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Professional Experience

MIRAVISTA DIAGNOSTICS - Indianapolis, IN - 1/2015 - Present
A CLIA and CAP certified mycology reference laboratory with an exclusive focus on developing and
processing diagnostic tests for serious fungal infections, with recent expansion into IVD product
development.

PRODUCTION SUPERVISOR, 1/2021 - PRESENT

Responsible for the integration and scheduling of all lab activities, including manufacturing, product
transfer activities, inventory management, and engineering needs, while maintaining lead role in new
product transfers and manufacturing of complex processes such as purifications, biotinylations, and IVD
manufacture. Coordinated and executed label control rework, manufacturing documentation revisions,
specification system rework, and QC document creation. Outlined and utilized a tracking and trending of
GDP compliance and GMP to better identify improvement opportunities.

e Reworked packaging specifications of all antibody-based materials to optimize usage by 30% and
decrease packaging costs by 15%.

e Aided inthe implementation of an ERP system to better track inventory status, usage, movement, and
costing.

e Named SME for all training activities and material manufacture, including all LDT and IVD materials,
with additional role of Audit support.

e Assisted in the expansion of all consumable supply specifications under change control to combat
supply chain issues.

e Increased order fulfillment lead time from 8 weeks to 12 weeks with no manufacturing freezes or
delayed orders, including custom orders.

e Named production lead of Blasto Human Ab LDT product transfer.

ProbucTioN AssoclATE SCIENTIST I, 1/2020 - 12/2020

Formulation of materials for clinical, research, and IVD use, which include buffers, reagents, purified
antibodies, detector-labeled antibodies, lab developed test kits, and IVD kits with a team role of planning,
scheduling, and execution. Schedule and perform equipment validations and preventative maintenance as
needed.



e Developed an inventory system of all raw materials and revised all manufacturing BOMS to improve
mapping of material needs and timelines.

e Created a new system for document management to aid in FDA and CLIA readiness.

e Served as team lead for updating clinical LDT and research only IVD kit configurations, with lead role in
product transfer documentation, such as Specifications, QC Test Methods, Manufacturing
Instructions, IFUs, and DMRs.

e Increased lead time of material order execution from 1 week to 8 weeks, despite issues in supply chain.

RESEARCH ASSOCIATE ScCIENTIST, 1/2016 - 12/2019

Developed and outlined methodology of research aimed at improvement and development of diagnostic
products, taking a team lead role directing cross-functional team meetings and interdepartmental
collaboration to move products forward. Developed ELISA and LFA IVDs from feasibility to CE marking
status, with contributions to design control activities, such as tracking and trending, troubleshooting,
verification, validation, and documentation. Present findings and updates in both company-wide all staff
meetings and management team meetings. Coordinated and executed training of production manager
and employees on various buffer, diluent, and material synthesis.

e Coordinated, performed, and managed ten research studies with outside organizations, including
Indiana University, Vanderbilt, CDC, and several veterinary facilities.

e Led development team for five ELISAs taking lead role in assay performance, data analysis, and
validation documentation.

e Served as Lead Auditor for one Internal Audit and assisted in four additional audits covering FDA, ISO,
and Canadian regulations for Medical Devices.

e Developed and wrote 90% of protocols executed per year (125-175).

e Named Team Lead for development of Histoplasmosis Canine Serum Antigen EIA and Development
Lead for Lateral Flow Device for Histoplasmosis Human Urine Antigen.

e Approved Internal Inspector for EIA kits, LFA devices, and other production materials.

ReseARCcH AssisTANT, 01/2015 - 1/2016

Played a key role in conducting research aimed at improvement and development of diagnostic products,
ensuring compliance with all clinical protocols. Prepared correspondence, documentation, and
presentation materials on findings. Managed specimen processing, storing, shipping, and sample set
preparation, including blinding, diluting, treating, randomizing, as well as preparation of solutions, reagents,
and media. Performed equipment function verification and preventative maintenance activities, entering
controlled data for various pieces of laboratory equipment.

e Performed three studies with outside organizations, taking the lead role in test performance and data
analysis.

e Contributed to research studies with various universities, independent research facilities, national
research centers, and veterinary facilities.

Credentials

Certifications
Qualified Internal QMS Auditor - MiraVista Diagnostics (2016 - 2020)
Qualified Internal Inspector for Materials and IVD Devices - MiraVista Diagnostics (2015 - 2018)

Professional Development
Management Training Sessions - Indiana University (2017) | Women’s Leadership Conference (2015, 2021)
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