
“Implementing a Quality Management System (QMS) in line with ISO 13485 is
essential for bringing our disruptive medical technology to the healthcare market.
The Business Transformation Financial Support (BTFS) from the BioMan4R2
program is helping us make this critical transformation. With the support of the
Medical Innovations Incubator (MII) in Tübingen, we are working to establish an
efficient QMS and align our internal processes with regulatory requirements.”
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“The collaboration between EARLAB and the Medical Innovations Incubator (MII)
exemplifies a model for other startups, fostering a culture of knowledge sharing that
enhances the resilience of the regional MedTech ecosystem. Through our partnership
with MII, we are eager to share our hands-on experience in establishing a Quality
Management System (QMS). As a medical device manufacturer, our strong alliance with
the University Hospital Tübingen empowers us to drive innovation in clinical research
and the MedTech sector, facilitating the transfer of basic research results to patient
care.”

“The financial support we received has empowered us to implement the necessary
Quality Management System (QMS) and integrate regulatory thinking into our company's
approach. This enhancement has significantly refined our internal processes,
eliminating barriers and mitigating complications related to regulatory requirements
and market access. Additionally, it boosts efficiency in the research and development of
our products. By preparing EARLAB for ISO 13485 certification, this project has made our
company more appealing to investors. “
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