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Introduction

Lithuania’s life sciences sector benefits from prominent governmental support, alignment with European Union (EU)
and global regulations, and a quickly growing startup ecosystem. Interviews with stakeholders across public
institutions, companies, consultants, and universities uncovered several opportunities to modernize processes and
improve accessibility to ensure Lithuania‘s competitiveness in this sector.

The following recommendations are listed in order of importance:

Recommendations

Build Scale-Up and Biomanufacturing Capacity

Early-stage investments remain strong, but there are fewer opportunities for late-stage funding. Therefore, scaling
up remains a challenge, especially for companies developing health technologies and novel foods that require
qualified laboratories and manufacturing facilities."

Cellular Agriculture Netherlands provides a strong example of investing in shared scale-up facilities to increase
innovation in the food technology sector.2 Stakeholders in Lithuania‘s life sciences sector have an opportunity to
create similar organizations and dedicate investments to scale-up initiatives.

Recommendations:

e Build on existing partnerships and working groups and encourage the formation of organizations that can
coordinate shared scale-up initiatives to support startups.
e Expand government programs to support scale-up capacities.

Establish Notified Bodies in Lithuania

As of August 2025, Lithuania has no designated Notified Bodies qualified to assess and approve medical devices
under the EU Medical Device Regulation (MDR) and EU In Vitro Diagnostic Regulation (IVDR).3* Therefore, local
manufacturers rely on Notified Bodies in other EU countries, creating additional delays and costs.

Recommendations:

e Support the establishment and accreditation of at least one local Notified Body.
e Offerincentives and guidance to institutions seeking accreditation.

Address Gaps in Regulatory Expertise

In the context of constant updates to EU regulations, there is a growing need for specialized regulatory expertise.
Interviews with companies revealed a desire for more communication with regulatory bodies in the public sector to
receive tailored guidance. However, differing priorities and limited resources make it challenging for regulators to
provide this level of support, prompting companies to seek advice internationally.

Recommendations:

1 https://techfundingnews.com/from-baltic-underdog-to-europes-tech-giant-how-lithuanias-innovation-ecosystem-
grew-39x-in-10-years/

2 https://en.cellulaireagricultuur.nl/scale-up

33 https://webgate.ec.europa.eu/single-market-compliance-space/notified-bodies/notified-body-
list?filter=legislationld:34,notificationStatusld: 1

4 https://webgate.ec.europa.eu/single-market-compliance-space/notified-bodies/notified-body-
list?filter=legislationld:35,notificationStatusld: 1
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e Facilitate ongoing professional development initiatives in the public sector on EU regulatory frameworks to
ensure that regulators and stakeholders are aligned with the most recent developments.

o Establish a proactive policy division within a public sector institution that is able to drive collaboration, such
as the Food and Drug Administration‘s (FDA) Office of Regulatory Policy, which develops and interprets
drug-related regulations and guidance and coordinates policy development. It also allows stakeholders to
provide input on regulatory policy.

Improve Accessibility to Government Agency Websites

Increasing the accessibility and clarity of information provided by national authorities in Lithuania is essential. In
particular, expanding English language content can allow international researchers and stakeholders to better
understand Lithuania‘s regulatory environment.

Recommendations:

e Allow regular updates to ensure accurate, bilingual content.
e Conduct periodic audits to update links and documents.

Increase Digitization of Informed Consent Forms

Currently, research consents in Lithuania are largely paper-based, creating administrative burdens for both
applicants and regulators. The Lithuanian Bioethics Committee has set out recommendations for providing informed
consent through digital means. Following these recommendations would:

e Improve transparency and efficiency of ethics approvals.
¢ Enable secure, long-term storage and audit trails.
e Ensure Lithuania is aligned with EU e-governance best practices in research ethics.



