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Editorial


The journey of building a MedTech start-up is both complex and full of opportunity. From the first idea to clinical validation, international market entry and, ultimately, a potential exit, founders must overcome numerous hurdles – regulatory, clinical, financial, and organisational.


This playbook provides a practical roadmap that highlights the critical tasks, milestones, and pitfalls along each stage of a company’s life cycle. It is designed not only to offer orientation but also to provide concrete, actionable recommendations – from pre-seed and seed to early-stage, growth, expansion, and exit.


Sustainable success in medical technology is not achieved by innovation alone – it requires the ability to integrate regulatory compliance, clinical evidence, market access, and operational excellence into a coherent strategy. Our goal with this publication is to equip MedTech teams, investors, and supporting partners with well-founded knowledge and proven methods, enabling them to make the right decisions at the right time.


This guide is the result of Congenius AG’s many years of experience in the MedTech industry and is intended as a practical navigation tool: flexible, adaptable to different products and markets, and always focused on the key success factors for each stage of growth.


We wish you, as founders, investors, or partners, an inspiring and realistic read – and, above all, every success in turning your vision into reality for the benefit of patients worldwide.
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1 Who should be reading this playbook?



From Pre-Seed to Exit: The Essential Playbook for MedTech Start-Ups is aimed at founders, founding teams, and managers of MedTech start-ups that are in one of the typical growth stages of a young company - from the pre-seed stage to the exit stage.


The content is particularly relevant for the following:


1. Founders & Early-Stage-Teams


Early stage start-ups will benefit from the structured checklists, strategic orientation, and a practical overview of regulatory, clinical, quality-related, and operational requirements. The guide helps to efficiently prioritise resources and avoid typical mistakes.


2. Business Developers & Strategy Managers


Those with a focus on market strategy, financing rounds, and roadmap planning will find targeted support in the guide for integrating regulatory and clinical aspects into business and investor logics.


3. Subject Matter Experts responsible in the areas of:




	Market Access & Reimbursement


	Regulatory Affairs


	Quality Management


	Clinical Affairs


	Operations & Production




The groups below will benefit from stage-specific checklists for identifying relevant tasks, planning internal resources, and assessing external support.


4. Investors, Incubators, & Funding Bodies


The guide can also serve as a structuring and evaluation aid for investors, incubators, or public funding bodies to provide start-ups with targeted support in the implementation of regulatory and market strategy milestones.


5. External Consultants & Interim Managers


The content provides a structured basis for operational support from experts, for example in the implementation of QMS systems, study planning, or the creation of technical documentation.




The following chapters are not only intended as a “guide” - they can be used as an operational navigation aid to enable well-founded decisions at each stage of the journey, taking into account the complexity of the MedTech ecosystem.
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2 Introduction



The development and scaling of a MedTech start-up is associated with considerable regulatory, clinical, technical, and market-related challenges. At the same time, the right prioritisation at every stage of the company life cycle is crucial for sustainable success and investor confidence.


As a rule, start-ups go through the stages shown below:


(Source: Basel Area Business & Innovation)




1 Pre-seed stage [image: ]









	Laying the foundation


	Ideation, testing, and analysis


	Validation of the hypotheses


	Clarifying market needs


	Understanding target group


	Conducting detailed market research


	Presenting your business plan to your network









2 Seed stage [image: ]









	Confirmation of market demand


	Gaining financial support


	Validating your business model


	Verifying hypothesis with a working prototype


	Finding the right market solution


	Making the right contacts


	Relying on multiple financial sources









3 Early stage [image: ]









	Reaching first round of venture capital funding


	Crafting minimum viable product (MVP)


	Establishing a sizeable customer base


	Achieving a steady stream of monthly revenue


	Presenting the return on investment (ROI) to the start-up’s investors









4 Growth stage [image: ]









	Scaling to a bigger market


	Maintaining long-term profitability


	Raising funding


	Identifying more diverse funding sources


	Expanding the team


	Aiming for healthy growth


	Counting on the right people









5 Expansion stage [image: ]









	Profitable and self-sufficient


	Aiming to expand


	Growth of at least 20% for 3 consecutive years


	Venturing into the global market


	Expanding to other market segments


	Considering acquisitions to accelerate expansion


	Relying on help, guidance, and strategic partnerships









6 Exit stage [image: ]









	Expanding by acquiring more companies


	Exploring the possibility of selling


	Deciding how to proceed


	Planning an exit strategy that meets your goals


	Seeking support from an effective legal team







This playbook offers founders and teams a structured and practical orientation aid to help them identify, plan, and implement relevant tasks along the entire company life cycle - from the pre-seed to the exit stage.


The focus is on a stage-based approach that enables the necessary activities in five central specialist areas to be managed in a targeted manner, and interdependencies to be identified:




	Market Access & Reimbursement


	Regulatory Affairs


	Quality Management


	Clinical Affairs


	Operations & Production




Specific questions, recommendations for action, and checklists are provided for each stage. The aim is to support start-ups in reaching regulatory and economic milestones in a forward-looking and resource-saving way - with or without external support.


The structured stage approach also serves as a basis for decision-making: based on the results obtained in one stage, an assessment can be made as to whether the transition to the next stage makes sense or whether strategic adjustments, rescheduling, or in-depth validation are required.




The guide can be used in various ways:




	As a strategic orientation framework in start-up and growth stages


	As a working basis for specialist managers and project teams


	As a communication and planning tool for investors, funding agencies, and partners




The content is based on Congenius AG’s many years of experience in the MedTech sector and can be individually adapted, expanded, or deepened within the framework of joint projects.













3 Pre-seed stage



The pre-seed stage is the earliest development stage of a start-up and forms the foundation for all subsequent growth stages. It typically covers a period of around 3 to 12 months, depending on the complexity of the idea, the available resources, and the speed of validation. During this stage, the focus is on fleshing out the business idea, analysing the market and competition, and developing an initial prototype or MVP (minimum viable product).


Other key activities include team building, initial tests with potential user groups, and the development of a viable business model. Initial financing measures - such as equity capital, Business Angels, or public funding programs - also play an important role. The aim of the pre-seed stage is to validate the business idea to such an extent that it is ready for further investment in the seed stage.


Typical activities in the pre-seed stage of a MedTech start-up


1. Problem validation & needs analysis




	Identification of a real medical or clinical need


	Discussions with doctors, nursing staff, and patients (e.g., through interviews, surveys)


	Analysis of existing solutions and their weaknesses




2. Initial technical concept development




	Development of a proof of concept (PoC) or sketch of the product


	Clarification of technical feasibility


	Selection of possible technologies or materials




3. Market & competition analysis




	Identification of target markets (e.g., diagnostics, therapy, monitoring & surveillance, rehabilitation & mobility, implants & prosthetics, hospital & practice supplies, digital & connected medical technology)


	Analysis of competitors and regulatory requirements


	Development of an initial business case


	Analysis of reimbursement and coding situation for potential application areas; preliminary early price assessment




4. Regulatory preliminary analysis




	Based on the market analysis, initial examination of MDR (Medical Device Regulation), IVDR (In-vitro Diagnostic Medical Devices Regulation), or FDA requirements


	Classification of the product (e.g., MDR class I, IIa, III, or IVDR class A-D etc.)


	Considerations regarding the selection of the Notified Body


	Consideration of clinical study and approval strategy




5. Team building & Advisory Board




	Establishment of a core team (technical, medical, business) with evaluation of necessary external support (service providers)


	Establishment of cross-company Risk Management (e.g., in accordance with ISO 31000)


	Recruitment of mentors or Advisory Board members with MedTech/clinical experience


	Definition of the vision, mission, purpose, and values of the company to be founded:







	Element

	Question

	Description





	Vision

	Where do we want to go?

	Long-term outlook for the future





	Mission

	What are we doing and how?

	Day-to-day business and target group





	Purpose

	Why do we really exist?

	Overarching  purpose/contribution to society





	Values

	What do we believe in?

	Code  of conduct and corporate culture







6. Preparation of funding & financing




	Applying for funding:







	Support program

	Stage

	Type of funding





	CH Innosuisse

	Early (Pre-seed/stage Seed)

	Project funding, coaching, internationalisation





	CH Venture Kick

	Pre-seed to Seed

	Up to CHF 1.15 mil in 3 stages and mentoring





	CH MedKap Early Stage

	Pre-seed/Seed

	Co-investment with private investors (equity)





	CH SECO Start-up Fund

	Early stage

	Federal loan for early-stage financing society





	CH SNSF Starting Grants 

	Research-related start-ups

	Code of conduct and corporate, up to CHF 1 mil for research-based projects





	CH Regional subsidies

	Early stage/Seed

	Cantonal, (e.g., Basel private, Area) or university-related





	EU EIC Accelerator 

	Seed to Scale-up (TRL 6–9)

	Up to €2.5 mil grant + €10 mil equity, coaching





	EU EIC Pathfinder 

	Early stage/ Research

	Up to €4 mil for visionary technology approaches





	EU Cascade Funding

	Early stage

	Sub-grants from EU projects (up to €300,000)





	EU ERC Grants

	Research

	Up to €2.5 mil for excellent scientists





	EU Enterprise Europe Network

	All stages

	Networking, advice, support with EU funding









	Preparation of a pitch deck and business plan


	Making contact with Angel investors or incubators (important: exchanging ideas with peers)




7. Intellectual Property (IP)




	Initial patent searches and protection of strategically important ideas
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