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AGREEMENT ENTERED INTO AMONG THE MEDICINES EVALUATION BOARD,
THE UNIVERSITY OF IOANNINA AND ASS. PROFESSOR MR. STAVROS
NIKOLAKOPOULOS

Agreement number C1190

The undersigned

1) The University of loannina (UOI), Special Account of Research Funds/E.L.K.E., having its
seat at the University Campus, 45110 loannina, Greece, Tax Reg. No. 090163356 A' - B'
D.0.Y. loannina, hereby legally represented by Prof. Theodoros Matikas, Vice Rector of
Research, Innovation & Development of UOI and President of the Research Committee of
E.L.K.E., hereinafter referred to as "Contractor/E.L.K.E."

2) The Medicines Evaluation Board Agency, having its seat at Graadt van Roggenweg 500 in
Utrecht, the Netherlands, hereby legally represented by its director P.A. Loekemeijer, hereinafter
referred to as "the Client"

and

3) As a third contracting party Mr. Stavros Nikolakopoulos, Assistant Professor, Department of
Psychology of UOI, hereinafter referred to as "the Scientifically Responsible”

Each referred to individually as the Party or jointly as the Parties

Whereas

(A) The Client requires the services of experts who have the specific knowledge necessary to
assess medicine dossiers that the Client receives;

(8) The Client wishes to utilise the expertise and/or capacity available from the Contractor for
the purpose of certain tasks and assessments. The Contractor is willing and able to provide
the services required by providing the Client with the services of one of its members of
academic staff,

(C) The Scientifically Responsible shall not carry out the tasks in question in replacement of a
member of academic staff of the Client but in the context of the provision of services that
help the Client to complete assessments because the Client lacks the capacity or knowledge
necessary to carry out an assessment properly;

(D) The Parties solely wish to enter into this agreement to carry out assessments for the Client
on the basis of an agreement for the provision of services within the meaning of Section 400
et seq. of Book 7 of the Dutch Civil Code (Burgerlijk Wetboek);

(E) The Parties expressly do not intend to enter into an employment contract between the client
and the Scientifically Responsible within the meaning of Sections 610 et seq. and 690 et
seq. of Book 7 of the Dutch Civil Code;

(F) Assistant Professor Mr. S. Nikolakopoulos as the Scientifically Responsible, hereby
assumes the responsibility for the completion and verification of the project's scientific
work according to the provisions of art. 56 L. 4485/2017 (GG' A' 114/04.8.2017).

(G) The Unit of Financial and Administrative Support of the Special Account of Management of
Research Funds hereby undertakes solely and exclusively the management of the project's
funds, in accordance with the of art. 234 par. 3 L. 4957/2022 (GG’ A’ 141/21.7.2022) and
those included in the Guide of Research Finance of the University of loannina

(H) In all cases, the Contractor itself shall be responsible for the correct payment of taxes and
for ensuring that it pays wage and other taxes and contributions, including national
insurance and employee insurance contributions, correctly and on time.
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Agree as follows

1.

10.

1.

12.

The Client may request the deployment of an employee of the Contractor to be designated by
the Contractor for the purpose of assessing a request submitted to the Client.

For each request, the Client shall formulate an instruction that describes the nature of the tasks to
be performed and also provides general details about the assessment and the deadline
applicable.

The Contractor hereby appoints Mr. Stavros Nikolakopoulos, Assistant Professor at the

Department of Psychology of UQI as the person who is to perform the instruction and also as the
scientifically responsible for the instruction referred to in Article 2.

The Scientifically Responsible has the right not to comply to the request as referred to in Article 2
without giving any reason.

If necessary for the performance of the instruction referred to in Article 2, consultations shall take
place with the manager of the Client by whom the instruction is issued.

The Scientifically Responsible shall perform the instruction independently, bearing in mind the
object of the instruction and without being bound by place or time. The Scientifically Responsible
shall also be permitted to perform instructions for other Clients, unless doing so would result in a
conflict of interests.

Before starting on the tasks instructed for the Client and on an annual basis thereafter, the
Scientifically Responsible shall complete a declaration of interests for the Client, which it shall do
in accordance with the Code of Conduct of the Client. The declaration of interests has been
appended as Appendix 1 of this Agreement. The Scientifically Responsible and Contractor shalil
both complete the declaration of interests. The Client shall be notified immediately of any interim
changes in interests through the completion of a new declaration of interests. If the Scientifically
Responsible has any interests that the Code of Conduct deems incompatible with the instruction,
the Scientifically Responsible may not be consulted.

The Parties are aware of the confidential nature of the information to be exchanged in the
performance of this agreement and shall safeguard this confidentiality at all times. Under no
circumstances shall any information obtained as the result of tasks that ensue from this agreement
be shared with persons outside the organization as described in Article 2 of this agreement.

The confidentiality clause referred to in Article 8 shall be read in conjunction with the statement of

confidentiality of the Client (Appendix 2). Before starting tasks, the Scientifically Responsible

shall provide the integrity coordinators of the Client with a version of this statement of

confidentiality that has been signed by the Scientifically Responsible, which he shall send to
-meb.nl.

The Contractor shall charge the Client for the assessment tasks carried out by the Scientifically
Responsible on the basis of the rates in Appendix 3. A maximum charge of EUR 48.000,-
excluding VAT shall apply for the total term of the agreement of 4 years. The rates are fixed and
cannot be indexed during the term of this agreement. The amount due shall be paid per
instruction, on the basis of an itemized invoice.

The Unit of Financial and Administrative Support of the Special Account of Management of
Research Funds hereby undertakes the financial management of the amount agreed herein

which shall be deiosited bi Medicines Evaluation Board Aienci to the followini bank account:

5.1.1e in accordance with the
relative provisions of articles 229 - 259 of L. 4957/2022 (GG' A' 141/21.7.2022) as in force and
those included in the Guide of Research Finance of the University of loannina.

The Unit of Financial and Administrative Support of E.L.K.E. of the University of loannina
(UOI) hereby undertakes the management of the amount of the honorarium fees and it shall
pay to the Scientifically Responsible/Consultant the amount agreed herein, after the legal
deduction of 15%, in accordance with the relative provisions of article 237 PAR. 4 L.
4957/2022 (OGG A’ 141/21.7.2022) and the Guide of Research Finance of UOI.
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14.

15.

16.

17.

18.

19.

20.

21.

22,

. All invoices shall be submitted via e-invoice,

- stating the aforementioned agreement number: C1190;
- stating the government identification number of the MEB Agency: OIN

in accordance with the instructions on
https://english.cbg-meb.nl/contact/suppliers

The Contractor shall pay all taxes and social security contributions due on the fee or the
expense allowance. The Contractor shall indemnify the Client against any claims from the
tax authorities and/or the social security administration agency for unpaid taxes and/or
social security contributions in respect of the fee and the expense allowance.

A claim for the reimbursement of expenses incurred for any business trips of CBG-Greece
or the EMA may only be submitted afterwards and if incurred with prior consent. Claims for
the reimbursement of travel expenses incurred (business trips) in the context of the tasks
referred to in Article 2 shall be paid on the basis of the relevant national regulations. The
Scientifically Responsible may submit the such claims to the Client up to three (3) months
after the date to which the claim relates.

Any other expenses shall only be reimbursed if incurred with the prior consent of the Client.

This agreement shall take effect on 1-9-2025 and shall have a term of one (1) year. This
agreement shall be tacitly extended for successive terms of one (1) year up to a total term
of no more than four (4) years, unless this agreement is terminated by one of the Parties to
this agreement no later than two (2) months before the end of this agreement.

This agreement shall end by operation of law when the maximum charge referred to in Article
10 is reached or exceeded. This agreement may also be terminated early with the mutual
consent of the Client and the Contractor.

Each year, the Client, the Contractor and the Scientifically Responsible shall evaluate this
agreement two (2) months before 1-9. The evaluation shall be used to discuss the
continuation of this agreement, amongst other things.

This agreement shall end with immediate effect if the Contractor or the Scientifically
Responsible fail to perform its obligations under this agreement.

The Parties undertake to enter into consultations with each other in cases for which
this agreement does not provide.

The parties hereby agree the amicable resolution of any dispute that may arise out of the
interpretation or the performance of the present agreement. Nevertheless, if such an
amicable resolution cannot be reached, this agreement shall be governed by Dutch law, and
disputes shall be settled by the District Court The Hague.
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Agreed,

On behalf of E.L.K.E UQI On behalf of the MEB Agency
Name: Professor Theodoros Matikas Name: Ms P.A. Loekemeijer
Position: Vice Rector of Research, Iinnovation & Position: Director

Development of UOI
President of the Research Committee of E.L.K.E.

§]e]]
Place: loannina, Greece Place: Utrecht, the Netherlands
Date: Date: O&-02 - 2~

Name: Stavros Nikolakopoulos

Position: Assistant Professor
Department of Psychology, University of loannina
Place: loannina, Greece

Date:

Appendix 1 - Declaration of Interests (already completed by the person appointed to perform the
instruction)

Appendix 2 - MEB Agency confidentiality agreement (already signed by the person appointed to
perform the instruction)

Appendix 3 - List of rates

CC Head of Finance, Quality and Control at the MEB Agency, Legal Adviser for BRI, Head of HRM
and Programmes at the MEB Agency, Head of the Science Programme Unit and the
Department Head involved in the primary process
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EXPERTISE AGREEMENT ENTERED INTO BETWEEN
THE MEDICINES EVALUATION BOARD AND THE UNIVERSITY OF IOANNINA
Agreement number C1190

APPENDIX 1- DECLARATION OF INTERESTS AND EMA CONFLICT OF INTEREST FORM

The Client is already in possession of the recent declaration and will yearly renew this
declaration.
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APPENDIX 3- LIST OF RATES
(rates for the entire duration of the agreement, with a maximum of 4 years)

Average number of | Rate in € excluding

Description of assessment task it VAT

Scientific advice (SA) - limited input
required

Scientific advice (SA) - extended input
required

Marketing Authorisation Application
(MAA]} - limited input required

Marketing Authorisation Application
(MAA) - extended input required

Extension of indication (Type Il
variation) - limited input required

Extension of indication (Type Il
variation) - moderate input required

Extension of indication (Type Il
variation) - extensive-input required

Post-authorisation study - limited input
required

Post-authorisation study - extensive
input required

(PhD) student supervision, research

L support, consulting
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