Chief Operating Officer (COO) — YON E Health

Location: Europe (Hybrid/Remote with travel)
Company: YON E Health

About YON E Health

YON E Health is a FemTech innovator developing a CE MDR Class lla medical device for
vaginal health, focused on pH and temperature monitoring. Our mission is to transform women’s
health through safe, sustainable, and scientifically validated solutions, bridging medical
technology with everyday wellness. At TRL2-3, we are rapidly advancing toward clinical trials,
regulatory approvals, and commercialization, backed by an award-winning team featured in
Forbes and recognized globally for innovation.

Role Overview

The Chief Operating Officer (COO) will be responsible for building and optimizing YON E
Health’s operational infrastructure, ensuring seamless execution across regulatory, clinical,
product development, and commercial functions. As the right hand to the CEO, the COO wiill
drive cross-functional alignment, oversee day-to-day execution, and ensure that our device
development adheres to ISO and MDR/FDA compliance standards. The COO will also assume
oversight of Human Resources and People Operations, ensuring smooth talent onboarding and
contract management (with recruitment outsourced).

Key Responsibilities
Strategic Leadership

e Partner with the CEO to define and execute the company’s growth roadmap, balancing
innovation with operational excellence.

e Drive organizational scaling from TRL2-3 through clinical validation, regulatory
approvals, and commercialization.

e Oversee budget planning, resource allocation, and operational efficiency to ensure
milestones are met on time and within scope.

Operational Excellence

e Establish best-in-class processes for project management, vendor management, and
supply chain operations.

e Oversee Human Resources functions under the COO scope (contract management,
onboarding, compliance), with external support for recruitment.

e Develop and monitor operational KPIs to ensure accountability across teams.



Regulatory & Compliance

Ensure all operations meet ISO 13485, ISO 14971, ISO 10993, and IEC 62304
standards, as well as CE MDR and FDA regulatory requirements.

Collaborate with regulatory, clinical, and engineering teams to integrate compliance into
daily operations.

Maintain risk management and quality system processes in alignment with ISO and
MDR.

Cross-Functional Collaboration

Serve as the operational bridge between R&D, Clinical Affairs, Quality/Regulatory, and
Commercial functions.

Support product launch readiness, ensuring operational capacity aligns with sales and
marketing strategies.

Foster a culture of accountability, excellence, and mission-driven collaboration across

the company.

Ideal Candidate Profile

12+ years of senior leadership experience in MedTech, FemTech, or regulated
healthtech industries.

Proven track record of scaling operational frameworks in CE MDR Class lla or higher
device development.

Strong knowledge of ISO 13485, MDR, FDA, and quality management systems.
Experience in HR oversight, with ability to manage contracts, onboarding, and people
processes.

Demonstrated success in cross-functional leadership, bridging technical, regulatory, and
commercial functions.

Strategic thinker with hands-on execution ability, thriving in a fast-paced, mission-driven
environment.

Passionate about women’s health and advancing global access to safe, science-backed
innovations.

What We Offer

Strategic leadership role in a pioneering FemTech company redefining vaginal health.
Equity participation and performance-based incentives.

Flexible working environment with international exposure.

Direct impact on global women’s health through medical innovation and empowerment.
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