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Background: The Life
Sclences Sector

The life sciences sector broadly refers to industries that
enhance human health through the production of
pharmaceuticals, the use of biotechnology in
healthcare and agriculture, and other tools related to
the development of therapies and diagnostics.

In Lithuania, the sector is expanding at among one of the
fastest rates in the EU, with a 170% expansion from
2022 to 2025
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2022 EU Statistics:

Human health technologies
and services generated:

* 9.5 million jobs

« EUR 622 billion in value

Primary production, food and
bio-based manufacturing
activities created:

« 18 million jobs

« EUR 785 hillion in value




Factors Influencing the Lithuanian Life
Sclences Sector
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Objective

Incentivize innovation in the Lithuanian life
sciences sector by creating a framework for a Life
Sciences Regulatory Sandbox.
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Definition

Aregulatory sandbox is a framework that allows
businesses to test innovative products under regulatory
supervision of the respective authority for a limited period of
time

Innovation Frameworks
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Current sandboxes in Lithuania:
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Why a Regulatory Sandbox in the
Life Sciences Sector?
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Eligibility

« Startups and small to medium-sized enterprises (SMES)

« Developing an innovative product which fulfills an unmet need in one of the two focus areas:
« Health technologies
* Novel foods

« The innovation must be a minimally viable product with high market potential

Health Novel
Advanced Technologies
therapeutic medicinal 9 - Medical devices: FOOdS
products (ATMPs) | I | Class I, lla, b, 1l |j
Biologics

Small molecules
Generic drugs
Herbal products
Orphan medicines

- Invitro o
Medicinal Medical diagnostic Biomass Precision Cellular
Products Devices devices: Class A fermentationillfermentation |l agriculture

Health technologies eligible for the sandbox include medicines and Novel foods eligible for the sandbox include those developed via
medical devices, as well as combination products cellular agriculture, precision fermentation, or biomass fermentation.

2.



i N

{4

Timeline

01. 02. 03. 04. O05. 060.

_ Application (up to 2 Participant Planning Phase (1-2 Implementation Exit
Project launch months) Selection (1-2 months) period (12 months)
(early 2026) _ months) _
Startups/SMEs fill Sandbox team and Services of the

Evaluation of results

out an application for Sandbox team participants sandbox are carried . :
NN : : and discussions of
participation in the selects companies  collaborate to outline out, regular progress
L . . : the next steps for the
sandbox for participation services that will be  update meetings are roduct
based on the provided, goals, and held with the P

eligibility criteria exit strategies Sandbox Team
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Outcomes

Short-term

Increase the innovation’s maturity level and
support high-value growth in the life sciences
sector by:

Reducing legal uncertainty

Accelerating time-to-market for innovative
products

Promoting collaboration among regulatory
bodies and companies

Long-term

Position Lithuania as a hub for life
sciences innovations by:

» Encouraging investments into local
companies

» Increasing international cooperation

* Promoting a favorable regulatory
environment
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Thank you!

Project Results: Connect on LinkedIn:

https://kurklt.It/ leva Juzumaite
|




	Slide 1
	Slide 2
	Slide 3: Factors Influencing the Lithuanian Life Sciences Sector
	Slide 4
	Slide 5: Definition
	Slide 6: Why a Regulatory Sandbox in the Life Sciences Sector?
	Slide 7
	Slide 8
	Slide 9: Timeline
	Slide 10: Outcomes
	Slide 11: Thank you!

