Life Sciences Regulatory Sandbox Proposal

Introduction

e In Lithuania, the current contribution
of the life sciences sector to the
GDP is 2.6%, with the aim of
increasing it to 5% by 2030.

e Akey driver to transforming this
sector is a supportive regulatory
environment conducive to the
formation of new technologies.

Problem

¢ In current regulatory circumstances,
promising innovations are high-risk, leading
companies to abandon these projects for
ones with a clearer pathway to market. This

results in missed opportunities for innovation.

Lithuania has regulatory sandboxes in
various sectors to incentivize innovation, but
the life sciences sector remains without an
operational regulatory sandbox.

Solution

Innovation Agency Lithuania plans to
implement a Life Sciences Regulatory
Sandbox, which will provide a
controlled environment under
regulatory supervision, where the
scope of activity is limited for a defined
time period, to test health technologies
and novel food innovations that bring
benefit to society.

Pilot testing is scheduled to begin in
early 2026. The initiative primarily
targets startups and small to medium-
sized enterprises (SMEs), which are
most affected by regulatory
uncertainties and complexities. Key
objectives of the sandbox include:

Reducing legal uncertainty

Accelerating time-to-market for
innovative products

Promoting collaboration among
regulatory bodies and companies

Long-term Outcomes

Position Lithuania as a hub for life sciences innovations by:
Encouraging investments into local companies
Increasing international collaboration

Promoting a favorable regulatory environment for the safe development of
innovative technologies in the life sciences sector
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Services of the
sandbox are carried
out, regular progress
update meetings are

held with the

Sandbox Team

Sandbox team and
participants
collaborate to outline
services that will be
provided, goals, and
exit strategies

Startups/SMEs fill
out an application for
participation in the
sandbox

Evaluation of results
and discussions of
the next steps for the
product

Sandbox team
selects companies
for participation
based on the
eligibility criteria
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