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	PROFESSIONAL EXPERIENCE

	Clinical Operations Leader
Parexel International
	March 2022 – Present
St. Petersburg, FL

	Coordinates functional team members and their activities across geographies
Liaises with project management and the sponsor to ensure clinical deliverables (timeline, quality, and productivity) are met. 
Has overall accountability for the execution of the operational strategy and clinical plan including development of project tools, using basic analytical tools and assessing financial impact of decisions.
Responsible for implementing and instigating process improvement, responding to the needs of internal and external stakeholders, decision making with clearly communicated flow of action, actively encouraging open lines of communication, and prioritizing key issues.

	Regional Clinical Trial Manager
ICON Clinical Research 
	April 2021 – March 2022
St. Petersburg, FL

	Lead and managed the conduct of clinical trials from study start-up to closeout across assigned countries in accordance with ICH-GCP and applicable local regulations 
Collaborated with other Regional Clinical Trial Managers (RCTMs) and the Global Clinical Trial Manager (GCTM) for global execution of study(ies)
Maintained the quality and scientific integrity of clinical trials across multiple countries 
Ensured effective study risk management for assigned countries
Collaborated with cross-functional internal and external stakeholders to ensure timely and on budget execution of clinical trial deliverables within the region
Proactively identified and communicated the status of ongoing studies, supplies risk mitigation strategies, associated action plans and issue resolution measures to ensure timely and on budget execution of clinical trial deliverables within the region
Collaborated, communicated and lead local affiliate colleagues to ensure a robust understanding of study specific requirements and milestone delivery
Provided trial leadership and support to the study team 
Served as the key point of study-level communication between local and central teams
Ensured study TMF completeness, quality and inspection readiness
Authored study-specific Monitoring Plan
Mentored new hire RCTMs


	Clinical Research Associate II
PRA Health Sciences 
	October 2020 – April 2021
St. Petersburg, FL

	Reviewed and verifies accuracy of clinical trial data collected, either on-site or remotely
Assessed the qualification of potential investigative sites by conducting site qualification visits
Initiated clinical trials at investigative sites
Instructed site personnel on the proper conduct of clinical trials
Implemented and monitors clinical trials to ensure sponsor and investigator obligations are being met and are compliant with applicable local regulatory requirements and ICH-GCP guidelines
Performed source document verification, review and query resolution
Performed essential document site file reconciliation
Monitored site biological sample collection and processing

	Clinical Research Associate II
Clinical Research Associate I
DOCS Global 
	January 2020 – October 2020
October 2018 – December 2019
St. Petersburg, FL

	Monitored five trials and 18 sites concurrently for protocol, regulatory and GCP compliance.
Independently conducted Site Initiation Visits, Interim Monitoring Visits, and Closeout/Termination Visits.
Served as a CRA mentor to newly onboarding CRAs and performed a leadership role in allowing fellow CRAs to accompany on-site visits to observe and learn.
Conducted pharmacy review and investigational product reconciliation.
Ensured Investigator Site File and Trial Master File were consistent, current, complete, and correct.
Led training for team members and site staff.
Met all expected sponsor metrics for data entry, query resolution, TMF submissions, visit reports, and monitoring plan compliance.



	Clinical Research Associate
University of South Florida, Health Informatics Institute
TrialNet Coordinating Center 
	March 2015 – September 2018
Tampa, FL

	Audited various clinical sites across the country to identify major and minor deficiencies according to GCP guidelines to preserve participant safety and data integrity in five Type 1 Diabetes complex clinical research protocols. Provided education and support to sites to facilitate excellence in clinical trial performance.
Formulated and maintained a database to track almost 200 mechanistic studies from applications and reviews through sample dispensation, progress reporting and study closing. Used the database to design and initiate the TrialNet Ancillary Study Database webpage, which has streamlined the network’s access to study information. 
Managed operations of two TrialNet ancillary studies, including identifying and verifying eligibility and coordinating specimen shipment to research sites.
Monitored shipping and proper labeling and processing of clinical specimen from all open TrialNet protocols across over 200 clinical sites to six contracted laboratories.
Coordinated Laboratory Monitoring Subcommittee operations and prepared performance reports for clinical labs.
Composed software development and SAS report requirements and manual of operations for lab quality control split duplicate program. Monitored metrics and compliance as well as followed up on identified sample discordances. Performed site training for the program.
Facilitated Genetics and Immune Markers Working Groups.



	Management Assistant
Moffitt Cancer Center
	March 2014 – March 2015
Tampa, FL

	Orchestrated partner patient navigation, including maintaining all current patient data within navigation spreadsheet and retrieval and dispersal of outside and internal medical records. Helped to implement new intake process for increased efficiency.
Conducted Quality Control assessments of patient charts to monitor compliance with Clinical Pathways and proper enrollment into clinical trials. Administratively supported Clinical Pathways team. 



	EDUCATION

	Boston University
MS Computer Information Systems, Health Informatics Concentration
	2018 – 2020

	GPA: 3.94

	Clemson University
BS Biochemistry
	2007 – 2011

	GPA: 3.94 – General Honors—Calhoun Honors College graduate
Departmental Honors—Honors research thesis: 
“The Use of Bioarsenicals to Follow Glycosome Biogenesis in Trypanosoma brucei”



	RELEVANT SKILLS AND SYSTEMS PROFICIENCES



Veeva Vault ● Rave EDC ● Medidata Patient Cloud eCOA ● IVRS/RTSM systems ● Medrio ● Shared Investigator Platform (SIP) ● Microsoft Office Suites (including Access, Visio, and Excel) ● IMPACT ● REDCap ● Cerner (PowerChart & Capstone) 

	VOLUNTEER EXPERIENCE / PERSONAL


Winter Haven Hospital, Information Desk Volunteer (Awarded 200 (+) hours of total service)
Mission Smiles, Hygiene Assistant Volunteer
Shadowing experience: Sarcoma surgical oncologist, thoracic surgeon, plastic surgeon, urologist and maxillofacial surgeon

	TRIALS

	Managed:
· Structure Therapeutics GSBR-1290-09: A Phase 2, Randomized, Double-blind, Placebo-controlled, Study of the Safety, Tolerability, and Efficacy of Increasing Optimal Doses of Aleniglipron (GSBR-1290) in Participants Living with Obesity (Body Mass Index ≥30 kg/m2) or Overweight (Body Mass Index ≥27 kg/m2) with at Least One Weight-related Comorbidity (ACCESS II)
· Noveome ST266-NEC-201: A Randomized, Controlled, Phase 1-2 Open Label Study of ST266 IV Administration to Assess the Safety, Tolerability, and Preliminary Efficacy of ST266 in Infants with Necrotizing Enterocolitis
· Zogenix ZX008-1900/EP-0215: An Open-Label Extension Trial to Assess the Long-Term Safety of ZX008 (Fenfluramine Hydrochloride) Oral Solution as an Adjunctive Therapy for Seizures in Patients with Rare Seizure Disorders Such as Epileptic Encephalopathies Including Dravet Syndrome and Lennox-Gastaut Syndrome
· Nimbus 4858-202: A Phase 2b, Randomized, Multi-Center, Double-Blind, Placebo-Controlled, Multiple -Dose Study to evaluate the efficacy, safety, and tolerability of NDI-034858 in Subjects with active Psoriatic Arthritis
· Amgen 20200234: A Phase 2b Dose Ranging Study to Evaluate the Efficacy and Safety of Efavaleukin Alfa in Subjects With Active Systemic Lupus Erythematosus With Inadequate Response to Standard of Care Therapy

	Monitored:
Sanofi Pasteur VAT00001: Immunogenicity and Safety of SARS-CoV-2 Recombinant Protein Vaccine Formulations (with or without adjuvant) in Healthy Adults 18 Years of Age and Older (January 2021 – April 2021)
Sanofi Pasteur MET42: Immunogenicity and Safety Study of an Investigational Quadrivalent Meningococcal Conjugate Vaccine when Administered Concomitantly with Routine Pediatric Vaccines in Healthy Infants and Toddlers (December 2020 – April 2021)
Sanofi Pasteur PSK00008: Safety and Immunogenicity of a Pneumococcal Conjugate Vaccine when Administered Concomitantly with Routine Pediatric Vaccines in Healthy Toddlers and Infants (December 2020 – April 2021)
Amgen 20170149: A Phase 1b/2a Study to Evaluate the Safety and Efficacy of AMG 592 in Subjects with Active Rheumatoid Arthritis with Inadequate Response to Standard of Care Therapy (November 2018 – October 2020)
Amgen 20130295: A Multicenter, Open-label, Single-arm, Extension Study to Assess Long-term Safety of Evolocumab Therapy in Patients with Clinically Evident Cardiovascular Disease (November 2018 – October 2020)
Amgen 20170625: A Double-blind, Randomized, Placebo-controlled, Multicenter Study to Evaluate the Impact of Evolocumab on Major Cardiovascular Events in Patients at High Cardiovascular Risk without Prior Myocardial Infarction or Stroke (May 2019 – October 2020)
Amgen 20180115: Phase 2 Study of Talimogene Laherparepvec in Combination with Pembrolizumab in Subjects with Unresectable/Metastatic Stage IIIB-IVM1d Melanoma who have Progressed on Prior Anti-PD-1 Based Therapy (July 2020 – October 2020)
Amgen 20170588: A Phase 2 Dose Ranging Study to Evaluate the Efficacy and Safety of AMG 570 in Subjects with Active Systemic Lupus Erythematosus (SLE) with Inadequate Response to Standard of Care (SOC) Therapy (August 2020 – October 2020)
Audited:
TN07 Oral insulin for prevention of diabetes in relatives at risk for type 1 diabetes mellitus
TN10 Anti-CD3 Mab (Teplizumab) for prevention of diabetes in relatives at-risk for type 1 diabetes mellitus
TN18 CTLA-4 Ig (Abatacept) for prevention of abnormal glucose tolerance and diabetes in relatives at-risk for type 1 diabetes mellitus
TN19 Antithymocyte globulin (ATG) and pegylated granulocyte colony stimulating factor (GCSF) in New Onset Type 1 Diabetes
TN20 Exploring Immune Effects of Oral Insulin in Relatives at Risk for Type 1 Diabetes Mellitus



