* Supported patient recruitment execution by collaborating with internal stakeholders and vendors to identify enrollment
risks and implement corrective actions during early study conduct.

Clinical Operations Consultant | Magenta Therapeutics, Cambridge, MA | Dec 2019 — Jun 2020

SCOPE: Rare Disease Clinical Trials | Gene Therapy | Pediatric Studies | Phase 2 Trial Execution | Vendor & CRO Oversight |

Patient Recruitment Support

* Managed clinical project execution for a Phase 2 pediatric rare disease gene therapy study by coordinating trial operations,
monitoring study progress, and maintaining alignment with protocol requirements and study timelines.

* Led vendor and CRO oversight as primary operational contact by managing deliverables, resolving study issues, and
ensuring consistent communication across external partners.

* Supported patient recruitment and site engagement activities by working with clinical colleagues to address enrollment
barriers and maintain site-level momentum.

*  Controlled informed consent governance by reviewing and approving ICFs to ensure regulatory compliance and patient-
focused clarity in pediatric populations.

Clinical Operations Consultant | Tarveda Therapeutics, Watertown, MA | Feb 2019 — Sept 2019

SCOPE: Oncology Clinical Trials | Phase 1/2a Studies | Inpatient Trial Execution | Drug Supply Coordination | Vendor

Over51ght
Oversaw clinical operations for a Phase 1/2a solid tumor oncology inpatient study by supporting protocol execution as the
trial transitioned from open-label to placebo-controlled design.

* Integrated clinical supply and CMC planning into trial execution by coordinating investigational product supply, resupply,
and readiness for upcoming studies.

*  Maintained CRO and vendor oversight by managing central laboratory and CRO activities, reviewing monitoring reports,
and tracking study action items.

* Reviewed study-level documentation and data outputs by evaluating monitoring reports, project meeting minutes, and
operational plans to support informed decision-making.

Senior Clinical Operations Lead | Radius Pharmaceuticals, Waltham, MA | Sept 2017 — Feb 2019

SCOPE: Early-Phase Oncology Trials | Phase 1 Breast Cancer Studies | Study Startup & Closeout | Vendor & Budget

Management | Cross-Functional Leadership
Directed Clinical Operations delivery for multiple Phase 1 breast cancer studies by supporting RFP and bid defense
activities, leading study startup, and maintaining trial execution through closeout.

* Managed study timelines and patient engagement strategies by partnering with CROs to support recruitment, retention,
and sustained site performance.

* Oversaw multi-vendor trial ecosystems by acting as primary contact for CROs, IVRS, central labs, imaging, cardiac, and
PK vendors to ensure coordinated execution.

*  Led cross-functional and financial governance activities by mentoring junior staff, approving site budgets, reviewing study
invoices, and evaluating data listings, patient profiles, and SAE reports.

Consultant, Clinical Trials / Clinical Operations Lead | Merck, New Jersey | Nov 2015 — Sept 2017

SCOPE: Global Oncology Trials | Phase 1 Solid Tumor Studies | Study Planning & Startup | Vendor Oversight | Patient

Recruitment Focus

* Managed Clinical Operations delivery for a global Phase 1 solid tumor oncology trial by overseeing study planning,
development, and execution across countries and sites.

* Coordinated cross-functional study planning activities by aligning data management, regulatory, and operational
timelines with protocol-level deliverables.

* Delivered study and vendor training programs by preparing and conducting training for CROs, central labs, IVRS vendors,
and CRAs to ensure execution readiness.

*  Supported patient recruitment and stakeholder alignment by facilitating collaboration across internal teams and external
partners to maintain focus on enrollment objectives.

Other Experiences
Consultant, Head of Clinical Operations | Accellient Partners, Waltham, MA | Jul 2014 — Jun 2015

Consultant, Study Lead | Idenix Pharmaceuticals, Cambridge, MA | Feb 2014 - July 2014
Audit Readiness | Genzyme (A Sanofi Co.), Cambridge, MA | Apr 2012 - Dec 2012
Senior Level, Clinical Operations | Sunovion (Sepracor), Marlboro, MA | Mar 2011 - Sept 2011



PREVIOUS ONCOLOGY EXPERIENCE (PHASE 1-3)

CPM - Head of Clinical Operations | GI/Wyeth/Pfizer, Cambridge, MA

* Managed Phase 2 and 3 Breast Cancer Study

Managed Phase 1, 2, and 3 Global Clinical Trials, from study initiation to study close-out
Managed Investigator-Sponsored Clinical Trials, phase 1

Developed clinical section of IND Annual Safety Report

Review Investigator Brochure

Reviewed and approved Clinical Study Reports

Collaborated closely with Regulatory, Data management, and managed cross-functional teams

Previous Oncology Experience (Phase 1-3)

*  Bristol Myers Squibb (phase 1-all tumor types)

* Therion Biologics (Prostate, Pancreatic cancer)

*  ArQule (Renal cell carcinoma, Breast Cancer) Pediatric Study

EDUCATION & TRAINING

Master of Business Administration, California Coast University, Santa Ana, CA
Bachelor of Science, Biology, Greensboro College, Greensboro, NC
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