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Introduction

In Lithuania, the current contribution of the life sciences sector to the GDP is 2.6%, with the aim of increasing to 5%
by 2030." A key driver to transforming this sector is a supportive regulatory environment conducive to the formation
of innovative technologies.

Lithuania, as a European Union Member State, follows EU guidelines for regulatory approval of medicines, medical
devices, and novel foods. The current EU regulatory environment for the approvals of these products is marked by
shifting regulations and updates, such as the addition of the EU Artificial Intelligence (Al) Act, and recent updates to
the Medical Device Regulation (MDR), In Vitro Diagnostic Regulation (IVDR), and guidelines for novel foods
(Regulation (EU) 2015/2283). Innovators must be able to stay updated on these shifts to avoid time delays or cost
inefficiencies. This regulatory knowledge is most crucial for small-to-medium-sized enterprises (SMEs), which
represent about 90% of businesses and contribute up to 40% of national income in emerging economies.?

These companies are seeking approaches to test the viability of their product in a cost-effective and timely manner.
In current regulatory circumstances, promising innovations are high-risk, leading companies to abandon these
projects for ones with a clearer pathway to market, resulting in missed opportunities for innovation. Regulatory
sandboxes are potential solutions that offer a controlled framework for navigating regulatory requirements during
the testing of innovative solutions.

The Regulatory Sandbox Approach

The rise of innovative solutions in medicines, medical devices, and novel foods has led to the introduction of
regulatory sandboxes to allow innovators to test novel products under regulatory supervision during a limited time
period. These provide several benefits, including incentivizing innovation, increasing clarity between regulatory
authorities and innovators, and offering a clear pathway to market authorization.

The Life Sciences Regulatory Sandbox is a proposal designed to allow life sciences market participants to enter a
controlled environment, where the scope of activity is limited, for a limited amount of time to test health technology
and novel food innovations that bring benefit to society under the guidance and supervision of Innovation Agency

Lithuania.

Objectives and Goals

The long-term goal of the Life Sciences Regulatory Sandbox is to transform Lithuania into a hub for life sciences
innovation by encouraging the development of innovative technologies in the life sciences sector. This sandbox can
help encourage experimentation within a well-defined space and duration, where Innovation Agency Lithuania will
coordinate to provide various services to companies in the sandbox in order to:

¢ Reduce legal uncertainty
e Accelerate time-to-market for innovative products
e Promote collaboration among regulatory bodies and companies

The sandbox is not intended and cannot be used as a means to bypass legal and regulatory requirements.

1 https://lithuania.lt/governance-in-lithuania/lithuanias-life-sciences-sector-maintains-momentum/

2 https://www.worldbank.org/en/topic/smefinance
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Eligibility Criteria

The Life Sciences Regulatory Sandbox is open to Lithuanian startups and SMEs developing an innovation in one of
the two focus areas: health technologies or novel foods. Eligible participants must demonstrate that their innovation
fulfills an unmet need in society, is a minimally viable product (Technology Readiness Level 4-6), and has high
market potential. Applicants should have a clear understanding of how participation in the sandbox will support
their product development and must designate a representative who can dedicate 10 hours per week to sandbox
activities.

Health Technologies

This category includes medicinal products and medical devices intended for human use. This category also
includes drug-device combination products.

Medicines may include advanced therapeutic medicinal products (ATMPs), biologics, small molecules, generic
medicines, herbal products, orphan medicines, and others.

Medical devices include products regulated under the In Vitro Diagnostic Regulation (IVDR) and the Medical
Device Regulation (MDR). Devices incorporating Al components are also eligible to apply for the sandbox.

Novel Foods

Novel foods, according to the EU definition, are foods not consumed to a significant degree by humans in the
European Union before May 15, 1997.3 Novel foods eligible for the sandbox include those developed via cellular
agriculture, precision fermentation, or biomass fermentation.

Proposed Timeline
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Application Period (up to 2 months)

The application for the sandbox will be sent to Innovation Agency Lithuania. The application will be open for up to
two months. Once the application period closes, selection of the participants will begin.

Participant Selection (1-2 months)

The Sandbox Team will be a multidisciplinary group organized by Innovation Agency Lithuania. They will review
applications and select participants based on the evaluation criteria outlined above. Two startups and/or SMEs will

3 https://food.ec.europa.eu/food-safety/novel-food_en
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be selected to join the sandbox — one under the health technologies focus area and one under the novel foods
focus area.

Planning Phase (1-2 months)

The companies selected for the sandbox (the participants) will select a dedicated representative of the company
who will serve as the main point of contact between the company and the Sandbox Team throughout the entire
process. In collaboration with the Sandbox Team, the company's representative will

e Define test scenarios and expected outcomes

e Agree on services that will be provided during the implementation period
e Define criteria for a successful exit from the sandbox

e Discuss pathways for full market entry after the sandbox

Implementation Period (12 months)
The implementation period is 12 months. During this time, participants will provide regular progress updates to the
Sandbox Team, following the agreed-upon reporting schedule.

Exit
At the end of the testing period, participants will receive guidance on the next steps. A successful exit from the

sandbox will be defined in collaboration with the Sandbox Team and will depend on the specific goals defined at
the beginning of the process. Potential outcomes of a successful exit may include:

e Aclearly defined pathway to market entry

e Submission of regulatory documentation to the relevant authority for approval
e Entry of the product into the market

e Licensing or acquisition by a pharmaceutical or food industry company

Sandbox Evaluation and Monitoring

Innovation Agency Lithuania will regularly review and update the sandbox framework to ensure its continued
relevance. This includes revising participation guidelines, improving internal processes, and integrating lessons
learned from each cohort.

Evaluation Criteria
Sandbox activities will be evaluated based on indicators, including but not limited to:

e Progress on agreed test scenarios and outcomes

e Regulatory readiness or successful submission to regulatory bodies
e Level of innovation and potential public health impact

e Feedback from participants and regulators

e Time and resources required to reach key milestones

Feedback and Learning Loops

Structured feedback loops will be implemented to capture insights from each cohort. This may include workshops,
public webinars, and/or post-exit debriefs with participants. These findings will be shared with stakeholders to
inform future sandbox iterations.
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Sample Application to Enter the Life Sciences Regulatory Sandbox

Part I: Legal entity

Identification details

Name

Legal entity code

Legal form

Head office address

Correspondence address
(if different from the head office address)

Telephone number

Email address

Part II: Description of Innovation

A description of the innovation to be tested, including:

e Stage of development

¢ Intended use

e Why it‘s innovative

o Benefits/impact of the product to consumers

A description of regulatory barriers and support needed to move forward, including:

o How the company intends to progress the innovation
o Specific barriers that are blocking this progression
e Support anticipated in the sandbox, and how this support will address the barriers described
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B. Compliance with eligibility criteria

Criteria Supporting information

Innovation Classified as:

¢ Health Technology
(medicine, medical
device, combination
product)

¢ Novel Food

Stage of Development (TRL 4-6)

High market potential

(date of completion)

(First name, last name, and signature)



