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Abstract 

This article examines the significant Go-to-Market (GTM) hurdles for medical technology (MedTech) startups operating in the 

DACH region, which includes Germany, Austria, and Switzerland. Market entry in this territory is heavily influenced by a 

rigorous regulatory framework consisting of the EU Medical Device Regulation (MDR), the In Vitro Diagnostic Regulation 

(IVDR), and the General Data Protection Regulation (GDPR). The research identifies that these startups often struggle with 

internal capacity to manage such multifaceted requirements, resulting in substantial product launch delays and heightened 

operational costs. For example, more than 70% of German MedTech startups have reported GTM delays specifically due to 

bottlenecks related to the MDR. The study highlights that the MDR, enforced since 2021, introduced stricter clinical evaluation 

needs and mandatory engagement with notified bodies, which has strained existing capacities and doubled review timelines in 

some instances. To navigate these challenges, the article explores the strategic integration of management technologies. This 

includes the use of regulatory information management systems, quality management software, and project management tools 

designed to improve the efficiency and effectiveness of GTM execution. A notable real-time use case utilizes Natural Language 

Processing (NLP) and Large Language Models (LLMs) to automate MDR documentation, reportedly reducing compliance 

preparation time by 70%. Ultimately, the research suggests that by embedding regulatory milestones directly into launch 

roadmaps and utilizing Regulatory Technology (RegTech) solutions, MedTech startups can transform compliance from a 

formidable barrier into a strategic competitive advantage within the DACH region. 
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1. Introduction 

1.1. Background 

The DACH region represents one of the most dynamic yet 

tightly regulated MedTech markets in the world. Germany 

alone accounts for over 25% of the European medical device 

market, with Austria and Switzerland contributing signifi-

cantly through innovation and cross-border collaboration [5]. 

However, startups in this region face a formidable regulatory 

landscape shaped by the EU Medical Device Regulation 

(MDR), In Vitro Diagnostic Regulation (IVDR), and the Gen-

eral Data Protection Regulation (GDPR). 
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The MDR, enforced since May 2021, has redefined compli-

ance expectations by introducing stricter clinical evaluation 

requirements, enhanced post-market surveillance, and manda-

tory engagement with notified bodies [7]. In Switzerland, alt-

hough not an EU member, the Federal Office of Public Health 

(FOPH) has aligned its regulatory framework with MDR, cre-

ating additional complexity for cross-border startups [9]. Aus-

tria, while smaller in market size, follows EU directives 

closely and has seen a surge in digital health startups navi-

gating these new rules [1]. 

The medical technology lifecycle unfolds through distinct 

stages, each involving different levels of Health Technology 

Assessment (HTA). It starts with basic research (very early 

HTA), where entrepreneurs identify healthcare problems and 

conceptualize solutions amidst significant unknowns about 

market viability, efficacy, and health outcomes [20, 33]. The 

next phase, translational research (early HTA), focuses on de-

veloping a proof-of-principle and a prototype, enabling more 

informed assumptions about the technology’s future despite 

lingering uncertainties. Following this, clinical trials rigor-

ously test the technology’s safety and effectiveness. Upon suc-

cessful completion, regulatory approval (e.g., CE mark) is 

sought. The final stage involves market entry and scaling 

through a well-developed business model (mainstream HTA), 

where prior cost-effectiveness estimates are validated with 

real-world data, and the technology’s value proposition is tai-

lored to meet stakeholder demands [15]. 

 
Figure 1. MedTech Commercialization Pathway. 

1.2. Research Gap 

The text highlights the problem "Startups often lack the in-

ternal capacity to manage these regulations," "delays in prod-

uct launches and increased operational costs" but doesn't de-

tail what specific strategies MedTech startups in DACH are 

employing to overcome these GTM compliance challenges. 

Even more crucially, it doesn't evaluate how effective these 

different strategies are [10]. 

Startups often lack the internal capacity to manage these 

regulations, leading to delays in product launches and in-

creased operational costs. According to Spectaris [15], over 70% 

of German MedTech startups reported GTM delays due to 

MDR-related bottlenecks, with similar trends observed in 

Austria and Switzerland. 

The DACH region—comprising Germany, Austria, and 

Switzerland—represents one of the most dynamic yet tightly 

regulated MedTech markets in the world. Germany alone ac-

counts for over 25 percent of the European medical device 
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market, with Austria and Switzerland contributing signifi-

cantly through innovation and cross-border collaboration [5]. 

1.3. Research Objective 

To evaluate the perceived effectiveness of different GTM 

strategies adopted by MedTech startups in the DACH region 

in mitigating compliance-related challenges from MDR, 

IVDR, and GDPR, exploring variations across device classi-

fications and startup maturity. 

Startups in this region face a formidable regulatory land-

scape shaped by three core frameworks: the EU Medical De-

vice Regulation (MDR), the In Vitro Diagnostic Regulation 

(IVDR), and the General Data Protection Regulation (GDPR). 

The MDR, enforced since May 2021, has redefined compli-

ance expectations by introducing stricter clinical evaluation 

requirements, enhanced post-market surveillance, and manda-

tory engagement with Notified Bodies for conformity assess-

ment [7]. 

Under MDR, devices are classified into four risk classes (I, 

IIa, IIb, III), each requiring a tailored conformity assessment 

by a Notified Body. A surge in applications has strained Noti-

fied Body capacity, often doubling review timelines. The in-

troduction of a mandatory Unique Device Identification (UDI) 

system and the rollout of the EUDAMED database have added 

layers of administrative overhead for manufacturers and eco-

nomic operators [15]. 

Digital health innovations face the dual challenge of 

MDR/IVDR compliance and stringent GDPR requirements 

for patient data. Startups must implement privacy-by-design 

principles, secure data storage, and breach notification pro-

cesses. National variations—such as Switzerland’s Federal 

Act on Data Protection (FADP) and Germany’s Telemedia 

Act—further complicate a unified approach to cybersecurity 

and consent management [9]. 

Market access pathways vary across the DACH region. 

Germany’s DiGA fast-track for health apps offers reimburse-

ment under statutory health insurance, Austria relies on the 

Leistungserfassungs- und vergütungssystem (LKF) hospital 

financing system, and Switzerland uses its TARMED tariff 

framework. Navigating these divergent reimbursement land-

scapes requires tailored commercial strategies alongside reg-

ulatory approval [1]. 

Startups often lack the internal capacity to manage these 

multifaceted requirements, leading to delays in product 

launches and increased operational costs. According to SPEC-

TARIS et al. [15], over 70 percent of German MedTech 

startups reported go-to-market delays due to MDR-related 

bottlenecks, with similar trends observed in Austria and Swit-

zerland. 

1.4. Research Question 

To identify and describe the specific Go-to-Market (GTM) 

strategies employed by MedTech startups in the DACH region 

to navigate MDR, IVDR, and GDPR compliance challenges, 

with a particular focus on the integration and utilization of 

management technologies (such as regulatory information 

management systems, quality management software, and pro-

ject management tools) to enhance efficiency and effective-

ness. 

1.5. Relevance to Management Technology 

"Integration and utilization of management technologies": 

This directly points to the research area. 

"(such as regulatory information management systems, 

quality management software, project management tools)": 

These examples provide concrete types of management tech-

nologies that would be relevant in this context, guiding the re-

search focus. 

"To enhance efficiency and effectiveness": This clarifies 

why these technologies are relevant – they are used to improve 

how GTM and compliance are managed. 

2. Core GTM Challenges and Strategic 

Planning in DACH Region 

2.1. Regulatory Fragmentation and 

Interpretation 

Regulatory fragmentation remains a central barrier for 

MedTech startups navigating the DACH region. Despite the 

harmonizing intent of MDR and IVDR, national competent 

authorities interpret key provisions—such as software as a 

medical device (SaMD) classification—through distinct 

lenses. In Germany, the BfArM has released supplementary 

guidance requiring granular risk assessments for SaMD, 

whereas Austria’s BASG encourages early-stage dialogue 

with notified bodies to preempt classification disputes [3]. The 

divergence in practical applications extends beyond mere clas-

sification: it permeates expectations for clinical evidence, la-

beling language, and post-market vigilance procedures. Con-

sequently, startups must maintain parallel compliance blue-

prints, adapting technical documentation and quality-manage-

ment processes to satisfy each jurisdiction’s idiosyncrasies. 

2.2. Talent Shortages and Resource Constraints 

Human capital deficits in regulatory affairs amplify the 

complexity of GTM planning. A recent MedTech Europe sur-

vey found that 68% of German and Austrian startups lack ded-

icated in-house compliance teams, forcing reliance on external 

consultants with steep hourly rates and variable domain exper-

tise [12]. Beyond cost pressures, this outsourcing model intro-

duces latency in decision-making: third-party advisors must 

first familiarize themselves with the product’s underlying sci-

ence, market positioning, and development strategy. Aca-
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demic research corroborates that firms with embedded regula-

tory specialists accelerate certification processes by up to 30%, 

underscoring the value of internal capacity-building [16]. 

2.3. Notified Body Bottlenecks 

The scarcity of MDR-designated notified bodies in Germany 

and Austria has translated into protracted conformity-assessment 

backlogs, with some timelines extending beyond 12 months [32]. 

Swiss manufacturers, no longer covered by pre-MDR mutual-

recognition agreements, confront parallel audits for EU and 

Swiss market entry—often duplicating technical-file reviews and 

clinical-evaluation reports [7]. Academic analyses reveal that no-

tified-body capacity constraints correlate strongly with device 

risk class: higher-risk (Class IIb/III) submissions experience av-

erage delays 40% longer than Class I/IIa products [17]. 

2.4. GDPR and Data Localization 

Startups integrating AI algorithms and remote-monitoring 

platforms face a dual-compliance dilemma: stringent GDPR 

requirements for patient consent and data security, plus na-

tional mandates for onshore data residency. Germany’s Tele-

media Act and Switzerland’s FADP impose explicit localiza-

tion rules, requiring health-data storage on servers physically 

located within national borders [18, 19]. This compartmental-

ization complicates cloud-native solutions, escalating infra-

structure investments and mandating multi-jurisdictional pri-

vacy-impact assessments. Comparative studies indicate that 

companies adopting privacy-by-design frameworks reduce 

breach incidents by 25%, illustrating the long-term benefits of 

proactive data governance [20]. 

2.5. Market Assessment and Segmentation 

Robust TAM, SAM, and SOM analyses underpin sound 

GTM strategies in DACH. Literature highlights the im-

portance of granular segmentation, differentiating hospital 

systems from ambulatory-care networks and distinguishing 

public-payer reimbursement tracks from private-insurer mod-

els [21]. Moreover, regulatory risk‐class overlays guide prior-

itization: low-risk devices often achieve faster market uptake, 

freeing resources to invest in higher-risk, higher-reward prod-

ucts. Case studies from Eucomed emphasize that dynamic 

segmentation continually refreshed with real-world data 

yields more accurate sales forecasts and identifies under-

served clinical niches. 

2.6. Value Proposition, Positioning, and Pricing 

A compelling value narrative in DACH markets marries 

clinical efficacy with cost-savings and workflow optimization. 

Research shows that payers and hospital procurement officers 

prioritize evidence of reduced length-of-stay and lower total-

cost-of-care metrics [22]. Tailored messaging—aligned with 

Germany’s DiGA fast-track, Austria’s LKF hospital financing, 

and Switzerland’s TARMED tariff negotiations—reinforces 

local relevance. Health-economic modeling, when substanti-

ated by robust cost-utility analyses, speeds reimbursement ap-

provals by demonstrating clear return on investment for each 

stakeholder group [1]. 

2.7. Integrating Compliance Milestones into 

GTM Timelines 

Embedding regulatory milestones into launch roadmaps trans-

forms compliance from a blocker into a strategic enabler. Best 

practices recommend Gantt charts that layer MDR/IVDR con-

formity assessments, clinical study timelines, PMCF require-

ments, and EUDAMED UDI registrations [23, 30]. Assigning 

RACI matrices ensures accountability across regulatory affairs, 

quality, R&D, and commercial teams. Empirical evidence sug-

gests that projects with integrated milestone tracking achieve 

20% fewer schedule overruns and reduce ad-hoc regulatory que-

ries by fostering transparent progress reporting. 

2.8. Distribution and Partnership Management 

Choosing the right distribution model hinges on a partner’s 

regulatory expertise, market footprint, and service capabilities. 

Literature on channel strategy in regulated industries empha-

sizes that distributors with deep notified-body relationships 

and local‐language labeling proficiency accelerate market en-

try [29]. Collaboration with academic centers, innovation 

hubs, and KOL networks for pilot studies not only bolsters 

clinical credibility but also paves the way for early adoption 

and smoother reimbursement negotiations. 

2.9. Success Metrics, Continuous Feedback, and 

Risk Mitigation 

Defining leading and lagging indicators is critical for sus-

tained GTM success. Leading metrics such as regulatory mile-

stone completion rates, notified‐body engagement frequency, 

and early pilot site activations signal readiness for scale. Lag-

ging indicators: first sales, reimbursement approval times, and 

market share relative to incumbents- measure ultimate com-

mercial success. Establishing voice-of-customer loops during 

PMCF and iteratively incorporating field-feedback closes the 

gap between product design and real-world performance, mit-

igating downstream risk and informing next-generation device 

improvements. 

3. Real-Time Use Cases from the DACH 

Region 

3.1. Cool AI (Germany): Automating MDR 

Compliance 

Cool AI, a Munich-based startup, developed a RegTech 
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platform that automates MDR documentation using NLP and 

large language models [4]. By integrating with ERP systems 

and offering multilingual support, Cool AI reduced compli-

ance preparation time by 70% for early-stage MedTech firms 

[24]. Their collaboration with BfArM helped refine their algo-

rithms to meet German-specific regulatory nuances. 

Cool AI’s success illustrates the potential of AI-driven com-

pliance tools in overcoming GTM delays. Their phased rollout, 

starting with German clients and expanding to Austria, 

demonstrates strategic localization in a fragmented regulatory 

environment [24, 31]. 

3.2. CardioTrack (Austria): Navigating IVDR 

for Diagnostic Wearables 

CardioTrack, a Vienna-based startup, developed a wearable 

ECG monitor classified under IVDR. Initially categorized as 

Class B, the device was reclassified as Class C due to its diag-

nostic capabilities, requiring more rigorous clinical validation. 

The startup partnered with the Medical University of Vienna 

to conduct trials and engaged early with Austria’s BASG to 

streamline approval [1]. 

This case highlights the importance of academic partner-

ships and proactive regulatory engagement in Austria’s 

MedTech ecosystem. 

3.3. NeuroSense (Switzerland): GDPR and 

Cross-Border Data Challenges 

NeuroSense, a Zurich-based startup, developed a neu-

rofeedback device that collects real-time brainwave data. 

Their initial cloud infrastructure stored data in Germany, trig-

gering compliance concerns under Swiss data protection laws. 

After consultation with Swiss MedTech and FOPH, the com-

pany migrated to a Swiss-based cloud provider and imple-

mented privacy-by-design protocols [25]. 

NeuroSense’s experience underscores the importance of 

aligning data governance with national regulations, especially 

in Switzerland’s post-MDR landscape. 

4. Strategic Solutions for DACH 

Startups 

4.1. RegTech Adoption and Localization 

Platforms like Cool AI are increasingly vital for startups in 

the DACH region. By automating documentation and offering 

jurisdiction-specific guidance, RegTech tools reduce compli-

ance friction [2]. Startups should prioritize platforms that sup-

port German, Austrian, and Swiss regulatory nuances [11, 26]. 

4.2. Building Internal Regulatory Capacity 

Investing in regulatory talent is essential. DACH startups 

are partnered with universities such as TU Munich and ETH 

Zurich to develop training programs in regulatory science. 

These collaborations help build long-term internal capacity 

and reduce reliance on external consultants [27]. 

4.3. Early Engagement with Authorities 

Startups should engage early with BfArM, BASG, and 

FOPH to clarify classification and documentation expecta-

tions. Regulatory sandboxes, such as those piloted in Austria, 

offer controlled environments for testing innovative devices 

[13, 14]. 

4.4. Data Governance and Infrastructure 

Planning 

GDPR and national data laws require robust data govern-

ance. Startups must implement encryption, consent manage-

ment, and localized data storage. Partnering with compliant 

cloud providers in the DACH region ensures smoother GTM 

execution [6, 28]. 

5. Conclusion and Outlook for DACH 

MedTech Startups 

The DACH region offers immense opportunities for 

MedTech innovation, but startups must navigate a dense reg-

ulatory landscape to succeed. MDR, IVDR, GDPR, and the 

EU AI Act present overlapping challenges that require strate-

gic planning, technological adaptation, and localized expertise 

[8]. 

Real-time use cases from Germany, Austria, and Switzer-

land reveal the importance of RegTech, academic partnerships, 

and proactive engagement with regulators. As the regulatory 

environment continues to evolve, startups must adopt a com-

pliance-first mindset and leverage emerging tools to acceler-

ate their GTM journey. 

Looking ahead, the integration of explainable AI, predictive 

analytics, and cross-border regulatory harmonization will 

shape the future of MedTech in the DACH region. With the 

right strategies, startups can transform compliance from a bar-

rier into a competitive advantage. 

Abbreviations 

LLM Large Language Model 

NLP Natural Language Processing 

AI Artificial Intelligence 

SWOT Strength, Weakness, Opportunity, Threat 

PESTLE Political, Economic, Social, Technological, 
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MedTech Medical Technology 

DACH Germany, Austria, Switzerland Regions 
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