AmCham Healthcare, Medtech & Biotech Innovations Committee Members' White
Paper on the Reimbursement of Medical Devices

Abbreviations

CE certificate — CE certificate confirms that a product
has been assessed by the manufacturer and deemed
to meet EU safety, health and environmental protection
requirements.

C List — List of Reimbursable Medical Devices. C List

contains names of medical devices that are eligible for
reimbursement and is a pre-condition for medical
device to be included into the Pricelist and become
reimbursable to the insured patients.

Declaration of conformity — a mandatory document

that manufacturer or authorized representative need to
sign, to declare that a product comply with the EU
requirements.

Digital health solutions — usage of information and

communication technologies (ICT) to improve health
and healthcare delivery for both patients and providers,
encompassing a wide range of tools like wearable
devices, mobile apps, telehealth, electronic health
records, and artificial intelligence.

HTA — health technology assessment. This process

summarizes information about medical, economic,
social and ethical issues related to the use of a health
technology (such as medical device, medicinal
product, etc.). Usually, this process is precondition for
health technology to be reimbursed by the state.

Summary

Pricelist — List of Reimbursable Medical Devices. This
list contains the names of medical devices that are
reimbursed from the National Health Insurance Fund to
the insured patients.

Case Payment — a fixed amount hospitals receive for

treating a patient under the Diagnosis Related Groups
(DRG@) system. In Lithuania, the Australian DRG model
is used.

Top of Case Payment — an additional reimbursement

on top of the standard DRG tariff, designed to cover the
extra cost of innovative or high-cost medical devices
and therapies that are not fully included in the base
case payment.

Reimbursement — the process by which the

healthcare system cover the costs of medical devices,
therapies, or treatments.

Quality of life (QoL) — how well patients can live day-
to-day (independence, mobility, emotional well-being,
ability to perform daily activities).

Cost-effectiveness — compares the cost of a

treatment with the health benefits it brings, to judge
whether it is worth funding.

This white paper, developed by the Workgroup Members, highlights key challenges and
recommendations for improving the reimbursement system of medical devices and digital health
solutions in Lithuania. Current reimbursement frameworks lack robust quality-based and evidence-
driven criteria, resulting in market distortions, limited access to innovation, and outdated pricing
structures. Devices targeting smaller patient populations or offering significant functional and quality-of-
life improvements are undervalued, while evaluation processes remain focused on short-term cost

impacts.

l. Devices Reimbursed on Top of Case Payment1

' List of medical devices and medicines to be compensated on top of a case payment
(https://www.e-tar.lt/portal/lt/legalAct/37985700d56311e98c12b3138b15576c/asr).




Challenges

The current evaluation system favours devices targeting diseases with high prevalence or mortality, making it
difficult for treatments that improve outcomes in narrower patient populations to qualify for reimbursement.
Survival benefit is heavily weighted, while other important clinical outcomes — such as functional recovery,
fewer complications, or quality-of-life gains — are given limited influence. Although quality of life is evaluated
separately, it carries less weight in scoring. Devices that support patient independence, especially in non-
working populations (e.g., the elderly), are undervalued due to the focus on return-to-work metrics. Finally,
cost-effectiveness assessments focus on short-term budget impact, which penalizes innovative technologies
that generate long-term savings through better outcomes or fewer complications.

Recommendations

AmCham recommends expanding the evaluation of clinical benefit to include patient-reported outcomes,
functional restoration, and complication prevention. Quality-of-life improvements should be given equal
consideration alongside survival and workability. Broader outcome metrics should be used to assess
benefit, particularly for devices that do not impact survival but improve day-to-day function. The economic
evaluation framework should also shift toward long-term value, accepting real-world evidence and health
economic models that show overall system savings and improved patient care. Devices with higher upfront
costs but clear clinical benefits should not be automatically downgraded.

Il. Centrally Procured Medical Devices2
Challenges

Applicants are required to submit pricing information from at least five EU countries, yet such data is often
confidential and not publicly accessible. Pricing from countries with much larger patient populations are also
of limited relevance, since larger volumes impact the overall economic considerations for companies.
Moreover, the strict requirement to provide data from exactly five EU countries limits Lithuania’s ability to act
as a pioneer in adopting innovative therapies. Although either an HTA or clinical studies are accepted as
evidence of value, submitting additional documentation still creates unnecessary administrative burden. The
interpretation of social value criteria is unclear — devices that restore function by reducing pain may be
undervalued if misclassified as only improving quality of life. Innovation criteria give more weight to entirely
new devices than to improved versions of existing ones, delaying the adoption of better alternatives. If a
newer-generation device with a higher price replaces one already on the list, a full new application is
required, duplicating effort. Devices without comparators also struggle to meet the minimum score, as many
criteria rely on existing alternatives. Lastly, cost-effectiveness is judged mainly on price and direct outcomes,
leaving out improvements in usability, safety, or long-term efficiency.

Recommendations

2 List of medical devices and medicines to be procured centrally
(https://e-seimas.Irs.It/portal/legalAct/it/ TAD/TAIS.164247/asr).




AmCham recommends replacing the public pricing requirement with reimbursement levels from other EU
countries, which are more realistic and reflect true market conditions. International HTAs should be accepted
as sufficient evidence of value, with optional local context added. The definition of social value should be
clarified to ensure that devices restoring function — such as through pain reduction — are properly scored.
Criteria for innovation should equally value improved replacements and novel technologies. A simplified fast-
track process should be introduced for next-generation devices that enhance performance but share core
functionality with existing ones. Cost-effectiveness evaluations should consider long-term value, patient
safety, and system improvements, not only acquisition cost. Devices without alternatives should have clear
pathways to demonstrate broader impact and receive fair scoring.

To implement meaningful improvements in the reimbursement system, AmCham recommends establishing a
dedicated working group that includes representatives from the medical device industry, healthcare
institutions, professional associations, and other key stakeholders. This collaborative forum would enable a
transparent and evidence-based review of current procedures, facilitate the exchange of expertise, and
support the development of balanced, patient-centred evaluation criteria aligned with international best
practices.

lil. Reimbursement of medical devices through the List of Reimbursable Medical Devices
(C List)3

Challenges

Medical devices intended for outpatient treatment are reimbursed through the List of Reimbursable Medical
Devices, commonly referred to as the C List. To be included in the C List, medical devices must first undergo
a HTA. The C List contains general categories or types of medical devices rather than specific products.
After a medical device is added to the C List, a reimbursement application must be submitted for its inclusion
in the Pricelist. Once included in the Pricelist, the device becomes reimbursable for insured patients.

The current system allows medical devices to be added to the Pricelist without any quality-based criteria,
requiring only a CE certificate, a Declaration of conformity, and a user manual in the Lithuanian language.
As a result, high-quality devices are forced to compete on price with lower-quality alternatives within the
same reimbursement group. This often leads to higher-quality products being priced out of the market or
exiting the reimbursement system altogether. Additionally, many devices are listed on the Pricelist without
actually being supplied or are introduced in minimal quantities, distorting the market.

Another challenge is that new medical devices are subject to the same pricing rules as products that may
have been included in the group decades ago. This discourages innovation, as new products are either not
reimbursed or are forced to compete at outdated price levels, making market entry difficult and favouring
the import of cheaper, lower-quality devices.

3 C List (https://e-seimas.Irs.lt/portal/legalAct/It/ TAD/TAIS.110553/asr).




Finally, the formation of medical device groups lacks clear scientific methodology and is not based on robust
medical research or literature. The entire grouping and classification process is non-transparent and lacks
clarity.

Recommendations

AmCham recommends introducing clear, qualitative, and evidence-based criteria for the inclusion of medical
devices in the Pricelist, going beyond formal requirements. Additionally, AmCham suggests developing a
scoring or ranking system to incentivize and prioritize innovative, high-quality products.

AmCham further recommends regularly reviewing and updating reimbursement groups in line with
technological advancements, clinical effectiveness, and patient outcomes. Separate reimbursement groups
for new and innovative medical devices, with differentiated pricing to reflect their added value, should be
established within the Pricelist. Moreover, the criteria for grouping medical devices should be revised to
ensure they are based on objective, evidence-based, and medical standards.

Finally, AmCham advocates for stricter regulations requiring suppliers to demonstrate consistent market
supply and sales of listed devices in order to maintain their inclusion on the Pricelist — following the
example of existing practices in the pharmaceutical sector.

Iv. Reimbursement of digital health solutions
Challenges

Digital health has been on the rise for many years already, and nowadays, every country aims to have
comprehensive and value-adding digital health. To unlock the potential of digital health, there is a strong
need to develop a pathway for digital health solutions to enter the healthcare system. Digital health
solutions are no longer an add-on; these solutions can prevent and manage disease development, and
at the same time, digital solutions can significantly improve the efficiency of healthcare. Despite the
growing evidence, digital health solutions do not have a clear reimbursement pathway in Lithuania,
neither for patients nor specialists.

According to the recent report Going digital for non-communicable diseases by the World Health

Organization, an additional $0.24 per patient per year invested in telemedicine and digital health could,
over a decade, save over 2 million lives, add 5 million life-years, and avert 7 million acute events and
hospitalizations, yielding $199 billion in economic benefits4.

Recommendations

AmCham recommends developing a digital health solution reimbursement and financing model for the
Lithuanian healthcare system. A strong commitment to digital solution integration in healthcare has been

4 Please see here: https://uniatf.who.int/docs/librariesprovider22/default-document-library/final-240819-
bls23277-who-dhbc.pdf?sfvrsn=2fa0539 3.




shown in Germany by developing fast-track models for public financing of digital health solutions called
DiGA5. France has a Pecan6, a similar approach providing concrete procedures and evidence
requirements for digital health solutions entering publicly financed healthcare. Lithuania has particular
healthcare challenges, such as high chronic disease burden, mortality and prevention of cardiovascular
diseases, and an aging society is a challenge all over Europe. Digital health solutions can increase the

efficiency of healthcare, considering the lack of healthcare specialists in Lithuania.

By developing a clear digital health solution reimbursement and financing pathway, Lithuania will ensure

integrated healthcare development for the future, where technological advancements will work in synergy
with human excellence.

Final conclusions and call for action

Lithuania's current reimbursement systems for medical devices and digital health solutions face
significant challenges due to outdated, cost-centric, and non-transparent evaluation criteria. These
limitations hinder access to innovation, reduce patient outcomes, and discourage high-quality product
entry into the healthcare system.

Considering this, we call on the Ministry of Health, the National Health Insurance Fund, and other key

state institutions to take proactive and collaborative action. A dedicated multi-stakeholder working group
should be established to refine the current systems, ensuring transparency, adaptability, and fairness.
These reforms will not only improve patient outcomes and access to innovation but also strengthen
Lithuania’s healthcare sustainability and global competitiveness.

5 Please see here: https://www.bfarm.de/EN/Medical-devices/Tasks/DiGA-and-DiPA/Digital-Health-
Applications/ node.html.

6 Please see here: https://gnius.esante.gouv.fr/en/financing/reimbursement-profiles/digital-advance-care-
pecan.




