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Abstract

Summary The Digital Health sector is booming, yet countless well-funded startups, like
Proteus Digital Health and others, have failed to translate technological brilliance into
commercial and clinical success. This lecture argues that the crucial missing link is not
better technology, but a deeper understanding of human behaviour, health economics, and
the challenges of the patient journey. Drawing on insights from over a decade of experience
in developing safety-critical software (SaMD), regulatory compliance (ISO 62304), and
behavioural science (e.g., Coursera’s Health Behaviour Change course, Nir Eyal’s Hooked
model), this presentation offers a critical yet hopeful perspective on the industry.

Key takeaways

The anatomy of failure An analysis of why well-funded startups collapse, focusing
on the disconnect between high technological burn rates and the slow, complex process
of securing reimbursement and clinical adoption.

Engineering for habit Shifting the product mindset from compliance to engagement.
Learn how to ethically apply behavioural models, like the Hooked Cycle (Trigger, Action,
Variable Reward, Investment), to design Digital Therapeutics that foster lasting, healthy
habits rather than fleeting novelty.

Agile in a Regulated World Mastering the paradox of developing iterative software
(Agile) while maintaining the rigid documentation, risk management, and safety standards
required for Software as a Medical Device (SaMD) under standards like IEC 62304.

Beyond the data point Highlighting the critical role of Human Factors Engineering
(ISO 62366) and the need for co-designing solutions with the patient. The success of
Digital Health hinges on realizing that every user of the system is ultimately a patient,
and our solutions must be empathetic, simple, and economically viable within the complex
healthcare ecosystem.



About the lecturer

Magdalena Głabińska is a seasoned Business Analyst and Software Expert with over 11
years of experience specializing in safety-critical development within the Digital Health
and Pharmaceutical sectors. Holding a Master’s degree in Computer Science and a Bach-
elor’s in Biomedical Engineering, her expertise lies at the critical intersection of high-
stakes technology, clinical requirements, and patient experience. Throughout her career,
including key roles at Roche and Comarch Healthcare, Magdalena has focused on product
compliance, end-to-end requirements gathering, and successful market entry for Digital
Health products across international markets. She is certified as an ISO 13485 Internal Au-
ditor and possesses deep knowledge of medical device regulations (IEC 62304, ISO 14971,
ISO 62366), ensuring that technology is not only innovative but also safe and regulatory-
compliant. Magdalena’s core motivation is building user-centric technology that truly
addresses real-world needs, leveraging her background in agile product management and
human factors analysis to transform complex technical requirements into valuable patient
solutions.

2


