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A. Foreword
The EC FP6 funded TEDDY project (LSHB-CT-2005-005216) has developed a critical role in the start-up of the
paediatric activities in Europe. After years of activity and in the light of relevant results and publications,
TEDDY partners and collaborators decided to continue to contribute to the advancements in the paediatric
research field, starting from the activities and the expertise accumulated during the TEDDY project and
having as reference the new European scenario following the entry into force of the Paediatric Regulation.
In particular, it is well known that in the specific field of promoting paediatric research, to create
collaboration between sponsors and research networks or groups in order to practically develop and carry
out trials is considered of paramount relevance. This is also demonstrated by the quality of the networks,
created with TEDDY support or with the involvement of many Partners of the TEDDY project, that have been
selected for funding within the 7th Framework Programme.
Members of the Network have decided to adopt the tool of the Consortium Agreement as basis and
framework for the definition of their collaboration for the familiarity with this type of instrument and the
utility that it provides. This Consortium Agreement is based upon a liberal interpretation and adaptation of
what is born with the Regulation (EC) No 1906/2006 of the European Parliament and of the Council of 18
December 2006 laying down the rules for the participation of undertakings, research centres and universities
in actions under the Seventh Framework Programme and for the dissemination of research results (20072013) as well as on the tools that will be processed with the Horizon 2014-2020 program to which we will
tend.

B. Effective Date
For each Party, this Consortium Agreement shall enter into force on the date of signature.

C. Parties
The proposal to continue with the activities of the TEDDY Network has been initially addressed to those
Institutions that were already part of the TEDDY project.
Subsequently, other research centres and groups which either have been introduced by or that are currently
participating in research projects promoted by old TEDDY Partners have also been invited to become
members of the network.
The list of Parties involved in the TEDDY Network is in constant expansion; at any time, the actual list is
represented by those Parties that have subscribed the present Consortium Agreement.
The present CA shall be agreed upon between:
CONSORZIO PER VALUTAZIONI BIOLOGICHE E FARMACOLOGICHE
Legal Office: Via Luigi Porta, 14 – 27100 Pavia – Italy
Person authorised to sign this CA: Dr Donato Bonifazi, Managing Director
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and
ASSISTANCE PUBLIQUE - HOPITAUX DE PARIS
Legal Office: 3 Avenue Victoria – 75004 Paris - France
Person authorised to sign this CA: Dr Florentia Kaguelidou, Assistant Professor
and
ASSIUT UNIVERSITY FACULTY OF MEDICINE
Legal Office:
Person authorised to sign this CA: Prof. Mohammad El-Sharkawi, Vice Dean for Research and Post_ Graduate
Studies
AZIENDA OSPEDALIERA OSPEDALI RIUNITI VILLA SOFIA-CERVELLO
Legal Office: Via Strasburgo, 223 – 90146 Palermo - Italy
Person authorised to sign this CA: Prof. Aurelio Maggio
and
AZIENDA OSPEDALIERA DI PADOVA
Legal Office: via Giacomelli 3, Padova, Italy
Person authorised to sign this CA: Dott. Carlo Giaquinto
and
AZIENDA OSPEDALIERO UNIVERSITARIA CONSORZIALE POLICLINICO DI BARI
Legal Office: Piazza Giulio Cesare, 11 – 70124 Bari - Italy
Person authorised to sign this CA: Dr Vitangelo Dattoli, General Director
and
AZIENDA OSPEDALIERO-UNIVERSITARIA MODENA
Legal Office: Via del Pozzo 71 - 41124 Modena - Italy
Person authorised to sign this CA: Dr Kyriakoula Petropulacos, General Director
and
BARTS HEALTH NHS TRUST
Legal Office:
Person authorised to sign this CA: Dr Paul Telfer
and
CAIRO UNIVERSITY
Legal Office: Al Orman Guiza – 12613 Giza - Egypt
Person authorised to sign this CA: Mr Hossein Khaled, Vice President
and
CHARITÉ - UNIVERSITÄTSMEDIZIN BERLIN
Legal Office: Chariteplatz 1 - D-10117 Berlin - Germany
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Person authorised to sign this CA: Dr Gerrit Fleige, Executive Director Finance & Administration
and
CONFEDERACION INTERNACIONAL DE ORGANIZACIONES DE PADRES DE NINOS CON CANCER ASOCIACION
Legal Office: Plaza Pablo Picasso 93D – 46015 Valencia - Spain
Person authorised to sign this CA: Dr Patricia Elisabeth Mathea Brouwer, International Services manager of
ICCCPO Head Office
and
ERASMUS UNIVERSITAIR MEDISCH CENTRUM ROTTERDAM
Legal Office: 's Gravendijkwal 230 - 3015CE Rotterdam - Netherlands
Person authorised to sign this CA: Prof J Verweij, Dean
and
ESPACE ETHIQUE MÉDITERRANÉEN CHU MARSEILLE (AP-HM / AIX-MARSEILLE UNIVERSITÉ)
Legal Office: Hôpital Adultes de la Timone - 264, rue Saint Pierre - 13385 CEDEX 5 Marseille - France
Person authorised to sign this CA: Prof Annagrazia Altavilla
and
FONDAZIONE PENTA ONLUS
Legal Office: via Giustiniani 3 – 35128 Padova - Italy
Person authorised to sign this CA: Prof Carlo Giaquinto, President
and
FONDAZIONE PER LA RICERCA FARMACOLOGICA “GIANNI BENZI” ONLUS
Legal Office: Via Abate Eustasio 30 – 70010 Valenzano (BA) - Italy
Person authorised to sign this CA: Dr Fedele Bonifazi, Vice President
and
GRUPPO ITALIANO PER GLI STUDI DI FARMACOECONOMIA - GISF
Legal Office: Via Luigi Porta 14 – 27100 Pavia - Italy
Person authorised to sign this CA: Prof Ornella Pastoris, President
and
HOSPITAL UNIVERSITARIO LA PAZ
Legal Office: Paseo de la Castella 261 - 28046 Madrid - Spain
Person authorised to sign this CA: Dr Rafael Pérez-Santamarina Feijóo, General Manager
and
INSERM SC10
Legal Office:
Person authorised to sign this CA:
and
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INSTITUTE OF PHYSIOLOGY ASCR, v.v.i.
Legal Office: Vídeňská 1083 – CZ 142 00 Prague 4 – Czech Republic
Person authorised to sign this CA: RN Dr LucieKubínová, CSc., Director of the Institute
and
I.RI.D.I.A. srl
Legal Office: Viale Concilio Vaticano II, 75/B - 70124 Bari - Italy
Person authorised to sign this CA: Dr Fedele Bonifazi
and
ISTITUTO SUPERIORE DI SANITÀ
Legal Office: Viale Regina Elena 299 – 00161 Roma - Italy
Person authorised to sign this CA:
and
MEDICAL AND PUBLIC HEALTH SERVICES OF THE CYPRUS MINISTRY OF HEALTH
Legal Office: 1 Prodromou Street & 17 Chilonos Street – 1448 Nicosia - Cyprus
Person authorised to sign this CA: Dr Gregosius Stylianos, Director
and
NATIONAL AND KAPODISTRIAN UNIVERSITY OF ATHENS, “AGIA SOPHIA” CHILDREN'S HOSPITAL
Legal Office: Christou Lada 6 – 10561 Athens - Greece
Person authorised to sign this CA: Prof Antonis Kattamis, Associate Professor
and
PHARM – PHArmaceutical Research Management Srl
Legal Office: Via Einstein Loc. Cascina Codazza - 26900 Lodi - Italy
Person authorised to sign this CA: Dr Laura Mangiarini, Sole Administrator
and
QENDER SPITALORE UNIVERSITARE NENEA TIRANE
Legal Office: RR Dibres 370 – Tirana - Albania
Person authorised to sign this CA:
and
ROMANIAN ANGEL APPEAL FOUNDATION
Legal Office: Rodiei Street no. 52 - 030956 | 3rd District, Bucharest - Romania
Person authorised to sign this CA: Dr Silvia Asandi, General Manager
and
SOCIETÀ SERVIZI TELEMATICI SRL
Legal Office: Via Giacomo Medici, 9/A – 35138 Padova - Italy
Person authorised to sign this CA: Dr Luigi Cantarutti, President
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and
TECHNION - ISRAEL INSTITUTE OF TECHNOLOGY
Legal Office: Senate Building, Technion City - 32000 Haifa - Israel.
Person authorised to sign this CA: Prof Oded Shmueli, Executive Vice President for Research
and
UNIVERSITÀ DEGLI STUDI "GABRIELE D'ANNUNZIO" CHIETI PESCARA
Legal Office: Via dei Vestini, 31 - 66013 Chieti - Italy
Person authorised to sign this CA: Prof Francesco Chiarelli, Professor of Paediatrics
and
UNIVERSITÄTSKLINIKUM ERLANGEN
Legal Office: Maximiliansplatz 2 – 91054 Erlangen – Germany
Person authorised to sign this CA: Mr Alfons Gebhardt, Commercial Director
and
UNIVERSITÉ DE LIÈGE
Legal Office:
Person authorised to sign this CA:
and
UNIVERSITY COLLEGE LONDON
Legal Office: Gower Street 1 – London WC1E 6BT - UK
Person authorised to sign this CA: Mr Michael Browne, Head of European Research and Development
and
UNIVERSITY OF HONG KONG
Legal Office: University of Hong Kong
Person authorised to sign this CA: Iang Chi Kei Wong – Head of Dipartiment Department of Pharmacology
and Pharmacy - The University of Hong Kong
and
UNIVERSITY OF NAPLES FEDERICO II, DEPARTMENT OF TRANSLATIONAL MEDICAL SCIENCE, SECTION OF
PEDIATRICS
Legal Office: Corso Umberto I, 40 - 80138 Napoli - Italy
Person authorised to sign this CA: Prof Alfredo Guarino, Professor of Paediatrics

Hereinafter, jointly or individually, referred to as ”Parties” or ”Party”.
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INSTYTUT POMNIK CENTRUM ZDROWIA DZIECKA
Legal Office: Al. Dzieci Polskich 20 - '04-730 Warsaw - Poland
Person authorised to sign this CA: Malgorzata Syczowska
and
HOSPITAL UNIVERSITARIO 12 OCTUBRE
Legal Office:
Person authorised to sign this CA: Daniel Blazquez Gamero, PhD – Consultant in Pediatric Infectious Diseases
- PID Unit - Hospital Universitario 12 Octubre
and
CENTRE NATIONAL DE GREFFE DE MOELLE OSSEUSE
Legal Office: Rue Jebel Lakhdar 02, Bab Saadoun - 1006 Tunis - Tunisia
Person authorised to sign this CA: Prof. Moham,ed Bejaoui – Head of Pediatrics Department
and
CONSORZIO PER VALUTAZIONI BIOLOGICHE E FARMACOLOGICHE – ALBANIA - Dege e shoqerise se huaj
Legal Office: Tirana - Albania
Person authorised to sign this CA: Manika Kreka – Medical Director – CVBF Albania
and
GOTHIA FORUM – SAHLGRENSKA– UNIVERSITY HOSPITAL
Legal Office: Gothenburg- Sweden
Person authorised to sign this CA: Prof. Magnus Ruth - Head of Univ.
and
HOSPITAL CLINICO UNIVERSITARIO DE SANTIAGO DE COMPOSTELA (associated to FUNDACIÓN PARA LA
INVESTIGACIÓN, DESENVOLVEMENTO E INNOVACIÓN RAMÓN DOMÍNGUEZ)
Legal Office: Travesía da Choupana s/n. Edificio D, 1ª Planta - 15706 - Santiago de Compostela
Person authorised to sign this CA: Mr. Luis Verde Remeseiro – Managing Director (Hospital Clinico
Universitario De Santiago De Compostela) – Mrs. Maria Gomez – Reino Garrido – Executive Director
and
FUNDACIÓN PARA LA INVESTIGACIÓN DEL HOSPITAL UNIVERSITARIO Y POLITÉCNICO LA FE DE LA
COMUNIDAD VALENCIANA
Legal Office: Spain
Person authorised to sign this CA: Mr. Maria Millan Salvador
and
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PHARMASICH PLUS, LLC
Legal Office: Office 90, Paris Komuna Str. 5, Kotsubynske
Person authorised to sign this CA: Sergii Myronenko
and
PHOENIX CLINICAL RESEARCH
Legal Office: Lebanon
Person authorised to sign this CA: Dr. Georges Labaki
and
GENIKO NOSOKOMEIO PAIDON ΑTHINON I AGIA SOPHIA - PAIDON PENTELIS
Legal Office: Athens
Person authorised to sign this CA: Mammi Panagoula
AZIENDA OSPEDALIERA OSPEDALI RIUNITI VILLA SOFIA - CERVELLO
Legal Office:
Person authorised to sign this CA: Prof. Aurelio Maggio – U.O. Ematologia II con Talassemia
and
FUNDACIÒ SANT JOAN DE DÉU
Legal Office: Clinical Research Unit, floor 0, Oupatient facilities - 08950 Esplugues de Llobregat – Barcellona
Spain
Person authorised to sign this CA: Emili Bargallò - Director
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IT IS HEREBY AGREED AS FOLLOWS:
Article 1 Definitions
“Agreement”: Agreement means the body text of this Collaboration Agreement, including its attachments
and any possible further amendments to the Collaboration Agreement which may be agreed upon by the
Parties.
“Background”: Background means all the expertise and knowledge that were pre-existing the present
Agreement or that if subsequent to the signature of the agreement, have no connection with any work
carried out together by the Parties.
“Consortium”: Consortium means the TEDDY Network, an association whose members have the objective of
participating in a common activity or pooling their resources for achieving a common goal.
“Defaulting Party”: Defaulting Party means a Party which the General Assembly of the Network has identified
to be in breach of this Collaboration Agreement.
“Foreground”: Foreground means all the expertise and knowledge that is gained during the Network lifetime.
“Third Party”: Third Party means any Party not member of the TEDDY Network making resources available to
a Party to this Collaboration Agreement.

Article 2 Purpose
The objective of the present Agreement is to provide the basis and framework to expand and consolidate the
long lasting experience of the TEDDY Network of Excellence project funded by the European Commission
under its VI Framework Programme in order to establish the TEDDY Network, an independent
multidisciplinary, multinational Network aimed at facilitating the performance of good quality paediatric
studies and research.
TEDDY may accomplish all activities directly and indirectly in relation to its aims and according to the annual
plan of activities, including:
 to implement good practices and tools to develop studies and research on medicinal products in children
in compliance with EU legislation and guidelines;
 to promote, participate or provide methodological expertise to set up, manage and conduct paediatric
clinical trials and other paediatric research;
 to support the implementation of guidelines from evidence based to clinical practice;
 to consolidate common ethical procedures for children research and drugs uses;
 to plan and develop paediatric clinical trials and paediatric studies even in collaboration with public and
private bodies in the context of national, multinational public and private funded projects;
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 to collaborate with existing paediatric networks and research organization in the framework of the EnprEMA (the European Network of paediatric research at the EMA) and other International initiatives, such
as GRIP;
 to develop educational and communication tools such as e-learning courses (tailored to industries,
public agencies, researchers, health professionals, ethics committees) in order to favour awareness on
the topics of paediatric research;
 to develop communication and educational tools tailored for children in order to facilitate the children
participation to the experimental procedures including assent and consent in respect of children
wellbeing.
Exploiting the know-how of the members of the TEDDY Network, TEDDY offers methodological support and
expertise in preparing regulatory applications (PIPs, Orphan designation, PUMA, etc.); designing and
developing new paediatric formulations; planning and conducting non clinical research; planning and
designing clinical research (including innovative/traditional studies design, population PK, modelling,
extrapolation, monitoring and statistical evaluation, recruitment governance, etc.); planning and developing
post-marketing studies and long-term studies (including PASS, PAES, RM plans, HTA reports); and preparing
and submitting ethical and legal documentation to the ethics committees and the Local Competent
Authorities according to European and non-European countries specific rules (including consent and assent
forms tailored for children ).
The main therapeutic areas covered are: endocrinology, gastroenterology, haematology, infectious diseases,
nephrology, neurology, oncology, respiratory, pain, rare diseases, nutrition, rheumatology, allergology and
hepatology.

Article 3 Entry into force, duration and termination
3.1 Entry into force
This Consortium Agreement shall have effect from the date of signature for each organization.
An entity becomes a Party to this Consortium Agreement upon signature of this Agreement by a duly
authorised representative.
A new Party enters the Consortium upon signature of the accession document (Annex 1) by the new Party
and the Coordinator. Such accession shall have effect from the date identified in the accession document.

3.2 Duration and Termination
This Consortium Agreement shall not expire unless a qualified majority of the General Assembly representing
TEDDY members shall decide to terminate it.
Individual Parties shall be able exit the Network / terminate their participation in TEDDY at any time during
the lifetime of the Network itself.
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3.3 Survival of rights and obligations
The provisions relating to Access Rights and Confidentiality, for the time period mentioned therein, as well
as for Liability, Applicable law and Settlement of disputes shall survive the expiration or termination of this
Consortium Agreement.
Termination shall not affect any rights or obligations of a Party leaving the Consortium incurred prior to the
date of termination, unless otherwise agreed between the General Assembly and the leaving Party. This
includes the obligation to provide all input, deliverables and documents for the period of its participation.

Article 4 Responsibilities, rights and duties of the Parties
4.1 General Principles
Each Party undertakes to take part in the efficient implementation of the Network’s activities, and to
cooperate, perform and fulfil all of its obligations under this Consortium Agreement as may be reasonably
required from it and in a manner of good faith.
Each Party may submit a proposal for a project, or a study protocol (including clinical trials and basic
research), or a draft publication and proposal for guidelines and other publication requesting TEDDY Partners’
assistance and collaboration including, but not limited to, funding the study, recruiting patients, providing
methodological, ethical, regulatory expertise.
Each endeavour undertaken in the context of the TEDDY Network shall be a standalone project with its own
objectives, timelines, budget, involved Partners and commitments. Not entailing any financial and economic
obligation from the members of the Network, the present Consortium Agreement shall remain in the
background and act as a framework agreement, not applicable to individual projects, but functioning as a
requirement for Parties to work together without restrictions and limitations. In fact, this Consortium
Agreement does not in itself imply any work, but it only explicates the will of the Parties to work together
towards common goals.
Each Party undertakes to notify promptly, in accordance with the governance structure of the Network, any
significant information, fact, problem or delay likely to affect the Network’s activities.
Each Party shall provide all information reasonably required by a Consortium Body or by the Coordinator to
carry out its tasks.
Each Party shall take reasonable measures to ensure the accuracy of any information or materials it supplies
to the other Parties.

4.2 Breach
In the event a responsible Consortium Body identifies a breach by a Party of its obligations under this
Consortium Agreement, the Coordinator, or the Party appointed by the General Assembly if the Coordinator
is in breach of its obligations under this Consortium Agreement, will give written notice to such Party
requiring that such breach be remedied.
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If such breach is substantial and is not capable of remedy, the General Assembly may decide to declare the
Party to be a Defaulting Party and to decide on the consequences thereof which may include termination of
its participation.

4.3 Involvement of third parties
A Party that enters into a subcontract or otherwise involves third parties (including but not limited to
Affiliated Entities) in the Network’s activities remains solely responsible for carrying out its relevant part of
the activities and for such third party’s compliance with the provisions of this Consortium Agreement. It has
to ensure that the involvement of third parties does not affect the rights and obligations of the other Parties
under this Consortium Agreement.

Article 5 Liability towards each other
5.1 No warranties
In respect of any information or materials (incl. Foreground and Background) supplied by one Party to
another under the Network’s activities, the recipient Party shall in all cases be entirely and solely liable for
the use to which it puts such information and materials.
No Party granting Access Rights shall be liable in case of infringement of proprietary rights of a third party
resulting from any other Party (or its Affiliates) exercising its Access Rights.

5.2 Limitations of contractual liability
The terms of this Consortium Agreement shall not be construed to amend or limit any Party’s statutory
liability.
Parties shall not be liable for indirect, incidental or circumstantial damages.
In the case of transfer of material between Parties for the performance of the Network’s activities, an
agreement based on the model of the Material Transfer Agreement provided on the DESCA website
(www.DESCA-FP7.eu) shall be entered into between the said Parties and may be amended to contain specific
conditions regarding liabilities.

5.3 Damages caused to third parties
Each Party shall be solely liable for any loss, damage or injury to third parties resulting from the performance
of the said Party’s obligations by it or on its behalf under this Consortium Agreement or from its use of
Foreground or Background.
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5.4 Force Majeure
No Party shall be considered to be in breach of this Consortium Agreement if such breach is caused by Force
Majeure. Each Party will notify the competent Consortium Bodies of any Force Majeure without undue delay.
If the consequences of Force Majeure for the Network’s activities are not overcome within 6 weeks after
such notification, the transfer of tasks - if any - shall be decided by the competent Consortium Bodies.

Article 6 Governance structure
6.1 Bodies of the Consortium
The Coordinator ensures that the Network is implemented according to the overall strategy by:




verifying that the expected activities are accomplished with the maximum quality level and that the
work is implemented within the expected start and end dates, as agreed upon by the interested
Parties before starting the individual project,
ensuring that each Party engages in fruitful cooperation with all other Parties.

The Coordinator shall in addition to these responsibilities, perform the tasks assigned to it as a Party as
described in this Consortium Agreement.
Consorzio per Valutazioni Biologiche e Farmacologiche (CVBF) provides the coordination/ is the Coordinator
of the TEDDY Network. In this role, CVBF ensures basic coordination activities necessary for the functioning
of the Network such as contact point for external enquiries, management of TEDDY website, management
of relations between the Parties of the Consortium, research for resources to be made available to the
Consortium. The General Assembly can decide to change the Coordinator of the Network with a qualified
majority (2/3), while if it is Coordinator itself that gives up the role, a simple majority is enough.
The General Assembly is formed by the delegated authorised representatives of all Parties. For decisionmaking purposes, each Party will have one representative and one vote. If a decision to be taken relates to a
legal matter, including, but not limited to, any matter related to intellectual property, the General Assembly
representative, where it is necessary for a Party, must first have obtained approval from the Body within
his/her organisation who is authorised to legally bind that Party in respect of such matters.
The General Assembly deals with issues affecting all Parties and/or the Network as a whole, such as overall
strategy and all other matters that the Coordinator and the Network Scientific Committee opt for referring
to a higher level.
The General Assembly will only convene validly if one half (1/2) of the Parties are present or represented
(quorum). Simple majority of the attendants will be sufficient for the adoption of a decision, except in those
cases when a qualified majority is required. Decisions on intellectual property and use and commercial
exploitation of Foreground and/or Background shall always have been previously deliberated by the
authorised body to take such decisions in each Party’s organisation.
The Network Scientific Committee (NSC) will be set up in order to coordinate the scientific activities of the
TEDDY Network. Members will include 1 member for each Party and other experts nominated by the General
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Assembly. The NSC aims at monitoring all scientific aspects of the Network and at sharing knowledge and
experiences among the Parties. The NSC will also monitor and review progress of scientific activities and
ensure that the relevant scientific objectives are met. The NSC has decision-making power on the approval
of scientific deliverables and on work plan updates. At the initiative of any of its members, the NSC is also
able to engage expert consultations for matters that require specific attention (such as particular scientific
problems/areas).
The activities of the NSC will be coordinated by the Scientific Coordinating Committee (SCC). The SCC will be
established during the Network’s constitutive meeting and will include 5 members appointed by the NSC.
SCC delegates will remain in office three (3) years and may be reappointed.
External Advisory Boards (EABs) will be established as needed. These bodies will have consultative functions
and will be formed by independent experts in the conduct of clinical trials in children, in order to guarantee
the expertise and knowledge necessary to assist the NSC on safety and ethical grounds.

6.2 Rights and responsibilities
6.2.1 The Coordinator
The Coordinator shall, in case financial contributions are obtained or other sums are available:




keep the Network’s records and financial accounts, making it possible to determine at any time what
portion of the financial contribution has been paid to each Party for the purposes of the Network’s
activities,
monitor the compliance of the Parties to their obligations under this Consortium Agreement.

The Coordinator shall furthermore fulfil the following functions:



take care of the administration, preparation and follow-up of General Assembly decisions,
transmit, upon request, any documents and information connected with the Network between the
Parties concerned.

The Coordinator is not entitled to act for or to make any declarations or commitments on behalf of any other
Party and shall not be held responsible by the Parties for any breach of its obligations under this Consortium
Agreement resulting from any such breach by any other Party.
If one or more of the Parties is late in the submission of a deliverable, the Coordinator shall send out a
reminder to the Party or Parties in delay. Such reminder shall not relieve the concerned Party or Parties of
their obligations and responsibilities.
6.2.2 General responsibilities of the Parties
Each Party shall:




carry out the work to be performed to accomplish the goal and objectives of the individual project,
as per agreement between interested Parties before the start of the project itself. However, where
it is necessary for the implementation of the Network’s activities, it may call upon third parties to
carry out certain elements. A Party may also use resources that are made available by Third Parties
in order to carry out part of its work. In such a case, a specific reimbursement agreement shall be
entered into between the Party and the Third Party;
ensure that the tasks assigned to the Third Party are correctly and timely performed;
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take part in meetings concerning the supervision, monitoring and evaluation of the Network which
are relevant to it;
inform the other Parties and the Coordinator of any obligations which may arise during the duration
of the TEDDY Network which may have implications for any of its obligations under this Consortium
Agreement;
carry out the Network’s activities in accordance with fundamental ethical principles;
take every necessary precaution to avoid any risk of conflict of interest relating to economic interests,
political or national affinities, family or emotional ties or any other interests liable to influence the
impartial and objective performance of the Network;
comply with the applicable procedures and use the applicable tools for the marking and handling of
information exchanged between Parties in the performance of the Network’s activities as decided by
the General Assembly and/or the NSC.

Each Party furthermore undertakes reasonable endeavours to:








fully comply with all applicable local, governmental and international laws, regulations and guidelines
which are effective during the duration of the Network’s activities, including those governing health
and safety, data protection and clinical research, and where relevant, the use of human or animal
subjects and good clinical practice with particular reference to ICH- Good Clinical Practice and the
implementing Directive 2001/20/EC, the Declaration of Helsinki, Directive 95/46/EC, and the other
relevant European and national regulations. In this regard, each Party shall maintain the full
confidentiality of all samples and data relating to the use of human subjects, which is created or used
in the course of the Network’s activities;
comply with the principles laid out in the document “Ethical Considerations for Clinical Trials on
medicinal products conducted with the Paediatric Population - Recommendations of the Ad hoc
group for the development of implementing guidelines for Directive 2001/20/EC relating to good
clinical practice in the conduct of clinical trials on medicinal products for human use” (EC, 2008);
secure all necessary approvals from the relevant ethics committees before undertaking any part of
the Network’s activities which may require ethics committees’ approvals;
where any part of the Network’s activities takes place in a hospital, the Party involved shall first
obtain all necessary approvals, indemnities and agreements from that hospital;
observe all ethical rules and recommendations developed by the Network and ensure application of
processes and procedures approved by the NSC in case of clinical trials conducted under the
responsibility of the Network.

6.2.3 Responsibilities of the Parties towards the Coordinator, the General Assembly and the NSC
Each Party undertakes reasonable endeavours to promptly supply the Coordinator with all such information
and documents that the Coordinator (acting for itself or on behalf of the NSC or of the General Assembly)
needs in order to fulfil obligations pursuant to this Consortium Agreement.
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6.2.4 Obligations as a Consortium
The Parties shall fulfil the following obligations as a Consortium:





jointly carry out the activities as per agreement among interested Parties before the start of the
individual project;
engage, whenever appropriate, with actors beyond the research community and with the public in
order to foster dialogue and debate on the Network’s research agenda, its research results and on
related scientific issues with policy makers and civil society;
create synergies with education at all levels and conduct activities promoting the socioeconomic
impact of the Network’s research.

6.3 Meetings
6.3.1 General Assembly Meetings
General Assembly meetings will take place annually and will be called and prepared by the Coordinator.
Meetings and decisions of the General Assembly may also be held / made via audio or video teleconferences
and/or via email, on the pre-condition that all members of the General Assembly receive copies of all related
communications.
All meetings and decisions of the General Assembly will be recorded in a written memorandum drafted by
the Coordinator and agreed upon by the members who attended the meeting. The Coordinator will distribute
copies of the approved memorandum to all Parties.
6.3.2 Network Scientific Committee Meetings
The NSC will meet at least once a year or more if specific needs arise. Meetings may be face-to-face, via audio
or video teleconferences, or via email, on the pre-condition that all members receive copies of all related
communications and provide their written approval.
NSC meetings shall be prepared by the Scientific Coordinating Committee with the support of the
Coordinator.
All meetings and decisions of the NSC will result in a written memorandum signed by the NSC chairperson.
These minutes will record inter alia all decisions taken and shall be sent to all NSC members.

Article 7 Financial Provisions
7.1 General Principles
Parties entering the TEDDY Network will not be required to financially contribute to the Network, except on
voluntary basis.
The Coordinator will bear the costs necessary for the for establishment and the management of the Network.
All Parties can assist in the retrieval of possible funds to be made available for the conduction of TEDDY
activities and the consolidation of the Network, or can freely contribute to the Network.
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Retrieved financial contributions shall be used and distributed in accordance to the Network’s initiatives and
activities. A Party shall be funded only for the tasks assigned to it in accordance with the specific work plans.
Each Party shall be solely responsible for justifying its costs with respect to the Network’s activities, in
accordance with its own usual accounting and management principles and practices,.
The Coordinator is entitled to withhold any payments due to a Party identified by a responsible Consortium
Body to be in breach of its obligations under this Consortium Agreement.
The Coordinator is entitled to recover any payments already paid to a Defaulting Party.

Article 8 Foreground
8.1 Ownership
8.1.1 General principles
Any scientific foreground borne from the activities realised in the framework of the TEDDY Network shall be
property of the participating Parties, except for the foreground that is the exclusive result of the activities of
a single Party, which in this case remains proprietor of said foreground. TEDDY members shall use the
foreground, ensure that it is used, and report on the expected use to be made of foreground to the
Coordinator and to the other Parties.

8.2 Transfer of Foreground
When a Party wishes to transfer ownership of foreground (i.e. to a specific third party), the other Parties
hereby waive their right to object to the transfer if the recipient of the foreground is a specific third party
identified and listed in Annex 2.
The transferring Party shall, however, notify the other Parties of such transfer and shall ensure that the rights
of the other Parties will not be affected by such transfer.

8.3 Dissemination of Foreground
8.3.1 Publication
Dissemination activities, including but not restricted to publications and presentations, shall be governed by
the following provisions: prior notice of any planned publication shall be given to the other Parties concerned
at least 45 days before the publication. If a publication is subject to a submission process, prior notice shall
be given within 30 days before submission. Any objection to the planned publication shall be made in writing
to the Coordinator and to any Party concerned within 15 days after receipt of the notice. If no objection is
made within the time limit stated above, the publication is permitted.

An objection is justified if:
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the objecting Party's legitimate academic or commercial interests are compromised by the
publication; or
the protection of the objecting Party's Background is adversely affected.

The objection has to include a precise request for necessary modifications.
If an objection has been raised, the involved Parties shall discuss how to overcome the justified grounds for
the objection on a timely basis (for example by amendment to the planned publication and/or by protecting
information before publication) and the objecting Party shall not unreasonably continue the opposition if
appropriate actions are performed following the discussion. Provided all appropriate actions as described
here above are taken, no Party may withhold its consent to publication for more than 30 days from the
objection.
In accordance with normal academic practice all contributors to a publication will be acknowledged, always
in compliance with recognized standards concerning publication and authorship, including the most recent
“Uniform Requirements for Manuscripts Submitted to Biomedical Journals” required by the International
Committee of Medical Journal Editors (ICMJE).
Open source publications are to be preferred.
8.3.2 Publication of another Party’s Background
For the avoidance of doubt, a Party shall not publish Background of another Party, even if such Background
is amalgamated with the Party’s Foreground, without the other Party’s prior written approval. For the
avoidance of doubt, the mere absence of an objection according to 8.3.1 is not considered as an approval.
8.3.3 Publication of the purpose of obtaining a degree
Nothing in the Consortium Agreement will prevent the publication for the purposes of obtaining a degree,
provided that external examiners may, where necessary to protect another Party’s information, be required
to sign a non-disclosure agreement, and that a Party may request that a thesis is deposited in a university
library only under restricted access conditions.
8.3.4 Use of name, logos or trademarks
Nothing in this Consortium Agreement shall be construed as conferring rights to use in advertising, publicity
or otherwise the name of the Parties or any of their logos or trademarks without their prior written approval,
except for planned Network’s activities.
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Article 9 Access Rights
9.1 General principles
Each Party shall implement its tasks in accordance with the specific work plan established within the
individual projects and shall bear sole responsibility for ensuring that its acts within the Network do not
knowingly infringe third party property rights.
Parties shall inform the members of the Network as soon as possible of any limitation to the granting of
Access Rights to Background or of any other restriction which might substantially affect the granting of Access
Rights.
Any Access Rights granted expressly exclude any rights to sub-license unless expressly stated otherwise.
Access Rights shall be free of any administrative transfer costs. All requests for Access Rights shall be made
in writing.
Access Rights are granted on a non-exclusive basis, if not otherwise agreed in writing by all the Parties.
Foreground and Background shall be used only for the purposes for which Access Rights to it have been
granted.
The granting of Access Rights may be made conditional on the acceptance of specific conditions aimed at
ensuring that these rights will be used only for the intended purpose and that appropriate confidentiality
obligations are in place.
The requesting Party must show that the Access Rights are needed for the implementation of foreseen
activities.

9.2 Background covered
Parties share the property of the background produced within the framework of the EC funded TEDDY NoE
project.
The Parties agree that all background not produced within the TEDDY project shall be explicitly excluded from
Access Rights. The Parties agree, however, to negotiate in good faith additions to common background if a
Party asks them to do so and those are needed.

9.3 Access Rights for implementation
Access Rights to foreground and background needed for the performance of the own work of a Party under
TEDDY Network activities shall be granted on a royalty-free basis, unless otherwise agreed for in this
Consortium Agreement.
CVBF shall make available its own Standard Operating Procedures (SOPs) for the preparation and conduction
of clinical trials to all Parties, to be used as standard reference for the activities planned within the context
of the TEDDY Consortium.
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9.4 Access Rights for Use of Background
Access Rights to background of a single Party, if needed for use of producing TEDDY own foreground during
the execution of a project, shall be granted on fair and reasonable conditions. The granting of Access Rights
shall be made conditional on to the following principles:
I.

the access to pre-existing know-how is limited to the field of application being identified as pertaining
to the objectives, content and goals of the Network and needed for the use of the recipient Party’s
own foreground.

II.

the access to background is limited to the field of application being identified as the objectives and
goals of the Network and needed for the use of the recipient Party’s own foreground.

Outside the above identified areas the provisions of neither the Party nor this Collaboration Agreement shall
apply in relation to the grant of any right to use either knowledge or pre-existing know-how, which shall be
the subject of further agreements between the Parties concerned.

9.5 Access Right for Affiliated Entities
Affiliated Entities shall be granted Access Rights on fair and reasonable conditions and upon a written
bilateral agreement.
Affiliated Entities which obtain Access Rights in return grant Access Rights to all Parties and fulfil all
confidentiality and other obligations accepted by the Parties under this Consortium Agreement as if such
Affiliated Entities were Parties.
Access Rights may be refused to affiliate entities if such granting is contrary to the legitimate interests of the
Party which owns the background or to the TEDDY Network which owns the foreground.
Access Rights granted to any affiliated entity are subject to the continuation of the Access Rights of the Party
to which it is affiliated, and shall automatically terminate upon termination of the Access Rights granted to
such Party.
Upon cessation of the status as an affiliated entity, any Access Rights granted to such former affiliated entity
shall lapse.
Further arrangements with Affiliated Entities may be negotiated in separate agreements.

9.6 Additional Access Rights
For the avoidance of doubt any grant of Access Rights not covered by this Consortium Agreement shall be at
the absolute discretion of the owning Party and subject to such terms and conditions as may be agreed
between the owning and receiving Parties.
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9.7 Access Rights to Parties entering or leaving the Consortium
All foreground developed before the accession of the new Party shall be considered to be background with
regard to said new Party.
A non-defaulting Party leaving voluntarily and with the other Parties' consent shall have Access Rights for use
of all the foreground developed by the Network until the date of the termination of its participation even if
no longer a member of the Consortium.

9.8 Specific provisions for Access Rights to software
For the avoidance of doubt, the general provisions for Access Rights provided for in this Section 9 are
applicable also to software.
Parties’ Access Rights to software do not include any right to receive source code or object code ported to a
certain hardware platform or any right to receive respective software documentation in any particular form
or detail, but only as available from the Party granting the Access Rights.

Article 10 Non-disclosure of information
All information in whatever form or mode of transmission, which is disclosed by a Party (the “Disclosing
Party”) to any other Party (the “Recipient”) in connection with the TEDDY Network during its implementation
and which has been explicitly marked as “confidential”, or when disclosed orally, has been identified as
confidential at the time of disclosure and has been confirmed and designated in writing within 15 days from
oral disclosure at the latest as confidential information by the Disclosing Party, is “Confidential Information”.
The Recipients hereby undertake in addition and without prejudice to any commitment of non-disclosure:





not to use Confidential Information otherwise than for the purpose for which it was disclosed;
not to disclose Confidential Information to any third party without the prior written consent by the
Disclosing Party;
to ensure that internal distribution of Confidential Information by a Recipient shall take place on a
strict need-to-know basis; and
to return to the Disclosing Party on demand all Confidential Information which has been supplied to
or acquired by the Recipients including all copies thereof and to delete all information stored in a
machine readable form. If needed for the recording of on-going obligations, the Recipients may
however request to keep a copy for archival purposes only.

The Recipients shall be responsible for the fulfilment of the above obligations on the part of their employees
and shall ensure that their employees remain so obliged, as far as legally possible, during and after the
termination of employment.
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The above shall not apply for disclosure or use of Confidential Information, if and in so far as the Recipient
can show that:








the Confidential Information becomes publicly available by means other than a breach of the
Recipient’s confidentiality obligations;
the Disclosing Party subsequently informs the Recipient that the Confidential Information is no
longer confidential;
the Confidential Information is communicated to the Recipient without any obligation of confidence
by a third party who is in lawful possession thereof and under no obligation of confidence to the
Disclosing Party;
the Confidential Information, at any time, was developed by the Recipient completely independently
of any such disclosure by the Disclosing Party; or
the Confidential Information was already known to the Recipient prior to disclosure; or
the Recipient is required to disclose the Confidential Information subject to the provision of this
Article in order to comply with applicable laws or regulations or with a court or administrative order.

The Recipient shall apply the same degree of care with regard to the Confidential Information disclosed
within the scope of the Network as with its own confidential and/or proprietary information, but in no case
less than reasonable care.
Each Party shall promptly advise the other Party in writing of any unauthorised disclosure, misappropriation
or misuse of Confidential Information after it becomes aware of such unauthorised disclosure,
misappropriation or misuse.
If any Party becomes aware that it will be required, or is likely to be required, to disclose Confidential
Information in order to comply with applicable laws or regulations or with a court or administrative order, it
shall, to the extent it is lawfully able to do so, prior to any such disclosure,



notify the Disclosing Party, and
comply with the Disclosing Party’s reasonable instructions to protect the confidentiality of the
information.

Article 11 Miscellaneous
11.1 Attachments, inconsistencies and severability
This Consortium Agreement consists of this core text and


Annex 1 Accession Document (accession of a new Party to the TEDDY Network Consortium
Agreement)

Should any provision of this Consortium Agreement become invalid, illegal or unenforceable, it shall not
affect the validity of the remaining provisions of this Consortium Agreement. In such a case, the Parties
concerned shall be entitled to request that a valid and practicable provision be negotiated which fulfils the
purpose of the original provision.
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11.2 Notices and other communication
Any notice to be given under this Consortium Agreement shall be in writing to the addresses and recipients
as listed in the most current address list kept by the Coordinator. Any change of persons or contact details
shall be notified immediately by the respective Party to the Coordinator. The address list shall be accessible
to all concerned.
a) Formal notices:
If it is required in this Consortium Agreement that a formal notice, consent or approval shall be given, such
notice shall be signed by an authorised representative of a Party and shall either be served personally or sent
by mail with recorded delivery or telefax with receipt acknowledgement.
b) Other communication:
Other communication between the Parties may also be effected by other means such as e-mail with
acknowledgement of receipt, which fulfils the conditions of written form.

11.3 Assignments and amendments
No rights or obligations of the Parties arising from this Consortium Agreement may be assigned or
transferred, in whole or in part, to any third party without the other Parties’ prior formal approval.
Amendments and modifications to the text of this Consortium Agreement are possible and must be accepted
unanimously by all Parties to this Consortium Agreement through signature of the amended version.

11.4 Mandatory national law
Nothing in this Consortium Agreement shall be deemed to require a Party to breach any mandatory statutory
law under which the Party is operating.

11.5 Language
This Consortium Agreement is drawn up in English, which language shall govern all documents, notices,
meetings, arbitral proceedings and processes relative thereto.

11.6 Applicable law
This Consortium Agreement shall be construed in accordance with and governed by the laws of Belgium
excluding its conflict of law provisions.

11.7 Settlement of Disputes
All disputes arising out of or in connection with this Consortium Agreement, which cannot be solved amicably,
shall be finally settled under the Rules of Arbitration of the International Chamber of Commerce by one
arbitrator appointed in accordance with the said Rules.
The place of arbitration shall be in Brussels if not otherwise agreed by the conflicting Parties. The award of
the arbitration will be final and binding upon the Parties.
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Nothing in this Consortium Agreement shall limit the Parties’ right to seek injunctive relief or to enforce an
arbitration award in any applicable competent court of law.

Article 12 Signatures
AS WITNESS:
The Parties have caused this Consortium Agreement to be duly signed by the undersigned authorised
representatives in separate signature pages the day and year first above written.
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