FRAMEWORK COLLABORATION AGREEMENT FOR RESEARCH ACTIVITIES

between

IRCCS Istituto Ortopedico Rizzoli, with legal office in Via di Barbiano 1/10 40136 Bologna — [taly
(hereinafter “Institute™ or *Participating Site™) in the person of the General Director and Legal
Representative Dr. Anselmo Campagna

and

Hacettepe University. with legal office in Hacettepe Universitesi Rektorliigii, 06430, Sihhiye,
Ankara, Turkiye, VAT 4540509175 (hereinafter “Hacettepe University” or “Coordinating Site™) in
the person of the rector Prof. Dr. Mehmet Cahit Giiran.

hereinafter individually/collectively also "the Party"/"the Parties"

WHEREAS:

- IOR is a Scientific Institute for Hospitalization and Care (IRCCS) of national importance with
autonomy and legal personality which pursues clinical and translational research and training
purposes in the biomedical field, organization and management of healthcare services in the field
national and international, together with highly specialized hospitalization and treatment services.
Research represents a qualifying element of the Institute's mission. To this end, IOR has both
structures that mainly carry out clinical-care activities and laboratories exclusively dedicated to
carrying out research activities:

- established in 1967, Hacettepe University is a prestigious public institution known for its excellence
in education and research. It is awarded the 'Research University' label by the Turkish Higher
Education Council. As a leading educational hub. Hacettepe University integrates research.
development. social contribution, and internationalization processes. Equipped with research
laboratories, hospitals, and technology centers, it contributes to social development and universal
values. With a robust technical infrastructure, Hacettepe University offers competitive research
opportunities in medicine, science, engineering, and social humanities. These laboratories foster joint
projects with the private sector, enhancing research and innovation.

- the Parties agree that the synergistic development of specific research projects in areas of common
interest and converging towards the same objective constitutes a guarantee of greater effectiveness of
the research activity and a prerequisite for optimizing the use of the necessary human resources,
instrumental and financial, allowing the achievement of higher quality results;

- the Parties hereby express their interest in collaborating and conducting joint research and
development activities, in order to increase their technical-scientific knowledge in the field of the
analysis of human movement, in relation to treatments of both a surgical and conservative, performed
with personalized and innovative methods. in addition to standard methods:

- in the execution of this Agreement the Parties are bound by the respective national laws of their
countries of origin. The Parties are also responsible for obtaining the necessary internal or similar
authorizatigns in accordance with the legislation by which they are bound.




All this having been stated and considered. which forms an integral and substantial part of this
Framework Agreement for Research Activities (hereinafter the "Agreement")

It is hereby agreed and stipulated as follows:

Article 1 — Definitions

a) “Joint Research and Development Programme” means the program of joint research and
development activities that the Parties will define within the framework of the Convention:

b) "Executive Project(s)" means the research projects implemented jointly by the Parties, as
operational clarifications of the research activities covered by this Agreement, drawn up on the basis
of the model reported in Annex 1 and signed by the Scientific Directors of the Parties:

¢) "Background" means all data, knowledge or information - of any form or nature (tangible and
intangible), as well as any rights relating thereto, including intellectual property rights, such as
inventions, the industrial design, know-how, trademarks and software - which are held by the Parties
before the start of each Executive Project and which are necessary for the carrying out of the same:

d) “Sideground Knowledges™ means intellectual property and other materials protected under Law,
designs and models, inventions, utility models, confidential information and any other intangible
asset protected under Law, as well as any other intangible asset protected pursuant to national,
Community and international legislation on intellectual and industrial property, if made, developed
or otherwise achieved by a Party during the period of effectiveness of this Agreement but outside and
not in execution of the same, even if falling within the same technical or scientific field.

e) "Result(s)" means all results (tangible and intangible) generated in each Executive Project,
including data, knowledge or information - of any form or nature, regardless of whether they are
protectable or not - so as well as any right relating thereto, including intellectual property ri ghts, such
as for example inventions, industrial design, know-how, trademarks and software. Any results
generated by each Party during the implementation of each Executive Project but not falling within
the objectives set out therein do not constitute Results:

f) "Confidential Information(s)" means, for the purposes of the Convention, any information. data or
knowledge of a technical, scientific, commercial and/or any other nature, relating to the activities of
the Parties and placed under the legitimate control of one or the other Party, in any expressed form
and/or on any stored medium, disclosed by one Party to the other within the scope of the relationship
covered by the Convention. The Background and Results, including any results generated during the
research activities covered by the Agreement, also constitute Confidential Information.

g) "Affiliates" means students enrolled in a doctoral course with a scholarship financed by a Party or
personnel employed by universities, higher education institutes, research bodies and institutions or
other public administrations of which a Party, to fulfill its institutional purposes, it may avail itself of
the prior consent of the bodies and institutions on which said personnel depend. The status of affiliate
excludes the establishment of an employment relationship between the other Party and the interested
party. but rather provides for continuous access on the part of the same to the Parties' premises and
the possibility of making use of the Parties’ tools and equipment for carrying out research activities
relating to Executive Project(s). These activities must be carried out in compliance with the
regulations, policies and procedures in force within the structures of the Parties.




Article 2 — Purpose

The objective of this Agreement is the mutual collaboration in joint research and development
activities, in order to increase one's technical-scientific knowledge in the field of human movement
analysis, in relation to both surgical and conservative treatments, performed with personalized and
innovative methods, as well as the standard methods.

Article 3 — Object

3.1 The agreement provides for the implementation of a program that includes research activities,
including clinical research on patients. These activities will focus on -understanding the
biomechanical-functional behavior of the lower limb, including the hip, knee, ankle and foot joints,
during normal walking or even during the execution of more impactful motor tasks and will be
implemented through protocols. The activities may also involve the use of gait analysis, weight-
bearing or non-weight-bearing computed tomography, magnetic resonance imaging or other systems
based on biomedical images.

3.2 In particular, the research activities carried out in collaboration will consist of:

CLINIC ON PATIENTS:

* participation of a Party - whose role will be identified from time to time - in Clinical Studies carried
out by the other Party:

* acquisition of data, through specific Clinical Studies approved from time to time by the respective
Ethics Committees;

* processing of the data received from one of the two Parties, following the opinion of the respective
Ethics Committee;

* sharing of data between the Parties, subject to the opinion of the respective Ethics Committee:
* dissemination of the results of clinical studies in collaboration between the Parties:

* drafting of new collaborative Study Protocols to be submitted to the competent Ethics Committee,
according to Executive Projects (Annex 1 x) identified from time to time.

For any collaboration relating to Clinical Studies - as described above - the Parties undertake to sign
a specific agreement.

NON-CLINICAL.:

* dissemination of results and participation in the drafting of joint publications with authors, IOR
researchers and researchers from the Turkish University;

* interpretation of the processed data and the results obtained:
* participation in project meetings in the respective locations;

* exchange of visits by structured staff and students between the IOR and Hacettepe University, for
project activities based on the design of research protocols, on the acquisition, processing,
interpretation and dissemination of data, as well as on mutual training, always in relation to the
activities planning.:




* mutual technical-scientific support in the drafting of new Study Protocols, for which the opinion of

the relevant and competent Ethics Committee is requested, according to Executive Projects (Annex
1) identified from time to time.

Article 4 - Responsible for the agreement

4.1 The Scientific Responsible of the activities envisaged by the Convention are:
- on behalf of [OR: Eng. Claudio Belvedere (contacts: claudio.belvedere@ior.it, +39 0516366570);

- on behaltf of Hacettepe University: Prof. Dr. Volga Bayrake: ~Tunay (contacts:
volgatunay@hacettepe.edu.tr, tel: +90 5323547626).

Article 5 - Implementation methods

5.1 The activities relating to the Joint Research and Development Programme, where necessary or
appropriate, will be defined through separate and specific Executive Projects, as defined in letter b)
of the Art. 1. Each Executive Project will contain:

- a detailed description of the research activities covered by the Executive Project;

- a scientific manager of the Executive Project for each Party, who will have the function of
supervising its progress and being the sole point of contact for one Party towards the other:

- indications relating to the duration of the Executive Project and the production of periodic technical
reports on its progress;

- any obligations and responsibilities borne by the Parties deriving from the execution of the
Executive Project;

- specific provisions regarding the resolution and/or withdrawal rights of the Parties in relation to the
individual Executive Project.

5.2 The individual Executive Projects may also contain provisions relating to the distribution of
ownership and the management of the Results of the same, to integrate and/or modify the provisions
of the following art. 10.

5.3 Each Executive Project will also contain the indication of the employees and/or collaborators of
Hacettepe University and IOR engaged in the relevant research activities, the methods of use of the
Hacettepe University laboratories and the IOR laboratories/premises, quantifying and detailing
appropriately any economic aspects connected to carrying out the research activity. Said personnel
will be required to comply with confidentiality obligations and, in general, with all the conditions
established in the Agreement.

5.4 IOR will consider authorizing access to its laboratories and facilities to PhD students affiliated
with Hacettepe University and to research staff identified by Prof. Volga Bayrakci Tunay to carry out
research projects of common interest. It will be the responsibility of the identified subjects to request
the relevant authorization from their own structures, where necessary.




3.5 In the execution of this Agreement the Parties are bound by the respective national laws of their
countries of origin. The Parties are also responsible for obtaining the necessary internal or similar
authorizations in accordance with the legislation by which they are bound.

Article 6 — Non-onerous Agreement

6.1 This Agreement must be understood as non-onerous. The Parties acknowledge that from the
collaboration deriving from this Agreement they will be able to derive mutual scientific and
technological benefits, although not susceptible to patrimonial evaluation.

Article 7 — Duration

7.1 The Agreement will be effective between the Parties starting from the date of its last signature
and will have a duration of 3 years starting from that date. Any extensions will be effective only if
agreed in writing between the Parties.

7.2 The Parties, reasonably in advance of the expiry date of the Agreement, will evaluate in good faith
the opportunity to renew it and the possible modification of some of the clauses contained therein.

7.3 It is understood between the Parties that the expiration of the Agreement due to the expiration of
the term will not lead to the interruption of any Executive Projects that have not yet been concluded

Article 8 — Publications

8.1 The Parties mutually undertake, each for their own areas of competence, to ensure that all [OR
and Hacettepe University subjects involved in the joint research activities expressly declare their
mutual collaboration in scientific publications and give adequate prominence in all external
communications, in particular through joint scientific publications. conference participation and
dissemination and training actions resulting from these activities.

8.2 The Parties will have the right to jointly and/or separately publish, present or demonstrate (more
generically "disclose”) with any act and in any form the Results deriving from the Executive Projects
to third parties, provided that the Party proposing the disclosure ("Proposing Party" ) has previously
informed or provided to the project manager of the other Party ("Receiving Party") a copy of the
proposed disclosure act at least 30 (thirty) days before the expected publication date. in order to allow
the Receiving Party to verify that the document does not contain its own Confidential Information or
Results susceptible to protection.

8.3 If, during the period of 30 (thirty) days referred to in the previous paragraph, the Receiving Party
notifies the Proposing Party that:

| the publication contains its own Confidential Information: the Pmpch]nﬂ Party must remove such
Confidential Information before publication;

~ the document reveals Results susceptible to protection: the Proposing Party must defer publication
for the period that will be agreed in good faith between the Parties, in order to allow the drafting of a
patent application, or the initiation of other proceedings aimed at protection of the generated Results.




8.4 With the exception of the cases listed in paragraph 3. the Receiving Party may not delay or deny
its consent to the publication proposed by the Proposing Party without just cause.

Article 9 — Confidentiality

9.1 Without prejudice to the provisions of the previous art. 8 and the subsequent art. 11, each Party
undertakes, for the entire duration of the Agreement and for 5 (five) years following its expiry or
termination, not to disclose the Confidential Information of the other Party, either in whole or in part,
directly or indirectly , not to make them accessible in any way to third parties, and not to use them.,
either in whole or in part, directly or indirectly, for purposes other than those provided for by the
Agreement and the Executive Projects that will derive from it. |

9.2 The confidential nature of the Confidential Information must be highlighted by indicating the
appropriate wording "confidential", "confidential" or with a similar legend; the information
transmitted verbally will be considered Confidential Information if it is qualified as such by the
disclosing Party, in a written communication sent to the Party that received it, within 15 (fifteen) days
from the date of disclosure. The absence of such legends, however, will not preclude the information
from being classified as "confidential", if the disclosing Party is able to prove its confidential nature
and/or if the receiving Party knew or should have known its confidential nature, proprietary or secret
to the discloser.

9.3 It is understood between the Parties that in no case can any information be considered Confidential
Information that:

1) are already in the public domain at the time of their disclosure to the receiving Party:;

11) become public for reasons beyond the control and behavior of the Party that received them under
this Convention;

111) is acquired by the recipient through third parties not bound to confidentiality, provided that such
acquisition was not illicitly achieved and the receiving Party can provide proof of having come into
possession of such information through third parties;

1v) are developed by the receiving Party independently.

For the purposes of this paragraph, in the event that IOR is the receiving Party, receiving Party means
all the structures that belong to or are related to IOR.

9.4 The Parties undertake to implement all appropriate measures to guarantee and maintain the
maximum confidentiality of the Confidential Information, as well as to use the necessary diligence to
prevent unauthorized uses. or undue internal or external disclosures.

Article 10 — Processing of personal data

10.1 The Parties expressly declare that they are informed and agree that the personal data provided
during the execution of the Agreement will be processed exclusively for the purposes of the
Agreement itself and, in any case, in compliance with all the provisions dictated by the EU Regulation
2016/679 of the European Parliament and of the Council, of 27 April 2016 and of the national
legislation in force (for [OR: Legislative Decree no. 196/2003, as amended by Legislative Decree no.
101/2018; for Hacettepe University: Legal regulations related to the Law on Protection of Personal
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Data No. 6689 and relevant subordinate legislation.), relating to the protection of natural persons with
regard to the processing of personal data, as well as to the free movement of such data, and by the
applicable legislation on the protection of personal data.

10.2 In particular, the Parties acknowledge that, based on the principles set out in art. 5 of the
aforementioned Regulation, the personal data are:

a. processed in a lawful, correct and transparent manner towards the interested parties:

b. collected for specific, explicit and legitimate purposes, and subsequently processed in a manner
compatible with those purposes;

¢. adequate, relevant and limited to what is necessary in relation to the purposes for which they are
processed;

d. accurate and, if necessary, updated, by taking all reasonable measures to promptly erase or rectify
inaccurate data;

e. kept in a form that allows the identification of interested parties for a period of time not exceeding
the achievement of the purposes for which they are processed:;

f. processed in a manner that ensures adequate security of the personal data, including protection.
through appropriate technical and organizational measures, against unauthorized or unlawful
processing and against accidental loss, destruction or damage.

10.3 The Parties also undertake to fulfill, where necessary, the information and consent obligations
deriving from the aforementioned Regulation towards the natural persons involved in the activities
covered by the Agreement.

Article 11 - Management of intellectual property

11.1 Ownership of the Background and Sideground. Each Party is and remains the exclusive owner
of its own Background and Sideground. The Parties will have the right to allow access to their
Background. free of charge and on a non-exclusive basis, only to the extent necessary for the
implementation of the Executive Projects, and, in any case, no longer than their duration. The Parties
mutually acknowledge that nothing provided in the Agreement shall be considered, directly or
indirectly, as implying the transfer of any right to their Background and Sideground.

11.2 Ownership of Results. The Results’ Intellectual Property shall be owned as agreed by the Parties
and as set out in the relevant executive project template.

11.3 Subject to clause 11.2 by this Agreement, each Party assigns to the other Party absolutely and as
beneficial owner sufficient right, title and interest in the Intellectual Property to accomplish that
ownership.

11.4 Each party will use its reasonable efforts to obtain from its respective employees. agents,
representatives or students under its supervision any consents in relation to their Rights that may be
reasonably necessary for the Project, including use of and exploitation of Executive Project
Intellectual Property if applicable.

11.5 Subject to clause 11.6, whenever Hacettepe University is the owner of any Intellectual Property.
any proposed disclosure, due diligence, protection, or exploitation activities relating to such
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intellectual property will be conducted in accordance with Hacettepe University’s intellectual
property policies as applicable.

11.6 Subject to clause 11.5, whenever IOR is the owner of any Project Intellectual Property, any
proposed disclosure, due diligence. protection, or Exploitation activities relating to such intellectual
property will be conducted in accordance with IOR's intellectual property policies as applicable.

8.6 Whenever Hacettepe University and IOR are joint owners of any Project Intellectual Property,
any proposed disclosure, due diligence, protection, or Exploitation activities relating to such
intellectual property will be conducted in accordance with Hacettepe University and IOR's intellectual
property policies as applicable.

Article 12 — Insurance and security

12.1 Each Party, according to its own regulation, will provide legal insurance coverage for its
personnel who, by virtue of this Agreement. will be called upon to attend the place where the activities
are carried out. It is understood that the Scientific Manager of the activities of each of the Parties will
communicate to the other Party the names of the aforementioned personnel, no less than 15 (fifteen)
days in advance of their actual inclusion in the activity itself

12.2 The personnel of a Party, involved in the activities covered by this Agreement, who will travel
to the site of the other Party to carry out work and/or activities relating to this Agreement, will be
required to comply with the disciplinary and safety regulations in force at the headquarters of the
other Party, without prejudice to the fact that the insurance coverage remains the responsibility of the
relevant structure.

12.3 The personnel of both Parties are required to comply with the disciplinary and safety regulations
in force in the locations where the activities relating to this Agreement are carried out. Pursuant to the
legislation of each Party (for IOR in the Consolidated Law 81/2008: for Hacettepe University the
Occupational Health and Safety Law no. 6331), the availability of personal protective equipment
(PPE), in relation to the specific risks present in the host structure, is attributed to the person to whom
it 1s attributed, by law and/or regulation. such responsibilities within the host structure.

Article 13 — Termination and withdrawal

I3.1 The Parties have the right to withdraw from this Agreement or to terminate it consensually with
immediate effect, by means of written communication sent by electronic mail in the event that the
other Party fails to fulfill its obligations. unless the defaulting Party does not remedy the breach within
thirty (30) days from the date of receipt of the communication indicated above.

13.2 If one of the parties fails to fulfill its obligations under this agreement, the other party shall notify
to the non-complying party to fulfill its obligations within 30 days by electronic mail or mail through
the address specified in Article 16. In the event that the non-compliance is not rectified within the
specified period, the party experiencing the non-compliance may terminate the Agreement
immediately by notifying it to the address specified in Article 16, by electronic mail.




13.3 Either Party may in any case withdraw, unilaterally and with sixty (60) days' written notice to
be sent to the other party by electronic mail for the reasons indicated below:

- Just cause documented or for the occurrence of a public interest;

- for administrative reasons or if the scope of the activities becomes obsolete from a scientific point
of view;

- for any cause of impossibility to achieve the purpose of this Agreement:
- failure to comply with the obligations set out in art. 17 of this Agreement.

In this case. the expenses already incurred and the commitments undertaken on the date of sending
the withdrawal notice are without prejudice.

13.4 Withdrawal or consensual termination have effect only for the future and do not affect the part
of the Agreement already performed.

Article 14 — Attempt for a friendly settlement and jurisdiction

14.1 Should disputes arise between the Parties in relation to the Agreement, including those relating
to its validity, effectiveness, interpretation, execution and resolution, the Parties undertake to reach
an amicable settlement of the same.

14.2 In the event of failure to reach an agreement following the attempt at an amicable settlement
referred to in the previous point, the Parties agree that the competent Court is the one in the place of
execution of the Agreement.

Article 15 — Registration, subscription and charges

15.1 Each party will, if required by internal regulations, register this Agreement.

15.2 For IOR The Agreement will be registered only in the case of use with a fixed fee pursuant to
the articles. 5 and 39 of the Presidential Decree 131/86. All costs relating to any registration are borne
by the requesting Party.

15.3 For IOR The Agreement is stipulated by private writing in electronic format and digital signature
of the Parties. The stamp duty, to which this agreement is subject pursuant to art. 2 of Presidential
Decree 642/72 - Tariff, Part I, on the original document. is paid by IOR. IOR will pay the total amount
of stamp duty to the Treasury in a virtual manner pursuant to art. 15 of the Presidential Decree
26/10/1972 n. 642, as per Authorization no. 4351 of 15/01/2018 issued by the Revenue Agency,

Provincial Directorate of Bologna, Territorial Office of Bologna 2. with headquarters in via Larga 35,
Bologna.

Article 16 — Administrative communications

16.1 Any communication to be made pursuant to the Agreement must be made in writing by registered
mail with return receipt or by certified email to the following addresses or to those subsequently
indicated in writing in the same manner by one Party to the other:




If at Hacettepe University:

Hacettepe Universitesi Rektorliigii

06430, Sihhiye, Ankara, Turkiye

Tel: +90 312 29778 86/ +90 312 297 73 36

Email: protocols@hacettepe.edu.tr

If at IOR:

SS Research Administration

IRCCS Rizzoli Orthopedic Institute

Via di Barbiano, 1/10 — 40136 Bologna
Tel: +39 051.6366740

Certified e-mail: ufficio.ricerca@pec.ior.it

Email: sars@ior.it

Article 17 — Anticorruption rules

17.1 Both Parties shall comply with all applicable anti-bribery and anti- corruption laws.

17.2 In accordance with Italian law, IOR informs the Hacettepe University that the “Plan for the
prevention of corruption™ can be found at the following link: http://www.ior.it/il-rizzoli/piano-
triennale-la-prevenzione-della-corruzione-e-della-trasparenza.

17.3 The non-compliance of these rules implicates the termination of the Amendment. as foreseen at
art. 1456 of Italian Civil Code.

Article 18 — Conflict of interest

18.1 The Parties declare that they have adopted all the measures aimed at preventing and combating
conflict of interests and that they have implemented them in their internal regulations and
documentation and therefore undertake to apply them if it emerges that the subjects involved in any
capacity in the execution of the Agreement denounce the existence, even apparent, of this conflict.

Art. 19 - Use of distinctive signs

19.1 IOR and Hacettepe University do not authorize the creation of project names and / or distinctive
signs relating to the activities referred to in this Agreement, except in exceptional cases, to be agreed
in advance with the [OR and Hacettepe University Management.
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19.2 The “Istituto Ortopedico Rizzoli” trademark and the relative figurative trademark (as per
Attachment 1) has been registered on 10/03/2020 and it is company policy to ensure adequate
enhancement, through specific agreements and license conditions.

19.3 Hacettepe University trademark and the relative figurative trademark (as per Annex 3) has been
registered on 06/07/2016 and it is company policy to ensure adequate enhancement, through specific
agreements and license conditions. Therefore, the parties’ use of their respective trademarks in
connection with the activities referred to in this Agreement for promotional and marketing purposes
is subject to prior authorization from IOR and Hacettepe University and subsequent agreement with
the same.

Article 20 Final provisions

20.1 The Agreement replaces, for all purposes, any previous agreement or understanding between the
Parties with reference to its object, whether written or oral.

20.2 If one or more clauses of the Agreement are declared null, voidable, invalid or otherwise
ineffective, in no case will such nullity, annulability, invalidity or ineffectiveness have any effect on
the remaining clauses of the Agreement, the aforementioned clauses being understood as modified,
in accordance with the presumed or presumable common intention of the Parties, to the extent and in
the sense necessary for them to be considered valid and effective.

20.3 The Parties mutually acknowledge the content of the Agreement and undertake to implement it
in good faith.

20.4 Any tolerance by one of the Parties of behavior by the other in violation of the provisions
contained in the Convention does not constitute a waiver of the rights deriving from the violated
provisions nor of the right to demand the exact fulfillment of the obligations provided for herein.

20.5 The Agreement may only be modified in writing and with the consent of the Parties.

20.6 By signing the Agreement, the Parties declare that its contents have been jointly prepared and
negotiated in all its parts.

Read, confirmed and signed

Hacettepp Uniyegsity Istituto Ortopedico Rizzoli
A
.
Prof. Dr. Mehmet 2ahit Giiran Dott. Anselr&lampagna
(Rector) (Legal Representative)
2 ﬂ.ﬂﬁ-ﬂﬁlll
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ANNEX 1 - EXECUTIVE PROJECT TEMPLATE
(to be completed each time)

EXECUTIVE PROJECT N. ........

IN IMPLEMENTATION OF THE FRAMEWORK AGREEMENT FOR RESEARCH ACTIVITIES
SIGNED'ON .................

505,01 8 TR Of 5..0)

BETWEEN ISTITUTO ORTOPEDICO RIZZOLI (hereinafter “IOR™) AND HACETTEPE
UNIVERSITY

1. Title/scope of the Joint Research and Development Program object of the Executive Project:
Rare diseases with predominantly skeletal and/or oncological involvement

2. Detailed description of the Executive Project, the scientific problems and the methodologies.

XXXXX

3. Research Team

For IOR

- Scientific Manager: Name, title, role

- Personnel (employee and collaborators) involved: Name, title, role.
For Hacettepe University:

- Scientific Manager: Name, title, role

- Personnel (employee and collaborators of xxx. as well as any personnel affiliated with xxx)
involved: Name, title, role.

Each Party has the right to replace the scientific manager and the staff involved at its own discretion
by means of written communication to be sent to the other Party indicating the name of the new
member and the one to be replaced.

4. Duration of the Executive Project and time diagram

XXXXX

5. Technical reports (if not expresslv requested by the Research Team the article can be
removed)
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The Parties, on an annual/half-yearly/quarterly/xxx basis, will jointly and in writing report on the
progress of the research activities.

6. Methods of use of the laboratories/rooms

XXXXX

7. Financial charges

The Parties agree that the remuneration of the personnel involved in the Executive Project remains
the responsibility of the institution to which they belong, while the expenses connected to the use of
the laboratories, equipment and material necessary for carrying out the research activities relating to
the Executive Project remain the responsibility of the host institution. The activities regulated therein
are subject to the availability of funds, personnel and legislation of the Parties.

8. Obligations and responsibilities of the Parties deriving from the execution of the Executive

Project

The Parties undertake to comply with the most scrupulous compliance with the Trial Protocol in the
version approved by the Competent Ethics Committee and/or other authorizing bodies (where
necessary), in compliance with current legislation, the ethical and deontological principles that inspire
medical activity, as well as in compliance with the directives, indications. instructions and
recommendations of the Ethics Committee and/or other authorizing bodies.

(For Executive Projects which will have as their object clinical trial activities with human subjects).

9. Intellectual property

To integrate and complete/partially modify the provisions of the art. 11 of the Framework Convention.
entitled "Management of Intellectual Property", the Parties agree as follows: xxx]

10. Confidentiality

In case of exchange of confidential information, this will be regulated in accordance with the
provisions of the art. 9 of the Framework collaboration agreement.

11. Termination and withdrawal

Each Party reserves the right to terminate the Executive Project in the event of failure by the other
Party to fulfill one of the obligations set out in articles 2. 7, 8 and 9 thereof, as well as one of the
obligations referred to in art. 13.1 of the Agreement, by registered letter with acknowledgment of
receipt. or communication by certified email to be notified to the other Party with 30 (thirty) days'
notice, unless the defaulting Party takes steps to remedy its situation of default during this notice
period.

Each Party also reserves the right to withdraw from the Executive Project at any time and at its sole
discretion, by giving 60 (sixty) days' notice to be communicated to the other Party by registered letter

with return receipt or via certified e-mail.
13



12. Postponement

It 1s understood that, although not expressly provided for and/or referred to here, the provisions
contained in the Agreement between the Parties remain unchanged and that, unless otherwise
specified, the terms used in this Executive Project have the same meaning attributed to them in the
Agreement.

Istituto Ortopedico Rizzoli

HacettepefUni

Prof. Dr. Mehmet ahit Giiran
(Rector)

22.01. 2#‘1.\(

Dott. Anselmo Campagna
( Legal Representative)
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ANNEX 2

ANNEX 3
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ARASTIRMA FAALIYETLERINE ILISKIN CERCEVE i$ BIRLiGI ANLASMASI

Resmi ofisi Via di Barbiano 1/10 40136 Bologna — Italya'da bulunan, Genel Miidiir ve Yasal

Temsilci Dr. Anselmo Campagna'nin sahsinda temsil edilen (bundan sonra "Enstitii" veya
"Katilimei Taraf" olarak anilacak olan) Istituto Ortopedico Rizzoli,

VE

Resmi ofisi Hacettepe Universitesi Rektorliigii, 06430 Sihhiye Ankara- Tiirkiye'de bulunan,
Rektor ve Yasal Temsilci Prof. Dr. Mehmet Cahit Giiran tarafindan temsil edilen (bundan
sonra "Universite” veya "Koordinatdr Taraf" olarak anilacak olan) Hacettepe Universitesi,

ARASINDA
Bundan béyle s6z konusu kurumlar ayr ayri/birlikte "Taraf"/"Taraflar" olarak amlacaktir.

ASAGIDAKI GEREKCELERLE:

- IOR. biyomedikal alanda klinik ve ddniisiimsel arastirma ve egitim amaclarini, ulusal ve
uluslararas: alanda saglik hizmetlerinin organizasyonunu ve ydnetimini siirdiiren, 6zerklige ve
tiizel kisilige sahip. ulusal ¢capta 6neme sahip bir Bilimsel Hastane ve Bakim Enstitiisiidiir
(IRCCS). Son derece uzmanlasmis hastane ve tedavi hizmetleri ile ulusal ve uluslararasi alanda
saghik hizmetleri yonetimini saglamaktadir., Arastirma, Enstitiiniin misyonunun niteleyici bir
unsurunu temsil eder. Bu amagla IOR, hem temel olarak klinik bakim faaliyetlerini yiiriiten
yapilara hem de yalmzca arastirma faaliyetlerini yiiriitmeye adanmis laboratuvarlara sahiptir;

- 1967 yilinda kurulan Hacettepe Universitesi, egitim ve arastirma alanindaki {istiin basarilariyla
taninan prestijli bir kamu kurumudur. Yiiksekogretim Kurulu tarafindan 'Arastirma
Universitesi' etiketi ile ddiillendirilmistir. Onde gelen bir egitim merkezi olarak Hacettepe
Universitesi, arastirma, gelistirme, toplumsal katki ve uluslararasilasma siireclerini
biitiinlestirmektedir. Aragtirma laboratuvarlari, hastaneler ve teknoloji merkezleri ile donanmis
olan tiniversitemiz, toplumsal gelisime ve evrensel degerlere katkida bulunmaktadir. Giiclii bir
teknik altyapiya sahip olan Hacettepe Universitesi tip, fen, miithendislik, sosyal ve beseri
bilimler alanlarinda rekabetci arastirma olanaklar sunmaktadir. Bu laboratuvarlar, 6zel sektérle
ortak projeler gelistirerek arastirma ve inovasyonun oniinii agmaktadir.

- Taraflar, ortak ilgi alanlarindaki ve aym hedefe ydnelik belirli arastirma projelerinin sinerjik
olarak gelisiminin, arastirma faaliyetinin daha etkili bir sekilde gerceklestirilmesinin bir
garantisi oldugu ve daha kaliteli sonuglarin elde edilmesi i¢in gerekli aragsal, mali ve insan
kaynaklarinin kullaniminin optimize edilmesi i¢in bir 6n kosul olusturdugu konusunda
mutabakata varmuslardir.




- Taraflar, standart yontemlerin yam sira yenilik¢i ve kisisellestirilmis yontemlerle hem cerrahi
hem de konservatif yontemlerle gergeklestirilen tedavilerle ilgili olarak, insan hareketinin
analizi alaninda teknik-bilimsel bilgilerini artirmak amaciyla is birligi yapmak ve ortak
aragtirma ve gelistirme faaliyetleri yiirlitmek konusundaki ilgilerini ifade ederler.

- Bu Anlagmanin uygulanmasinda Taraflar kendi tilkelerinin ilgili ulusal kanunlarina tabidir.
Taraflar ayrica bagl olduklar1 mevzuat uyarinca gerekli i¢ veya benzeri izinlerin alinmasindan
da sorumludur.

Tiim bu hususlar dikkate alinmis olup bu Arastirma Faaliyetleri Cerceve Anlasmasinin (bundan
bdyle "Anlagsma" olarak amilacaktir) ayrilmaz ve 6nemli bir par¢asini olusturmaktadir.

isbu belge ile asagidaki sekilde kabul edilmis ve sart kosulmustur:
Madde 1 — Tanimlar

a) “Ortak Arastirma ve Gelistirme Programi”, Taraflarin Anlasma ¢ercevesinde
tanimlayacaklari ortak arastirma ve gelistirme faaliyetleri programidir;

b) "Yiriitme Projesi”, bu Anlasma kapsamindaki arastirma faaliyetlerinin operasyonel
agiklamalari olarak, Ek 1'de belirtilen 6rnege gére hazirlanan ve Taraflarin Bilimsel Direktorleri
tarafindan imzalanan, Taraflarca ortaklasa uygulanan arastirma projeleri anlamina gelir.

¢) "Arka plan”, her Yiiriitme Projesinin baslangicindan 6nce Taraflarca tutulan ve projenin
yiiriitiilmesi i¢in gerekli olan buluslar, endiistriyel tasarim, teknik bilgi, tescilli markalar ve
yazilim gibi fikri miilkiyet haklan da dahil olmak tizere, her tiirlii form veya nitelikteki (somut
ve soyut) tiim veriler veya bilgiler ve bunlarla ilgili haklar anlamina gelir,

d) "Yan Plan Bilgisi" isbu Anlagsmanin yiiriirliikk siiresi boyunca Taraflardan biri tarafindan
yapilmis, gelistirilmis veya baska bir sekilde elde edilmis, aym teknik veya bilimsel alana
girmesi fark etmeksizin, ancak Anlasmanin disinda ve yiiriitiilmesi sirasinda olmayan fikri
miilkiyet ve Kanun kapsaminda korunan diger materyaller, tasarimlar, buluslar, faydali
modeller, gizli bilgiler ve Kanun kapsaminda korunan diger her tiirlii maddi olmayan varlik ile
fikri ve sinai miilkiyete iliskin ulusal, Topluluk ve uluslararas1 mevzuat uyarinca korunan diger
her tiirlti maddi olmayan varlik anlamina gelir.

e) "Sonug(lar)", korunabilir olup olmadiklarina bakilmaksizin her tiirlii form veya nitelikteki
verl, veya bilgi de dahil olmak tizere her bir Yiiriitme Projesinde iiretilen tiim sonuglari (somut
ve soyut) ve bunlara iligkin her tiirlii hakk: ifade eder. Ornegin buluslar, endiistriyel tasarim,
teknik bilgi, tescilli markalar ve yazilim gibi fikri miilkiyet haklar1. Her bir Yiiriitme Projesinin
uygulanmasi sirasinda her bir Tarafca elde edilen ancak burada belirtilen hedeflere uymayan
herhangi bir sonug, Sonuc olarak ele alinmaz.

f) Gizli Bilgi(ler)", Anlasmamin amaglarnt dogrultusunda, Taraflarin faaliyetleriyle ilgili ve
taraflardan birinin mesru kontroliine verilen teknik, bilimsel. ticari ve/veya baska nitelikteki her
tirlt veri veya bilgi; ya da Anlasma gergevesindeki iliski kapsaminda bir Tarafin digerine
acikladig1 herhangi bir bigimde ve/veya herhangi bir depolanmis ortamda her tiirlii veri veya




bilgi anlamina gelir. Anlagsmanin kapsadig: aragtirma faaliyetleri sirasinda elde edilen sonuglar
da déhil olmak tizere Arka Plan ve Sonuglar da ayn1 zamanda Gizli Bilgi teskil eder,

g) "Bagh Kuruluglar", bir Tarafca finanse edilen bir bursla doktora kursuna kayitli 6grenciler
veya lniversiteler, yiiksek 6gretim kurumlari, arastirma kurumlar1 ve kuruluslari veya bir
Tarafin kurumsal amaglarimi yerine getirmek i¢in yararlanabilecegi diger kamu idareleri
tarafindan istihdam edilen personel anlamina gelir. S6z konusu personelin bagh oldugu kurum
ve kuruluslarin énceden onayinin alinmis olmasi sarttir. Bagh kurulus statiisii, diger Taraf ile
ilgili taraf arasinda bir istthdam iliskisi kurulmasini harig¢ tutar, ancak bunun yerine Taraflarin
Yiiriitme Projesi/Projeleri ile ilgili arastirma faaliyetlerini yiiriitmek icin tesislerine siirekli
eristm ve Taraflarin ara¢ ve ekipmanlarindan yararlanma olanagi saglar. Bu faaliyetlerin
Taraflarin yapilarinda yiirtirliikte olan yonetmelik, politika ve prosediirlere uygun olarak
yiiriitiilmesi gerekmektedir.

Madde 2 — Amac

Bu Anlagsmanin amaci, standart yontemlerin yan sira kisisellestirilmis ve yenilik¢i yontemlerle
gerceklestirilen hem cerrahi hem de konservatif tedavilerle ilgili olarak insan hareketi analizi
alaninda teknik-bilimsel bilgiyi artirmak amaciyla ortak arastirma ve gelistirme faaliyetlerinde
karsilikl 1s birligidir.

Madde 3 — Hedef

3.1 Anlagma, hastalar iizerinde klinik aragtirmalar da dahil olmak {izere arastirma faaliyetlerini
igceren bir programin uygulanmasini éngérmektedir. Bu faaliyetler, kalca, diz, ayak bilegi ve
ayak eklemleri dahil olmak iizere alt ekstremitenin normal yiiriime sirasinda ve hatta daha etkili
motor gérevlerin yerine getirilmesi sirasinda biyomekanik-fonksiyonel davranisini anlamaya
odaklanacak ve protokoller aracihifiyla uygulanacaktir. Faaliyetler ayrica yiiriiylis analizi.

agirhik tasiyan veya agirlik tasimayan bilgisayarli tomografi, manyetik rezonans goriintiileme
veya biyomedikal goriintiilere dayali diger sistemlerin kullanimini da icerebilir.

3.2 Ozellikle, is birligi i¢inde yiiriitiilen arastirma faaliyetleri sunlardan olusacaktir:

HASTALAR UZERINDE YAPILAN KLINIK CALISMALAR:

* Taraflardan birinin - gérevi belirli araliklarla belirlenecektir - diger Tarafc¢a yiiriitiilen Klinik
(Caligmalara katilimi;

« ilgili Etik Kurullar tarafindan belirli araliklarla onaylanan spesifik Klinik Calismalar yoluyla
verl toplanmasi:

» Iki Taraftan birinden alinan verilerin ilgili Etik Kurulun gériisiinii takiben islenmesi:
» [lgili Etik Kurulun goriisiine tabi olarak verilerin Taraflar arasinda paylasiimast:
» Taratlar arasinda 1s birligi icinde klinik ¢alismalarin sonu¢larinin yayginlastirilmasi:

» Belirli araliklarla belirlenen Yiiriitme Projelerine (Ek 1 x) gére yetkili Etik Kuruluna sunulmak
lizere yeni is birligine dayali Calisma Protokollerinin hazirlanmasi.

Klinik Caligsmalarla ilgili herhangi bir is birligi i¢in — yukarida agiklandig: gibi — Taraflar 6zel
bir anlasma imzalamay taahhiit ederler.



KLiNIK OLMAYAN CALISMALAR:

» Sonuclarin ve yazarlarla, IOR arastirmacilar ile Hacettepe Universitesi'nden aragtirmacilarla
ortak yayinlarin hazirlanmasina katihmin yayginlagtiriimasi:

« islenen verilerin ve elde edilen sonuglarin yorumlanmast;
« ilgili yerlerdeki proje toplantilarina katilim;

« Arastirma protokollerinin tasarlanmasi, verilerin elde edilmesi, islenmesi, yorumlanmasi ve
yayginlastirilmasina dayali proje faaliyetleri i¢in IOR ve Hacettepe Universitesi arasinda
yapilandirilmis personel ve &grenciler tarafindan ziyaretlerin yani sira her zaman faaliyet
planlamasiyla ilgili olarak karsilikli egitim alisverisi; -

« Belirli araliklarla belirlenen Yiiriitme Projelerine (Ek 1) gore, ilgili ve yetkili Etik Kurulun
obriisiiniin talep edildigi yeni Caligma Protokollerinin hazirlanmasinda karsilikl teknik-
bilimsel destek.

Madde 4 - Anlasmadan Sorumlu Kisiler

4.1 Anlasma tarafindan 6ngoriilen faaliyetlerin Bilimsel Aragtirma Sorumlular: sunlardir:
- TOR adina: ing. Claudio Belvedere (e-posta: claudio.belvedere@ior.it, tel.: +39 0516366570);

-Hacettepe  Universitesi adina: Prof. Dr. Volga Bayrakgi Tunay (e-posta:
volgatunay@hacettepe.edu.tr, tel.: 90 5323547626)

Madde 5 - Uvgulama Yiéntemleri

5.1 Ortak Arastirma ve Gelistirme Programina iliskin faaliyetler, gerekli veya uygun oldugu
hallerde. 1. maddenin b) bendinde tanimlandig1 sekilde ayri1 ve miinferit Yiiriitme Projeleri
araciligiyla tammlanacaktir. 1. Her bir Yiirlitme Projesi asagidakileri igerecektir:

- Yiiriitme Projesinin kapsadid1 arastirma faaliyetlerinin ayrintili bir tanimu:

- Her bir Taraf i¢in Yiiriitme Projesinin ilerlemesini denetleme ve bir Tarafin digerine kars: tek
temas noktasi olma islevine sahip olacak bir bilimsel aragtirma direktorii;

- Yiiriitme Projesinin siiresine ve ilerlemesine iliskin periyodik teknik raporlarin hazirlanmasina
iliskin gostergeler;

. Yiiriitme Projesinin yiiriitilmesinden kaynaklanan ve Taraflarca dstlenilen her tiirld
yiikiimliiliikk ve sorumluluklar;

- Taraflarin miinferit Yiiriitme Projesine iliskin karar ve/veya ¢ekilme haklarina iliskin ozel
hiikiimler.

5.2 Miinferit Yiiriitme Projeleri. asagidaki 10. maddenin hiikiimlerini entegre etmek ve/veya
degistirmek i¢in miilkiyetin dagitimi ve Sonuglarin yonetimine iliskin hiikiimler de icerebilir.

5.3 Her bir Yiiriitme Projesi, ilgili aragtirma faaliyetlerinde yer alan Hacettepe Universitesi ve
IOR calisanlarimin  ve/veya is birlikgilerinin belirtilmesini, Hacettepe Universitesi
laboratuvarlarinin ve IOR laboratuvarlanimin/tesislerinin kullanim yontemlerini, arastirma
faalivetinin yiiriitiilmesiyle baglantili her tiirlii ekonomik hususun uygun bir sekilde
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