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ABSTRACT

The medical device industry drives healthcare improvement through 
technology, enhancing patient outcomes and solving complex challenges. 
Success relies heavily on effective leadership and innovation, promoting 
creativity and resilience. While leadership and innovation are individually 
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essential, their interplay remains underexplored. This literature review 
examines how leadership styles influence innovation in medical device 
development, focusing on qualities that foster innovation and the impact 
of organizational culture. Case studies highlight strategic leadership com-
bined with targeted innovation strategies, guiding leaders to effectively 
navigate regulatory demands and competitive pressures.

INTRODUCTION

The development of medical devices is a rigorous, multi-​disciplinary 
process that faces numerous challenges due to the high risks involved in 
patient safety, regulatory compliance, technological advancement, and 
market expectations. Medical devices, from wearable monitors to im-
plantable sensors, play critical roles in modern healthcare, and ensuring 
their reliability and accessibility requires developers to navigate a host of 
technical, regulatory, and financial obstacles.

Leadership styles play a crucial role in determining the trajectory of 
innovation, particularly in industries characterized by rapid technological 
progress such as the development of medical devices. The perception of 
how leadership affects innovation processes has acquired growing attention 
in academic and sector discussions. While organizations in the sector of 
medical devices strive to navigate the complexities of regulatory constraints, 
market competition and technological evolution, the meaning of leader-
ship becomes even more pronounced. This revision of literature aims to 
explore the interaction between leadership and innovation styles, focusing 
specifically on five case studies that exemplify the various leadership ap-
proaches and their effects on organizational culture, effective quality and 
challenges addressed in the field of the development of medical devices.

The integration of leadership theories with literature on innovation 
underlines the multidimensional nature of this relationship. For instance, 
transformational leadership, characterized by the vision, inspiration and 
promotion of a shared commitment to objectives, can create a favorable 
environment for innovative thought. Leaders who adopt this style often 
encourage creativity and intake of risks between team members, facili-
tating the generation and execution of new ideas (Elsbach and Stigliani, 
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