Kelly Breuer, M. Sc. 
Summary Statement:
Dynamic and results-oriented professional with 14 years of experience in the medical device (acute treatment and implantable devices) and pharmaceutical (oncology) industries. 15 total years supporting clinical trials, with 3 years directly managing trial conduct, including on-site and remote monitoring, site management, and data review during all clinical trial phases (qualification/initiation through close out).	

Key Areas of Competence:
	Clinical Trial Responsibilities
	Clinical Trial Management

	Site and TMF Management
	Generating Clinical Study Management Plan, Monitoring Plan, Training Plan, and Safety Plan

	Product Accountability and Inventory
	

	Data Monitoring and Trending
	Study Team meetings

	Site Qualification, Activation, Training
	Data Lock and CSR submission

	Site Monitoring- remote and on-site 
	Annual Report and CSR generation

	Site Close-Out
	Vendor Oversight 

	Ensure protection of study participants by confirming informed consent procedures
	Preparation of documents required for submissions and notifications 

	SAE reconciliation and narrative preparation
	Site Contract and Budget review

	
	Study IRB document preparation and submission (Central IRB)



Senior Clinical Research Associate, Melodi Health July 2024- present
Experience summary:
Start-up medical device company based in MN. Manage and monitored the pivotal study for a device intended to prevent infection following the tissue expander placement procedure 
Specific activities:
· Document generation: Informed Consent Form, Case Report Forms; generated the Annual Progress Report; CEC and DMC Charters, CEC narratives, Study Management Plan, Study Data Review and Safety Management Plan, Study Training Plan, Study Monitoring Plan
· Manage all clinical study activities (IRB renewals, deliverables, monthly investigator & coordinator calls, newsletters, TMF, study team meetings) and study vendors (CEC, Data Management) 
· Quarterly data review to identify site-level trends
· Manage database lock activities for interim analysis
· Site Initiation and Management (10 US sites for initial study phase)
· Study Monitoring
· Site invoicing and payment tracking

Senior Clinical Research Associate, MIVI Neuroscience July 2022- July2024
Experience summary:
Start-up medical device company based in MN. Managed the pivotal study for a system used to perform mechanical thrombectomy in acute ischemic stroke (neurovascular, acute)
Specific activities:
· Document generation: amended the Clinical Investigational Plan, Informed Consent Form, and Case Report Forms; generated the Annual Progress Report and final Clinical Study Report; completed SOP review and amendments for ISO 2020 compliance 
· Manage all clinical study activities (IRB renewals, deliverables, monthly investigator & coordinator calls, newsletters, TMF, study team meetings) and study vendors (CEC, Core Lab, contract monitoring, EDC) 
· Quarterly data review to identify site-level trends
· Manage database lock activities to generate the final data deliverable for CoreLab analysis
· Site Management and Close-out (10 US sites)
· BIMO preparation for both sponsor and high-risk study sites
· Site invoicing and payment tracking

Senior Clinical Research Associate, Imricor Medical Systems May 2021-June 2022
Experience summary: Start-up medical device company based in MN. Managed the pivotal study for a system used to perform cardiac ablation in the MRI suite (electrophysiology)
Specific activities:
· Document generation: Clinical Investigational Plan, Informed Consent Form Investigators Brochure, and Case Report Forms 
· eTMF set-up and management
· Vendor (DMC, CEC, and EDC) selection and management
· Review and respond to FDA comments on submission
· Write site selection questionnaires, site activation forms, and other start-up documents for the study
· Develop charters for data management, data monitoring, and clinical evaluation committee 
· Develop site training for protocol and study data collection
· Site training documents and procedures
· Perform Clinical Evaluation and Literature Review, and author reports for each 

Clinical Research Associate II, Site Management, Abbott March 2019- May 2021
Experience summary: Abbott is a leader in the medical device space. I managed a fixed set of 25 clinical sites and all the studies each of those sites participated in. Experience with studies at all stages in the structural heart, rhythm management, and electrophysiology spaces. My primary responsibility was to ensure site activation according to the projected timeline
Specific activities:
· Collect, review, and upload into TMF all forms required for start-up (financial disclosure, investigator agreement, signed CV, etc)
· Contract and Budget review, ICF review and approval
· Coordinating with site to ensure all required paperwork was complete and submitted for IRB review 
· Managing schedules (site and internal) to schedule initiation visits
· Progress reports and follow-up with sites for query resolution at project milestones
· Case Report Form review with query generation and follow-up 
· Site management activities

Senior Clinical Operations Specialist, Biothera Pharmaceuticals, November 2010- October 2018
Experience summary: Start-up pharmaceutical company based in MN. I managed start-up and enrollment activities for two phase II studies (oncology)
Specific activities:
· Protocol development and completion, development of timelines for milestones and end points
· Feasibility and Pre-Site Visit Questionnaire creation and review and Budget/CTA negotiation with selected sites
· ICF  template creation and review/revise site-specific edits to template
· CRF creation and EDC testing 
· Write and update the Important Protocol Deviation Plans
· Manage Site-Specific Recruitment Plans with the CRO to ensure trial deliverables are completed on-time and, if not, identify areas of opportunity for the sites to regain momentum

Education
· Master of Science Degree in Applied Clinical Research, St. Cloud State University, December 2014
Course work included clinical trial planning, set up, and execution; product lifecycle; regulatory considerations
· Bachelor of Science Degree in Molecular and Cellular Biology, University of Arizona, May 2003

