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1. Context and program presentation

Context

Medical devices (MDs) and in vitro diagnostic medical devices (IVD-MDs), hereafter collectively referred to as
MD/IVDs, are subjected to a strict regulatory framework. In particular, to access the European market, health
technology (health tech) companies must comply with the European regulations EU 2017/745 (MDR) or EU 2017/746
(IVDR) that guarantee the performance and safety of their devices for patients and healthcare professionals.

In addition, for digital medical devices, horizontal regulations may also apply to guarantee the protection, security of
medical data (General Data Protection Regulation, GDPR: EU 2016/679, Cybersecurity Act: EU 2019/881) and,
eventually, to guaranty the safety and respect of fundamental rights, in particular in case of Artificial Intelligence-
based technologies (Al Act proposal: COM(2021)206).

For commercialization within the EU market, these MD/IVDs are required to obtain CE certifications. However, laying
the necessary corporate foundations (e.g. implementation of a quality management system) and assembling of the
technical dossier for each medical product can be highly complex and turn into a big hurdle for start-ups and SMEs.

In this context, the Ministry of the Economy is sponsoring a new support program named “Fit 4 Innovation — Health
Tech Market (F4l — HT market), to build up regulatory expertise in Luxembourg, to simplify access to such expertise
for health tech companies and facilitate their regulatory strategic decision-making and their implementation, and thus
accelerate commercialization of their MD/IVDs.

In line with the government priorities, defined in the Data Driven Innovation Strategy highlighting a keen interest in
supporting competitiveness of digital health companies, the program was designed to cover the needs of all health
tech companies, with a specific attention to those developing digital technologies such as medical software, artificial
intelligence or data security algorithms.

Program presentation

The F4l — HT market program consists of in-depth support for health tech companies, intended to help them (i)
establish their regulatory roadmap for their innovative and new medical devices on the European market, and (ii)
identify and implement the necessary corporate procedures and documentation that are prerequisites to obtain CE
marking for new MD/IVDs.
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According to the program rules, companies, i.e. start-ups and SMEs, can request a Financial Aid under the Article 7 of
the amended Act of 17 May 2017 on the Promotion of Research, Development and Innovation™ from the Ministry
of the Economy to support their CE marking project (referred to as the company project).

The program involves external consultants, assessed by Luxinnovation according to rules in force at the date of the
application for the program, in charge of assisting the company through their project.

If the company project is approved, the Ministry of the Economy can co-finance the consultant fees for its mission
(referred to as the consultant mission), provided the company and the mission fulfill all mandatory conditions (more
details in the next sections).

Company project

The company project aims to establish the roadmap to CE marking for a specific, innovative and new MD/IVD. New

products are defined as goods or services that have never been commercialized by the company or that significantly
differ in their intended use from existing products, thus that are to be launched on a new market (here, in the medical
market). As previously mentioned, of particular interest are projects that focus on digital technologies (e.g. Artificial
Intelligence, mobile health, telemedicine, Big Data analytics...).

A typical CE marking process can be schematically broken down into eight steps, presented on figure 1. These eight
steps are aligned with the scope and eligible for funding in the context of the F4l — HT market program. Based on the
internal expertise of the company and on the maturity of the regulated product to be certified, the company project
can cover the whole process or only include specific steps.

Accepted projects must demonstrate how they will help the company unlock a strategic regulatory bottleneck at
company level or product level that is preventing them achieving their competiveness in the market. In other words,
it is essential to anticipate and highlight the projected economic impact of the project on the company.
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Figure 1: Schematic view of a typical CE marking process for MD/IVDs, described in eight steps
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Consultant selection

As a first step, it is recommended that the company discusses its regulatory needs with Luxinnovation in order to
outline a project that can address them. Following this initial meeting, Luxinnovation will suggest a few external
experts among the consultants enrolled in the program, appropriate for the project scope. The company is expected
to obtain unbinding quotes from several potential experts. Each consultant quote must describe the potential
consulting project with sufficient information in order for the company to thoughtfully select the consultant with
whom it will work within the framework of the F4l — HT market program (the details about the quote requirements
are provided in section 5. Consultant obligations).

Please, note that it is mandatory for the company to provide a minimum of three consultant quotes as part of its
application, as well as a justification of the ultimate consultant choice.

Although consultants enrolled in the F4l — HT market program have signed a commitment charter undertaking to
comply with the program methodology, it is the company’s responsibility to verify that the qualification of the
consultant and of any service providers who could intervene during the company mission fits its needs. In addition,
company should also ensure that the committed timeframe, the costs, deliverables and general terms regarding
confidentiality are aligned with the program and the company project.

Consultant mission

The consultant mission aims at assisting the company in their project. Thus, based on the company needs, the
consultant can either be involved in the overall CE marking process, from the identification of the applicable
regulations (Step 1) to the establishment of the post-market surveillance (Step 8), or he can only assist the company
during specific steps of the process.

The consultant mission proceeds as follow:

Action plan Action plan Completion

definition execution report

Scheme 1. Schematic representation of the steps of the consultant mission

First, the consultant defines a detailed action plan that should specify the steps in which the he will be involved, and
include a description of the main milestones to achieve through the program. Then, the consultant executes the action
plan, by supporting the company in the actions to be undertaken and/or by producing the deliverables identified in
the action plan. Finally, the consultant provides a completion report to the company, describing the outcome of its
mission and the potential next steps for the company to obtain certification for their MD/IVDs.
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Deliverables. At the beginning of the project, the consultant must provide an action plan to the company (see above).
If the action plan requires the consultant to be further involved in the CE marking process, the consultant continues
his mission with the company. After completing his mission (i.e. after completing the tasks assigned to the consultant
in the action plan), the consultant must send the company and Luxinnovation a written report including:

- the action plan proposed at the beginning of the project,
- completed by any documents attesting for the achieved milestones (e.g. listing of the applicable
standards, of the required testing, of the compiled technical documents...).

Methodology. The consultant support takes place in form of workshops, face-to-face when possible (respecting the
health precautions in force), and/or remotely. If possible, visit(s) of the company premises and product demonstration
should be organize to facilitate the consultant analysis.

The proposed action plan is the subject of a feedback meeting in the presence of Luxinnovation. The consultant mission
can stop at this step. However, if the action plan requires the consultant to continue his mission, a restitution meeting
with the company, the consultant and Luxinnovation is to be organized after completing the project.

Mission timing. The consultant mission shall not start before the submission of the company project to the Ministry
of the Economy and can start upon acknowledgment of receipt by the Ministry of the Economy of the demand for
state aid. The action plan must be established during the first eight (8) weeks of the project, starting from the signature
of the present contract. Overall, the F4l — HT market program should not represents more than twenty-five (25) days
of work by the consultant (including report writing and telephone interviews, in addition to the workshops indicated
above), and the consultant mission shall be realized within a period of twelve (12) months.

Fees and costs. The consultant's fees are calculated based on the daily rate, fixed by the consultant in the quotation,
and that does not exceed € 2,000.00 excluding VAT; thus, maximum budget of the consultant mission shall not exceed
€ 50,000.00 excluding VAT. In addition to the meetings and workshops indicated above, it should include reports
preparation and phone calls. Fees will be paid by the company under the conditions described in section 4. Company
obligations of this document. Travel costs and specific costs (e.g., software licenses fees or costs related to patents)
are not eligible. Luxinnovation can support companies to check the eligibility of these specific costs to state aids.
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F4l — HT market program timeline for applicant companies

The overall timeline of the F4l — HT market program, including the consultant mission, is outlined on scheme 2. Please,
note that the schematic and the hereinafter description present an overview of the main steps of the F4l — HT market
program, their requirements and their specifications. Additional information can be found in the other sections of this
document.

F4l - HT program for applicants

Company project

Reception of the pre-analysis
certificate by Luxinnovation Funding decision notice from

Acknowledgement of
the Ministry to the company

receipt from the Ministry
Submission of the online request of the Economy

form on Luxinnovation platform

Consultant "\ Preparation of \*\ k‘\ Evaluation of the K‘\ A';:IIC_E‘"O":(;':M \\ + Fees payment “\Il‘-‘ StateAid
Quotations " > the company x » pre-application by ‘:x , Vinistry ot the }x Consultant mission » to consultant ) paymentto )
selection / M / / N N / / Economyon / / Vs /
/ application  / / Luxinnovation  / / A / / bycompany // thecompany /
/ / / / MyGuichet.lu  / / /
\ Support from Luxinnovation in the preparation of the aid application Y 0
Action plan Action plan Completion
definition execution report

Signature of the “Terms
and Conditions” cantract

E S\
;2 Evaluation by the Ministry )x

8 weeks

12 months

Scheme 2. Schematic representation of the F4l — HT market program timeline for applicant companies

- Selection of the consultant. Before submitting its application, the company must select the consultant with
whom it will work within the framework of the F4l — HT market program from the list of approved experts.

- Application to the F4l — HT market program.

o With the consultant chosen, the company initiates its application by filling out the online form on
Luxinnovation platform.

o Once validated, Luxinnovation reviews the request to ensure it is in line with the program rules, and
then provide the company with a pre-analysis certificate.

o The company then prepares the full application file (including the pre-analysis certificate) and apply
for financial aid to the Ministry of the Economy, under the SME innovation scheme, using the online
assistant available on MyGuichet.lu.

Additional information on the application process is provided in section 3. Company application.

- Acknowledgement of receipt by the Ministry of the Economy. Once the company has submitted its demand
for state aid, the applicant receives a confirmation from the Ministry of the Economy, by way of an acknowledgment
of receipt of the financial aid application.

Please note that the acknowledgment of receipt is not a funding decision. At this stage, the consultant can start its
mission, with the company assuming the risk not to be funded by the expected state aid. Reasons of funding refusal
include, but are not limited to, company ineligibility, mismatch of the scope of the company project and that of the F4l
— HT market program or absence or invalidity of documents required within the application.
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- Start of the consultant mission, upon signature of the Terms & conditions contract. The consultant mission
and timing are described earlier in this section. Meetings with Luxinnovation throughout the mission shall allow for

directing the company to other appropriate aid schemes to pursue its project.

- After reception of application for financial aid for the F4l — HT market program, the Ministry of the Economy
evaluates the eligibility of the company and of the project, and then sends the company a funding decision notice.
If approved, the company will receive a positive funding decision notice from the Ministry, establishing the financing
conditions of the project.

- After completing the consultant mission, the company pays the consultant fees according to the terms
provided in the quote, and then sends a request for reimbursement to the Ministry of the Economy (section 6. Grant
of the aid). Only eligible costs linked to the consultant mission can be considered, thus reimbursed for State aid.

2.Company eligibility

To be eligible for the F4l — HT market program, the company must fulfil the criteria set out in the Research,
Development and innovation (RDI) aid schemes, in accordance to Article 7 of the amended Act of 17 May 2017 on the
Promotion of Research, Development and Innovation.?

For information, this document summarizes the applicable legislation. For further information about the eligibility
requirements, please see the General terms and conditions applicable to all financial aid for research, development
and innovation and the legal texts to which this document refers (section 9. Legal framework of the F4l — HT market
program).

In particular, the company must meet the following criteria:

- Have aregistered office in Luxembourg

- Have avalid establishment permit issued by the General Directorate for Small and Medium-Sized Enterprises
of the Ministry of the Economy

- Beclassified as an SME according to the European Recommendation 2003/361/EC of 6 May 2003,? concerning
the definition of micro, small and medium-sized enterprise (see below)

- Not be considered “undertaking in difficulty” (see below)

- Not carry out an activity that is excluded from state aid

- Have submitted the Aid Request application to the Ministry of the Economy prior to the commencement of
work related to the F4l — HT market program.
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3. Company application

As indicated before, the application must be submitted before the commencement of the work.

Supporting documents

The application for state aid must not least include the following information and documents:

- A copy of the company’s articles of association

- A copy of the business permit

- A copy of the CCSS certificate justifying the number of employees

- Bank details

- Account and balance sheet for the last two years for the applicant company and the group level

- At least three unbinding quotations (unsigned) from various consultants and a document explaining the final
consultant choice.

- Each business, which was established less than 3 years ago, is required to provide a business plan.

Any other supporting documents deemed useful can be attached to the application.
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Application process

The preparation of the application, including the selection of the consultant as well as the preparation of the financial
and project-related documents, can be done with the support from Luxinnovation.

Interested companies can apply for the F4l — HT market program at any time, following the two-step procedure below:

(1) Introduction of the company application on Luxinnovation platform
e The company first fills out the online form on Luxinnovation platform: the company will be asked to provide
information regarding its identification, the chosen consultant(s) as well as the description of the project to
be carried out in the F4l — HT market program.
e Luxinnovation will review the information provided by the company and ensure that the project is in line with
the program objectives and that the quote(s) comply with the program specifications.
e For positive evaluation, Luxinnovation will then issue (from the platform) a pre-analysis certificate, document

attesting that Luxinnovation has successfully carried out the pre-check phase. This document must be attached
to the application for financial aid to be submitted to the Ministry of the Economy (step 2).

(2) Application for financial aid to the Ministry of the Economy on MyGuichet.lu

e The company prepares the full application file (including the pre-analysis certificate) and apply for financial
aid to the Ministry of the Economy.

e Applications must be submitted using the online assistant available on MyGuichet.lu, under the financial aid
for SME innovation scheme.

e The person submitting the application (the applicants themselves or their representatives) must have a
LuxTrust product (e.g. Token, Smartcard or Signing Stick) or an electronic identity card.

e Once the application on MyGuichet.lu is finalized, the applicant companies will receive a notification,
confirming that the Ministry of the Economy has received their application. From this acknowledgment of
receipt, and upon signature of the present contract by the company, the project with the consultant can start
and, eligible costs linked to the consultant mission can be considered for reimbursement.

4.Company obligations

Collaboration

For the proper execution of the F4l — HT market program, the recipient company guarantees Luxinnovation and the
consultant the necessary access to its premises and the relevant equipment or infrastructure. If deemed necessary,
the company and the consultant will set up the necessary tools (communication and coordination tools) to allow
remote collaboration with the consultant.

The company undertakes to be available for the smooth running of the project throughout the duration of the
assignment of the approved consultant. At the outset of the mission, the company will designate a person responsible
for the project, main contact point of the consultant and Luxinnovation.
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Access to information

The company guarantees the consultant access to all the information necessary for the smooth running of the mission,
and in particular, access to the information and technical documentation related to the design, manufacturing,
operation and performance of the MD/IVDs, over the entire duration of the F4l — HT market project.

If any information deemed confidential is essential for the smooth running of the project, the company commits to
provide the information in another form (by opting for anonymization, for example) in order to guarantee secrecy. A
specific non-disclosure agreement (NDA) can be signed independently of the program if needed.

The company undertakes to communicate to Luxinnovation relevant information, available at the end of the
consultant mission, then along the whole device certification process, to allow for assessing the success of the
company project.

By taking part in the F41 — HT market program, the company accepts that Luxinnovation, the Ministry of Economy and
other public institutions, which commit to guarantee the anonymity of the data and of the company, will operate the
statistical data of its project.

Payment of the consultant fees

At the end of the consultant mission, upon reception of the consultant final report, the company undertakes to pay
the consultant according to the terms provided in the quote.

5. Consultant obligations

Consultants enrolled in the F4l — HT market program have signed a commitment charter, agreeing to commit within
the framework of the program. The template of the charter can be made available to the company.

The consultant undertakes to respect the clauses appearing in the specifications of the document Call for consultants
(Annex 1) organized by Luxinnovation, in particular concerning:

- The approach and methodology;
- The deliverables (action plan, milestones listed in the action plan & final report);
- The amount of remuneration.

Luxinnovation leaves it to the company to verify its agreement regarding data protection and confidentiality with the
consultant to ensure compliance with the General Data Protection Regulation (GDPR, (EU) 2016/679).¢)
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Quotation

The selected consultant undertakes to provide the company, beforehand its application for the F4l — HT market
program, with an unbinding quote, referring to the program, and including:

- A methodological note covering the essential elements of the mission (objectives, methodology,
deliverables...);

- The details of work packages (content, deadlines, costs) aligned with the methodology and approach described
above;

- The name of all consultants and service providers who will be involved in the company project;

- The daily rate (maximum of € 2,000.00 excluding VAT);

- The total cost of the mission (maximum of twenty-five (25) work days by the consultant);

- The payment terms.

It is important to note that no firm agreement (i.e. signed quote) between the company and the consultant should have
been set before the company application, as the costs of any items described in such agreement will not be eligible to
the financial aid.

6. Grant of the aid

The Ministry of the Economy evaluates the application for state aid against the SME innovation scheme. The Ministry
of Economy can award an eligible company with an eligible project a public aid up to a maximum of 50% of the total
eligible fees. The company will receive a Decision document by the Ministry of Economy, detailing the terms to fulfill.

Payment of the aid

After completion of the consultant mission, company requests the fees reimbursement from the Ministry of the
Economy, including the final consultant report, the consultant invoice and proof of payment in the request.

The Ministry of the Economy evaluates the payment request against the terms of the grant awarded.

The company agrees to reimburse funds at the Ministry's first request if reported not being used for the purposes and
conditions established with the State in the funding agreement.

7. Confidentiality & personal data

Luxinnovation will strictly consider confidential, and will refrain from disclosing, any information, document, data or
concept of which they gained knowledge throughout the work carried out with the company within the framework of
the F4l — HT market program, unless having received prior written consent from the company, and except to other
employees of Luxinnovation, for carrying out the purposes of any agreements to which Luxinnovation and the
company may hereafter agree on.
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Notwithstanding the foregoing, the Luxinnovation may, at its own discretion, communicate in whole or in part
Confidential Information to the Luxembourg Ministry of the Economy provided that such communication is needed
for the assessment of the company eligibility or the evaluation of the company project submitted to the Ministry of
the Economy for funding in the framework of the F4l — HT market program.

This confidentiality agreement will be effective upon signature of the present contract and will expire after five (5)
years. Unless early termination, upon written notice, this agreement will remain effective thirty days after mailing said
notice and the confidentiality obligations, described hereinabove, shall continue to apply for a period of five (5) years
after the expiration of the agreement.

Personal Data will be processed by Luxinnovation as a data controller, in compliance with the applicable data
protection legislation (i.e. the European regulation (EU) 2016/679 of the European Parliament and of the Council of 27
April 2016 on the protection of natural persons with regard to the processing of personal data and on the free
movement of such data, and repealing Directive 95/46/EC (General Data Protection Regulation, GDPR)® which
entered into force on 25 May 2018, replacing the Luxembourg Law of 2 August 2002, as well as any other subsequent
regulation). For any further information, please contact our Data Protection Officer (dpo@Iluxinnovation.lu).

8. Jurisdiction

The F4l — HT market framework described in this document is subject to Luxembourg Law. In the event of a dispute
relating to its existence, interpretation or execution, the courts of Luxembourg shall have sole jurisdiction.

9. Legal framework of the F41 — HT market program

(1) Law of 17 May 2017 on the promotion of Research, Development and Innovation:
https://legilux.public.lu/eli/etat/leg/loi/2017/05/17/a544/jo

(2) European Recommendation 2003/361/EC of 6 May 2003, concerning the definition of micro, small and medium-
sized enterprise:
http://data.europa.eu/eli/reco/2003/361/0j

(3) Regulation (EU) 2016/679, and repealing Directive 95/46/EC (General Data Protection Regulation):
http://data.europa.eu/eli/reg/2016/679/2016-05-04
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