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COURSE INTRODUCTION / OVERVIEW:

The healthcare sector is undergoing a profound transformation, driven by rapid advancements in medical technology and
innovative care models. This dynamic environment demands a new breed of leaders who can navigate the complex
intersection of clinical needs, technological possibilities, regulatory hurdles, and commercial viability. This course
provides a comprehensive framework for understanding and managing the entire lifecycle of healthcare innovation.
Drawing on principles articulated by thought leaders like Clayton M. Christensen in his seminal work, "The Innovator's
Prescription: A Disruptive Solution for Health Care", we will explore how disruptive technologies are reshaping the
industry. Participants will gain critical insights into digital health, medtech development, and the strategic
implementation of new solutions. At BIG BEN Training Center, we have designed this program to equip professionals with
the practical skills and strategic foresight needed to lead innovation, from initial concept to successful market adoption.
This training course moves beyond theory, focusing on actionable strategies for fostering a culture of innovation,
managing R&D pipelines, and ensuring new technologies deliver tangible value to patients and providers alike, ultimately

preparing participants to be at the forefront of the healthcare revolution.

TARGET AUDIENCE / THIS TRAINING COURSE IS SUITABLE FOR:

e Healthcare Administrators and Executives.

e Medical Device Engineers and Product Managers.

e Clinical Research Professionals and Scientists.

e Healthcare Entrepreneurs and Startup Founders.

o Regulatory Affairs and Quality Assurance Specialists.

e Healthcare IT and Health Informatics Professionals.

e Physicians and Clinicians involved in technology adoption.
e Venture Capitalists and Investors in the healthcare sector.
e Pharmaceutical Brand and Product Managers.

e Healthcare Policy Advisors and Consultants.
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TARGET SECTORS AND INDUSTRIES:

Medical Device Manufacturing Companies.
Pharmaceutical and Biotechnology Firms.

Hospitals and Healthcare Provider Networks.

Digital Health and HealthTech Startups.

Health Insurance and Payer Organizations.

Medical Research and Academic Institutions.
Governmental Health Agencies and Regulatory Bodies.
Healthcare Consulting and Advisory Firms.

Contract Research Organizations (CROs).

Telemedicine and Remote Patient Monitoring Providers.

TARGET ORGANIZATIONS DEPARTMENTS:

Research and Development (R&D).

Product Development and Management.
Regulatory Affairs and Compliance.

Clinical Operations and Trial Management.
Strategic Planning and Business Development.
Marketing and Sales.

Information Technology (IT) and Health Informatics.
Quality Assurance and Control.

Finance and Investment Relations.

Supply Chain and Operations Management.
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COURSE OFFERINGS:

By the end of this course, the participants will have able to:

e Analyze the current landscape of healthcare innovation and identify emerging medtech trends.

Master the stages of the medical technology product development lifecycle, from ideation to post-market
surveillance.

o Develop strategies for navigating complex global regulatory pathways, including FDA and CE marking requirements.

e Formulate effective commercialization and market access plans for new medical technologies.

e Evaluate intellectual property strategies to protect and leverage healthcare innovations.

e Integrate principles of health economics and value-based healthcare into product design and positioning.

e Lead and manage interdisciplinary teams to foster a culture of sustainable innovation.

o Assess the impact of digital health, Al, and data analytics on healthcare delivery.

e Construct robust business models for healthcare ventures and new service lines.

o Apply risk management frameworks specific to medical device development and deployment.

COURSE METHODOLOGY:

The training methodology at BIG BEN Training Center is designed to be immersive, interactive, and directly applicable to
the professional challenges faced by participants. This course eschews traditional lecture-heavy formats in favor of a
dynamic learning environment built on a foundation of real-world case studies, collaborative problem-solving, and expert-
led facilitation. Participants will engage in group workshops where they will dissect the success and failure of prominent
medical technologies, applying theoretical frameworks to practical scenarios. Interactive sessions will encourage debate
and discussion on complex topics such as ethical considerations in Al-driven diagnostics and strategies for securing
venture capital funding. The curriculum incorporates practical exercises, such as drafting a preliminary regulatory
submission plan or developing a value proposition for a novel digital therapeutic. This hands-on approach ensures that
learning is not just absorbed but also applied. Continuous feedback from the instructor and peers is a core component,
enabling participants to refine their understanding and strategic thinking throughout the five-day program, ensuring they

leave with tangible skills and a confident grasp of healthcare innovation management.

www.bigben-training.com




COURSE AGENDA (COURSE UNITS):

UNIT ONE: THE LANDSCAPE OF HEALTHCARE INNOVATION

Introduction to Medical Technology and Healthcare Innovation.

Historical Evolution of MedTech and Key Milestones.

The Healthcare Innovation Ecosystem: Stakeholders and Dynamics.

Understanding Disruptive vs. Sustaining Innovation in Healthcare.

Key Drivers of Change: Demographics, Policy, and Technology.

Introduction to Digital Health, Telemedicine, and Wearable Technology.

Global Health Challenges and Opportunities for Innovation.

UNIT TWO: MEDICAL TECHNOLOGY DEVELOPMENT LIFECYCLE

From Clinical Need to Concept Generation and Ideation.

The Stage-Gate Process for Product Development.

Prototyping, Design Controls, and Usability Engineering.

Fundamentals of Intellectual Property: Patents, Trademarks, and Trade Secrets.

e Managing Research and Development (R&D) Portfolios.

Pre-clinical and Clinical Trial Strategy and Management.

The Role of Biomedical Engineering in Innovation.

UNIT THREE: NAVIGATING THE REGULATORY AND QUALITY MAZE

Introduction to Global Regulatory Frameworks for Medical Devices.

e Deep Dive into the U.S. FDA Approval Pathways (510(k), PMA).

Understanding European CE Marking and the Medical Device Regulation (MDR).

Quality Management Systems (QMS) and ISO 13485 Standards.

Risk Management (ISO 14971) in Medical Device Design.

Post-Market Surveillance and Vigilance Requirements.

Cybersecurity and Data Privacy in Connected Medical Devices.
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UNIT FOUR: COMMERCIALIZATION AND MARKET ACCESS STRATEGIES

¢ Developing a Go-to-Market Strategy for MedTech Products.

e Healthcare Market Analysis and Competitive Intelligence.

e Pricing, Reimbursement, and Health Economics Fundamentals.

¢ Building a Compelling Value Proposition for Payers and Providers.
e Sales and Distribution Channel Management in Healthcare.

e Marketing and Branding for Medical Technologies.

e Navigating Health Technology Assessment (HTA) Bodies.

UNIT FIVE: FUTURE FRONTIERS AND STRATEGIC LEADERSHIP

e The Impact of Artificial Intelligence and Machine Learning in Medicine.
e Precision Medicine and the Future of Diagnostics.

e Ethical Considerations in Healthcare Technology and Innovation.

e Fostering a Culture of Innovation within Healthcare Organizations.

e Strategic Alliances, Partnerships, and Mergers in MedTech.

e Financing Healthcare Innovation: Venture Capital and Funding Models.

e Developing a Personal Leadership Plan for Driving Healthcare Innovation.

FAQ:

QUALIFICATIONS REQUIRED FOR REGISTERING TO THIS COURSE?

There are no requirements.

HoOW LONG IS EACH DAILY SESSION, AND WHAT IS THE TOTAL NUMBER OF TRAINING
HOURS FOR THE COURSE?

This training course spans five days, with daily sessions ranging between 4 to 5 hours, including breaks and interactive

activities, bringing the total duration to 20 - 25 training hours.
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SOMETHING TO THINK ABOUT:

How can healthcare organizations strategically balance the high-cost, long-term investment required for breakthrough

innovation with the immediate pressure to control operational costs and deliver short-term financial results?

WHAT UNIQUE QUALITIES DOES THIS COURSE OFFER COMPARED TO
OTHER COURSES?

This training course distinguishes itself by providing a holistic, 360-degree perspective on the entire healthcare innovation
journey, seamlessly integrating the technical, regulatory, and commercial dimensions of medical technology
management. While many programs focus narrowly on either the engineering aspects or the business side, this course
bridges that critical gap. We emphasize a practical, case-based learning model that moves beyond abstract theories to
dissect real-world successes and failures, enabling participants to understand the nuanced decision-making that
separates a groundbreaking idea from a market-leading product. The curriculum is meticulously structured to mirror the
actual lifecycle of a medical innovation, from identifying an unmet clinical need to navigating complex reimbursement
landscapes. Furthermore, the course places a strong emphasis on strategic leadership and fostering an organizational
culture conducive to innovation. Participants will not only learn the "what" and "how" of medtech management but also
the "why," equipping them with the strategic foresight to anticipate future trends and lead their organizations through the

next wave of healthcare transformation with confidence and competence.
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