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EMA and EISMEA streamline health innovation: 
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Navigating the European regulatory landscape for novel health technologies often feels like a protracted exercise 

in patience, particularly for small and medium-sized enterprises (SMEs). The process, historically fragmented, 

has frequently stalled promising innovations. But the European Medicines Agency (EMA) and the European 

Innovation Council and SMEs Executive Agency (EISMEA) now aim to change that, formalizing a collaboration 

to streamline the journey from concept to patient access.1

K E Y  TA K E AWAY S

º The Pivot: EMA and EISMEA have signed a working arrangement to integrate regulatory and funding 

support for health innovations.

º The Data: The initiative targets SMEs and innovators, aiming to provide early regulatory guidance and 

funding access.

º The Action: Clinicians should anticipate a potentially faster pipeline of novel therapies and devices reaching 

the European market.

The European Union's ambition to foster health innovation has often been hampered by a disconnect between funding 

mechanisms and regulatory pathways. Innovators, particularly those within SMEs, frequently struggle to align their 

development timelines with the EMA's stringent scientific advice procedures. This new working arrangement between 

the EMA and EISMEA directly addresses that friction, aiming to provide a more cohesive support system for emerging 

health technologies.1

The collaboration focuses on offering early regulatory guidance to companies receiving EISMEA funding, particularly 

those supported by the European Innovation Council (EIC) Accelerator and Pathfinder programs. These programs back 

high-risk, high-impact innovations, often from startups and SMEs, which frequently lack the internal regulatory expertise 

of larger pharmaceutical companies. The goal is to integrate regulatory foresight into the early stages of development, 

preventing costly delays later in the process.1

Integrating Regulatory and Funding Support
The core of this partnership involves EISMEA identifying promising health technologies within its portfolio that could 

benefit from early EMA engagement. This includes innovations like advanced therapy medicinal products (ATMPs), 

medical devices, and digital health solutions. The EMA will then provide tailored scientific advice, including guidance 

on clinical trial design, manufacturing, and quality aspects, long before a formal marketing authorization application.1

This proactive approach is intended to de-risk development for innovators. By receiving EMA feedback early, companies 
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can adjust their research and development strategies to meet regulatory requirements more efficiently. It also means 

that the EMA gains early visibility into emerging technologies, potentially allowing for more streamlined assessment 

processes once a formal application is submitted.1

The arrangement also includes provisions for joint training and information exchange between the two agencies. This 

aims to build a shared understanding of the challenges faced by innovators and the regulatory expectations. Better 

communication between the funding and regulatory arms of the EU could, in theory, create a more fertile ground for 

health tech development.1

The Practicalities for Innovators
For SMEs, the benefits are clear: direct access to EMA expertise, which can be invaluable in navigating complex 

regulatory requirements. This is particularly relevant for novel therapies that do not fit neatly into existing regulatory 

frameworks. The EMA's scientific advice can help shape development plans to ensure they generate the necessary data 

for a robust marketing authorization application.1

But the success of this initiative will hinge on its practical implementation. The EMA already offers scientific advice, 

and the EIC provides funding. The real test will be how effectively these two previously distinct processes are integrated. 

Will the advice be timely? Will it be actionable for small companies with limited resources? The Oxford Handbook of 

Health Care Management highlights the systemic challenges in coordinating such large-scale initiatives across European 

bodies, suggesting that seamless execution is rarely a given.1

The initiative also aims to foster a more predictable regulatory environment. Uncertainty around regulatory pathways is 

a significant deterrent for investors and innovators alike. By providing clearer guidance earlier, the EMA and EISMEA 

hope to reduce this uncertainty, encouraging more investment in European health innovation. This could lead to a more 

competitive European market for medical technologies.1

Still, the arrangement does not fundamentally alter the regulatory standards. Innovations will still need to demonstrate 

efficacy, safety, and quality to the same rigorous standards. What it offers is a clearer roadmap to meet those standards, 

rather than a shortcut. The onus remains on the innovators to generate high-quality data.1

The open-ended nature of the collaboration, described as a working arrangement rather than a binding legal instrument, 

is an obvious caveat. Its effectiveness will depend on the sustained commitment of both agencies and the willingness of 

innovators to engage with the early guidance. Whether this translates into a tangible acceleration of market access for 

critical therapies remains to be seen.

CLINICAL IMPLICATIONS

This formalized cooperation between the EMA and EISMEA signals a deliberate attempt to untangle the 

bureaucratic knots that have historically slowed health innovation in Europe. For clinicians, this could mean a 

more consistent flow of novel therapies and diagnostic tools reaching the market, potentially addressing unmet 

needs faster than before. The current system often leaves clinicians waiting years for promising treatments to 

clear regulatory hurdles, even after compelling trial data emerges.

The focus on early regulatory guidance for SMEs is particularly welcome. These smaller entities are often 

the source of truly disruptive technologies, but they frequently lack the resources to navigate the EMA's 

complex requirements without significant delays. If this initiative genuinely helps these companies align their 
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development with regulatory expectations from the outset, it could prevent many promising innovations from 

stalling in the pipeline.

But we must remain pragmatic. While the intent is good, the actual impact will depend on execution. Regulatory 

bodies are not known for their agility, and integrating processes across two large European agencies will 

present its own set of challenges. Clinicians should monitor whether this translates into a measurable reduction 

in time-to-market for new therapies, or if it simply adds another layer of consultation to an already lengthy 

process.

Ultimately, the goal is to get effective and safe treatments to patients faster. If this collaboration achieves that, 

even incrementally, it will be a net positive. If it merely creates more paperwork without accelerating access, 

then it will be another well-intentioned but ultimately ineffective bureaucratic exercise.
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