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R&D Engineer | Medical Devices & Digital Products | Entrepreneur | AI-Assisted Product Builder




PROFESSIONAL SUMMARY 

Versatile R&D engineer with 5+ years in regulated medtech (Novo Nordisk, Cook Medical) and a strong foundation in innovation, user-centered design, and entrepreneurship. Combines engineering rigor — ISO compliance, test strategy, risk management — with entrepreneurial drive. Founded two startups, achieved regulatory approval for billion-DKK projects, and now building digital products using AI-assisted development through Xoens ApS. Available for both direct employment and consulting.
AREAS OF EXPERTISE

	· Project Management
	· Cross-Functional Leadership
	· Quality Assurance & Validation
	· ISO 14971 Risk Management

	· GMP Compliance
	· ISO 14971 Risk Management
	· Test Protocol Development
	· Statistical Analysis

	· 3D CAD Design
	· Change Control & Management
	· Product Lifecycle Management
	· Root Cause Analysis

	· Root Cause Analysis
	· Product Lifecycle Management
	· Stakeholder Management
	· Failure Analysis



CAREER HIGHLIGHTS

Regulatory Approval Success: Achieved regulatory approval for billion-DKK Wegovy pen-injector project at Novo Nordisk through comprehensive ISO 11608 compliance strategy and rigorous testing documentation.
MDR Compliance Management: Managed MDR regulatory transition for Vena Cava filter product family (3 life-saving cardiovascular devices) at Cook Medical, ensuring continued European market access under new regulations.
Process Optimization Impact: Delivered 60x efficiency improvement in railway maintenance planning system through user-centered design approach and VBA development, transforming 15-20 minute processes into 15-20 second operations for Danish infrastructure management.
Assistive Technology Innovation: Founded wheelchair electrification startup achieving second place in prestigious DTU Startup Ignite competition and securing development funding, demonstrating ability to identify user needs and develop solutions for
mobility-impaired populations.

PROFESSIONAL EXPERIENCE

R&D Engineer – Product Life Cycle Management, BBHS A/S, Rødovre, DK | February 2024 – July 2024
Managed product lifecycle for airport luggage handling machinery, including 3D CAD design optimization (SolidWorks, Inventor/Fusion 360) and testing strategy development.
· Served as project manager for a greenfield autonomous luggage transport vehicle, developed in collaboration with Danfoss (sensors & intelligence) and an external manufacturing partner.
· Led cross-company design decisions and prototype testing, ensuring alignment between BBHS product requirements and partner deliverables.
· Conducted failure analysis and root cause investigations to implement design improvements across the luggage handling product portfolio.
R&D Test Engineer, Novo Nordisk A/S, Hillerød, DK | August 2022 – January 2024
Led test engineering for a new Wegovy pen-injector variant, acting as project owner for the complete test strategy ensuring ISO 11608 compliance — from initial planning through final regulatory submission.
· Achieved regulatory approval for billion-DKK project through rigorous test documentation and cross-functional coordination with production, QA, and regulatory affairs.
· Served as department representative on cross-functional digitalization initiative, evaluating and introducing tools for automated test data collection and requirements tracking.
· Taught lean methodology to engineering colleagues. Managed multiple concurrent test projects under strict timelines in GMP-regulated pharmaceutical environment.
Engineer – Product Sustaining, Cook Medical, Bjæverskov, DK | November 2020 – December 2021
Managed MDR regulatory transition for a Vena Cava filter product family (3 life-saving cardiovascular devices), ensuring continued European market access under new regulations.
· Conducted comprehensive review of all historical test reports and protocols, producing structured summaries for regulatory submission. Created detailed IQ/OQ/QC process flowcharts.
· Performed GAP analysis against updated ISO standards, verified compliance through existing test documentation, and recommended new testing where gaps were identified.
· Owned risk management documentation (ISO 14971), ensuring alignment between claimed processes and actual implementation. All documentation targeted for notified body assessment.
· Certified in ISO 13485, MDR 2017/745, and ISO 14971:2019 during this role.

Founder & Product Developer - Assistive Technology Startup, Fair Mobility ApS, Vanløse, DK | 2020 – 2025
Born from DTU diploma project. Started full-time, continued part-time alongside employment at Cook Medical, Novo Nordisk, and BBHS. Led full-cycle R&D of an assistive technology device for manual wheelchair electrification.
· Engineered a novel motor control system with superior maneuverability and user responsiveness. Applied Design Thinking and Lean Startup methodologies.
· Conducted extensive field interviews with wheelchair users to define technical requirements and usability specifications.
· Developed functional electromechanical prototypes, iterating on hardware integration based on direct user feedback.
· Secured 2nd place in DTU Startup Ignite accelerator, validating technical feasibility and market demand.
Engineering Intern – MPV Analyseteam, BaneDanmark, København, DK | January 2019 – July 2019
Engineering internship (DTU) with the Analysis Team in the Master Planning and Maintenance Coordination division. Independently developed and rebuilt a legacy Excel-based staffing and resource management system.
· Conducted user interviews with local maintenance team leaders to identify pain points and define requirements. Redesigned the system with focus on reliability and user experience.
· Result: 60x efficiency improvement — processing time reduced from 15-30 minutes to 15-30 seconds.
EDUCATION 

BSc Diplomingeniør in Process and Innovation								               July 2020
Technical University of Denmark

CERTIFICATIONS & MEMBERSHIPS

ISO 13485 – Quality Management Systems						 			             April 2021
Preventia AB

MDR 2017/745												             April 2021
Preventia AB

ISO 14971:2019 – Risk Management for medical devices							 September 2021
Medical Device HQ AB

Anatomi, Fysologi & Sygdomslærer								               	             June 2021
Medico Industrien

